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[Ipuka3 MunucrtepcTBa NpOMBIIIIEHHOCTH U TOproeiu P® ot 14 urons 2013 r. N 916 "OO0 yTBepxaeHun
MpaBuJI Ha/JIeXkKallel NpOru3BOICTBEHHOM MPAKTUKU" (C U3MEHEHUSIMUA U TOTIOTHEHUSIMH )

Hudopmarus 06 H3MEHEHHSX:
Ilpuxazom Munnpommopea Poccuu om 18 Oexabpa 20152 N 4148 6 Hnaumenosanue 6HeceHbl
U3MEHeHUs.

Cm. mexem Haumenosanus 6 npeodvloyujeli pedaxKyuu

IIpuka3 MuHuCTepCTBA NPOMBIIIIJICHHOCTH M TOProBjin P® ot 14 nrons 2013 r. N 916
"O0 yTBep:KIeHUN NPABUJI HajJIe:Kalleldl MPOU3BOACTBEHHON NMPAKTHKNA'"

C n3MeHeHHSIMH H JOIMOJTHECHUSIMHA OT:

18 nexabpst 2015 r.

Hudopmarus 06 H3MEHEHHSX:

Ipuxaszom Mununpommopea Poccuu om 18 dexabps 2015 2. N 4148 npeambyna uznoscena 6 Ho80lU
pedaxkyuu

Cm. mexecm npeamoynvl 8 npedvioyujeli peoaKyuu

B cootBercTBuu ¢ yacteio | crareu 45 @enepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6
oOpamenuu nekapcTBeHHbIX cpencTtB" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit ®eneparuu, 2010,
N 16, cr. 1815; 2012, N 26, ct. 3446; 2014, N 43, ct. 5797; N 52, ct. 7540; 2015, N 10, ct. 1404; N 27,
ct.3951; N 29, c1.4359, c1.4367; o¢uIMaNbHBI HHTEpHET-MOPTAl MpaBoBOH WHOpMaNUU
http://www.pravo.gov.ru, 15.12.2015, N 0001201512150001) u noamyuxkrom 5.2.18(31-1) ITonoxxenus o
MuHucTepcTBE  NPOMBILIIEHHOCTM UM ToproBiau  Poccuiickor — denepanuu,  YTBEPKIACHHOTO
nocranoBienneMm llpaBurensctBa Poccmiickoit ®enepanmu ot 28.11.2015 N 1283 (Cobpanue
3akoHonarenscTBa Poccuiickoit denepanuu, 2008, N 24, cr. 2868; 2009, N 3, ct. 378; N 25, cr. 3065;
2010, N 6, cr.649; N9, cr. 960; 2011, N 43, ct. 6079; N 46, cr. 6523; N 47, cr. 6662; 2012, N 43,
cT. 5886; 2013, N 23, c1. 2909; 2014, N 9, ct. 923; N 37, c1. 4961; 2015, N 14, ct. 2118; N 27, cT. 4080;
N 40, ct. 5563; N 44, ct. 6136; N 49, cT. 6976) npukasbiBato:

T'APAHT:

[lo-BuauMomMy, B TeKCTe Mpenblaymiero absama JomymieHa omedarka. meercs B BuIy
"mocranosnenueM IIpaButensctBa Poccuiickoit @eneparuu ot 5 uronsa 2008 r. N 438"

Hudopmarus 06 H3MEHEHHSX:
Ipuxaszom Munnpommopea Poccuu om 18 oexabps 2015 2. N 4148 6 nynkm 1 6Hecernvl usmeHeHus.

Cm. mexem nynkma 6 npeovloyujeil peoakyuu
1. YTBepauTe npunaraemsle [Ipasuia Hagiexamie Npou3BOICTBEHHON TPaKTUKH.
2. KoHTpOJIb 32 HCIIOJTHEHWEM HACTOAIIETO MPpHUKa3a OCTABIISIO 32 COOOM.

Munuctp J.B. ManTypoB

3apeructpupoBano B Muntocte PO 10 cerrsiops 2013 r.
Peructpanuonssiii N 29938

Hudopmarus 06 H3MEHEHHSX:

Ilpuxazom Munnpommopea Poccuu om 18 oOexabpa 20152 N 4148 6 Hnaumenosanue 6HeceHbl
U3MeHeHUs.

Cm. mexem Haumenosanus 6 npeodvloyujeli pedaxKyuu

IMpaBuia HaguIexkamed NPOM3BOACTBEHHON NPAKTHKHU
(yTB. nprkazoM MHHHCTEPCTBA NPOMBILIJICHHOCTH B TOProBjiv P® ot 14 urons 2013 r. N 916)
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C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
TAPAHT:

CM. PexomMeHnpanuu mo opraHu3alMy MPOHM3BOJCTBA U KOHTPOJISI KauecTBa JICKAPCTBEHHBIX CPEICTB,
yTBEpKACHHbIE Npuka3oM MunnpomTopra Poccun ot 12 nekabps 2013 r. N 1997

1. O01ue mo0KeHusA

Hudopmarus 06 H3MEHEHHSX:
Ipuxazom Munnpommopea Poccuu om 18 oexabps 2015 2. N 4148 6 nynkm 1 enecemnvi usmeneHus

Cm. mexem nynkma 6 npeovloyujei peoakyuu

1. TlpaBuna Hamexamieil NPOU3BOACTBEHHON NpakTHKU (nanee - [lpaBmia) ycTaHaBiIMBaroT
TpeOOBaHUS K OpTraHU3alMM MPOU3BOJACTBA M KOHTPOJS KadyecTBa JICKAPCTBEHHBIX CPEIACTB JUIA
MEIULMHCKOTO IPUMEHEHUSI U BETEPUHAPHOTO IPUMEHEHMS.

2. IlpaBuna pacmpoCTpaHIIOTCS HAa BCE BHJIBI JIEKAPCTBEHHBIX CPEJICTB M YCTAHABIMBAIOT OOIIHE
TpeOOBaHMUS K OpraHU3aLMU UX MIPOU3BOJICTBA M KOHTPOJIS KAYECTBA, a TAKXKE CHelHaibHble TpeOOBaHUS K
OpraHM3aly IPOU3BOJICTBA OTJENIbHBIX BUJIOB JIEKAPCTBEHHBIX CPEJCTB.

3. Hacrosimue [IpaBuna He paciipoCTpaHAIOTCsl Ha BOIIPOCH! OXpaHbl TpyJa IEpCcoHalla, 3aHATOTO B
NPOM3BOJICTBE, Ha o0OecredyeHHe TMPOMBIIUICHHOW  O€30MacHOCTH, TMOXApHOH  OE30MacHOCTH,
B3pBIBOOE30MIACHOCTH, XUMHUYECKOW O€30MacHOCTH, CaHMTAPHO-TUTMEHHYECKOW Oe30MacHOCTH W HMHOM
0€30MacHOCTH TPU MPOU3BOJICTBE JICKAPCTBEHHBIX CPEJCTB, @ TAKXKE HE 3aTPardBarOT BOIPOCHI OXPaHBI
okpyxatomiei cpeapl. [IpuHATHE HEOOXOIMMBIX MEp B YKAa3aHHBIX CIydyasX SIBJSETCS HETOCPEACTBEHHOU
0053aHHOCTBIO TPOU3BOAMUTENSI B COOTBETCTBUM C HOPMATHBHBIMU NPAaBOBBIMH akTamu Poccuiickoit
denepauuu.

II. Tepmunbl ¥ onpeneeHus

4. 1na ueneit Hacrosiuux [IpaBui UCTIONB3YIOTCS CAEAYIOLUE OCHOBHBIE TOHSTHS:

0a/IJI0OH - KOHTEHHEp OOBIYHO IWJIMHAPUYECKON (HOPMBI, MPHUCTIOCOOJICHHBIH JUIS CHXKATOTO,
COKMKEHHOTO WJIM PACTBOPEHHOTO ra3a, OCHALICHHBIH MPUCIOCOOICHUEM I PETYIHMPOBKH CIIOHTAHHOTO
BBITEKAHUS Ta3a IpU aTMOC(EpHOM JaBICHUM U KOMHATHOM TeMIepaType;

O0MOJIOTHYeCKHEe areHTbl - MHKpPOOPTaHM3MbI, BKIIIOYAs IOJyYEHHbIE METOJaMH T'€HHOU
WH)KEHEPUH, KIIETOYHBIE KYJIBTYPbI U DHJIOTIAPAa3UThl, KAK MATOTCHHbIE, TAK U HEMAaTOTeHHBIE;

O0MOpeaKTOp - 3aKpbITas CHCTEMa, Takas Kak (pepMeHTep, B KOTOPYIO BBOISAT OHOJIOTMYECKHE
areHThl HapsAly C APYTUM CBIPbEM TakuM 00pa3oM, YTO 3TO MPHUBOAUT K MX PA3MHOKEHHUIO HIU K
NPOAYLIMPOBAHUIO UMM JpPYTHUX BEUIECTB IYTEM B3aUMOICWUCTBUS C JPYTUM ChIpbeM. bHOpeakTops
OOBIYHO CHA0XKEHBI PETYTUPYIOMUMHU M KOHTPOJIUPYIOIIMMHU MPUOOpaMH, a TakkKe MPHUCIOCOOICHUIMU
11 100aBICHUS U YIaJCHHS BEIIECTB;

BaJMIAIUSA - JOKYMEHTAIbHO O(pOpPMIICHHBIE IEHCTBHS, JAIOIINE BHICOKYIO CTETIEHb YBEPEHHOCTH
B TOM, YTO METOJMKa, Mpolecc, o0OpyrOoBaHME, MaTepHal, ONepalus WIM CHCTEMa COOTBETCTBYIOT
3aJJaHHbBIM TpeOOBaHMSAM UM MX UCIOJNb30BaHUE OyJIeT TIOCTOSHHO NPUBOAUTH K pE3yJbTaTam,
COOTBETCTBYIOIIUM 3apaHee yCTaHOBICHHBIM KPUTEPHUSIM IPHUEMIIEMOCTH;

BO3BPAT - BO3BpAT JICKAPCTBEHHOTO CPEJICTBA €O MPOU3BOIUTEIIO MM TIOCTABIIUKY;

BO3AYUIHBII NILI03 - OTPaHUYCHHOE NPOCTPAHCTBO C JIByMsI WM HECKOJBKHUMHU JIBEPSIMH,
PAacIoyIOKEHHOE MEXKIY ABYMS MM HECKOJIBKMMHU MOMEIICHUSIMH, HAIpUMEpP, Pa3HBbIX KJIaCCOB YMCTOTHI,
npeJHa3sHauYeHHOE VIS pa3JesieHus] BO3AYIIHbBIX Cpe/l OMEIIEHUH PpU BXO/I€ B HUX M UCIOJIb3yeMOe Kak
IUIs TIepexo0/1a IepCoHaa, Tak U JJIs IepeMellieHUs MaTepHaloB;

BBICOKO AKTHBHBbIE BelllecTBa - XHMHUYECKHE COCAMHEHUS, OKa3bIBAIOIIME BO3ACHUCTBHE Ha
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OpraHu3M YeJIOBEKa B HU3KUX KOHIICHTPAIUIX;

BBICOKO AaKTHBHBbIE JIeKAPCTBEHHbIE CpeICTBAa - JICKAPCTBEHHBIE CPEACTBA, JIAIOLIHE
dapmakosornueckuii 23pPeKT B HU3KUX 103aX (KOHIEHTPALUSAX);

roToBasi MPoAyKuMs (roTOBBIH NMPOAYKT) - JIEKAPCTBEHHBIN IpemnapaT, KOTOPbIMA IpOLIEN BCe
CTaIUH TEXHOJIOTUYECKOTO MpOoLecca, BKI0Yas OKOHYATEIbHYIO YIIAaKOBKY:;

3alMCh - JOKYMEHT, (PUKCUPYIOIIMN BBIMOJHEHHE PA3IMYHBIX JCHCTBHM JUIS JTOKa3aTeNbCTBA
COOTBETCTBUS MHCTPYKIUSM;

M30/IMPOBAaHHAsI 30HA - 30Ha, 00OPYJOBaHHAs! COOTBETCTBYIOIIMMHU (MIIBTPAMHU M YCTPOHUCTBAMH
MOJArOTOBKM  BO3AyXa s TPEeNOTBpAIEHUS KOHTAMMHAIMM BHEIIHEH OKpYXarolled cpelsl
OMOJIOTHYECKUMU areHTaMu, MPUCYTCTBYIOIIMMU B 3TOM 30HE;

U30JISIUMSA - JICHCTBUS MO0 OTPAaHMYCHMIO PACTIPOCTPAHEHUS] OMOIOTUYECKUX areHTOB WM JPYTUX
KOHTaMUHAHTOB 3a MPEJIEbl ONPEIeIEHHOTO MPOCTPAHCTRA;

U30JIIUMsI  BTOPMYHAsA - CHCTeMa  H30JALMH, TPEAOTBpaIlaomas  MPOHUKHOBEHHE
OMOJIOTHYECKOTO areHTa BO BHEIIHIOW OKPYXKAIOUIYI0 Cpeldy HWIM B Jpyrue pabodyue 30HBI, YTO
JIOCTHTaeTCs HCIOJIb30BAHUEM IIOMEIIEHUH CO CHEeNHaTbHBIMM CHUCTEMaMU MOJATOTOBKM BO3/yXa,
HAJIMYMEM BO3IYLIHBIX [UTIO30B M (MJIM) CTEPUIM3ATOPOB VIS MEpeaud MaTepuanoB HapyXy Hapsdy ¢
nporenypamu 0e30MacHOro BEACHHS Ipolecca. Bo MHOTMX ciyyasiX HCHOJIb3YETCS JAJsl TMOBBIIICHHS
3¢ (HEeKTUBHOCTH TIEPBUYHON U3OJISIIHH;

U30JIIMs1  MepBUYHAS - CHUCTEMa  M3OJILMH, TPEAOTBpallaomas  MPOHUKHOBEHHE
OMOJIOTUYECKOTO areHTa B OKPY’KaIOLIYI0 Cpely, HETOCPEACTBEHHO MPUIIETAIONIYI0 K paboyeil 30He, YTo
JIOCTHraeTcs TOCPEICTBOM HCIOJIb30BAHUS 3aKPHITHIX KOHTEHHEPOB WM OOKCOB sl 0€30MacHOro
BEZICHUSI OMOJIOTHYECKUX paboT HapsAIy ¢ MpoLeaypaMu 6€30MacHOT0 BEICHHS Mpolecca;

UHGUIMPOBAHHBII - 3apaXKeHHBI TOCTOPOHHUMH OHMOJOTMYECKUMH areHTaMH H, CJIEJI0BATEIBHO,
CMOCOOHBIHN K pacpoCTpaHEHUIO HH(DEKIINY;

HCXO/IHOE ChIpbe - 00Ilee MOHATHE, MCIONb3yeMoe sl 0003HAueHUs] MCXOJIHBIX MaTepHalioB,
PEaKTHBOB M pACTBOpUTENEH, MpeJHa3HAYCHHBIX JUIsI MPOM3BOJACTBA MPOMEXKYTOUYHOW MPOIYKLIHU WIH
(bapManeBTHUECKON CyOCTaHIINHY;

KaJINOPOBKA - TEMOHCTpAIHS TOTO, YTO KOHKPETHBIA MPUOOP MM YCTPOICTBO AAa€T Pe3yIbTaThl B
YCTAHOBIICHHBIX IIpelieNiax [0 CPAaBHEHHIO C pe3yJbTaTaMH, II0Jy4aeMbIMH TIPH HCIIOJIb30BAaHUH
CTaHJApTHOTO oOpa3la WIM COIMOCTaBUMOIO CO CTaHAapToM oOpas3ma Jmbo 3TaJoHa BO BCEM
COOTBETCTBYIOIIEM TUANA30HE U3MEPEHU;

KApPaHTHH - CTaTyC HCXOJHOTO CBIPbS, YIAKOBOYHBIX MAaTEpUAIOB, MPOMEKYTOUHOM,
Hepac(hacoBaHHOW WJIM TOTOBOM MPOIYKIIMU, U30JUPOBAHHBIX (PU3NYECKU WIM JPYTUMHU 3(PPEKTUBHBIMU
crocob6amH, 10 MPUHATHS PEeUIeHUs 00 UX OJ0OPEHUH WM OTKIIOHEHUH;

KBAJIM(UKAIUSA - IEHCTBUA, YAOCTOBEPSIONINE U MOATBEPKAAIONINE JOKYMEHTAIBHO TOT (PAKT,
4TO O0OpYJOBAaHUE WJIM BCIOMOTATENIbHBIE CHUCTEMbl CMOHTHPOBAHBI JIOJKHBIM 00pa3oM, IMPaBHIBHO
(GYHKIIMOHUPYIOT U JEHCTBUTENBHO MPHUBOIAT K OXHIAEMBIM pe3yibTaram. llonstue "Bammpmanus"
ABIsieTCs OoJiee MUPOKUM M MHOTA BKIIIOYAeT B ce0s MoHsATHE "KBanupukanus'";

KJETOYHAsA KYJbTypa - KIETOYHAs Macca, MOJydeHHass B pe3yJibTaTe BBIPAIIMBAHUS in Vitro
KJICTOK, H30JIMPOBAHHBIX OT MHOTOKJIETOUHBIX OPTraHU3MOB;

KOJIJIEKTOP - YCTPOWCTBO MM OOOpyAOBaHHE, MpeIHa3HAUYCHHOE JJIS OJHOTO WIJIM HECKOJIBKUX
0aJUIOHOB (KOHTEHHEPOB) M TIO3BOJIAIONICE OJHOBPEMEHHO OYMCTHUTh W HAIMOJHHUTH Ta30M OaljioH
(koHTEIHED);

KOMILIOTEPU3MPOBAHHASI CHCTeMa - MpPOIlecC WIM onepanus, oObeIUHEHHAs B OJHO IIEJIOe C
KOMIIBIOTEPHOM CHCTEMOM, BKJIIOYAIOIIEH BBOJ MaHHBIX, HX OJJIEKTPOHHYIO OOpabOTKy M BBIAAUY
uHPOpPMALIUY, HCIONB3YeMON ISl JTOKYMEHTaJNbHOro odopmieHus W (WiaM) I8 aBTOMATHYECKOTO
yIpaBJICHUS;

KOHTpPOJIMpyeMasi 30Ha - 30HA, MOCTPOEHHas M SKCIUTyaTHpyeMas TakuM oOpa3oM, 4YTOOBI
KOHTPOJHMPOBATH BO3MOKHYIO KOHTAMHHAIMIO M CIIy4ailHOe pacipOCTpaHEHHUE KUBBIX MUKPOOPTaHU3MOB,
KOTOpass  JKCIUTyaTUpyeTcs TP  OTPULATETbHOM  JIABJICHWUM IO OTHOIIEHHIO K  CMEXKHBIM
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KJIaCCU()UITMPOBAHHBIM MTOMEIICHUSAM U T03BOJISIET 3(PPEKTUBHO yCTPaHATh HE3HAYUTEIbHBIC KOJIMYECTBA
HaXOJAUIMXCS B BO3AyXEe MCTOYHMKOB KOHTAMUHAIIMU, NMPH 3TOM CTENEHb OCYLIECTBISEMOIO KOHTPOJIA
3aBHUCHUT OT BUJa MUKPOOPTaHU3Ma, UCIIOJIb3YEMOTO B IPOLIECCE;

KOHTPOJIb B  mpolecce  MNPOU3BOACTBA  (BHYTPUIPOU3BOJCTBEHHBbI  KOHTPOJIb,
MesKONePAlMOHHBIH KOHTPOJIb) - KOHTPOJIb, BBIOJHSAEMBIH B XOJ€ TEXHOJOTHUECKOTO Ipolecca ¢
LENBI0 TIPOBEPKH COOTBETCTBHSI NPOMEXKYTOUHOW TPONYKIMM M (MJIM) NPOAYKIMH 3aJaHHBIM
TpeOOBaHUAM, TIO pe3yJbTaTaM KOTOPOTO MOXET BBIINOJIHATECS KOPPEKTUPOBKA MapaMETpPOB
TEXHOJIOTUYECKOT0 Tmpouecca. KOHTpOIb COCTOSHUS OKpY’Kalolled cpeasl Wi 000pya0BaHHS
paccMaTpUBaeTCs Kak 3JEMEHT KOHTPOJIS B TIPOLIECCE MMPOU3BOACTBA;

KOHTPOJIb KayecTBAa - KOHTPOJb KadyecTBa BKIOYaeT B cebs oTOop mpoO, mpoBelneHHE
UCTIBITAHUH, IPOBEPKU HA COOTBETCTBUE TPeOOBaHUAM crielM(DUKALIUI, a TAKKE IPOLETyphl OpPraHU3AIIH,
JOKYMEHTHPOBAHUS U BBIJIAUX Pa3peIICHUs Ha BBITYCK;

KPHOTeHHBIN C€OCYy/l - COCyH, TNpeAHA3HAYCHHBIH [UIi XpaHEHHS CXKIDKEHHOTO Tas3a IpH
CBEPXHM3KHUX TeMIIepaTypax;

JIeKAPCTBEHHOE pacTeHHe - IIeJI0€ PAaCTCHUE WIM €ro 4YacTH, HCIOJIb3YeMble B MEIUIIMHCKHUX
LEJIAX;

JIeKAPCTBEHHbIE CpeICTBA - BEIIECTBA MM WX KOMOMHAIMH, BCTYIAIOIMIME B KOHTAKT C
OpPraHU3MOM 4YEJIOBEKa WJIM XHUBOTHOTO, MPOHHMKAIOIIME B OpPraHbl, TKAHW OpPraHW3Ma 4YeJIOBeKa WU
JKUBOTHOTO, MpPHUMEHSEMbIE Il MPOQUIAKTUKY, JUATHOCTHKU (32 HCKIIOUEHHEM BEIIECTB HIM HUX
KOMOUWHAIM, HE KOHTaKTHUPYIOIIUX C OPraHM3MOM YEJIOBEKa WM >KMBOTHOTO), JEUCHHS 3a00JCBaHMA,
peabwInTalMy, JUIsI COXpaHEHHs, MPEAOTBPALCHUS WU MPEpPhIBaHUS OEPEeMEHHOCTH U TOJIyYEHHBIE W3
KPOBH, IIJIa3Mbl KPOBH, U3 OPTaHOB, TKAHEW OpraHU3Ma 4elloBeKa WM KUBOTHOTO, PACTCHHUN, MUHEPAJIOB
METOJaMU CHHTE3a WM C MPUMEHEHHEM OMOJIOTMYeCKHUX TexHosoruil. K jekapcTBEeHHBIM CpeacTBam
OTHOCATCS (papMalleBTUYECKHE CyOCTaHIIMU U JIEKapCTBEHHbIE Ipenapatsi™(1);

JIEKAPCTBEHHBIN PACTUTEJbHBIN Npenapar - JISKapCTBEHHBIN Mpenapar, IPOU3BEACHHBIN WIN
M3TOTOBJICHHBIN M3 OAHOTO BHJIA JIEKAPCTBEHHOT'O PACTUTENILHOTO CHIPhS MM HECKOJIBKHX BUAOB TaKOTO
CBIPBSI M pean3yeMblil B pac)acoOBAaHHOM BHJIE BO BTOPUYHOM (TIOTPeOUTENHCKOI) yIakoBke™(2);

MaTepUaIbHbIi 0aJaHC - COOTHOLICHHE MEXIy KOJMYECTBOM MPOAYKIUH HIU MaTepHajoB,
KOTOpPO€ TEOPETHYECKHM MOXKET HCIIOJIb30BaTbCsl B MPOM3BOJICTBE M TOJYYaTbCs B pe3yJibTaTe
NPOM3BOJICTBA, M KOJMYECTBOM MPOAYKLIMH WM MaTepuanoB, (AKTHUYECKH HCIOIb30BaHHBIM B
NPOM3BOJCTBE M (PAKTHYECKH TIOJYYEHHBIM B pe3yJbTaTe IPOHU3BOJACTBA, C YYETOM JOMYCTHMBIX
OTKJIOHECHHII;

HepacgacoBaHHAS MPOAYKIUS - JTH00as MPOTYKIHS, POLIEIIIas BCE CTaJUH TEXHOIOTHYECKOTO
npoliecca 3a HCKIIIOYSHUEM MOTPEOUTENbCKON YITaKOBKH;

HOMep cepuu (HOMepP MAPTHHM) - YHUKaJbHasg KoMmMOuHanms uu¢p, OykB U (MIM) CHMBOJIOB,
KOTOpPbIE WACHTUDHUIMPYIOT CEpHI0 (ApTHIO) U HA OCHOBAHMH KOTOPBIX MOXKHO MPOCIEIUTH UCTOPUIO €€
NPOM3BOJICTBA M peanu3auuu. [Ipy NpHUCBOCHMHM HOMEpa CEpUHM HUCHOIB3YIOTCA apabckue UQpHI,
nocjenHue 4eTbipe MU(psl B HOMEpE Cepur 0003HAYAIOT MECALl M T'0J M3TOTOBJICHUS JIEKAPCTBEHHOTO
CpEICTBa;

nepeKpecTHAss KOHTAMHHAIUS - 3arpsA3HEHHE HCXOJHOTO CHIPbsS, MaTepuana WM HPOIyKIHH
JIPYTUM HCXOTHBIM CBIPbEM, MaTEPUATIOM MJIH MPOIYKLIHEH;

NOBTOpHAast 00pa0oTka - TMOBTOpPHas 00paboTKa CEpUM WIM YacTH CEpUH NPOAYKIHUH, HE
COOTBETCTBYIOIEH 33aJJaHHBIM TPEOOBAaHUIM, HAYMHAS C ONPEICIICHHON CTaJuu MPOU3BOICTBA - BBEJCHHE
IPOMEXYTOUHOM MPOAYKUMH WM (PapMaleBTUYECKOH CyOCTaHIMM, BKJIIOYas HECOOTBETCTBYIOLIYIO
CTaHJapTaM WM crenu(uKanuy, B MPOLEcC MPOU3BOJICTBA M MOBTOPEHHUE dTana KPUCTALTU3AINHN WIH
OPYTUX XUMHUYECKMX WM (U3MYECKMX MAHUNYJSIUA (HampuMep, AUCTWULNMA, (QUIbTpaIus,
XxpomatorpadupoBaHue, U3MeNbueHHE), KOTOpbIE SIBIISIFOTCS cTaguei YCTaHOBJIEHHOTO
IIPOU3BOJCTBEHHOrO Mpouecca. [IpogomkeHne OoCyLECTBIEHNU CTaguM MPOM3BOACTBEHHOIO IIpoliecca
1ocje TOro, Kak KOHTPOJIb B MpoIecce MPOM3BOJCTBA MOKA3al, YTO CTAIHs HE 3aBEpIICHA, CUUTACTCA
4acThIO0 OOBIYHOTO MpOLIecca, a He TOBTOPHOU 00pabOoTKOi;
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NMOBTOPHOE HCMOJb30BAHME - BBEJCHUE NPOU3BEICHHON paHee Cepuu MPOIYKIMH TpeOyeMoro
KauecTBa (UJIU €€ YacCTH) B APYTYIO CEPUIO NMPOIYKIIMU HAa ONPEIEICHHON CTaquu IPOU3BO/ICTBA;

NOCeBHas KyJbTypa:

CHCTEeMa MOCeBHOM KYJIbTYPbI - CUCTEMA, B COOTBETCTBUU C KOTOPOM MOCIIE0BATEIbHBIE CEPUU
MPOAYKLIMH IPOU3BOMAT M3 OJHOM M TOM JK€ IJIaBHOM IIOCEBHOM KYJIBTYpPBHl IIPU OIPEAEICHHOM
KOJIM4YecTBe nepeceBoB (maccaxeit). st 00bIYHOTO MPOU3BOICTBA PA0OUYIO MOCEBHYIO KYJIBTYPY FOTOBST
U3 TJIaBHOM moceBHOW KynbTypbl. Mcxons u3 TpeboBanmii Oe3omacHocTH M 3(PPEKTHBHOCTH, MpH
MIPOM3BOJICTBE TOTOBOM MPOIYKIIMH, KOTOPYIO MOJy4YaroT U3 paboyeil MOCEBHOM KyNbTyphl, HE JOJKHO
UCTIOJIb30BAThCS OOJIbIIEEe KOJUYECTBO MACCAXKEH M3 TNIABHOW NMOCEBHOW KYJBTYPHI, Ye€M JUIsl BAKIIMHBI,
MpOLIEAIIEH KIMHUYECKHE HcciieqoBaHusd. [IpoucxoxkaeHne U KOJIU4eCTBO MacCakeil IiIaBHOM MOCEBHOMU
KYJIbTYpHI U pabouell TOCEBHON KyJIbTYPBI IOJKHBI OBITh 0(POPMIICHBI IOKYMEHTAIBHO;

rJ1aBHas MOCeBHAs KYJbTYpa - KyJIbTypa MUKPOOPTaHU3MOB, pacIipeesieHHast U3 0JTHOT0 00beMa
MMOCEBHON KYyJIbTYphl B €MKOCTH B IPOILIECCE OIHOW OMEepaluyd TaKuM 00pa3oM, YTOOBl 00ECTIeUUTh
OJTHOPOIHOCTb, MPEAOTBPATUTh KOHTAMUHAIMIO U TAapaHTUPOBATh CTAaOMIBHOCTh. [J1aBHYIO MOCEBHYIO
KyJIbTypy B JKHIAKOM BHJE OOBIYHO XpaHAT mpu Ttemnepatrype wmuuHyc 70°C wnm Huxe, B
TMO(UIM3UPOBAHHOM BUJIE - IPH U3BECTHOU TeMIlepaType, 00ecneunBaroniei CTabuIbHOCTb;

padouas moceBHasi KyJAbTypPa - KyJIbTypa MUKPOOPIaHU3MOB, TIOJyUYEHHAas U3 IJ1aBHOW MOCEBHOMI
KyJIbTYyphl U TpeJHa3HaueHHas JUIsl MCIIOJIb30BAaHMS B MPOM3BOACTBE. Pabouylo MOCEBHYIO KYNbTYpY
pacnpenensoT B EMKOCTU U XPaHsIT, KaK OMUCAHO BBIIIE JUIS IVIaBHBIX IOCEBHBIX KYJIBTYP;

NPOAYKILHUS - IPOMEXKYTOUYHAsA, Hepac(phacoBaHHAS U TOTOBAs! MPOIYKIINS;

NPOU3BOAUTEb - IIPOU3BOJUTEND JIEKAPCTBEHHBIX CPEICTB - OpraHM3alMsl, OCYILIECTBIISIOIIAs
MIPOM3BOJICTBO JIGKAPCTBEHHBIX CPEJCTB B COOTBETCTBUM C TpeOoBaHMsAMHU DejepaibHOro 3akoHa oT 12
anpens 2010 r. N 61-®3 "O6 oOpaiieHnn J1eKapcTBEHHBIX cpeacTB"*(3);

NPOU3BOJACTBO - JIEATEIBHOCTh IO INPOU3BOJACTBY JIEKAPCTBEHHBIX CPEJCTB, OPraHMU3ALMSIMH -
IIPOU3BOJUTENIAMUA JIEKAPCTBEHHBIX CPEICTB HA OJHOM CTaJMH, HECKOIBKMX WM BCEX CTaAMsX
TEXHOJOTMYECKOI0 IpOoLEcca, a TAKKE IO XPAaHEHUIO U pealn3alliM IIPOU3BEAECHHBIX JIEKApCTBEHHBIX
cpeactB*(4), KOTopas BKIIOYAeT B ce0sl OCYIIECTBICHHE ONepanuii U KOHTPOJIS, CBSI3aHHBIX C MPUEMKON
MaTepuanoB,  TEXHOJOIMYECKUM  IPOLECCOM,  YIIAKOBKOHM,  IIEPEYNAaKOBKOH,  MapKUPOBKOM,
[IEPEMAPKUPOBKOM, BBITYCKOM, XpPAaHEHHUEM M pean3allMeld MPOU3BEACHHBIX JEKAapCTBEHHBIX CPENCTB U
(bapManeBTHUECKUX CyOCTaHIIHi;

NMPOMeKYTOUYHAA TNPOAYKIMSA - YAaCTUYHO OOpabOTaHHOE HMCXOJHOE CBIphE, KOTOPOE IOJKHO
MPOITH MOCTeNyIOIUE CTaINH TPOU3BOICTBA IPEXKIIE, YEM OHO CTaHET HepachacoBaHHON NpoaykKiuei. B
OTHOLICHUH (papMalleBTUUECKUX CYOCTAaHIMM - MaTepuali, KOTOpBIH NOJIy4aloT B XOJA€ CTaauid
TEXHOJIOTUYECKOTO Mpoliecca MPOU3BOJICTBA (hapMaleBTHUECKUX CyOCTaHIIMKA, U KOTOPBIH IpeTeprieBaeT
JAJIbHENIINE MOJIEKYJISIpHBIE TNPEBpAllleHUs WM IOABEPracTCsl OUYUCTKE IMPEXJEe, YEM OH CTaHET
¢dapmaneBTHueckoi cyocranmmen. IlpomexyTouHass NpOAyKIMs B OTHOLICHHH (apMalleBTUYECKON
CyOCTaHIIMM B XOAE TEXHOJOTMYECKOrO IIpoIecca MOXKET MOJBEpraTbcs WM HE IOJBEprarbes
BBIJIEJICHUIO;

npoueaypa - IOKyMEHTAIbHO O()OPMIICHHOE ONHMCAHUE OINEpaluil, MOAJEKAIINX BBITOIHEHUIO,
Mep IpPENOCTOPOKHOCTH M MEPOINPUATHI, NPSIMO WIA KOCBEHHO OTHOCSIIMXCS K IPOU3BOJACTBY
MIPOMEKYTOYHOM MPOAYKIUH, (hapMalleBTHUECKON CyOCTaHIIMU MITH JICKApCTBEHHOT'O CPE/ICTBA;

JIEKAPCTBEHHOE PACTHTE/]bHOE ChIpbe - CBEXHE WINM BBICYIIEHHBIC PAacTeHHs JHOO MX YacTH,
UCIIOJIb3YEMBIE JUISI TPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJICTB OpPraHU3alUsIMU - IPOU3BOAUTEIAMU
JIEKapCTBEHHBIX CPEICTB WM M3IOTOBJIEHUS JIEKAPCTBEHHBIX IIPENApPATOB alTEUHBIMU OPTraHU3ALUIMH,
BETEPUHAPHBIMU aIlITEYHBIMU OPTraHU3ALMSIMH, HWHIUBUAYAIbHBIMU NPEINPUHUMATEISIMH, WMEIOIUMU
JIMIIEH3UIO HA (papMaleBTUYECKYIO AEATEIbHOCTH™(5);

cepusi (MapTHs) - ONPEACIEHHOE KOJIMYECTBO UCXOIHOTO ChIPbsl, YIIAKOBOYHBIX MAaTepUaJIOB WIH
NPOAYKIUH, MOoJBEpraeMoe OoOpabOTKE B OJHOM MM B psA€ MOCIEIOBATEIbHBIX TEXHOJOTHUECKUX
MPOIIECCOB TaKMM 0Opa3oM, YTO MOXKHO PACCUMTHIBATH HA OJHOPOJHOCTH MPOAYKIMU B YCTaHOBIICHHBIX
npenenax, MpU 3TOM C TOYKH 3PEHUS KOHTPOJS TOTOBOM MPOJYKLUMU Cepusi BKIIOYAaeT B cedd
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COBOKYIHOCTb €IUHMII JIO3UPOBAHHON (OPMBI JIEKAPCTBEHHBIX CPEACTB (JIEKAPCTBEHHOW (OPMBI),
MIPOM3BEACHHBIX M3 OJHOr0 00beMa MCXOJHOI0 MaTepHaia M MPOLISAIINX €IUHYI0 MOCIEeI0BATEIbHOCTD
MIPOM3BOJICTBEHHBIX OMNEpPAllUil WM €IUHBIA LUKI CTEPUWIM3ALUHU, & NMPH HEMPEPHIBHOM NPOU3BOACTBE -
BCE €IMHUIIBI, IPOU3BEACHHBIC B 3aJaHHBI MHTEpBal BpeMeHH. s 3aBeplIeHHs HEKOTOPHIX 3TaloB
MIPOM3BOJICTBA MHOT/Ia HEOOXOAUMO PA3JIEIUTh CEPUIO0 HA OIPEIeIEHHOE KOJIMYECTBO MOJICEPUil, KOTOpPbIE
No3Ke OOBEAMHSIOT I TMOJYy4YeHHsS OKOHYATeNbHOW oaHOponHOW cepuu. Ilpu HempepbIBHOM
IIPOU3BOJICTBE MOHATUE CEPUHN JOHKHO OTHOCUTHCS K OIIPEIEICHHON YacTH NPOAYKIIMH, XapaKTepU3yeMon
OTHOPOAHOCTHIO. Pa3zMep cepuum B 3TOM ciaydae MOXKET OIpenenarbess Jubo (PUKCHUPOBaHHBIM
KOJINYECTBOM, JIMOO KOJIMYECTBOM, IPOM3BEACHHBIM 32 OIPEICIIEHHBIN MPOMEXYTOK BPEMEHH;

CoKMIKeHHbIe Ta3bl - Ta3bl, KOTOPbIE NPU CTAaHJAPTHBIX TEMIEpaType M JaBICHUM HAIMOTHEHHS
HaXOJATCS B OAJJIOHE B COKMIKEHHOM BUJIE;

CHCTEMA - COBOKYITHOCTh B3aMMOCBSI3aHHBIX JCHCTBUH M TEXHHMUYECKUX CPEACTB, 0Opa3yroIux
€AMHOE 1IeJI0€ JUIsl OpraHu3allui IPOU3BOACTBA U KOHTPOJISI KAU€CTBA JIEKAPCTBEHHBIX CPEJICTB;

cucreMa 0aHKOB KJIETOK - CUCTEMa, IPU KOTOPOW IOCJIENOBATENIbHBIE CEPUM NIPOAYKLIHMH
MPOU3BOJAT U3 KIETOYHBIX KYJbTYp, MPUHAUICKAIIUX TJIaBHOMY OaHKY KJIETOK, KOTOPBIM IOJIHOCTBIO
OXapaKTepU30BaH Ha IMOMJMHHOCTb M OTCYTCTBME KOHTaMHHalMu. HekoTopoe KOIM4ecTBO €MKOCTEH
IJIaBHOTO OaHKa KJIETOK HCIONIb3yeTcs Uit (opMmupoBaHus pabodero OaHka kieTok. Cuctema OGaHKOB
KJICTOK JOJDKHA OBITh BAIMMPOBAHA HAa ONPEACICHHOE KOJMUECTBO IEPECEBOB MIIM KOJIMYECTBO YABOCHHM
MOMYJISILUY, IO JOCTUKEHHSI KOTOPBIX OHU MOT'YT MCIOJIb30BaThCs B TEKYILEM IPOU3BOCTBE;

cnenuuKanMs - TEpeUYeHb HUCIBITAHUH, CCHUIOK HAa AHAIUTHYECKUE METOIUKH U KPHUTEPHUEB
MPUEMIIEMOCTH, MPECTABISAIONIUX COOOW YHUCIOBBIE T'PAHMIIBI, MHTEPBAJIbl MM JAPYTHEe KPUTEPUU IS
COOTBETCTBYIOIMX HCHbITaHUNA. Crienudukanys yCTaHaBIMBAeT HA0Op KpUTEPUEB, KOTOPHIM OJDKEH
COOTBETCTBOBATH MAaTEpHal, YTOOBI CUMTATHCSA NMPHUEMIIEMBIM [UIS €r0o HPEAIoiaraeMoro MpUMEHEHHUS.
[Tonsatue "cooTBercTBUE crenu(UKAUK'" O3HAYAET, YTO MaTepHaj, MPOUICHIINNA UCTBITAHUS COTJIACHO
NEPEUYHCICHHBIM aHAIMTHYECKUM METOJIMKAM, COOTBETCTBYET MPUBEICHHBIM KPUTEPUSIM NPHUEMIIEMOCTH;

CTePWJILHOCTh - OTCYTCTBHUE JKMBBIX OpraHu3MoB. TpeOoBaHMA K TPOBEIACHUIO KOHTPOJIA
CTEpHJILHOCTH IPUBECHBI B COOTBETCTBYIOIIUX 00IEeH (hapMaKoneiHoi craTse, papMakoneiHol cTaThbe,
HOPMATHUBHOM JJOKYMEHTALIMU UJIM HOPMAaTHUBHOM JIOKYMEHTE;

TeXHOJIOTUYEeCKUH Ipolecc - BCE ONEpalH, CBA3aHHBIE C IPOU3BOACTBOM JIEKAPCTBEHHOTO
cpeactBa WM (apMaleBTUYECKOW CyOCTaHIIMM, HAYMHAIOIIMECS C NPUEMKH HCXOJHOTO CBIPbS,
MpooIDKaroIuecs: 00paboTKON M YHaKOBKOW M 3aBepIIaoNIiecs MOTyYeHHEM TOTOBOM MPOAYKIIUH;

YHAKOBKA - BCE OIEpaluM, BKIOYas (acoBKy M MapKHUPOBKY, KOTOpbIE HEOOXOIUMO MPOUTH
Hepac(hacoBaHHOW NPOAYKIHUH, I TOJY4YeHHs TOTOBOM mponykuuu. HamomHeHwe cTepuiibHOM
NPOAYKIUH, KaK IPaBHJIO, HE CJIEAyeT paccMaTpHBaTh KaK 4acTh MIpOIecca YMAKOBKH, MOCKOJBKY B
NEPBUYHBIC YIAKOBKH MPOAYKIHUS J03UPYETCS, HO OKOHYATEIBHO HE YIIaKOBBIBACTCS,

YHAKOBOYHBII MaTepuaJ - J000H MaTepuall, UCTOJIb3YEMbI MPH YMAKOBKE JEKapCTBEHHOTO
cpeactBa, (apmaleBTUYECKOH CyOCTaHIMHM WM MPOMEXYTOUHOM MPOAYKLUMH, KpoMe Jo0oH
TPAHCHOPTHON Tapbl [UIs XpaHEHHs, TPAHCIOPTHPOBKH WM OTIPY3KH. YTAKOBOUYHBIE MaTepHAIIbI
MOJPA3JENAIOTCS Ha MEPBUYHBIC M BTOPHUYHBIE B 3aBUCHMOCTH OT HAJIU4YMs MPSIMOrO KOHTAaKTa ¢
JIEKaPCTBEHHBIM CPEJICTBOM;

YHOJIHOMOYEHHOE JIMIO - pa0OTHUK MPOU3BOAUTEIIS JICKAPCTBEHHBIX CPEJCTB, UMEIOIIMIA BhICIICE
dapmaleBTHUECKOE, XHMHYECKOE WM Ouojorudyeckoe oOpa3oBaHWe JHMOO TIPH POU3BOJCTBE
JICKapCTBEHHBIX CPEACTB JJIsi BETEPHHAPHOTO NMPUMEHEHUS BEeTepUHApHOE 00pa30BaHUE, CTaXX pabOTH HE
MEHee YeM MATh JeT B 00JacTh NPOM3BOJCTBA M KOHTPOJI KayecTBa JICKAPCTBEHHBIX CPEICTB H
aTTECTOBAHHBIN B MOPSIIKE, YCTAHOBICHHOM YIOJIHOMOYECHHBIM (elepajIbHBIM OPraHOM HCTIOJIHUTEIbHON
Bractu™(6);

YyHCcTasi 30HA - 30HA, MOCTPOCHHAs M SKCIUTyaTHpyeMasi TakKuM o0pa3oM, 4TO B HEHl CBEICHBI K
MUHHMYMY T[pOHUKaHHE, O0Opa3oBaHWE U HAKOIJICHWE KOHTAMUHAHTOB B BHJE YaCTHI H
MUKpOOprann3MoB. Kiaccel uncThix 30H onpeaesnensl B [Ipunoxxenun N 1 k Hactosimum [IpaBuiam;

YyHCTasi M30JIMPOBAHHAS 30HA - 30HA, IOCTPOCHHAs M 3KCIUTyaTUpyeMasi TaKUM 00pa3oM, 4TO OHa
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OJIHOBPEMEHHO SBJISAETCS YACTOW U U30JMPOBAHHON 30HOM;

IK30THYECKH OPraHu3M - OMOJIOTMYECKUN areHT, BBI3BIBAIONINI 3a00J€BaHE, OTCYTCTBYIOIIEE
B JIaHHOW CTpaHe MJIHM TeorpauuecKoil 30He, TU00 ABISAIOMUNACT 00BEKTOM NPOPUIAKTHYECKUX MEP WIH
IIPOTPaMMBI 110 €T0 YCTPAHEHUIO B TAHHOHM CTpaHe WK reorpaduyeckoi 30He.

II1. OcHoBHBIEe TPeOOBaHUS K OPTraHU3ALMYU MPOU3BOACTBA U KOHTPOJISI Ka4eCTBA JIeKAPCTBEHHBIX
cpeact (Yacto I*(7))

dapmaneBTHYecKasi cucrema kavecrsa (I'1asa 1)

HpuHuun

5. [IpousBoauTENb TOMKEH MPOU3BOANUTH JICKAPCTBEHHBIE CPEACTBA TaK, YTOOBI rapaHTUPOBATH UX
COOTBETCTBHE CBOEMY HA3HAUYEHHUIO, TPEOOBAHUSAM PETUCTPALMOHHOIO JIOChE MIIM  MPOTOKOIY
KIMHUYECKOTO  HWCCIICZOBAaHUS M  MCKIIOYHTH PHCK, CBA3aHHBIM C  HEYJOBICTBOPHUTEIbHBIMH
0€30MacHOCThIO, KauecTBOM, 3((HEeKTHBHOCTHI0. OTBETCTBEHHOCTh 3a BBIMIOJNIHEHUE 3TUX TpeOOoBaHUI
HECeT PYKOBOJCTBO IMpou3BoauTeNs. VX BBINOTHEHHE TpeOyeT HaUIekKallero HCIOIHEHUS CBOUX
0053aHHOCTEH NEPCOHAIOM pa3IMYHBIX MOJPA3JACICHUI MPOM3BOIUTENS Ha BCEX YPOBHIX, a TaKXKe
MOCTaBIIMKAMU M OPTaHMU3ALMSMHU ONTOBOM TOPTOBIIM JIGKAPCTBEHHBIMU CpeAcTBaMU. [l HOCTHXKEHHS
3THX LeJNeld NPOU3BOAMTENb HODKEH pa3pabdoTaTh M 00eCHeuuTh MpaBUIbHOE (PYHKIIMOHUPOBAHHE
(bapMareBTHUECKONW CUCTEMBI KauecTBa, KOTOpast BKJIIOYAET BHIMIOJIHEHUE TpeOoBaHu HacTosmux [IpaBui
U OCYILIECTBIICHHE YIpPaBJICHUS pPHCKaMU Uil KadecTBa. [Ipom3BOIUTENs MODKEH JOKYMEHTAJIBHO
opopMuTh (hapMaleBTHUECKYI0 CHCTEMYy KadyecTBa M KOHTpoiupoBaTth ee 3¢ddexkruBHocTh. s
(YHKIIMOHMPOBAHUS BCEX 3JEMEHTOB (hapMaleBTHUECKOM CHUCTEMBbI KayecTBa MPOM3BOIUTENH JOJHKEH
o0ecreynTh HaIu4yhe KBATH(UIIMPOBAHHOTO MEpPCOHANA, HAJUIeKAIIUX IMOMENIeHHH, 000pyloBaHUs WU
TEXHUYECKUX cpeAcTB. OCHOBHBIC MPUHLUIBI YNPABJICHUS KAa4eCTBOM OpPraHM3alUU TPOHU3BOJCTBA H
KOHTPOJISI KAUecTBa U YIPaBJICHHUs PUCKAMH Il KAUeCTBA SIBJIAIOTCS B3aUMOCBA3aHHBIMU.

(I)apMaueBaneCKaﬂ CHUCTEMA KadeCTBa

6. (1.1) YnpaBneHue KauyecTBOM KaK BCEOOBEMIIIOIIEE IMOHITHE, OXBATHIBAIOIIEE BCE BOIPOCHI,
KOTOpBIE IO OTIENBbHOCTH WIM B LEJIOM BIUSIOT HA KaueCTBO MPOIYKIMH, IPEJICTaBIsET CO00M
COBOKYIHOCTb OpraHU3allMOHHBIX MEp, HAalpaBICHHBIX Ha oOecreueHHe COOTBETCTBUS KayecTBa
JIEKapCTBEHHBIX CPEJICTB UX MpeTHA3HAUCHUIO.

7. (1.2) Hacrosmue [IpaBuia npuMeHsOTCA KO BCEM CTAaUAM )KM3HEHHOTO LIMKJIA JIEKAPCTBEHHBIX
CPEACTB: TPOU3BOACTBO JIEKAPCTBEHHBIX NPENapaToB JUIs KIMHUYECKUX HCCIECIOBaHUN, MepeHOC
TEXHOJIOTUH, TPOMBIIUIEHHOE MPOU3BOJICTBO, MpPEKpalleHUe IMPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB.
[Ipou3BonuTens BIpaBe paclpoOCTPaHUTH (HapMALEBTHUECKYI0 CHUCTEMY KauecTBa Ha TaKyl0 CTaJUIO
KM3HEHHOTO IIMKJIA JIEKAPCTBEHHBIX CPEACTB Kak (papmaleBTHUecKas pa3padoTKa, YTO CIIOCOOCTBYET
MHHOBAIMSIM M TIOCTOSHHOMY YIJIYYIICHHIO, a TaKXKe YIPOUYHEHHIO CBSI3M MEXAY (hapMaleBTHUECKOM
pa3paboTKOI U MPOU3BOJICTBOM.

8. (1.3) Ilpu pa3paboTke HOBOH (hapMaleBTUUECKOH CHUCTEMbl KauecTBa WIM MpPU HU3MEHEHHUHU
CYULIECTBYIOIIEH CUCTEMbl HEOOXOAUMO YUYUTHIBATh O0BEM M CIOKHOCTH JIEATEIBHOCTU TPOU3BOIAUTEIIS.
Hekotopbie acmekThl (apManeBTHUECKOW CHUCTEMBbl KayecTBa MOTYT HPUMEHSTHCA K JESTEIbHOCTH
MIPOM3BOJIUTENS B IIEJIOM, a UHBIE - TOJIBKO K OMpPEAeIIEHHBIM MTPOM3BOACTBEHHBIM IUIoImaakam. [Ipu stom
3¢ (HeKTUBHOCTh BHEIpEeHHs (hapMalleBTHUYECKONH CHCTEMbI KadecTBa OOBIYHO JOKA3bIBACTCS HA YPOBHE
MIPOU3BOJICTBEHHOH IJIOLIAIKH.
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9. (1.4) ®apmaneBThuecKasi CHUCTEMa KadecTBa, NpeJHAa3HAYeHHas JUIsi MPOU3BOJCTBA
JIEKAPCTBEHHBIX CPEJICTB, JOJKHA TApaHTUPOBATh, YTO:

a) (i) BBINYCK JEKapCTBEHHOTO CPEACTBA C COOTBETCTBYIOIIMMHU TIOKa3aTeIsIMU KayecTBa
JOCTUTAETCS TMOCPEACTBOM pPa3pabOTKH, IJIAHUPOBAHUS, BHEAPEHUS, MOAJEPKAHUS W HETPEPHIBHOTO
YCOBEPLIEHCTBOBAHHUS CUCTEMBI;

6) (il) 3HaHMA O JIEKAPCTBEHHOM CPEACTBE U IMpOIlecCe €ro MPOU3BOJCTBA NPUMEHSIOTCS Ha
MPOTSHKEHUH BCEX CTAIUN KU3HEHHOTO 1UKIIA;

B) (iil) JJeKapCTBEHHbIE CPEACTBA pa3pabOTaHbl U UCCIEAOBAHBI C YIETOM TPeOOBAaHUI HACTOSIINX
[IpaBun;

r) (iv) omepanyu MO MPOHU3BOJCTBY U KOHTPOJIIO ONPEICNCHBI U COOTBETCTBYIOT TPEOOBaHHSIM
Hacrosmux [Ipasui;

1) (V) OTBETCTBEHHOCTh M 00SI3aHHOCTH TIEPCOHAJIA Y€TKO OMPECIICHBI;

e) (vi) mpuHATBI Mepbl, OOECIEYMBAIOIINE IPOU3BOJACTBO, IIOCTaBKY U HCIIOJIb30BAHHE
HAJJIeKAIIUX UCXOTHOTO CHIPhSi U YIMAKOBOYHBIX MAaTEPHUAJOB, a TAKXKe MPUHATHI MEPHI MO BHIOOPY U
KOHTPOJIIO TIOCTAaBIIMKOB M JJIs TPOBEPKM TOr0, 4YTO KaXkJas IIOCTaBKa OCYLIECTBIIEHA Yepe3
YTBEPKIEHHYIO LIENIb IOCTABOK;

k) (vil) BHEIPEHBI MPOIECChl, 00ECTIEUNBAIOIIUE YIIPABICHUE ACATEIbHOCTDIO, IIepe1aBaeMOM IS
BBITIOJIHEHUS IPYTOM OpraHu3aiuu (yrnpaBieHUE ayTCOPCUHTOM);

3) (vill) yCTaHOBIEHO M TOAJCPKHUBACTCS IOCTOSHHOE KOHTPOJIMPYEMOE COCTOSIHUE ITyTeM
pa3paboTKM M HCIONIb30BaHUsA Y(P(HEKTUBHOIO MOHUTOPUHTA W KOHTPOIBHBIX CHCTEM B OTHOIICHUU
3G PEKTUBHOCTH MpOIecca U KauecTBa JICKapCTBEHHOTO CPE/ICTBA;

n) (iX) pe3yiabTaTbl MOHUTOPHHTA JIEKAPCTBEHHOTO CPEJCTBA M MPOIECCOB MPUHUMAIOTCS BO
BHHMAaHHUE TPU BBITYCKE CEPUU, MPHU PACCICAOBAHUU OTKJIOHEHUN WU JJIS MPUHATHUS HPETyHpekIatomnx
Mep BO U30eKaHHUE MOTCHIIUATBHBIX OTKIIOHCHHUI;

K) (X) MPOBOIUTCS HEOOXOAMMBINA KOHTPOIbh MPOMEKYTOUHOU MPOAYKIHUU, KOHTPOJIb B TPOIECCE
MIPOU3BOJICTBA U OCYLIECTBISETCS BAJIUAIINS;

) (X1) OCYIIECTBIISICTCS] TOCTOSIHHOE YJIy4IlIEHHE TTOCPEICTBOM BHEJPEHUS YCOBEPIICHCTBOBAHUH,
OCHOBaHHBIX Ha aKTyaJbHBIX 3HAHUX MPOIECCa U MPOLYKIIUU;

M) (Xiil) TPUHUMAIOTCS MEPHI ISl MEePCIEKTUBHONW OIEHKU 3alTAHUPOBAHHBIX W3MEHEHUW U UX
YTBEPKIACHUS O BHEAPEHUS C YIETOM YBEAOMJICHHS U COTJIACOBAHUS C YIIOJTHOMOUYEHHBIM (efiepaTbHbIM
OpraHOM HCIIOJIHUTENIbHOW BIACTH, €CIIM 3TO TpedyeTcs;

H) (Xiil) IPOBOJUTCS OIEHKA MPOBEACHHBIX N3MEHEHUH MOCIIe UX BHEIPECHHUSI JJIsI TIOTBEPKICHUS
TOTO, YTO IeJIh W3MEHEHWH Oblla JOCTUTHYTa M YTO 3TO HE OTPa3WiIOCh HETaTHBHO Ha KadecTBe
MPOAYKIIHH;

0) (Xiv) BO BpeMsi pacclieZJOBaHHUs OTKIIOHCHHI, B TOM YHUCIIE MPEATOI0KEHUH 0 HamuInu nedexra
MPOAYKIIMH W APYTUX MPOOJIeM MPUMEHSETCS COOTBETCTBYIOIIMI YPOBEHb aHalM3a OCHOBHBIX MPHYWH
JTaHHBIX HECOOTBETCTBUU. I[IpWumHBI MOTYT OBITH OINpEeAeNeHbl C HUCIOJIB30BAHUEM MPHUHIIAIIOB
YIOpaBlIeHUs] pUCKAMHU /ISl Ka4ecTBa. B ciydae eciiu MCTUHHAS MPUYHHA HECOOTBETCTBUS HE MOXKET OBITH
orpejeNieHa JODKHA OBITh YCTaHOBIEHa Hawmboyiee BEpOsITHAs NMpUYMHA. B ciiydae eciam B KayecTBe
MIPUYMHBI TTOJ03PEBACTCSA WM YCTAHOBJICHA YeJIOBEYECKas OIMIMOKA, HAIMYUE TAKOW MPUYHHBI JOJHKHO
OBITh JIOKA3aHO, YTOOBI TapaHTUPOBATh OTCYTCTBHE CYIIECTBYIOIIUX IMPOIECCHBIX, MPOIEAYPHBIX WU
CHCTEMHBIX OIIMOOK miu npodiem. [1o pesynbraTam paccieoBaHUs ONMPEACIISIOTCS U MPEAIPUHIMAIOTCS
COOTBETCTBYIOIIIME KOPPEKTHPYIOIHME W (WIH) TpeAynpexaaronme aeucteus. IP(HEeKTUBHOCTh TaKUX
NENUCTBUM JOJKHA TPOBEPATHCS W OLIEHUBATHCS MPOU3BOAUTENEM B COOTBETCTBHUM C NPHUHIMIAMU
YIpaBIIEHUS] PUCKAMH TSI KA4eCTBa;

m) (XV) BBOJ JICKAPCTBEHHBIX CPEJICTB B TPAXKAAHCKHA OOOPOT MO BBIJAYHM YIOJTHOMOYECHHBIM
JUIIOM pa3pelleHMs] Ha BBIIYCK HE JIOMYCKAETCsA. YIIOJIHOMOYEHHOE JIULO YAOCTOBEPSET, YTO KaKIas
cepusi JIEKapCTBEHHOI'O CpeAcTBa ObUla TPOM3BEAECHA M MPOKOHTPOIMPOBAHA B COOTBETCTBHH C
TpeOOBaHUSMU PETUCTPAIMOHHOTO J0Che M HacTosmuX [IpaBum;

p) (xvi) npeaAnpuHATHIE Mepbl 00ECTIEYUBAIOT KAYECTBO JIEKAPCTBEHHBIX CPEJCTB B TCUCHHE BCETO
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CpOKa rOJTHOCTH NPH UX XPaHEHHUH U MOCIIEAYIOIeM 00palleHUH;

c) (xvil) mmeercss Tpoleaypa NpPOBEACHHMS CAMOWHCIEKIMHM © (WJIM) ayauTa KadecTBa, B
COOTBETCTBUH C KOTOPOH PEryssipHO OILeHUBAIOTCS 3(P(PEKTUBHOCTh U MPUTOIHOCTH (hapMalleBTUYECKON
CHCTEMBI KayecTBa.

10. (1.5) PykoBOJICTBO HEceT OTBETCTBEHHOCTh 3a Hainuue 3(PPeKTHBHOH (hapMareBTHUECKOM
CHCTEMBl KayecTBa, HEOOXOIMMBIX PECYpCOB, a TaKXKe 3a TO, 4YTO OOS3aHHOCTH, OTBETCTBEHHOCTb WU
MIOJTHOMOYHS OIPEJIENICHBl, JOBEACHBI JI0 CBEACHHMS KaXIOro paOOTHUKA M BBIMOIHSIOTCS BO BCEX
MOJPA3/ICICHUsIX TPOU3BOAUTENS. PyKOBOJCTBO aKTHMBHO Yy4YacTBYeT B (hapMaleBTHUECKOW CHUCTEME
Ka4yecTBa, YTO TapaHTUPYET MOJJAEPKKY U 3aWHTEPECOBAHHOCThH MEPCOHAa Ha BCEX YPOBHIX U BO BCEX
MOJIpa3/IeICHUSIX TPOU3BOANTENS B PYHKIIMOHUPOBAHUH (PapMalleBTUUECKOI CHCTEMbI KauecTBa.

11.  (1.6) Heob6xomumMo  TPOBOIUTH  MNEpUOAWYECKHE  0030pbl  (PYHKIIMOHUPOBAHHSA
(apMareBTHYECKONW CHCTEMBbI KayecTBa C BOBJICUEHHEM B ITOT MPOIECC PYKOBOJACTBA VIS IOCTOSHHOTO
YIIy4IIeHUs! TPOILYKIHH, TIPOLIECCOB U CAMOM CHCTEMBI.

12. (1.7) ®dapmaneBTuyeckas CHUCTEeMa KayecTBa JOJDKHA OBITh JOKYMEHTAIBbHO O(OpMIICHA.
[TpousBonuTens JOKEH YTBEPIUTh PYKOBOACTBO IO KayecTBY WM AHAJOTHYHBIA JOKYMEHT,
COJIep KAIIMI OMMCAaHNE CUCTEMBbI YIPABJICHUS KAU€CTBOM, BKJIFOUasi OTBETCTBEHHOCTb PYKOBO/ICTBA.

Opraﬂmaunﬂ MPOU3BOJACTBA U KOHTPOJIAA KaUueCTBa JICKAPCTBCHHLIX CPEACTB

13. (1.8) Opranuzanus Npou3BOJICTBA U KOHTPOJISI KAaueCTBA JIEKAPCTBEHHBIX CPEACTB SIBIISIETCA
YacThIO YIPABJICHUS] KaueCTBOM, KOTOpasi TapaHTUPYET, YTO MPOAYKLHS MOCTOSHHO IMPOU3BOAUTCS H
KOHTPOJMPYETCS 10 CTaHJapTaM KayecTBa, COOTBETCTBYIOIIMM €€ IPEJIHA3HAUYCHUIO, a TaKkKe B
COOTBETCTBUHM C TPEOOBaHMAMHU PErMCTPALMOHHOTO JOChE, MPOTOKOJIA KIMHUYECKUX HCCIEIOBAaHUN WU
crienn(UKauK Ha 3Ty MPOAYKIHIO.

14. OcHoBHble TpeOoBaHus HacTosAmMX [IpaBuit:

a) (1) Bce NPOM3BOJICTBEHHbIE NPOIECCHl JOJDKHBI OBITh pPErJaMeHTUPOBAHBI, JOJDKHBI
CHCTEMAaTHYECKH TEePECMaTPUBATHCS C YUYETOM HAKOIUICHHOT'O OIBITAa, a TAKXKE JOJDKHA MOATBEPKIAATHCS
UX CHocoOHOCTh oOOecreynBaTh MOCTOSHHOE MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB TpedyeMoro
KayecTBa B COOTBETCTBHUH CO CHEIM(PHUKALUIMHY;

0) (i1) KpUTHYECKUE CTAUH MPOU3BOACTBEHHOIO MpOIecca U CYIIECTBEHHbIE U3MEHEHHUS ITpolecca
JOJDKHBI IPOMTH BAJIUAALIUIO;

B) (ill) momKHBI OBITH OOECHeYeHbl HEOOXOAWMBIC YCIOBHS IS BBIMOJHEHUS TpeOOBaHUI
Hacrosmux [IpaBui, BKIItoYast HaUYKE:

Ha/IISKAIIUM 00pa3oM 00y4eHHOTO MepCoHaa, UMEIOIIEro HeOOXOMMYI0 KBaTH(UKALIUIO;

COOTBETCTBYIOIIUX ITOMELICHUHN U TJIOIIAIEH;

COOTBETCTBYIOIIMX 000PYI0BaHUS U 0OCITYKUBAHMUS;

COOTBETCTBYIOIIUX UCXOIHOTO CHIPhS U YITAKOBOYHBIX MAaTEPUAJIOB;

YTBEPKIEHHBIX NPOLEAYp U HHCTPYKUUH B COOTBETCTBUH C (apMalleBTUYECKOH CHUCTEMOM
Ka4yecTBa;

COOTBETCTBYIOLIUX YCIOBUN XpaHEHUS U TPAHCTIOPTUPOBKH;

r) (iv) MHCTPYKIIMH ¥ TIPOIEIyphl TOJKHBI OBITh KOHKPETHBIMH, U3JI0KEHBI B MMCbMEHHOH (opme
SICHO U OJJTHO3HAYHO;

1) (V) mepcoHas 10JKeH OBbITh 00Y4eH HaIeKalleMy BBITIOJIHEHUIO TPOLIEAYD;

e) (vi) B mporecce mpou3BOICTBA JOKHBI COCTABIATHCS 3aMUCH (PYKOMUCHBIM CTIIOCOO0M U (MJTH)
C MPUMEHEHUEM TEXHMUYECKUX CPEICTB), JOKYMEHTAIbHO MOATBEp)KIAroIIne (PaKTHUECKOE MPOBEICHUE
3TanoB, TpeOyeMbIX yCTAaHOBJICHHBIMH METOJMKAMHU M MHCTPYKLHUSAMH, a TaKXe TO, YTO KOJUYECTBO H
Ka4yeCcTBO MPOJYKIIMU COOTBETCTBYIOT YCTaHOBJICHHBIM HOpMaM;

k) (vil) OTKJIOHEHHS JOJDKHBI OBITh O(QOPMIICHBI JOKYMEHTAJIBHO W paccieloBaHbl C LEJIbIO
OIpENICJICHUs] TPUYUHBl OTKIOHEHHS M OCYIIECTBJICHUS COOTBETCTBYIOUIMX KOPPEKTUPYIOIIUX U
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MpeaynpeXRIAIOMINX ICUCTBUN;

3) (vill) JOoChe Ha CepHo, BKIIOYAas JOKYMEHTAIMIO [0 peallu3allid, ITOJKHO TIO03BOJISThH
OTCJIC)KHUBAThH TOJHYIO HUCTOPUIO MPOHU3BOJCTBA CEPUH, COCTABIATHCS B MOHITHON (hOpME U XPAHUTHCS B
JOCTyIHOU opMme;

1) (iX) Ipu pean3auy JEKapCTBEHHBIX CPEJCTB HEOOXOAMMO CBECTH K MUHUMYMY BCE PUCKH IS
UX Ka4eCTBa U YYUTHIBATH MPABUIIA ONMTOBOW TOPTOBIIH JIGKAPCTBEHHBIMU CPEACTBAMHU JJII MEIUIIUHCKOTO
npuMeHeHus *(8);

K) (X) AODKHA OBITH OPraHM30BaHA CHCTEMa OT3bIBA JIOOOW CEpPUM JICKAPCTBEHHBIX CPEJICTB U3
oOpareHus;

1) (xi) JOJDKHBI paccMaTpUBATBCS TPETEH3MM B OTHOUICHWH KadyecTBa pPEaM30BAHHBIX
JIEKapCTBEHHBIX CPEACTB, PACCIICIOBATHCS MPUIHHBI ASPEKTOB M MPUHUMATHCS COOTBETCTBYIOIINE MEPHI
KaK B OTHOIICHUM JICKAPCTBEHHBIX CPEJICTB HEHAJUICKAIIETO KadecTBa, TaK W AJIs IMPEAOTBPAIICHUS
MOIOOHBIX CITyYacB.

KOHTpOJ'Ib KayecTBa

15. (1.9) Kontpomnb kauecTBa BKIIOUAET B ceOst 0TOOp Mpo0, MpoBeIeHHE NCIIBITAHUN, IPOBEPKU Ha
COOTBETCTBUE TpeOOBaHMUAM crenu(UKanui, a Takke MPOLEAYypbl OpraHU3alMd, JOKYMEHTUPOBAHHUSA U
BbIIAYM pa3pelieHuss Ha BBIMYCK. Llenb KOHTpOJIE KadecTBa 3aKIIOYAaeTCss B HEIONMYIIEHUH K
MCTIOJIB30BAHUIO WM pealn3alliil MaTepHajoB MM MPOIYKIMH, HE yIOBIECTBOPSIOMINX YCTAaHOBJICHHBIM
TpeOOBAHUSM.

16. OcHoBHBIE TPeOOBAaHUS K KOHTPOJIIO KauecTBa:

a) (1) HaJIMYMe COOTBETCTBYIOIIMX MOMEIICHHH M 000pynoBaHMsA, OOYYEHHOTO IepcoHala H
YTBEPKIECHHBIX METOJUK U1 O0TOOpa MpoO, KOHTPOJISE U UCHBITAHUA MCXOIHOTO CBHIPbSI M YIAKOBOYHBIX
MaTepHalioB, MPOMEXKYTOYHOH, Hepac(hacoBaHHON M TOTOBOM NMPOIYKIMH, a TaKKe MPH HEOOXOJUMOCTH
U1 MOHUTOPHHTA YCIIOBHIA IPOM3BOJICTBEHHOM CpeJibl B LEIISX BBHIIOIHEHUS HacTosuwmx paBu;

0) (i1) mpoBeaeHue 0TOOPA MPOO MCXOAHOTO CHIPHS M YIAKOBOYHBIX MaTEpHAIOB, IPOMEKYTOUHOM,
Hepac(hacoBaHHOW M TOTOBOW MPOAYKLUHU AaTTECTOBAHHBIM MEPCOHAIIOM B COOTBETCTBUU C METOJMKAMH,
YTBEpKICHHBIMH 10/Ipa3ieJIeHUEM KOHTPOJISI KaUyeCcTBa;

B) (il1) METOIMKY UCTILITAHUIA JTOJKHBI OBITH BAIUTUPOBAHBI,

r) (iv) cocTaBlieHHE 3anuceit (PyKOMHCHBIM CIIOCOOO0M U (HJTH) C TIOMOIIBI0 TEXHUYECKHUX CPEJICTB),
JOKYMEHTAJIbHO MOATBEPKIAIOIINX, YTO BCe HEOOXOAUMBIE MEPONIPUATHS MO0 OTOOPY MPOO, KOHTPOIIO U
METOJMKAM HCIBITAHUN JeMCTBUTENLHO MpOBeIeHb. Bee OTKIOHEHHS 0(OpMIISIOTCS TOKYMEHTAIBHO H
paccienyroTcs;

a) (v) roroBas TpPOAYKUUS JIOJDKHA  cojepxkarh  ¢apMaleBTHYeCKHe CyOCTaHLUH,
COOTBETCTBYIOIIME PETUCTPALIIOHHOMY JOChE MO KaYeCTBEHHOMY M KOJIMYECTBEHHOMY COCTaBY, a TAaKKe
UMETh TPeOyeMyI0 YHCTOTY, HAJICKAIIYIO YIIAKOBKY M MPABUIBHYIO MapKUPOBKY;

e) (vi) 3anmcu, oOpMIIEHHBIE TIO PE3yJIbTaTaM KOHTPOJS M HCHBITAHHA HCXOJHOTO CHIPhS H
YIaKOBOYHBIX MaTEPUAIOB, MPOMEXYTOYHOH, Hepac(hacOBaHHOW M TOTOBOM MPOAYKLWHU, JOKHBI OBITH
COIOCTaBJICHBI ¢ TpeOoBaHUsAMH cnendukanuii. OieHKa TPOAYKIUH J0JKHA BKIIOYAaTh 0030p U OICHKY
COOTBETCTBYIOIIECH IMPOU3BOJCTBEHHONW JOKYMEHTAallUM M OLEHKY OTKIOHEHUH OT YCTaHOBJICHHBIX
Hponenyp;

k) (vil) HM OfJHA cepHsl MPOAYKIIMH HE MOXET ObITh BBE/IEHA B IPAXKIAHCKUN 000pOT 10 TOTO, KaK
YIOJIHOMOYEHHOE JIMIO HE YAOCTOBEPUT €€ COOTBETCTBHE YCTAHOBIICHHBIM TPEOOBAHHSM COTJIACHO
[Tpunoxxennto N 16 x HacTodmum IIpaBunam;

3) (viil) cCOXpaHEHHE IOCTATOYHOTO KOJHMYECTBA KOHTPOJIHBIX OOpPa3llOB HMCXOTHOTO CHIPbHS,
YIAaKOBOYHBIX MaTEPUATIOB M TOTOBOHM MPOAYKILUH, KOTOPOE MO3BOJIUT MPU HEOOXOTUMOCTH MPOBOIUTH
ucnbITaHusg B Oyaymem B cooTBercTBUM ¢ [lpunoxkennem N 18 k Hactosmmm [IpaBumam. OOpasisl
TOTOBOM NPOAYKIMH JOJDKHBI XPAaHUThCS B OKOHYATENBHOM YIAKOBKE 3a MCKIIOYEHHEM 00pas3IoB
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00IBIIUX 00hEMa, MACCHI WIIH TaOAPUTOB.
O030p KauecTBa NPOAYKIHHA

17. (1.10) [IpousBoauTeNb JOHKEH PETYISAPHO MPOBOAUTH 0030pHI KayecTBa BCEX MPOU3BEICHHBIX
JICKapCTBEHHBIX IPEMNapaToB, B TOM YHCJE JIEKAPCTBEHHBIX NPENapaToB, M3TOTOBISAEMBIX TOJBKO Ha
HKCHOPT, C LENbI0 MOATBEPKICHHUS MOCTOSHCTBA MMEIOLIET0CS MPOIecca, COOTBETCTBUS JIECHCTBYIOUINM
crienn(UKaUsIM KaK Ha UCXOJHbBIE ChIphE, TaK U Ha TOTOBYIO MPOIYKIIMIO, IJIs1 BBISBICHUS TEHACHLIUHN U
YCTAHOBIICHUS] BO3MOXKHOCTH YJIYyYIICHHsS MNPOAYKUMH M Tmporecca. Takue 0030pbl JOKHBI OBITH
o(opMIIeHBI TOKYMEHTAJIBHO U MIPOBOAUTHCS, KaK MPABHUIIO, €KETOHO C YUYETOM MPEAbIIYIIUX 0030pOB.

18. O630pHsI KayecTBa JOJKHBI BKIIOUATh, 10 KpaiiHel Mepe, cienyrolee:

a) (1) 0030p MCXOAHOTO CHIPbS M YHMAKOBOYHBIX MAaTEpUAJIOB, HCIIOJIB3YEMBIX NPH MPOU3BOJCTBE,
0CcOOEHHO TeX, KOTOpbIE IMOJIyuYe€Hbl OT HOBBIX MOCTABIIMKOB, W OTICIBHBIA 0030p MPOCIIEKHBAEMOCTH
LEMH MOCTAaBOK (papMareBTUYECKUX CyOCTaHIINA;

6) (i1) 0030p KPUTUYECKHX TOYEK KOHTPOJS B IMpPOIECCE MPOM3BOJACTBA U PE3YIHTATOB KOHTPOJIS
TrOTOBOM IIPOLYKLINH;

B) (iii)) 0030p Bcex cepuil, KOTOpble HE COOTBETCTBOBAJIM YCTAaHOBJICHHBIM CIEUU(UKAIMAM, H
Pe3yIbTaTOB COOTBETCTBYIOIIUX PacCIIeI0OBaHMIA;

r) (iv) 0030p BceX CYyMIECTBEHHBIX OTKIOHEHUH WM HECOOTBETCTBH, 0030p CBS3aHHBIX C HUMH
paccinenoBanuid, 3((EeKTHBHOCTH U  Pe3yIbTATUBHOCTU  TMPEANPHHATHIX  KOPPEKTUPYIOIIMX |
IpeayNpexaarouX IeHCTBUM;

1) (v) 0030p Bcex M3MEHEHUH, BHECECHHBIX B MTPOIIECCHI WM aHATUTHYECKUE METOTUKH;

e) (vi) 0030p MOAAaHHBIX, YTBEPXKIEHHBIX MM OTKJIOHEHHBIX HW3MEHEHHH B PEruCTPalMOHHOE
JI0ChE, a TaKKe 0030p M3MEHEHMH B JOChE Ha JICKAPCTBEHHBIE MpeMnapaThl, NpeAHa3HauYeHHbIE TOIBKO IS
HKCIOPTA;

k) (vil) 0030p pe3ynbTaTOB NPOTrPaMMbl MOHUTOPHHIA CTaOMJIBHOCTH M HEOIarompHATHBIX
TCHICHITUH;

3) (viii) 0030p BceX CBSI3aHHBIX C KayeCTBOM IMPOIYKIMHM BO3BPATOB, MPETEH3HH U OT3BIBOB, a
TaKXe MMPOBEACHHBIX B 3TO BPeMs pacciel0BaHUM;

u) (ix) 0030p JOCTAaTOYHOCTH JIOOBIX paHee MPOBEJACHHBIX KOPPEKTUPYIOIMIMX JEHCTBUH B
OTHOIICHUU TPOU3BOJCTBA WIH 000PYIOBAHUS;

K) (X) 0030p MOCTPETUCTPAIMOHHBIX OO0S3aTENLCTB MPHU TOJYYEHUH HOBBIX PETUCTPALIMOHHBIX
YIOCTOBEPEHUI WM BHECEHUH U3MEHEHUH B PETUCTPALIMOHHOE J10ChE;

7) (Xi) cocTosiHME KBaTU(HUKAIMU COOTBETCTBYIOIIMX OOOpYIOBaHHS M TEXHUYECKHX CPEJICTB,
HarnpuMep, CUCTEMbl HarpeBa, BEHTWISILIUK U KOHAWIIMOHUPOBAHHS BO3JyXa, CUCTEM CHAa0>KEHHUS BOJIOM,
C)KaThIMU Ta3aMU;

M) (xii) 0030p JIOOBIX JJOTOBOPOB, YKa3aHHBIX B IyHKTax 237 - 255 Hactoaumx [IpaBui, ¢ 1enbo
MOJTBEPKICHUS UX COOTBETCTBHS JCHCTBYIOINUM TPEOOBaAHUSM.

19. (1.11) B pamkax (apmaneBTHUYECKON CHUCTEMbI KauecTBa IMPOW3BOAUTENb U IOPUIHUECKOE
JMIO, HA WUMS KOTOPOTO BBIJAHO PETUCTPAIMIOHHOE YAOCTOBEPEHHE (€CIIM OHM SIBISIOTCS Pa3HBIMH
OpraHu3aIsIMM), JOJDKHBI OIICHHMBATh pPE3yJibTaThl 0030pa KauecTBa MPOAYKUIUH U JAEJaTh BBIBOA O
HEOOXOMMOCTH KOPPEKTHPYIOIUX M MPEeAyNpeKJAloMnUX ACHCTBUM HIM TPOBEACHUS IMOBTOPHOM
BauaalMu. JIomKHBI OBITH pa3paboTaHbl MPOLEAYPHl YIpPABICHUS M aHAIW3a TaKUX JEHCTBHIA;
3G PEKTUBHOCTH 3TUX MPOLEAYP IOJKHA OBITh IPOBEPEHA MPH MPOBEICHUN CAMOUHCTICKIINH.

20. OO630pbl KadecTBa MOXKHO TPYIIHPOBATh IO BHJIAM HPOAYKIMH (Hampumep, TBEpAbIC
JIeKapCTBEHHbIE (POPMBI, )KUIKUE JIEKAPCTBEHHBIE (DOPMBI, CTEPUIIbHBIC JICKAPCTBEHHBIE TIPEnapaThl), €CIu
3TO HAYYHO 0OOCHOBAHO.

21. Ecnu 1opuauueckoe JIMIO, HAa UMS KOTOPOTO BBIIAHO PETHCTPALMOHHOE yIOCTOBEpEHHE, He
ABIISICTCS TPOM3BOJIUTENEM, MEXIY YKAa3aHHBIM JIMIIOM W TPOU3BOIMTEIEM JOJDKHO OBITH 3aKIIOYEHO
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COTJIAlICHUC, OMPCACIAIOIICC COOTBECTCTBYIOIIIUC 00513aHHOCTHU CTOPOH B OTHOUICHUHN COCTAaBJICHUA 0630pa
KadeCTBa.

anaBJIeHne puUcCkamMm Uil KauecTBa

22. (1.12) YupaBrneHue puCKaMHU Ui KauecTBa SBJISETCS CHUCTEMAaTHU3UPOBAHHBIM MPOIECCOM
OLIEHKM PUCKOB JJISi KQUeCTBa JIEKAPCTBEHHOT'O CPEJCTBA, UX KOHTPOJIS, Mepeaun nH(pOpMaIHY, a TaKxKe
0030pa B OTHOUICHWU YKAa3aHHBIX PUCKOB. DTOT MPOLECC MOKET MPOBOAUTHCS KaK MEPCHEKTHUBHO, TaK U
PETPOCIIEKTUBHO.

23.(1.13) IlpuHiuns! ynpaBiaeHUs] pUCKaMH I KauecTBa:

a) (1) OIlEHKAa PUCKOB JJsi KayecTBa OCHOBBIBACTCS HA HAYYHBIX 3HAHMSX, ONbITe paboOTHl B
OTHOIICHUH TpoIlecca U, B KOHEYHOM CUETe, HalpaBiieHa Ha 3aIlIUTy MaIHeHTa;

0) (il) ypoBeHb ycuinui, (hopMann3aluy U JOKyMEHTAIBHOTO OQOPMIICHHS Mpoliecca YIpaBIeHHS
pUCKaMU AJIs Ka4YeCTBA COOTBETCTBYET YPOBHIO PUCKA.

Ilepconan (I'1aBa 2)

HpuHuun

24. OpraHuzanuss ¥ (QYHKIMOHMPOBAHUE HAJUIeKallell cucTeMbl OOECeYeHHs KauecTBa H
Ha/IJIKAIIET0 MPOM3BOJICTBA JICKAPCTBEHHBIX MPENapaToB 3aBUCIT OT yeloBeueckoro (akropa. I1o 3toii
NPUYMHE TPOU3BOAMTENb JJIS PELICHHS BCEX 3aJad, 3a KOTOpble OH OTBEYAeT, MMEET IOCTaTOYHOE
KOJINYECTBO KBATU(DUIIMPOBAHHOTO MepcoHana. Kaxxaplif paOOTHUK 3HAET U TOHUMAET CBOM JTOJHKHOCTHBIE
0053aHHOCTH, KOTOpbIe HEOOXOAMMO JOKYMEHTaJIbHO O(GOpMHUTH. Bech mepcoHan 3HAET MOJO0KECHUS
Hacrosmux [IpaBuii, OTHOCSIIMECS K €r0 AEATENbHOCTH, a TAKXKe MPOXOAUT MEPBUYHOE U MOCIIEAYIOIIee
HENpepbIBHOE 00YYEeHHE, BKIIIOYAsI HHCTPYKTaXX MO BHIMOJIHEHUIO TUTHEHUYECKUX TPeOOBaHUI.

Oo0mmue TpedoBaHMA

25. (2.1) IlpousBoauTenb MOMKEH HMETh JOCTAaTOYHOE KOJMWYECTBO MEpCOHaNa, HMEIOIIETo
HEO0X0IMMYIO KBAM(UKAIMIO U ONBIT paboThl. Kpyr MOMKHOCTHBIX 00s3aHHOCTEH Ka)XI0ro pabOTHHKA
HE JIOJDKEH OBITh CIMIIKOM OOIIMPHBIM, YTOOBI MCKIIOYUTH BO3MOXXKHOCTH BO3HHUKHOBEHHUSI PUCKOB IS
Ka4yecTBa MPOAYKIIUH.

26. (2.2) IlpousBoauTenb JOKEH MMETh YETKYIO OPraHU3AallMOHHYIO CTPYKTYpY. JlOJKHOCTHBIE
0053aHHOCTH PAOOTHUKOB, 3aHUMAIOIIUX OTBETCTBEHHBIC MOJDKHOCTH, JOJDKHBI OBITH H3JI0KEHBI B
JOJDKHOCTHBIX MHCTPYKIUAX. YKa3aHHbIE pAOOTHUKH JIOJDKHBI 00J1aaTh MOJTHOMOYUSMH, HEOOXOAMMbBIMH
JUIs1 BBITIOJIHEHUS BO3JIOKEHHBIX HAa HUX (QyHKIMA. VX TOMKHOCTHBIE 00S3aHHOCTH MOTYT OBITh TIepEIaHbI
JAPYTUM Ha3HAYCHHBIM 3aMELIAl0UM pabOTHUKAM, 00J1aIalOINM JOCTATOYHBIM YPOBHEM KBAIU(UKALIUH.
[Ipu ompeneneHuu IOMKHOCTHBIX OOS3aHHOCTEH MepcoHala MPOU3BOAMTENb HE JOJDKEH [OIyCKaTb
cllyyaeB HEOOOCHOBaHHOTO IyOIMpOBaHUS 00s3aHHOCTEH M (QYHKUMH pabOTHHUKOB, a TaKXKe CIydaes,
KOTrJa Kakue-Tubo OO0S3aHHOCTH, CBS3aHHBIE C BBINOJHEHHMEM TpeboBaHMii HacTosmmx llpaBui,
OKa3bIBAIOTCS HE 3aKPETUICHHBIMHU HU 32 OJJHUM U3 PAOOTHUKOB.

OTBeTCTBEHHDII nmepcoHaJl

27.(2.3) K oTBETCTBEHHOMY MEPCOHAIY OTHOCSTCSI PYKOBOAMTEID IIPOU3BOJICTBA U PYKOBOJIUTEND
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MOApAa3/CNICHUsT KOHTPOJS KauyecTBa, a TakkKe YIOJIHOMOYEHHoe(ble) Jnio(a), €clid MOJTHOMOYUS
YIOJIHOMOYEHHOTO(BIX) JTUIA(JIUI) HE BO3JIOKEHBI HA PyKOBOAMTEIS TPOM3BOICTBA U (WJIN) PyKOBOAUTEIIS
MOJpa3/ieieHus] KOHTPOJsl KadecTBa. OTBETCTBEHHBIM INepcoHaNl JODKEH padoTaTh, KaK MPaBWIIO, HA
YCIOBHSIX IOJIHOTO pabodyero BpeMeHH. PyKOBOIMTENH MPOU3BOJACTBA U MOAPA3ACICHUS KOHTPOJIS
KayecTBa JOJDKHBI OBITh HE3aBUCHUMBI Opyr OT jApyra. [lis mpousBoauTenei, SBISIOMUXCA KPYITHBIMH
OpraHu3alMsIMM, YacTh OOS3aHHOCTEH, MpexycMOTpeHHbIX myHkramu 30 - 32 Hactosummx IlpaBui,
JIOIyCKAeTCs MepeiaBaTh IPYrUM paOOTHUKAM.

28. (2.4) O6s13aHHOCTH YTIOJTHOMOYEHHOTO JIUIIA:

a) (a) yIOJIHOMOYEHHOE JIMIIO J0JKHO MOATBEPAUTD, UTO Ka)KJasl CEpUsl JIEKAPCTBEHHBIX CPEICTB,
npousseneHHas B Poccuiickoii denepanny, NPOU3BENACHA U UCIBITAHA B COOTBETCTBUU C JACUCTBYIOLIUM
3akoHOJaTenbCcTBOM Poccuiickoit deneparyu U TpeOOBaHUAMHU PETHCTPALMOHHOTO JIOCKE;

6) (b) B OTHOIIEHMH JIEKAPCTBEHHBIX CPEJICTB, BBIMYIICHHBIX 3a TMpenenamu Poccuiickoit
@denepalyiv, yNOJIHOMOYEHHOE JIMIO JOJDKHO IOATBEPAMTH, 4YTO KaxJas HMMIIOPTHpPYEMas CepHs
IIPOAYKLIMH IIPOIILIA IIPOBEPKY B MOPSKE, YCTAaHOBIECHHOM B Poccuiickon denepanny;

B) (C) YIOJHOMOYEHHOE JIULO JOJKHO JOKYMEHTAJIBHO MOATBEPAMTH, UTO MPOLECC POU3BOACTBA
OCYIIECTBJIEH B COOTBETCTBUM € Hactosumumu IlpaBuiamu, a Takke yAOCTOBEPUTH IEpexa Bblaaueit
KaX/I0TO pa3pelIeHus] Ha BBINYCK, YTO KaKJas cepusi MPOAYKLUUHU IMPOU3BEJCHAa M (M) HCIBITaHA B
COOTBETCTBUH C TPEOOBAHUSIMH PETUCTPAILIMOHHOTO 10ChHE.

29. Kpamudukanus yHOJTHOMOYCHHOTO JIMIIA JOJDKHA COOTBETCTBOBAaTh TPEOOBAHMSIM,
YCTaHOBJICHHBIM 3aKOHOAATENILCTBOM Poccuiickon denepanuy. Y IOTHOMOYEHHOE JIMLO JOJIKHO COCTOSATh
B mrare mnpousBogurenas. Ero o0s3aHHOCTM MOTYyT OBITh NEpeAaHbl  TOJIBKO  JIPYTOMYy
YIOJIHOMOYEHHOMY (BIM) JIUILY(am).

30. (2.5) OcHoBHBIE 00513aHHOCTH PYKOBOJIUTENS IPOU3BO/ICTBA:

a) (i) obecneunBaTh MPOU3BOJICTBO M XPaHEHHE MPOAYKLUUU B COOTBETCTBHM C YTBEP)KICHHOM
JOKyMEHTAIUeH il JOCTHKEHHUS He00X0AUMOTO KayecTBa;

0) (i1) yTBepkaaTh UHCTPYKIIMH, KACAIOIIHUECs POU3BOACTBEHHBIX OMepaIuii, 1 00ecrneuynBaTh ux
TOYHOE BBIIIOJIHEHHUE;

B) (iii) oOecreynBaTh OIEHKY M MOANUCAHHE MPOU3BOACTBEHHBIX 3alUCEH YNOIHOMOYEHHBIM Ha
3TO NEPCOHAJIOM MEpe]] UX Nepeadeii B MoApa3elieHue KOHTPOJIS KaueCTBa;

r) (iv) KOHTPOJMpPOBaTh PabOTy MOAYMHEHHOTO CTPYKTYPHOTO TOApA3eNCHHs, COAEp)KaHUe
MOMEIICHUH, SKCIUTyaTalluIo0 ¥ TEXHUYECKOe 00CITyKuBaHHE 000pyIOBaHHUS;

1) (v) obecrieunBaTh MPOBEICHNUE COOTBETCTBYIOIICH BATHIAINY;

e) (vi) obecrieunBaTh NMpoOBEJCHUE HEOOXOAMMOTO MEPBUYHOTO U IMOCIEAYIOIIEr0 HEMpPEPHIBHOTO
00y4YeHHs epCoHaja MOJYMHEHHOTO CTPYKTYPHOTO MOIPa3/IeICHuUsI.

31. (2.6) OcHoBHBIE 00513aHHOCTH PYKOBOJIUTENS MOAPA3ACICHUS KOHTPOJIS KauecTBa:

a) (1) omoOpATP WM OTKJIOHATH MCXOAHOE CBIPbE, YMAKOBOUHBIE MaTepHallbl, a TaKxkKe
MIPOMEXYTOUHYI0, Hepac(haCOBaHHYIO U TOTOBYIO MPOAYKIHIO;

0) (i1) orleHUBATh 1OChE HA CEPHIO;

B) (iil) obecrieunBaTh MPOBEACHHUE BCEX HEOOXOAUMBIX UCTIBITAHU;

r) (iv) yTBepkaaTh crieu(pHUKali, HHCTPYKLIUHU 110 0TOOpY MpOoO, METOb! HCTIBITAHUN U ApyTHe
IIPOLEAYPBI IO KOHTPOJIIO KaYeCTBa;

1) (V) yTBEpXACHUE U MOHUTOPUHI MCIOJHUTENEH 10 JOrOBOpaM, yKa3aHHBIM B IyHKTax 237 -
255 nacrosmux IIpaBun (McnbITaHUS 110 KOHTPAKTY);

e) (vi) KOHTpOJMPOBaTh pPabOTy MOAYMHEHHOTO CTPYKTYPHOTO TIOJApa3AeieHUs, COJEp)KaHHe
MOMEIICHUH, SKCIUTyaTalluIo0 ¥ TEXHUYECKOe 00CITyKUBaHHE 000y IOBaHHUS;

x) (vil) obecriednBaTh MPOBEACHUE COOTBETCTBYIONICH BaTUIAIINN;

3) (viil) obecnieuuBaTh MPOBEACHNUE HEOOXOAMMOTO MEPBHYHOIO M MOCIEAYIOMIEr0 HEMPEPHIBHOTO
00y4yeHHs NepcoHaja MOJYMHEHHOTO CTPYKTYPHOTO MOIPa3/IeICHuUsI.

32. (2.7) PykoBoauTenu mpoU3BOJCTBA U MOAPA3JIEICHUS KOHTPOJISI KauyecTBa UMEIOT OOIIe WM
COBMECTHO BBINIOJHSEMbIE OOS3aHHOCTH, OTHOCSIIMECS K KadyecTBY, KOTOpbIe BKIIOYAIOT B cebs, B
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YaCTHOCTH, CIECAYIOLIEE:

YTBEPKIAEHHUE NPOLELYP U IPYTUX JOKYMEHTOB, BKJII0Uasi BHECEHUE U3MEHEHUH B HUX;

MOHMTOPHHT ¥ KOHTPOJIb IIPOM3BOACTBEHHOM CpPEIbI;

KOHTPOJIb IPOU3BOICTBEHHOM TMTHEHBI;

BaJIM/IALIMIO [IPOLIECCOB;

o0y4yeHHe TIepCoHana;

YTBEPKIAECHUE U MOHUTOPHHT IIOCTABLUIMKOB UCXOJHOTO CBIPbS M YIIAKOBOUHBIX MaTEpUAJIOB;

YTBEP)KICHUE M MOHMTOPHUHI HCIOJHUTENEH IO AOrOBOpaM, yKa3aHHBIM B IyHkTax 237 - 255
HacToamux [IpaBun (KOHTPaKTHBIN IPOU3BOANUTEND);

OIIpeIe/IEHUE U MOHUTOPHUHT YCIOBUI XpaHEHUS NCXOJHOTO ChIPbs U NPOAYKIIHH;

XpaHECHUE 3alIUCEH;

MOHHUTOPHUHT COOTBETCTBHSI TpeOoBaHUAM HacTosiux [IpaBu;

MIPOBEPKY, UCCIICOBAHUE U B3SITHE NMPOO B IESIX MOHUTOPUHTA (PaKTOPOB, CIIOCOOHBIX BIUATH Ha
KaueCTBO MPOTYKIUH.

Oo0yueHnue

33. (2.8) IIpousBoauTens JOKEH 00ecneunTs 00yUeHue nepcoHana, J0KHOCTHBIE 00s3aHHOCTH
KOTOPOT'O TpPEAINoaraloT NpeOblBaHHE B TPOM3BOJCTBEHHBIX 30HAX WIJIM KOHTPOJBHBIX JIAOOPATOPHUSIX
(BKJIIOUAsT TEXHUYECKUH M OOCITY>KMBAIOIIMK TMEpPCOHAN, a Takke pabOTHUKOB, MPOBOAALIMX YOOpPKY), a
TaKXe JPyroro rnepcoHana, qesiTeIbHOCTh KOTOPOT'0 MOXKET OKa3aTh BIUSHHUE HA KAUECTBO MPOILYKIIHH.

34. (2.9) Kpome ocHOBHOro 0OyueHUs, BKJIIOYAIOIIETO TEOPHIO M MPAKTHKY MPUMEHEHHS
Hacrosmux [IpaBui, BHOBb MpPUHATHIE HA Pa0OTy paOOTHUKHU JOJKHBI MPONTH NMEpBUYHOE OOydeHHE B
COOTBETCTBUH C 3aKPEIJICHHBIMHU 32 HUMHU OO0S3aHHOCTSIMH. [IpoM3BOIUTENH MOKEH TaKKe NMPOBOAUTH
nocjenyomee HempepsiBHOE O00yueHHe MepcoHala, MEPUOJUYECKH OLICHUBAs €ro MPaKTUYECKYIO
spdpexTuBHOCTE. OOyueHHe nepcoHana J0HKHO MPOBOIUTHCA 110 yUE€OHBIM IPOTrpaMMam, YTBEPKICHHBIM
COOTBETCTBEHHO PYKOBOAMTEIEM MPOHM3BOJCTBA JHOO PYKOBOAWUTENIEM TOAPA3JCICHUS] KOHTPOJIS
kayecTBa. [IpousBoauTens 0083aH XpaHUTh JOKYMEHTAIHIO O IPOBEJCHUN O0YUYCHHUS.

35. (2.10) Ilepconan, pabGoTarommii B 30HaX, IJI€ KOHTAMHUHAIMS TPEACTABISET OMACHOCTD,
HarpuMep, B YUCTHIX 30HAX MM B 30HaX pabOThI C BEICOKO aKTUBHBIMH, TOKCUYHBIMU, HHPHUIUPYIOITIMH
VI CeHCUOMITU3UPYIOIIMMU BEIIECTBAMH, JIOJDKEH MIPONTH criennaibHOoe 00ydeHue.

36. (2.11) Ilocerutenn wiu He MpoLIEANINEe OO0y4deHHE PAOOTHUKU HE JOJDKHBI JOMYCKATHCS B
MIPOM3BOJICTBEHHBIC 30HBI M 30HBI KOHTpOJNS KadecTBa. [Ipu HEOOXOOMMOCTH TMOCEIIECHHs JaHHBIX 30H
yKa3aHHbIC JIMLA JOJDKHBI MPEIBAPUTEIBHO NPOMTH WHCTPYKTAX, B YACTHOCTH, IO MpaBUJIaM JUYHOU
TMTHEHbI ¥ CTIOJIb30BAaHUIO 3AIIUTHON OJICXK/Ibl. 3a 3TUMH JIMLAMH JI0JDKHO OCYIIECTBIATHCS TIIATEILHOE
HaOJII0JeHUE.

37. (2.12) Ilpu oOy4eHUH OOIKHBI MOAPOOHO PAa3bICHATHCS U OOCYXKAAThCS KaK MPUHIIMIIBI
o0ecrieyeHns: Ka4ecTBa, TaK U BCE MEPbI, YIIyUIIAIOIIe UX TIOHUMAaHUE U OCYIIECTBICHHE.

I'uruena nepcoHaJjga

38. (2.13) IIpoumsBoauTens HOKEH pa3paboTaTh M BHEAPUTH KOMIUIEKC MEPONPHUATHHA O
MIPOM3BOJICTBEHHOI TUT'HEHE C YY€TOM OCOOCHHOCTEH KOHKPETHOTO MPOU3BOJICTBA. Y Ka3aHHBIA KOMIUIEKC
MEpPONPUATHIA JTOJDKEH COJepkKaTh MpPOLeNyphl, Kacalomuecs coONoaeHUs TpeOOBAHUN K COCTOSIHUIO
3JI0POBbsI, CAHUTAPHBIX MPAaBHI U TpeOOBaHUH K onexe nepconana. Kaxapiii paboTHUK, TOHKHOCTHBIE
0053aHHOCTH KOTOPOT'O TMPEATNOoJIaraloT npedbIBaHNe B 30HAX MPOU3BOACTBA M 30HAX KOHTPOJS KauecTBa,
JOJDKEH IOHMMAaTh MW CTPOro coONIofaTh dSTH NOpouenypbl. PyKoBoAsIIui mepcoHan HeceT
OTBETCTBEHHOCTH 32 BBHIIIOJHEHHUE MIEPCOHANIOM IPABHJI JIMYHOM TMTUEHBI U OPraHU3aluI0 HEOOXOIUMOT0o
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o0ydeHusl.

39. (2.14) Jluuna, npuHUMaeMble Ha palOTy, MOJKHBI NPOUTH MEAMLIMHCKUI OCMOTP.
[TpousBonuTens 00s3aH yTBEPAUTh MHCTPYKIMH, 00ECICUNBAIONINE €T0 OCBEIOMICHHOCTh O COCTOSHHH
3I0pOBbsl II€PCOHANA, KOTOPOE€ MOXKET IMOBIMATH Ha KadecTBO mnpoxaykuuu. Ilocme mnepBudHOrO
MEIUIMHCKOTO OCMOTpa JOJDKHBI IPOBOAMTHCSA PETYISIPHBIE IMOCIENYIOIIME MEIULUHCKAE OCMOTPbI
IepCcoHaIa.

40. (2.15) IlpousBoauTensb AOIKEH MPEANPHUHITH MEphl, 00eCIeunBalOINe HEAOMYIICHUE JIUIL C
MHQPEKIMOHHBIMU 3a00JIEBAaHUSMHU WM OTKPBITHIMU TOBPEKIACHUSAMHU Ha OTKPBITBIX ydacTKax Tella K
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB.

41. (2.16) Jluma, BXoasmKe B MPOU3BOJCTBEHHBIC 30HBI, JOJHKHBI HOCHUTH 3alIUTHYIO OJEXKIY,
COOTBETCTBYIOIIYIO BBINOJIHIEMBIM B 3THX 30HaX ONEpaLUsIM.

42. (2.17) B npou3BOACTBEHHBIX 30HAaX M 30HAaX XpaHEHMs 3alpelIaloTCs MPUEM IUIIH, IUTHE,
’KEBaHUE WM KypeHHe, a TAK)Ke XpaHEHUE MUIIEBBIX MPOAYKTOB, HATUTKOB, TA0AUHBIX U3ACTUH U TUYHBIX
JIeKapCTBEHHBIX MpenaparoB. He nomyckaercss mo0asi AEATENbHOCTb, HapylIalollas yCTaHOBIICHHBIC
TMTHeHUYeckre TpeOOBaHMS B TPOM3BOJCTBEHHBIX M APYTHX IOMELICHHUAX, KOTOpas MOXKET OKa3aTb
OTpHULATEILHOE BIMSHUE HA KAYE€CTBO MPOIYKLUH.

43. (2.18) Heobxomnumo u30erath HEMOCPEICTBEHHOTO KOHTAKTa PYK IEpCOHANa C OTKPBITOM
MPOAYKIHEH, a TaKkxKe ¢ 000 yacTbio 000py10BaHUS, KOHTAKTUPYIOIIEH C MTPOAYKLHUEH.

44.(2.19) IlepcoHan 1oJKEH NPONTH UHCTPYKTAX IO IIPABHJIAM MBIThS PYK.

45. (2.20) Cnenuanpuble TpeOOBaHUS K TMTHEHE MEPCOHANA, 3aHATOrO Ha MPOU3BOJICTBE OCOOBIX
Ipynn OpoAYKIMH (HAallpUMeEp, CTEPUIIbHBIX JIEKAPCTBEHHBIX NMPENapaToB), oTpaxkeHsl B [Ipunoxennn N 1
u [Ipunoxenun N 5 k HacTosiiumMm [IpaBunam.

Ilomemenns n odbopynosanue (I';1aBa 3)

HpuHuun

46. Ilomenienus 1 000pyI0BaHNE HEOOXOAMMO PACIIONAraTh, MIPOSKTHUPOBATh, CTPOUTH, OCHAIATh
U OSKCIUTyaTHpOBAaTh TaKMM OOpa3oM, YTOOBI OHHM COOTBETCTBOBAJIM IPOBOAMMBIM ormepanusMm. Hx
IUTAHUPOBOYHOE pEIIeHNe U KOHCTPYKIHS AOJDKHBI CBOAMTH K MUHUMYMY PHCK OIIMOOK M 00ecIeyrBaTh
BO3MOXHOCTh 3((EeKTUBHOW OYHMCTKM M OOCIY)XHMBaHUS B IENAX HCKIIOUEHHUS MEPEeKPECTHOM
KOHTAMUHAIIMM, HAKOIUICHUS TBUIM WM TPSA3U M JIOOBIX HEONarompusTHHIX (DaKTOPOB JUId KayecTBa

IIPOYKLIUH.

IHoMmelmenus

OO0mmue TpedoBaHMA

47. (3.1) Ilpu ycnoBuu coOIIOACHUS BCEX MEp IO 3allUTe MPOU3BOACTBA OKpYXKAmomas cpeia
MOMEIICHUH JTOJIKHA TIPECTABIATh MUHUMAJIbHBIN PUCK KOHTAMUHALIMK MAaTEPHUAJIOB WM HPOILYKIIHH.

48. (3.2) DkcrutyaTanusi, MPOBEJCHUE TEXHHUUYECKOTO OOCITYy)KMBAaHUSI U PEMOHTA IOMEIICHHIA He
JOJDKHBI OKa3bIBaTh OTPHUIATEIBHOTO BIMSHMA Ha KadecTBO MNPOAYKUMH. YOOpka M Je3MH(EKIHS
MOMEIICHUH JOJDKHBI MPOBOJUTHCS B COOTBETCTBUHU C IMOJAPOOHBIMH HMHCTPYKLHMSMH, YTBEP)KICHHBIMH
MIPOU3BOIUTEIIEM.

49. (3.3) Ocsemienue, TeMIeparypa, BIAKHOCTb M BEHTWIALMS JOJKHBI COOTBETCTBOBATh
HA3HAYEHUIO MTOMELICHHUS U HE OKa3bIBaTh MPSIMOTO WJIM KOCBEHHOTO HEOIAromnpusITHOTO BO3ICHCTBUS Ha
JICKapCTBEHHBIE CpEJICTBA BO BpeMs MX TMPOU3BOACTBA M XpAaHEHMsA, a TaKXkKe Ha HaJexaliee
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(GYHKIMOHUPOBAaHUE 000PYTOBAHMS.

50. (3.4) [Ipu npoeKTUPOBAHUU U IKCILTyaTalliy MOMEIIEHUH JO0KHA OBITH OOecreueHa 3aiuTa
OT IPOHUKHOBEHHS B HUX HACEKOMBIX MJIH KUBOTHBIX.

51. (3.5) B mnomemeHus He [OMyCKAarOTCs JHIla, HE MMEIOIIME IIpaBa JOCTyla B HHX.
ITpon3BOICTBEHHBIE 30HBI, CKIAJICKUE 30HBI U 30HBI KOHTPOJIS KAYeCTBA HE JIOJDKHBI HCIOIB30BATHCS IS
CKBO3HOI'O IIPOXO0/JIa MIEPCOHAIA, HEe padOTAIOIIEro B HUX.

HpOI/I3BOZ[CTBeHHaH 30Ha

52. (3.6) [Jlns MHHUMHU3ALMKM pUCKA JJS 310pOBbA JIIOJEH BCIEACTBHE IEPEKPECTHOU
KOHTAMUHAIIMM  TPU  TMPOU3BOJACTBE  HEKOTOPBIX  JIEKAPCTBEHHBIX  IPEMapaTroB, TaKUX  Kak
CCHCHOMIM3UPYIOIIKE BEIIeCTBA (HAampuUMep, NEHULWUINHBI) WM OHOJOTHYECKUE JIEeKapCTBEHHBIC
npenaparsl  (HampuMep, W3 JKUBBIX MHUKPOOPTaHM3MOB), HEOOXOIMMO MPEIYyCMOTPETh CIIEHHUATIBHO
npegHa3HaueHHbIE 1 000CO0ICHHBIE TOMELICHHS, 000pyI0OBaHUE U CPEICTBA X 00CIyXuBaHuUs. B onHuX
U TeX K€ TOMEIIEHUIX He JOMYCKAeTCsl MPOU3BOICTBO OTICIBHBIX BUIOB aHTUOMOTHKOB, ONPEICIICHHBIX
TOPMOHOB, ITUTOTOKCHHOB, BBICOKO AaKTUBHBIX JICKAPCTBEHHBIX CPEICTB M MPOAYKLUH, HE SIBISIOLICHCS
JICKApCTBEHHBIMH CpPEJCTBAMU. B HUCKIIOUMTENBHBIX CIIydasX MPOU3BOJICTBO TAKHX JIEKAPCTBEHHBIX
CPEACTB JOMYCKAETCS B OAHMUX IOMELICHHUSX MPH pa3JefieHMH LUKIOB MPOHM3BOJCTBA 1O BPEMEHH C
COOJIIOJICHHEM CTIEUAIBHBIX MEp MPEIOCTOPOKHOCTU U MPOBEIACHNEM HEOOXO0JMMOM BaUIaLIUH.

53. 3anpemaeTcss NMPOU3BOACTBO SII0OB TEXHHMYECKOTO HA3HAYEHUS, TAKUX KaK NECTULUABI H
repOULUIbI, B TOMEIICHUAX, UCTIONb3YEMBbIX IS TPOU3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB.

54. (3.7) IlnanupoBOYHBIE PELICHUS TTOMEIICHHUH TOKHBI 00eCIIeYNBAThH BHIITOJIHEHUE TPEOOBAHMIA
K YPOBHIO UHCTOTHI M, NpPU HAJIMYUM BO3MOXKHOCTH, JOJDKHBI COOTBETCTBOBATH JIOTHUECKOM
M0CJIeI0BATEIbHOCTH POU3BOJICTBEHHBIX OIEPAIUil.

55. (3.8) IlnanupoBOYHbBIE pEIIEHUS MPOU3BOACTBEHHBIX 30H M BHYTPHUIIPOM3BOJICTBEHHBIX 30H
XpaHEeHHsl JIOJDKHBI OOECIeYMBaTh IIOCJIEOBATEIbHOE M JIOTHYHOE pa3MElIeHHe O00OpyNOBaHUA H
MaTepHalioB, CBOJAIIECE K MUHUMYMY PUCK NEPENyThIBAHUS PA3IMUHBIX JIEKAPCTBEHHBIX CPEICTB WIHM UX
KOMIIOHEHTOB, 00€CIeYMBaIOIIee OTCYTCTBHE NMEPEKPECTHONH KOHTAMUHALIMK U CBOJMAIIEE K MUHUMYMY
PHCK MPOITyCcKa WM HEMPABMIIBHOTO OCYIIECTBIICHUS JIFOOOTO ATara MpHu MPOU3BOACTBE WIIK KOHTPOJIE.

56. (3.9) B nomemieHusx, B KOTOPBIX UCXOJHOE ChIPbE M NEPBUYHBIE YIIAKOBOYHBIE MaTE€pHAaJIbI,
MIPOMEXYTOUHAsl WM Hepac(acoBaHHAs MPOIYKIMS IMOABEP)KEHBI BIMSHUIO MPOU3BOJICTBEHHOMN Cpelbl,
BHYTPEHHHUE TOBEPXHOCTH (CTEHBI, OBl U OTOJKU) JOJDKHBI OBITH TNIAJKUMH, O€3 LIeNeil U TpeluH Ha
CTBIKaX, HE JOJDKHBI BBIACTATh YAaCTUI, a TaKXe MOJDKHBI JIETKO M 3((EKTUBHO OUMINATHCS W, NpPHU
HE00XO0IUMOCTH, NE3UHPHUIIUPOBATHCS.

57. (3.10) TpyOompoBoAabI, OCBETHTEIbHbIE NMPUOOPHI, BEHTWISALMOHHBIE YCTAaHOBKH M JIPYTHE
CHCTEMBI OOCITY)XKMBAaHUSI JOJDKHBI OBITH CIIPOEKTUPOBAHBI M PACHOJIOKEHbI TaKMM 00pa3oM, 4TOoOBI He
Obut0 yrimyOnieHu#, 3aTpyIHSIOIMX WX OYMCTKY. [Ipy Hanmuyuu BO3MOMKHOCTH JIOCTYN K HHUM IS
00CITy’)KUBaHUs TOJDKEH ObITh M3BHE MPOU3BOCTBEHHBIX 30H.

58. (3.11) Touku MOAKIIOUEHHUS K KaHAIM3AIMOHHBIM CTOKAaM JIOJDKHBI OBITh COOTBETCTBYIOIIUX
pasMepoB U 00OpYyIOBaHbI YCTPOWCTBAMH Ui MNpeNOTBpalieHus oOpaTtHoro moroka. [lpu Hamuuuu
BO3MOKHOCTH CJIEZyeT n30eraTh OTKPBITHIX CIMBHBIX jken000B. Ho ecnu cymiecTByeT HEOOX0IUMOCTh UX
MCTIOJIb30BaHUS, OHH JJOJDKHBI OBITH HETTTyOOKUMH 11 OOJIETYEHUS] OUUCTKU M Je3UH(EKIIHH.

59. (3.12) B npouW3BOJACTBEHHBIX 30HAX JIOJDKHA HCIOJB30BAThCA APPEKTHUBHAS CUCTEMA
BEHTHJISILIUK, MMEIOLIasi CPeACTBa JUIsl KOHTPOJS MapaMeTpoB Bo3ayXa (BKIIOYAs TEMIIEpaTypy H, T
HE00XO0/IMMO, BIIQXKHOCTh M (DMIIBTPALMIO) B 3aBUCUMOCTH OT BBITYCKAaeMOM MPOAYKLHUH, BBHITOTHIEMBIX
OIlepaLvii U OKPYKAOLIEH CPEIbI.

60. (3.13) Bs3BemmBaHME HCXOOHOIO CBIPbS, KaK IPaBUJIO, OCYIIECTBISAETCA B OTACIBHOM,
NpeJHa3HAYCHHOM JUISI TOTO TIOMEIIEHUH.

61. (3.14) B Tex ciydasx, Korja NpoucXoauT oOpa3oBaHME MBbUIM (HAapUMeEp, BO BpeMs 0TOOpa
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npo0, B3BEIIMBAaHUS, CMEIIUBAHMS, NPOU3BOJCTBEHHBIX OINEpaluid, YMAKOBKH CYXOH MpPOAYKLHUH),
JOJDKHBI  OBITh TNPHUHATHI  CHEIHATbHBIE MEpPhl NPEJOCTOPONKHOCTH B HENAX MPEeRyNpeKICHUS
NEPEeKPECTHOM KOHTAMUHAIIMU U 00JICTYeHNST OUYUCTKH.

62. (3.15) IlomemeHust ajs YNaKOBKH JIEKAPCTBEHHBIX CPEJACTB JOJDKHBI OBITH CIICIUATBEHO
CIPOEKTUPOBAHBI M PACIIONIOKEHBI TAKMM 00pa3oM, YTOObI N30€XaTh MeperyThIBAaHHUS WM TEPEKPECTHON
KOHTaMUHAIIHUH.

63. (3.16) [IpousBOICTBEHHBIC 30HBI JIOJKHBI OBITH XOPOIIO OCBEIICHBI, OCOOEHHO B MECTax, IJIe
IIPOBOJUTCSA ITOCTOSTHHBIM BU3yaJIbHbIM KOHTPOJIb.

64. (3.17) Kontposnb B mpoliecce MpOU3BOJACTBA MOXHO MPOBOAUTH B MPOU3BOACTBEHHOM 30HE,
€CIIM 3TO HE CO3J]aeT PUCKA JJIsi TEXHOJIOIMUYECKOTro IpoIiecca.

CK.]'[aHCKI/Ie 30HbI

65. (3.18) Cknaackue 30HBI JOJIKHBI UMETh BMECTUMOCTb, JOCTATOUHYIO JJI YHOPSAOYEHHOIO
XpaHEHUsl pa3JM4YHbIX KaTeropuid MaTEpHUajIOoB M NPOAYKIHMH: MCXOJHOTO ChIpbS U YHNAKOBOUYHBIX
MaTepHalioB, TMPOMEXYTOYHOH, Hepac(acoBaHHOM M TOTOBOW MPOAYKLUMH, a TaKXKE MPOIYKIHH,
HaxoJdIIEHCs B KapaHTUHE, IMPOAYKIUHU, PA3PEIICHHON Ul BBIITYCKA, OTKJIOHEHHOM, BO3BPAIlCHHOW MU
OTO3BaHHOM.

66. (3.19) Ilpu NpoeKTUPOBAaHUHM U OCHAIICHUHU CKIAJCKUX 30H HEOOXOIMMO MpeaycMaTpHBaTh
Ha/JIeXaIme ycnoBus xpaHeHus. CKiaIcKue 30HbI JOJDKHBI ObITh YUCTBIMH U CYXHMH, B HHUX JIOJDKHA
NOJICP)KUBAThCSl  TpeOyemas Temmeparypa. Ecmum TpeOyloTcss crnenuaibHble YCIOBUS —XpaHEHHS
(HampuMep, Temreparypa, BIaXHOCTh), TO HEOOX0IMMO oOecneunBaTh M MPOBEPATh TaKUE YCIOBUS, a
TaK)K€ OCYIIECTBIATh UX MOHUTOPHHT.

67. (3.20) B MecTax nmpueMKH U OTIPY3KH JOJDKHA OBITH oOecreueHa 3amuTa UCXOAHOTO ChIPbS,
YIAKOBOUHBIX MaTE€pPUAJIOB U MPOIYKLUU OT BO3IACHCTBHS MOTOAHBIX YCIOBUH. 30HBI MPUEMKHU JOJIKHBI
OBITH CIIPOEKTUPOBAHBI M OOOPYJOBAaHBI TAaKUM OOpa30M, YTOOBI Tapy C MOCTYHNAIOIIMMHU HCXOJHBIM
CBIPbEM M YIAKOBOYHBIMH MaTepHalaMi MOKHO OBLJIO OYHILATH MEPEe]] CKIAAUPOBAHUEM.

68. (3.21) Ecau pexumM KapaHTHHA 00eCTIeYNBAETCS XpaHEHHEM MPOIYKIIMU B Pa3/ieibHbIX 30HAX,
TO 3TH 30HBI JOJDKHBI OBITH YETKO 0003HAYEHBI, a IOCTYI B HUX pa3pelieH TOJbKO MEePCOHAY, HMEIOIIEMY
COOTBETCTBYIOIIME MosHOMOuHMs. Jto0as apyras cuctema, 3aMeHstomas (pU3NYecKuii KapaHTHH, JTOJKHA
o0ecreynBaTh SKBUBAICHTHYIO O€3011aCHOCTD.

69. (3.22) Ot60p pod MCXOTHOTO CHIPBS U MEPBUUHBIX YIIAKOBOUHBIX MaTEpHAIOB, KaK MPaBHIIO,
CIIEZyeT BBIMOMHATH B OTAEHbHON 30HE. OTOOp MpoO, OCYLIECTBISEMBI B 30HE XpPaHEHHs, TOJDKEH
NPOBOJIUTHCS TAaKMM  00pa3oM, UTOOBl MPENOTBPATHTh KOHTAMHHALMIO WIM  TEPEKPECTHYIO
KOHTaMHUHAIHIO.

70. (3.23) Jlna xpaHeHus 3a0pakOBaHHBIX, OTO3BAHHBIX WJIM BO3BPAILICHHBIX HCXOJHOTO CBIPbS,
YIaKOBOYHBIX MaTE€PHUAIOB WM MPOTYKIMH JOJDKHBI OBITH MTPEyCMOTPEHBI H30JIMPOBAHHBIEC 30HBI.

71. (3.24) BpicOKO akTUBHBIE BEILECTBA U JIEKAPCTBEHHBIE CPEACTBA, B OTHOLIEHHM KOTOPBIX
HOPMAaTUBHBIMU IIpaBOBBIMU akTaMu Pocculickoli @denepalvy YCTAaHOBIIEHBI CIIELIMAIIBHBIE YCIOBUS
XpaHEeHHs1, TOJKHBI XPAaHUTHCS B O€30IMACHBIX U 3AIIUIICHHBIX 30HaX.

72. (3.25) domxkHo OBITH 0OecrieueHO 0e30MacHOe U HAJAEKHOE XPAaHEHHE MEYAaTHBIX YITAaKOBOYHBIX
MaTepHaliOB, TaK KaK OHU CUYMTAIOTCS KPUTHYECKUMHU JUIsI 00ECreueHHs] COOTBETCTBHUS JIGKAPCTBEHHOTO
CpeACTBa yCTAaHOBJICHHBIM TPEOOBAHUSM.

30HbI KOHTPOJIA KaveCTBa

73. (3.26) JlabopaTtopuu KOHTPOJISI KQ4eCTBa TOJKHBI OBITh OTJEICHBI OT MPOU3BOACTBCHHBIX 30H.
3TO O0COOCHHO BaXHO JUIA JAOOPAaTOPHM IO KOHTPOIIO OWOJOTHYECKUX M MHUKPOOHOIOIMYECKHX
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JICKapCTBEHHBIX CPEJCTB U PaAMON30TOIOB, KOTOPBIE TAKXKE JOJKHBI ObITh OTJENICHBI APYT OT JIpyTa.

74. (3.27) KonTtposbHble 1a00paTOpUN JOJKHBI OBITH CIIPOSKTUPOBAHBI TAKUM 00pa3oM, 4TOOBI
OHU COOTBETCTBOBAIM TPEOOBaHMAM K BBINOJIHSIEMBIM B HUX paboram. Ilnomans mabopatopuil 1oimkHA
OBITH JIOCTATOYHOM Il MCKIIIOYCHMS NEePenyThIBAHUS M TMEPEKPECTHOM KOHTAMUHAIMM, a TaKXkKe s
XpaHeHus: 00pa3LoB U 3aMuceil.

75. (3.28) [lna 4yBCTBHUTENBHBIX MNPHOOPOB, HYXIJAIOMIUXCS B 3alUTe OT BUOpAIUH,
AJIEKTPOMArHUTHBIX MOJIEH, BIAQXKHOCTH BO3AyXa M JPYTUX YCIOBHM, IOJDKHBI OBITH MPEAyCMOTPEHBI
OT/eNbHbIC KOMHATHI.

76. (3.29) Ecnum HOpMaTHBHBIMHM NpPaBOBBIMH akTamMu Poccuiickoit ®epepanuu yCTaHOBIEHBI
crienuanbHble TpeOOBaHUS K JabopaTopusM, B KOTOPBIX HPOBOIATCS paboOThl CO CHeuu(PUIECKUMU
BEIIECTBAMH, HaNpuMep, OWOIOTHYECKUMHU WM PAJAMOAKTHBHBIMH MaTepuallaMH, TaKue TpeOOBaHMA
JIOJDKHBI COOJIFOIaThCA.

BcecnomorarteabHbIe 30HbI

77.(3.30) KomHaTb! OT/1bIXa U TpUEMa IMHIIH JOIDKHBI OBITH OTAETICHBI OT APYTUX 30H.

78. (3.31) Ilomerienus As nepeoieBaHus, TyajJeThl U TylIeBble KAOMHBI JOJKHBI UMETh YA0OHBIH
JOCTYI; UX TUIAHUPOBKA U pa3Mephl JOJKHBI COOTBETCTBOBATH YHCICHHOCTH NepcoHana. He nomyckaercs,
YTOOBI TyaJIeThl HEITOCPEICTBEHHO COOOIIAIKCH C MPOU3BOJCTBEHHBIMHU MU CKJIAJICKUMH 30HAMHU.

79. (3.32) Mactepckue Tpd HATUYUA BO3MOXKHOCTU JIOJDKHBI  OBITh  OTHENEHBI  OT
MIPOM3BOJICTBEHHBIX 30H. B cilyuae ecnu XxpaHeHHe 3alacHbIX YacTeld U MHCTPYMEHTOB OCYILECTBIISETCS B
MIPOM3BOJICTBEHHON 30HE, OHM JOJDKHBI COJIEPKATHCSA B IMPEITyCMOTPEHHBIX IJIi 3TOT0 KOMHATax WIH
3aMUPAIOLIUXCS SIIUKAX.

80. (3.33) BuBapuu 10KHBI OBITH U30JUPOBAHBI OT APYTHX 30H, IMETh OTIENIbHBIM BXOJ (JOCTYII
K )KMBOTHBIM) U OTJENIbHBIE CUCTEMBI BO3/1yXOMOATOTOBKH.

OobopynoBanue

81. (3.34) KoHcTpyKLUsl, MOHTaX U MOPSAIOK TEXHUYECKOTO OOCTYKMBAHHUS MPOU3BOICTBEHHOTO
000pyIOBaHUS TOJKHBI COOTBETCTBOBAThH €r0 HA3HAUYEHUIO.

82. (3.35) PaboThl MO PEMOHTY M TEXHHYECKOMY OOCIIYy>KHBAaHUIO OOOPYIOBAaHUS HE JOJDKHBI
OKa3bIBaTh OTPULIATEILHOTO BIMSHUS Ha KAYECTBO NMPOIYKIINU.

83. (3.36) KoHcTpyKIiusi MpOU3BOACTBEHHOTO OOOpYIOBAaHUS JNOJDKHA OBITh TaKoOd, YTOOBI €ro
MOXKHO OBUIO JIETKO M TIIATENbHO ouuiiaTth. OYUCTKY HEOOXOIUMO NPOBOJUTH B COOTBETCTBUHU C
MOJIPOOHBIMH MHCTPYKIMSIMH, YTBEPKIECHHBIMHU Tpou3BoauTeneM. OO0pyJ0BaHUE JOIDKHO CONEPKAThCA
TOJIBKO B YCTOM U CYXOM COCTOSTHUH.

84. (3.37) UuBeHTapp u cpeinctBa A yOOpPKM M OYHCTKM HE JOJDKHBI OBITh HMCTOYHHKAMU
KOHTaMUHAIIHH.

85. (3.38) OGopynoBaHue MOJDKHO OBITH YCTAaHOBIEHO TakKMM OOpa3oM, 4TOObI HE OMYCKaTh
BO3HMKHOBEHHUE KaKOTO-IMO0 PUCKa OIIMOOK MM KOHTAMHHALHUIO.

86. (3.39) Texnomoruyeckoe 00OpyAOBaHHE HE IODKHO BJIMATH HAa KAayeCTBO MPOAYKLUUHU U
MPEJCTABIATH ONMACHOCTH IS MPOAYKIHUU. YacTH TEXHOJIOTHYECKOT0 000PYA0BaHUs, KOHTAKTUPYIOIINE C
NPOAYKIHUEH, HE JOJDKHBI BCTYNaTh C HEH B XMMHUYECKYIO PEaKIMIO, BBIICNATH WM abCcopOMpOBaTh
BEIIIECTBA, OKA3bIBAIOIIME BIMSHIE HA KAYECTBO MPOAYKIIUH.

87. (3.40) TouyHOoCTh M paboumii IUama3oH BECOB M JAPYTHUX CPEICTB H3MEPEHUH JOJDKHBI
COOTBETCTBOBATH MPOU3BOJCTBEHHBIM U KOHTPOJIBHBIM ONEPAIUiIM, B KOTOPBIX OHU UCIIOJIB3YIOTCH.

88. (3.41) KanubpoBka M MoBepKa BECOB M APYTUX CPEACTB M3MEPEHHI, PETUCTPUPYIOMIUX U
KOHTPOJIBHBIX NMPHOOPOB JOJKHBI MPOBOJUTHCS C ONPEAEICHHON MEePHUOANYHOCTHIO COOTBETCTBYIOIIUMHU
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MeToAaMHu. Pe3ynbrarsl KanuOpOBKM M IOBEPKHU JOJDKHBI OBITH JOKYMEHTAIbHO O(OPMIICHBI M MOJIEkKAT
XpaHEHHIO.

89. (3.42) Cranmonapsbie TpyOONPOBOABI AOJKHBI UMETh MAPKUPOBKY C YKAa3aHHUEM MPOXOASIINX
110 HUM BEIIECTB U, €CIIN TpeOyeTCsl, HalpaBJICHHUS MTOTOKA.

90. (3.43) TpyOompoBoabl aiisi BOABI OUYUIICHHOW, BOMBI I WHBEKIUH (AUCTUILTMPOBAHHOM,
JICMOHU3UPOBAHHOM) U MPU HEOOXOAMMOCTU TPYOONPOBOIBI I APYrol BOABI JOJDKHBI MOJBEPraThCs
CaHUTApHOU 00pabOTKE B COOTBETCTBUU C MHCTPYKLHUSAMH, YTBEPKACHHBIMU MTPOU3BOIUTENIEM, B KOTOPBIX
YKa3aHbl MpeJIeNIbl MUKPOOHON KOHTAMHHAIIUY U MEPhI, IPUHIMAEMbIE B CITydae UX MPEBBIIICHUS.

91. (3.44) HeucnpaBHoe 00OpymOBaHUE MOKHO OBITH yHaIeHO W3 MPOU3BOACTBCHHON 30HBI U
30HBI KOHTPOJISI KAYeCTBA WIIH, 110 KpaifHEeH Mepe, 4eTKO MapKHUPOBAHO KaK HEUCIIPABHOE.

Joxymentanus (I'nasa 4)

HpuHuun

92. JloKyMeHTaIusi COCTABISET HEOTHEMIIEMYIO YacTh (papMalleBTUYECKONH CHCTEMBl KauecTBa W
ABIISICTCS KJIIOUEBBIM 3JIEMEHTOM OpTraHM3alUU MPOM3BOJACTBA M KOHTPOJIA KauecTBa NPOIYKIHH B
COOTBETCTBUM C HacTtosmuMmu [IpaBunmamu. B cucteme ympaBieHHs KaueCTBOM IPOM3BOJUTENS YETKO
YCTaHABJIMBAIOTCSA pA3IUYHBIE BUABI HCIOIB3YEeMOH JTOKYMEHTAllMM M HOCHUTeNed HH(OpMaIum.
JIOKyMeHTaIisl MOXKET CYIIECTBOBATh B Pa3UUHBIX (opMax, B TOM YHCJIe Ha OYMa)XHOM, 3JIEKTPOHHOM
WIA UHOM HocuTene. [7aBHOW IeNbl0 NMPUMEHSEMON CHCTEMBl JOKYMEHTAIMM SBJSIETCS CO3JIaHHe,
yIpaBJiIeHUE, KOHTPOJIb W PETUCTPAlUsl BCEH NESATEIBHOCTH, KOTOpPAs MOXKET HEMOCPEICTBEHHO WIH
OIMOCPE/IOBAaHO BIIMATH Ha BCE ACMHEKTHl KauecTBa JIEKapCTBEHHbIX cpeacTB. Cucrema yHpaBieHHUs
KayecTBOM  COJIEPXKUT  JOCTAaTOYHO TMOAPOOHBIE yKa3aHMA s 0OecmedeHUs  HaJIeKaIlero
JOKYMEHTAJIbHOTO O(OPMIICHUS PA3IMYHBIX IPOLECCOB W OLEHKM KaKUX-THO00 HaOMoAeHUN. OTH
yKa3aHUs HallpaBJIeHbI Ha 00IIee TOHUMaHUEe TPEOOBAHHM C IIETTbIO IEMOHCTPALIMN UX COOIIOACHUSI.

93. CymiecTBYyIOT JBa OCHOBHBIX BH/a JOKYMEHTAIMH: JUIS BBIMOJHEHUS TPeOOBaHUN HACTOSIIUX
[IpaBui, TO ecTh peryiaMEeHTHpYIOLIas NOKYMEHTALUsl, U JAJS PETUCTPAllMM UX COONIONEHHs, TO €CTb
peructpupyromas J1okyMmeHTanus. [IpousBoauTens obecrneunBaeT HaAJIEXKaIlee COCTaBICHHE YKa3aHHOM
JOKYMEHTAIIMH B 3aBUCUMOCTH OT €€ BU/IA.

94. Tlpou3BoAMTENb OCYLIECTBISET KOHTPOJIb JUISI OOECIEeYeHUs TOYHOCTH, LEJIOCTHOCTH,
JOCTYITHOCTH ¥ OJTHO3HAYHOCTH JIOKyMEHTOB. PeriiamMmeHTupyonye 10KyMeHTbl JJOJKHBI ObITh TOCTYTIHBI,
TO €CTh 3aluCaHbl WIK 3aUKCUPOBAHBI MHBIM CIIOCOOOM Ha TAaKUX HOCUTENSX MH(OPMAIMH, JaHHBIE C
KOTOPBIX MOTYT OBITh MTOJYYECHBI B YUTaeMOM (hopMe, U HE JJOJKHBI COJIEPKATh OITHOOK.

Buabi AOKYMEHTOB

95. OcHOBHOE [10ChE MPOU3BOACTBEHHOW IUIOLIAIKUA MPEACTABIAEeT OO0 JOKYMEHT, B KOTOPOM
OIMMCaHa OpraHu3anuvd MPOU3BOACTBA U KOHTPOJISA KAa4YC€CTBaA JICKAPCTBCHHBIX CPCACTB B COOTBCTCTBUU C
TpeOoBaHUAMU HacTOAMX [IpaBuiI.

96. Jloche Ha cepui0 TPEACTABIIET CO00 TOKYMEHT, OTpPaXKaloLIUil MpoIecC MPOU3BOACTBA
KaX/1011 cepuu MPOAYKLUH, B TOM YHCIIE BBIAAYy pa3pelieHus Ha ee BBIIYCK, U Bce (PAKTOPBI, BIUSIOLINE
Ha Ka4eCTBO FOTOBOM NPOIYKIUH.

97. PernameHTHpYIOIIAs JOKYMEHTAIUS BKIIOYACT B CEOS CIEIYIONINE BUIBI TOKYMEHTOB:

cnenupuKaAMM - JTOKYMEHTBI, COJAEpKallue NOApOoOHbIE TpeOOBaHUS, KOTOPHIM JOJDKHBI
COOTBCTCTBOBATHL HCXOJHOC CBIPHC, YIMAKOBOYHLIC MATCpUaibl U HNPOAYKIHUA, HCIOJIb3YIOIUCCA WA
MoJIy4aCMbIC IIpHU IIPOU3BOICTBC. OHu SIBISIIOTCSI OCHOBOM AJI1 OLICHKH Ka4YCCTBA JICKAPCTBCHHBIX CPCACTB,

NPOMBIILIEHHBIN perjaMeHT, TeXHOJIOTHYeCKHe HHCTPYKUHH, BKJKOYAs HHCTPYKUHMH IO

19/218

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

| ‘C %EM‘HHII:!I-!Q CtaHpapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

yIaKoBKe, MeTOAUKH HMCHBITAHUN - JIOKYMEHTBHI, COJepallue MoApoOHyr0 HHpopMalnuio 000 BCeM
UCIIONIb3YEMOM HCXOJHOM CBIphE, OOOPYJOBAaHMHM U KOMITBIOTEPU3HPOBAHHBIX CHUCTeMaxX (MpU WX
HAJIMYMHN), a TAKXKE BCE MHCTPYKIIMU MO OCYIIECTBICHUIO TEXHOJIOTHUECKUX MTPOIIECCOB, YIIAKOBKE, OTOOPY
npo0d M MPOBEACHUIO HCHBITaHWA. [ 1e MPUMEHMMO, JOJDKHBI OBITh YKa3aHbl BCE TOYKH KOHTPOJIS B
IIpOLIECCE TPOM3BOJACTBA, a TAKXKE HCIOJIb3yEMbIE IPOLECCHO-aHAIUTUYECKUE TEXHOJOTMU BMECTE C
KPUTEPUSMHU NMPUEMIIEMOCTH;

npoueaypol  (Tak:Ke  MOIYT  Ha3bIBaTbCd  HMHCTPYKUMSMH  WIH  CTaHJIAPTHBIMH
onepannoHHbIMH npoueaypamu (aajnee - COII)) - 10OKyMeHTBI, coiepKalife YKa3aHus 10 BbITOJIHEHUIO
ONPEACIICHHBIX ONEpPALUiL;

NMPOTOKOJbI (IUIAHBI) - JOKYMEHTHI, COAEpPKAIME yKa3aHUs MO MPOBEICHUIO M PETUCTPALIHU
OTJIETIbHBIX ONepaluil (HampuMep, IPOTOKOJ BaJIMIallui, OCHOBHOM IJIaH BaJIUJAIUN);

JAOTOBOPBI - COTJIAIIEHHUS, 3aKIIOYEHHBIC MEXIY 3aKa3UMKaMU M HUCIIOIHUTENISIMH OTHOCUTEIBHO
paboT, KOTOPHIE BBIMOIHAIOTCS CTOPOHHUMHE OpPraHU3alusIMU (2yTCOPCHHT).

98. Peructpupytomiasi JOKyMeHTalusl (3amucu W (WJIM) OTYETHI) BKIIIOYAET B CEOsl CIEIYIOIIHE
BH/JIbI IOKYMEHTOB:

3aMuCcU - JIOKYMEHTHI, (DUKCHPYIOIINE BBIMOTHEHUE PA3IUYHBIX JCUCTBUN Ml OKA3aTEIbCTBA
COOTBETCTBUS MHCTPYKLMAM, HANPUMEP, MEPOIPUATUHN, IPOUCLIECTBUN, pacciaeqoBaHuil. B oTHomeHUn
CEpUU 3alMCH JOJDKHBI COJIEP)KATh HMCTOPHUIO KAXKIOW CEpUU INMPOAYKIMH, BKIIOYAs €€ pealu3aluio.
3ammcu coaepKaT MCXOJMHBIE JaHHBIE, MCIONb3yeMble s (popMUpOBaHUS Apyrux 3amuced. B cmyuae
€CII 3alUCH BEAYTCSl B 3JEKTPOHHOU (hopMe, MOIb30BaTENIM MPOrPAMMHOI0O obecreueHus, Ha KOTOPbIX
BO3JIO)KEHAa OTBETCTBEHHOCTh 3a BEJEHUE TaKUX 3alUCeW, JIOJDKHBI OMNpPENEeNsiTh, KaKuhe JIaHHbIe
HEO0OXOIUMO HCIIONIb30BaTh B Ka4ECTBE MCXOJHBIX. B KadecTBe MCXOMHBIX JOKHBI OBITh OTPaKEHBI, 110
KpaiiHeil Mepe, Bce JaHHbIE, HA KOTOPBIX OCHOBBIBAIOTCS PEIICHHUSI IO KAYECTBY;

AOKYMEHTBI, MOATBEpP:KAA0IINEe Ka4ecTBO (MACMOPTA, AHAJTUTHYECKHE JIUCTKH, M HHbIE
AHAJIOTUYHbIE JIOKYMEHTBI) - JOKYMEHTBI, COJEpKaIlhe pe3ioMe pPe3yJbTaTOB HCIBITAHUN 00pa3IoB
MPOAYKIMH WJIM HMCXOAHOTO CBIPbS M YIAKOBOYHBIX MaTepHUaioOB BMECTE C OILICHKON COOTBETCTBUS
YCTaHOBJICHHOM cremudukanuu. B ciaydae ecnim  1pu  MPOU3BOJACTBE CEPUM  HCIIOJIB3YETCA
npoueccHo-aHanmutudeckass TexHonorus (ITAT), To omeHka cOOTBETCTBHS CepuHM TpeOOBaHUSM
PETUCTPAIIMOHHOTO J0ChE€ MOXET OBITh OCHOBaHA (IEMTMKOM WM YacTHYHO) HAa AaHallM3e MAaHHBIX,
MapaMeTpoB U Pe3yJIbTATOB, MOJYICHHBIX B PEalbHOM BPEMEHH (PE3IOMe U OTUETHI 00 OTKIOHEHUSX);

OTYeThbl - JOKYMEHTHI, CONPOBOXKJAIOIINE BBHIMOJHEHUE KOHKPETHBIX 3aJaHUil, MPOEKTOB WU
paccieIoBaHMi U OTpaXkarolue pe3yJIbTaThl, BBIBOJbI 1 PEKOMEH/IAlUH.

IloaroroBka n KOHTPOJIb JOKYMEHTAIlUU

99. (4.1) IlpousBoauTenb IOMKEH pa3paboTaTh BCe BHIBI JOKYMEHTOB M OOECIEUUTH HUX
cobmonenne. TpeOoBaHUS NPUMEHSIOTCS B PaBHOM Mepe KO BCEM THUIAM HOCHTENeW HH(OpMAIIHH.
KommekcHas cucrema 10JKHA OBITh MOHATHOW, Ha/JIEKAIIUM 00pa3oM JJOKYMEHTaIbHO O(pOpPMIICHHOM 1
BAJIMIUPOBAHHOM, 1 B OTHOIIEHUHM HEE JOJDKEH OBITh YCTAaHOBJIEH JOCTaTOYHBIH KOHTpONb. Hexoropsie
JTOKYMEHTbl (MHCTPYKIMHM W (MJIM) 3alUCH) MOTYT OBITh CMEUIAHHBIMH IO (opme, TO €CTh 4YacTb
JOKYMEHTa MOXET CYIIECTBOBaTh B AJIEKTPOHHOM BHUJE, a Jpyras 4acTb - Ha OyMa)KHOM HOCHUTEJE.
B3anMocBs3u 1 Mephl 10 KOHTPOJIIO B OTHOIIEHUH OPUTHHAJIOB JOKYMEHTOB, YYETHBIX KOMHiA, 00paboTKH
JAHHBIX M 3allUCe JOJDKHBI OBITh YETKO M3JIOKEHBl KAk /s CMENIaHHBIX 1Mo (opme, Tak U Ui
OJTHOPOHBIX 1O (POpME CHCTEM JOKYMEHTAIIMH. YYeT KOMUI OCYIIECTBIISCTCS B MOPSAKE, ONPEAeIsieMOM
npousBoauTeneM. JlomKHBI ObITh BHEAPEHBI COOTBETCTBYIOIINE KOHTPOJIBHBIE MEPOTPUSATHS B OTHOILICHUH
AJIEKTPOHHBIX JIOKYMEHTOB, TaKUX KakK INaOJOHbI, (OpPMBI M TEpBUYHBIE JOKYMEHTHI. JIOMKHBI
MIPOBOJIUTHCS COOTBETCTBYIOIIME KOHTPOJBHBIE MEPONPHUATHS I 00eCIeUeHHs 1IeIOCTHOCTH 3alucell B
TEUYEHHUE CPOKA XPAHCHHUS.

100. (4.2) omxeH ObITh YCTaHOBJECH TMOPSJIOK pa3pabOTKH, OPOPMIICHHS, BBIIAYU, UIBATHA
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JOKYMEHTOB M BHECEHHMS B HHX H3MEHEHHH. [IOKyMEHTBI JOJDKHBI COOTBETCTBOBATh TPEOOBAHHIM
PETUCTPALIMOHHOIO JIOChE, a TaKXE JIOKyMEHTaM, I[10laBa€MbIM JUJIsl IIOJY4Y€HUs JIMLIEH3UM Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB. Bocmpou3BeneHUE OPUTMHAIBHBIX JOKYMEHTOB C LEJbIO
MOJyYeHHUs YYETHBIX KOMHMH HE JOKHO NPUBOAUTH K BO3HMKHOBEHHMIO KaKHMX-THOO OIIMOOK MpH
KOIIMPOBAHHUHU.

101. (4.3) PernameHTHpylOIIME€ IOKYMEHTHl YTBEPXKAAIOTCS M IMOANKMCHIBAIOTCA JIULAMH,
MMEIOIIMMH MIPAaBO MOJIKUCH, ¢ YKa3aHueM Aatbl. CoaepKaHue JOKYMEHTOB JOJDKHO OBITh OJJHO3HAYHBIM.
JIOKyMEHTBI IOJDKHBI IMETh YHUKAJIbHYIO HIeHTU(HKanuio. Heo0XoauMo ycTaHaBIMBaTh CPOK JIEHCTBHA
JOKYMEHTOB.

102. (4.4) PernameHTupylOI€ JOKYMEHTHl JOJDKHBl HMMETh JIOTUYHYIO  CTPYKTYpY,
00eCTeYnBaIOILyI0 TPOCTOTY MX MPoBepKU. CTUIIb U3JT0KEHUS TOKYMEHTOB JIOJDKEH COOTBETCTBOBATH MX
IIPEII0JIaraeMOMY HCIIOJIb30BAHMIO.

103. (4.5) JIoKkyMeHTBI TOJIKHBI PETYJISIPHO TIEPECMATPUBATHCS M aKTyaTU3UPOBATHCS, HEOOXOIUMO
UCKJIIOYUTH UCIIOJIb30BAHUE YCTAPEBLINX BEPCHIA.

104. (4.6) loxyMeHTBI HE peKOMeHIyeTcsi oOpMIIATh B PyKOMHMCHOM Bujae. Ecnu B mokymenre
MPESyCMOTPEHO PYKOITMCHOE BHECEHUE JAHHBIX, TO JUISl TOTO JOJKHO OBITh JOCTATOYHO MECTA.

HpaBn.na HaQJIeRamero 10KyMeHTaJIbHOT 0 O(l)OpM.]IeHI/Iﬂ

105. (4.7) BHeceHne pyKONMMCHBIX JAHHBIX JOJKHO BBIMOJHATHCS YETKO, Pa300pUYMBO U TaKHM
00pa3om, YTOOBI BHECEHHBIE IaHHBIC HEIb3s1 ObUIO YAAIHTh.

106. (4.8) 3amucu cnemyeT BECTH MPU BBIMOJHEHUH KaXIOTO JEHCTBUS M TaKUM 00pa3oM, 4TOOBI
MOKHO OBUIO TMPOCTEAUTh BCIO 3HAUUMYIO NESTEIBHOCTH, KACAIOUIYIOCS MPOHM3BOJCTBA JICKAPCTBEHHBIX
CpPEACTB.

107. (4.9) JIroGoe n3MeHEeHne, BHOCUMOE B JIOKYMEHT, TIOAMUCHIBACTCS U AaTUpyercs. Vi3MeHneHue
JOJDKHO JJaBaTh BOBMOXKHOCTB MIPOYTEHUS TIEPBOHAYAbHON MHpOpManuu. [ e mpuMeHnMo, J0KHA ObITh
yKa3aHa IPUYMHA U3MEHEHUS.

XpaHeHne AOKYMEHTOB

108. (4.10) Heo6xoauMO YETKO OMNpENeiuTh, KaKWe 3alMHCH OTHOCATCS K KOHKPETHOMY BHIY
MIPOM3BOJICTBEHHOH NEATENILHOCTH M Tie OHM HaxoasTcs. HeoOXxonumo mpeaycMoTpeTb Mepbl KOHTPOJI,
KOTOpbIE 00€CNeunBalOT IEJOCTHOCTh 3alucedl Ha TNPOTSHKEHMHM BCEro Cpoka HuX XxpaHeHus. [lpu
HEO0XOIUMOCTH 3TH MEPHI JOJKHBI ObITh BaJHIUPOBAHbI.

109. (4.11) OcoOble TpeOOBaHHUSI BBIIBUTAIOTCA K JIOKYMEHTAIlUM HAa CEPHUI0, KOTOPYIO CIEAyeT
XpaHHUTh B TEYCHHUE OJHOTO roJia MOciie OKOHYAHHs CPOKa TOJHOCTU 3TOW CEpUU WM HE MEHEe ISATH JIeT
1ocjie OLIEHKM COOTBETCTBHSI CEPUU YIOJHOMOYEHHBIM JHMIOM (B 3aBHCHUMOCTH OT TOTO, KaKOil CpoK
nonblue). Jlns JekapcTBEHHBIX MPENnaparoB, NPEAHA3HAYCHHBIX Uil KIMHUYECKUX HCCIICIOBAHUM,
JOKYMEHTAIIMIO0 HA CEPUIO CIIEAYeT XPaHUTh HE MEHEE IIATH JIET MOCJEe 3aBEepIICHUS WIM MPEKpaleHHs
KIMHUYECKUX MCCIIeIOBAaHUN, B KOTOPBIX UCIIOJIB30BAIIU 3Ty CEPHUIO.

110. (4.12) Ins npyrux BUAOB JTOKYMEHTALUU CPOK XPAHEHMs 3aBUCUT OT BUJAOB JIEATEIBHOCTH,
KOTOPYIO 3Ta JOKYMEHTAIUs CONPOBOXKAaeT. KpuTHueckyro JOKyMEHTAINIO, BKIIOYas HCXOJHBIC JJAaHHbIC
(HampuMep, KacaloIluecss BalMJAllMM WJIM  CTAaOWIBHOCTH), MOATBEpXKAAoUIMe HH(DOpMAIUio
PETUCTPAIIMIOHHOTO JOChE, HEOOXOIMMO XPAaHUTh Ha MPOTSHKEHHHM CpPOKa JACUCTBHUS PErHCTPALMOHHOTO
ynoctoBepeHus. JlomycKaeTcsi yHHYTOXKaTh ONPEACICHHYI0 TOKYMEHTALUIO (HampuMmep, HCXOIHBIC
JaHHBIE, COMPOBOXIAIOUINE OTYETHl MO BAIUAALMU WM CTaOMIBHOCTH), €CIIU JaHHbIE ObUIM 3aMEHEHBI
MOJTHBIM KOMIUIEKTOM HOBBIX JaHHBIX. OOOCHOBaHME TaKWX JCUCTBUH MODKHO OBITH 0(OPMIIEHO
TOKyMeHTalbHO. [Ipr 3ToM HE00X0AUMO YyUUTHIBATH TPEOOBAHUS K XPAaHEHHIO JOKYMEHTAIlMH Ha CEPHUIO,
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HanpuMep, B Cilydae JaHHBIX IO BaJIMJALMM MPOLECCA CONPOBOXKIAIOLIUE MCXOAHBIE JAHHBIE CIEAYET
XpaHuTh, MO KpailHEW Mepe, Takoe e BpeMs, KaK M JOKYMEHTAllMI0 Ha BCE CEpPHUM, IJIsI KOTOPBIX
pa3pellieHne Ha BBITYCK OATBEPKIACHO JAaHHBIMU 3TUX BAIWJALMOHHBIX UCCIIEJOBaHUM.

Cnenudpuxanuu

111. (4.13) IlpousBoauTenb MJODKEH HWMETh COOTBETCTBYIOIIMM 00pa3oM YTBEP)KICHHBIC
crienn(UKaIui Ha UCXOIHOE ChIPhE, YIAKOBOYHBIE MAaTEPUAIIbl U TOTOBYIO MPOAYKIIUIO C YKa3aHUEM JIaThl
YTBEPKICHMUSL.

Cneunq)mcaunn Ha UCXOAHOC€ ChIPHE U YITAKOBOYHBIC MaTEPHAJIbI

112. (4.14) Cnemudukanuy Ha UCXOTHOE CHIPhE M YIAKOBOYHBIC MATEPHUAIbl JOKHBI COACPKATh
(MM TOJKHBI IPUBOJIUTHCS. COOTBETCTBYIOIINE CCHIIIKHU, TJI€ IPUMEHUMO) CIIEYIOIIEE:

a) (a) onucaHue UCXOJHOTO ChIPbs MM YIAKOBOYHBIX MaTEPHUajOB, BKIIIOYAIOIIEE:

HaMMEHOBAHME Y BHYTPEHHHUN KO (IIpH HEOOXOAMMOCTH);

CCBUIKY Ha ()apMaKONEHHyl0 CTaThl0, HOPMATHBHYIO JOKYMEHTAIMIO WJIM HOPMATHUBHBIN
JOKYMEHT;

HAaUMEHOBAHME YTBEPXKACHHBIX IIOCTABLIIMKOB M IPOU3BOJAUTENS MCXOAHOIO ChIPbSl HWIIHU
YIIaKOBOUYHBIX MaTEpUaJOB;

o0paserl meyaTHbIX MaTepHalIoB;

6) (b) naCTpYKIIMK IO OTOOPY MPOO U MPOBECHUIO UCTIBITAHUIA;

B) (C) KaUECTBEHHBIE Y KOJMYECTBEHHBIE XaPAKTEPUCTUKHU C YKa3aHUEM MPEEIIbHBIX 3HAUCHU;

r) (d) ycrnoBust XxpaHeHHS U MEPBI IPEAOCTOPOKHOCTH;

1) (€) CPOK TOAHOCTH.

Crnenndukanuy Ha NPOMEKYTOYHYIO M Hepac(hacOBAHHYIO MPOAYKIHUIO

113. (4.15) Cneuudukanuy Ha TPOMEKYTOUHYIO U Hepac(haCOBaHHYIO MPOIYKIHIO JOKHBI ObITH
B HAJMYUU NPH €€ NPHOOPETEeHUH WU OTTPYy3Ke M INPH HCHOJIB30BAHWU JIAHHBIX O MPOMEKYTOUHOM
IPOAYKIUH MPH OIIEHKE KayecTBa TOTOBOM MPOAYKIMU. DTH cHelM(UKALNU JTOJKHBI ObITh aHAJIOTUYHBI
cCreu(pUKAIUIM, COOTBETCTBEHHO JIN0O HA UCXOAHOE ChIPhE, TMO0 Ha TOTOBYIO MPOAYKIIUIO.

Crnenuukanuu Ha roTOBYI0 NPOAYKIHUIO

114. (4.16) Cnenuduxanuy Ha TOTOBYIO IPOIYKIHIO TOJKHBI COIEPKATh CIEIyIOIIUE TaHHbIE:

a) (a) HaMMEHOBaHUE JIEKAPCTBEHHOTO CPEJICTBA U KOJ (TIpU HEOOXOTUMOCTH);

6) (b) cocraB JIeKapCTBEHHOTO CPEACTBA WM CCBUIKY Ha COOTBETCTBYIOIIYIO (papMakoIeiHyIo
CTaThl0, HOPMAaTUBHYIO JOKYMEHTAIMIO UJIM HOPMATHBHBII TOKYMEHT;

B) (C) onucaHue JeKapCTBEHHON (OPMBI U MTOJIPOOHBIE CBEACHHUS 00 YIIaKOBKE;

r) (d) uHCTpYKIIMK 110 0TOOPY NPOO U MPOBEACHUIO NCIIBITAHUIA;

1) (€) Ka4UeCTBEHHBIE U KOJIMYECTBEHHBIC XaPaKTEPUCTUKH C YKa3aHUEM JIOIyCTUMBIX IpeAeTbHBIX
3HAYCHMI;

e) (f) ycioBust XpaHeHUs! U MEpbI NPEIOCTOPOKHOCTH MPH UCIIOIB30BAHUU (T/1€ TPUMEHHMO);

) (g) CpOK TOAHOCTH.
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HpOMbIIHHeHHLIﬁ PErIaMEHT U TEXHOJOINIECKUE HHCTPYKITUN

115. Ha kaxmoe mpou3BOIUMOE JEKAapCTBEHHOE CPEACTBO M KaXIblii 00beM Cepuu HEOOXOIUMO
UMETh TPOMBIIUICHHBIM PETJIAMEHT, YTBEP)KIEHHBIH PYKOBOAUTEIEM IIPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB, U TEXHOJIOTMYECKHE HHCTPYKLIHH.

116. (4.17) IlpoMbIIUIEHHBIA pErJIaMEHT BKJIIOYaeT B ce0s IepeueHb HCIOJIb3YEMbIX
(bapManeBTHUECKUX CyOCTaHIIMI 1 BCIIOMOTATENIbHBIX BEIIECTB C yKa3aHHUEM KOJIMYECTBA KaXI0T0 U3 HUX,
JaHHbIe 00 HMCIIOJIB3YeMOM 00OPYAOBAaHHUH, ONMMCAHUE TEXHOJIOIMYECKOrO MpOoIecca U METOA0B KOHTPOJIS
Ha BCEX HJTamax IPOU3BOJACTBA JICKAPCTBEHHBIX cpeacTB. OOmme TpeOoBaHUS K CTPYKType U HHBIC
TpeOOBaHUS K COJACPKAHUIO IPOMBIIUICHHBIX pPErJIAMEHTOB YCTAHOBIIEHBI ~COOTBETCTBYIOLIUMHU
HOPMAaTUBHBIMU IIPaBOBBIMU akTaMu Pocculickoit denepanuu.

117. (4.18) TexHonoruyecknue HHCTPYKIMU BKITIOYAIOT B ceOsi:

a) (a) maHHBIE 0 MECTE OCYIIECTBIICHHUS MIpoliecca U 00 OCHOBHOM 000PYIOBaHHH, KOTOPOE TOJIKHO
IIPY 3TOM HCII0JIb30BAThHCS;

6) (b) MeTompl WIM CCBUIKM HAa METOABI, KOTOPBIE UCHONB3YIOTCS MJis MOATOTOBKH
MIPOM3BOJICTBEHHOTO 000PYAOBaHMs (HAPUMEp, OUUCTKA, MOHTaX, KaJTMOPOBKA, CTEPHIU3ALIHS);

B) (C) MHCTPYKIIMHM IO TMPOBEPKE TOT0, 4YTO O0OpymOBaHWUE M pabodee MEeCTO CBOOOJHBI OT
IpeabIAyIIed MPOAYKIUH, HEHYKHBIX Ul 3alVIAaHUPOBAHHOTO MpOIecca JOKYMEHTOB UM MaTEpUaloB, a
TaKXe I10 MPOBEPKE YUCTOTH 00OPYAOBAaHUS U €r0 TOTOBHOCTH K CJIEIyIOIIEMY IpoIieccy;

r) (d) mnompoOHOe ommcaHWe KaXAOro JACWUCTBUSA (HAMpUMEp, TPOBEPKH MaTEPHAIIOB,
npeaBapuTeNIbHOW 00pabOTKH, MOpsIKa 3arpy3Kd CBIPbsS, KPUTHUECKUX IapaMeTpoB Ipolecca (Bpems,
TeMIIeparypa);

1) (€) MHCTPYKIMH IO BHMJAaM KOHTpPOJS B MPOILECCE MPOM3BOACTBA C YKa3aHUEM JOIYCTHUMBIX
IIPEIEJI0B KOHTPOIMPYEMBIX 1APaMETPOB;

e) (f) TpeboBanus K XpaHEHHUIO Hepac(hacOBaHHOM MPOMYKIMH, BKIIOYAs Tapy, MapKUPOBKY H
CreMaIbHbIEC YCIOBUS XpaHEHUs, T 3TO TpedyeTcs;

X) (g) cueruanbHble Mephl MPETOCTOPOKHOCTH.

HMHCcTpyKUMM 10 yIaKOBKe

118. (4.19) 1ns kaxaoro JeKapcTBEHHOTO CPEACTBA, pa3Mepa M THUMA YIMAaKOBKU JOJDKHBI OBITH
YTBEpKJI€HBl HHCTPYKLIMH 110 YIAKOBKE, BKIIIOYAIOIIUE CIEAYIOIINE CBEICHHS WM CChUIKU Ha HUX:

a) (a) HauMEHOBaHHE JIEKAPCTBEHHOI'O IperapaTa, BKIIOYash HOMEp cepuu HepachacoBaHHOM
MPOAYKIUHU U TOTOBOH MPOAYKIINY;

6) (b) onmcanue ero JekapcTBEHHON (POPMBI U TO3UPOBKH (/1€ IPUMEHHIMO);

B) (C) KOJIMYECTBO JIEKAPCTBEHHOI'O CPEJICTBA B OKOHYATEIILHON YIIaKOBKE, BHIPAXKEHHOE B IITYKAX,
eIMHUIIAX MACChl WK 00bEMa;

r) (d) monHBIA nepeyeHb BceX HEOOXOIMMBIX YITAKOBOUHBIX MAaTE€PUAIOB, BKIIOYAsi UX KOJIUYECTBO,
pasMepbl M TUIBI C yKa3aHHEM KoJa WM HOMEpa, OTHOCALIMXCS K CHEHU(HUKAIMUAM Ha KaxIbli
YIIAKOBOYHBII MaTepUall;

n) (e) rae NpUMEHHMMO, O0pas3ell WU KOMHIO COOTBETCTBYIOIIMX TI€YATHBIX YITAKOBOYHBIX
MaTepuaioB W O0paslbl, YKa3bIBAIOIIME HAa MECTO HAHECEHHs HOMEpa CEpUH U CpOKa TOJHOCTH
MIPOAYKLUY;

e) (f) ykazaHus mo mpoBepKe OYUCTKH MCIOJIB3yEeMOTo OOOpYIOBaHUS M pabodero Mecra OT
OpeabIayed MpOayKIMH, JOKYMEHTOB WIM MaTepHalioB, KOTOpble HE TpeOyroTcs AJsi MPOBEACHHS
3aIUTAHUPOBAHHBIX OIEPAlUil O YMaKOBKE (YHCTOTA JMHUH), a TaKKE€ YUCTOTHI U TOTOBHOCTH JaHHOTO
000pyI0BaHUS K HCIIOJIb30BAHHMIO;

K) (g) Mepbl INpPEenOCTOPOKHOCTH, BKIIIOYAs TIIATEIBHYIO IIPOBEPKY 30HBI YIAKOBKH U
000pyI0BaHUs, TAPAaHTHPYIOLIME OUUCTKY YIIAKOBOUHOW JIMHUY TIepe] HayaJloM padoThl,
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3) (h) ommcanme mporecca YMakOBKH, BKIIOYash BCE Ba)KHbIC BCIIOMOTATEIbHBIC OIMEpald M
UCIIOJIb3yeMOoe 000pYI0BaHHE;

u) (1) omucaHWe KOHTPOJSI B TMPOIECCE MPOU3BOJACTBA C YKa3aHWSIMH MO OTOOpy mpobd u
JOMYCTUMBIX MPEACIIOB.

Jocbe Ha cepuIo

119. Jlocbe Ha cepuio CONEP>KUT 3alMCH 110 IPOU3BOJICTBY CEPHH, 3AIMCH M0 YIAKOBKE CEPUH U
APYTruc NOKYMCHTHI, ITOATBCPKAAIOIMIUC TPOU3BOACTBO CCPUNU B COOTBECTCTBUU C HACTOAIIUMU HpaBI/IJIaMI/I,
a TaKKC NOKYMCHTEI UIA peain3aliu CCpUn.

3anucu mo NMPpOU3BOJACTBY C€pUN

120. (4.20) Ha kaxxayro Npou3BEIEHHYIO CEPUIO JOJDKHBI COXPAHATHCS 3alMCH 110 IPOU3BOJICTBY
CepHUH, KOTOPbIE OCHOBBIBAIOTCS HA MPOMBIILICHHBIX PETJIAMEHTAaX M TEXHOJIOTMUECKUX MHCTPYKUHUAX U
COJIEpIKaT CIICAYIOIIYI0 HHPOPMAITHIO:

a) (a) HAaMMEHOBaHUE U HOMEP CEPUU NIPOAYKIIMH;

0) (b) maTel u BpeMs Hauajda W 3aBEPIICHUS TEXHOJOTHYECKOrO IMpoIecca, a TakKe OCHOBHBIX
IIPOMEKYTOUHBIX CTAJIUM;

B) (¢) pammnuio(1) M HHUIMATBI ONIepaTopa(oB) KaKI0M OCHOBHOW TEXHOJIOTHYECKON Omeparuu o,
P HEOOXOIMMOCTH, JIMIIA, IPOBEPUBILETO KAXKIYIO U3 ITHX OIEpaIuii;

r) (d) HOMEp cepuu U (UJIM) HOMEP aHATUTHYECKOTO KOHTPOJIS, a TaKKe (PaKTHUECKH OTBELICHHOE
KOJIMYECTBO MCXOIHOTO CBHIPbS KaXAOTO BHJAA (BKJIIOYAs HOMEpP CEpUHM M KOJIMYECTBO JIIOOOTO
N00aBIEHHOTO PEreHePUPOBAHHOTO HWIIM TIEPEPaOOTaHHOTO ChIPbs);

1) (€) OCHOBHBIE TE€XHOJOTUYECKHE OMNEpaluu WIM JEHUCTBUS, a TAKK€ OCHOBHOE HCIIOJIb3yEeMOE
o0opyIOBaHUE;

e) (f) 3amucu Mo KOHTPOIIIO B MPOLIECCE MPOU3BOCTBA ¢ YKA3aHUEM MCIIOJHUTEIICH U MOJTy4YeHHBIX
pE3yJIbTATOB;

%K) (g) BBIXOJ MPOAYKIIMH Ha PAa3IMUHbIX CTAUSAX IPOU3BOICTBA;

3) (h) onucanue OTKIOHEHHH OT MPOMBIIUICHHOTO PErjiaMeHTa U TEXHOJIOTUYECKHX MHCTPYKLUH,
MOJNMCAHHOE YIIOJTHOMOYEHHBIM JIULIOM C YKa3aHUEM JaThl;

1) (1) TOAUCH JIUIA, OTBETCTBEHHOTO 32 TEXHOJOTHYECKHH MPOIIeCC, C YKa3aHHEM JaThl.

121. 3anmucu no Npou3BOJCTBY CEpUH MPOIYKIUU O(POPMIISIOTCS TOKYMEHTAIHLHO OJHOBPEMEHHO C
BBINIOJTHEHUEM COOTBETCTBYIOLIEH ONEpaLINU.

122. B ciydae ecnu BaJUOUPOBAHHBIA IPOLIECC MOJBEPIaeTcs MOCTOSHHOMY MOHMTOPHMHIY H
KOHTPOJIIO, TO aBTOMAaTHYECKH CO37aBa€Mble OTYETHl MOTYT OrpaHMYUBATHCA OOIIMM 3aKIIOUEHHEM O
COOTBETCTBUH U OTYETAMHU 00 OTKJIIOHEHUSX U (MJIM) OTCTYIUICHUSAX OT crenudukanmu.

3anucu mo YIIaKOBKe€ cepuu

123. (4.21) Ha xaxayro MIpOU3BEAECHHYIO CEPUIO UIIU YaCTh CEPUU JOJLKHBI COXPAHATHCA 3alIUCH 110
ynakoBKke cepuH. OHU 10JIKHBI OCHOBBIBATHCS HA COOTBETCTBYIOLIUX YacTSIX MHCTPYKIUHI MO YIIaKOBKE.

124. 3anucu 1o ymakoBKe CEpUU JOJKHBI BKIIOUATh B ¢€0sI CIIEAYIONINE JTaHHbIE:

a) (a) HAaMMEHOBaHUE U HOMEP CEPUHU JIEKAPCTBEHHOT'O CPE/ICTBA;

0) (b) maty (maTel) 1 BpeMs IPOBEICHUS OIEPAIIHii 110 YIIAKOBKE;

B) (¢) pammnuio(1) M HHUIMATBI ONIepaTopa(OB) KaKI0M OCHOBHOW TEXHOJIOTHYECKON Omeparuu o,
P HEOOXOIMMOCTH, JIMIIA, IPOBEPUBILETO KAXKIYIO U3 ITHX OIEpaIuii;

r) (d) 3amucu TMpPOBEpOK MAECHTUYHOCTU M COOTBETCTBUS WMHCTPYKIMSAM IO YNAKOBKE, BKIOYAS
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pe3yabTaThl KOHTPOJIS B MPOLIECCE MTPOU3BOJICTBA;

n) (e) cBemeHwss 00 OCYIISCTBICHHBIX OIEpalMsSX IO YIAaKOBKE, BKIIOYas CCBHUIKM Ha
MCTOJIb30BAaHHOE 000OPY/IOBAHUE U YITAKOBOYHBIEC JINHUH;

e) (f) oOpasmpl HCIONB30BAaHHOTO MEYATHOIO YMAKOBOYHOIO MaTepHalia, BKIIoYas o0paslbl ¢
HAaHECEHHBIMH HOMEPOM CEPHUH, CPOKOM TOJHOCTH M TMPOYHUMHU JOMOJHUTEIBHBIMH MapKHPOBOYHBIMH
JTAHHBIMU;

k) (g) omnucaHue OTKJIOHEHHMH OT MHCTPYKLUMH MO YNAaKOBKE, MOANHUCAHHOE YNOJIHOMOYEHHBIM
JIMIIOM C yKa3aHHEM JIaThl;

3) (h) kKonmMyecTBO M CCBUIKY Ha HOMEpP WJIM HAUMEHOBAHUE BCEX IIEYATHBIX YIAKOBOYHBIX
MaTepuaioB U Hepac(hacOBaHHOW MNPOAYKIMH, BbIIAHHBIX, HCIOJb30BAaHHBIX, YHHUYTOXXCHHBIX WIH
BO3BPAILCHHBIX HAa CKJIaJ, a TaKKe KOJWYECTBO TOTOBOTO IMPOIYKTA Ui COCTABJICHUS MaTEpUAILHOTO
OanaHca. DIEKTPOHHBIH KOHTPOJIb B MPOLIECCE YIAKOBKU SBIISCTCS OCHOBAHUEM IS HEBKJIIOUCHHS TaKOU
uHpOpMaINH;

1) (1) MOAMUCH JIUIIA, OTBETCTBEHHOTO 32 MPOIIECC YIIAKOBKH, C yKa3aHUEM JaThlI.

IIpouenypsl n 3anucu

IIpuemka

125. (4.22) Ha npueMKy KaXJOW NOCTAaBKM Ka)JOIO BHMJA HCXOJHOTO CHIPbs (B TOM YHCIE
Hepac(hacoBaHHOW, MPOMEKYTOYHOM HIJIM TOTOBOM MPOAYKLUMH), a TaKXKE IMEPBUYHBIX, BTOPUYHBIX H
MCYATHBIX YIMAKOBOYHBIX MAaTEPUATIOB JOJDKHBI OBITh B HAJIUYUU YTBEPXKACHHBIC MPOU3BOJUTEIEM
IIPOLEAYPBI U TIOATBEPKAAIOIINE 3AMHUCH.

126. (4.23) 3anucu 1o NpUEMKE T0JIKHBI COAEPIKATh:

a) (a) HaMMEHOBaHME MaTepurala B HAKJIAJHOM U Ha Tape;

0) (b) BHyTpH3aBOJCKOE HAaMMEHOBAHHE (€CIM OHO OTIUYACTCS OT HAMMEHOBAHUS, YKA3aHHOTO B
noanyHkTe "a" HacTOsIIero MyHKTa) U (WIIK) Ko MaTepuaia (Ipu HeOOXOIUMOCTH);

B) (C) IaTy NpUEMKHU;

r) (d) HamMeHOBaHKE TTOCTABIIMKA U HANMEHOBAHUE TIPOU3BOIUTEIIS;

1) (€) HoMep Cepuu MPOU3BOAUTEIIS;

e) (f) ob1ee KOIMUECTBO MOTYUESHHBIX MAaTEPUAIOB M YUCIIO €AMHUI] YIIAKOBOK;

k) (g) HOMep cepuu, NPUCBOEHHBIN NIOCIIE IPUEMKH, TJI€ IPUMEHUMO;

3) (h) moOkIe cyliecTBeHHBIE 3aMeUaHusl.

127. (4.24) Ilpou3BoauTenb OOMKEH YTBEPAWUTH MPOLEAYPHI 110 BHYTPHU3aBOACKOW MapKHUPOBKE,
KapaHTUHY U XPaHEHHUIO UCXOIHOTO ChIPbs, YIIAKOBOYHBIX U, €CIIM HEOOX0IMMO, IPYTHX MaTepPHaJIOB.

OT160p npod

128. (4.25) IlpousBoauTenb IOHKEH YTBEPIUTHh IPOLEAYphl MO OTOOpY MHpod, copeprkaiiue
CBe/IeHUS 00 UCIIONIb3YEMBIX METO/IaX U 000pyI0BaHUH, KOJIMYECTBAX, KOTOPBIE JOJKHBI OBITH OTOOPAHBI,
U JOOBIX MOJUIekKAIIUX COONIONEHUIO Mepax IPEeAOCTOPOKHOCTH BO H30EKaHUE KOHTaMHUHAIMH
MaTepHualia M JII000ro YXy/IIIEeHHs ero KayecTBa.

IIpoBenenne ncnbITAHUM

129. (4.26) Ilpou3BoauTens MOKEH YTBEPAWTb METOAMKM HCHBITAHUS HCXOJHOTO ChIPbS,
YIAKOBOUHBIX MAaT€pUaJIoOB M NPOAYKIMM Ha pa3IMYHbIX CTAaausAX IPOU3BOJCTBA C YyKa3aHUEM
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HCIIOJIb3YEMBIX METOJIOB U 000pyaoBanus. [IpoBeneHHbIe UCTIBITAHUS O(DOPMIIIOTCS TOKYMEHTAIBHO.
HNuble aeiicTBUA

130. (4.27) [Ipon3BoauTeNb AOJDKEH YTBEPAUTH MPOIETYphl, YCTAaHABIUBAIOIINE TOPSIIOK BBITyCKa
1 3a0paKOBKU CHIPbS M MPOAYKIIMU, B YACTHOCTH, BBIJIAYH YIIOJITHOMOUYEHHBIM(H) JIULIOM(aMH) pa3pemieHus
Ha BBIITYCK TOTOBOW MPOAYKUMH. Bee 3anucu gomKHBI OBITh TOCTYIHBI YIIOTHOMOUYEHHOMY JHiy. JomkHa
ObITh BHEOpEHA cHcTeMa s OO0O3HA4YeHMs CHEIMAJIbHBIX HAOMIOACHUH U JIOOBIX HM3MEHEHUH B
OTHOILICHUN KPUTUYECKUX JTAHHBIX.

131. (4.28) IlpousBoauTenb JOKEH BECTU M COXPAHSTH 3alUCU MO peaau3aluu KaKJIoW cepuu
MPOAYKIUH B LIENIAX 00JerYeHUs OT3bIBA 3TOM CEPUU B ClIyyae HEOOXOAUMOCTH.

132. (4.29) Heo6x0auMo UMETh MUCbMEHHO M3JI0KEHHBIE TPUHIUIIBI, TIPOLIEAYPHI, TIaHbI, OTYETHI
Y OTHOCSIIMECS K HUM 3aIllUCU IPEANPUHATHIX JIEHCTBUI WIN CACIAaHHBIX 3aKIIOUEHUN, I/1e IPUMEHUMO, B
OTHOILIEHHUU:

BaJIMJAIMU U KBATH(UKALUH IPOLIECCOB, 000PYAOBAHUSI U CUCTEM;

MOHTa)Xa ¥ KaJIMOPOBKHU 000PY/10BaHMS;

MEPEHOCA TEXHOJIOTHIA;

TEXHUYECKOTO OOCTYKUBAHUS, OYMCTKH U Je3UH(DEKIIHH;

NepcoHana, BKIOYas WIACHTU(QUKAMIO ToAmuced, oOydenue HacroammMm [IpaBunam
TEXHUYECKMM BOINpOCaM, I[E€PEeoJIeBaHUE U TUTHEHHYECKHE TpeOOBaHMs, a TakXKe IPOBEPKY
3¢ (HeKTUBHOCTH 00yUYCHHUS;

MEpPOIPUATHI, HAIPABICHHBIX HA OCYIIECTBICHUE KOHTPOJS NOSIBICHHUS U PACIPOCTPAHEHUS
BpEIUTEINECH;

IIPETCH3UH;

OT3BIBOB IIPOAYKIIHH;

BO3BPATOB MPOAYKLIUU;

KOHTPOJII U3MEHEHUH;

pacciaen0BaHus OTKIOHEHUH U HECOOTBETCTBUN;

BHYTPEHHETO ayJNTa KauecTBa U (MJIM) COOTBETCTBUS TpeOOBaHUIM HacTosmux [Ipasmui;

00001eHus 3anuceit (Hanpumep, 0030pa KauecTBa MPOAYKINHN) IPH HEOOXO0AUMOCTH;

OLIEHKH, IPOBEJICHHON B TOM UHUCIJIE B MECTE OCYLIECTBIICHUS EATEIbHOCTH MOCTaBIIMKA (Jaee -
OLICHKA MOCTABIINKA).

133. (4.30) IIpomsBoauTenb AODKEH YTBEPAUTH OJHO3HAYHBIE MHCTPYKLUHU IO SKCIUTyaTalllH
OCHOBHBIX €IMHUI] IPOU3BOICTBEHHOT'O 1 KOHTPOJIBHO-aHATUTUYECKOTO 000PY/JOBAHUSI.

134. (4.31) Ilpou3BoauTENHs AODKEH BECTH PETMCTPALMOHHBIC KYPHAJbI Ui Hanbojee Ba)KHOTO
WIA KPUTUYECKOTO TEXHOJIIOTHYECKOTO U KOHTPOJIbHO-aHAJIIMTHUYECKOTr0 OO0OpYIOBAaHUS, a TaKXKe I
IIOMEILEHUH, TI€ MPOM3BOAMIACH MNPOAYKLUUA. B 3THX XKypHajax [OJDKHBI PETUCTPUPOBATHCS B
XPOHOJIOTHYECKOM TOpSAJKE JII000€ HCIONb30BaHUE OSTHX TOMEIIEHUH, 00OpYyIOBaHUS M METOJOB,
NPOBE/ICHUE KATMOPOBKH, TEXHHUYECKOTO OOCITYKUBAHHsI, OUYMCTKH WJIM PEMOHTA C YKa3aHUEM JaT U JIMII,
BBIMOJIHUBIINX 3TH PaOOTHI.

(4.32) Ilpom3BoaguTenb JOKEH BECTH YYET JOKYMEHTOB B pPaMKaX CHCTEMBI YIIpaBJIECHHUS
KAaueCTBOM.

IIpounssoacrso (I'1aBa 5)

HpuHuun

135. TexHOnOrMYeckue OMNEpPALMU OCYIIECTBISAIOTCA IO YETKO YCTAaHOBJIEHHBIM IpOLEAypam,
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OTBEYAIOT HacTosmuM [lpaBuinaM A MOMy4eHUs MPOIYKIMH TpeOyeMOoro KayecTBa M COOTBETCTBYIOT
JIMLEH3UH Ha IIPOU3BOJICTBO JICKAPCTBEHHBIX CPEIACTB U PETUCTPALIUOHHOMY JOCHE.

OO0mme TpeGOBaHUSA

136. (5.1) Ilpou3BOIACTBEHHBIM MpOLECC JOJDKEH OCYLIECTBIATHCA M KOHTPOJIHMPOBATHCA
KBaJTM(HUIUPOBAHHBIM TIEPCOHAIIOM.

137. (5.2) Bce neiicTBusl, TIPOBOAMMBIE C UCXOJHBIMU CBIPBEM, YIAKOBOUHBIMHM MaTepHajaMu U
NPOAYKIUEH, Takue Kak NpUEMKa, KapaHTHH, OTOOp Mpo0, XpaHEHHe, MapKUpPOBKa, BbIJaya B
MIPOM3BOJICTBO, TEXHOJIOTUYECKHUI MPOLIECC, YIIAKOBKA M Pealn3anus, JOHKHBI OCYIIECTBISATHCS COTIIACHO
IpoIielypaM UK UHCTPYKIHSIM, YTBEPKIACHHBIM TPOU3BOIUTENEM, U ODOPMIIATHCS JOKYMEHTAIBHO.

138. (5.3) Bce mocrymaromme HCXOJHOE CHIPbe M YIAKOBOYHBIE MaTepHalbl JOJDKHBI OBITH
MIPOBEPEHBI, YTOOBI TrapaHTUPOBATh, YTO TMOCTABKA COOTBETCTBYET 3aKa3y. TapHble MecTa JOJDKHBI ObITh
OYMILEHBI (MIPH HEOOXOAUMOCTH) U MAPKUPOBAHBI C YKa3aHUEM TpeOyeMoil nH(popMaIvy.

139. (5.4) ®axTbl NOBPEXACHUS Tapbl U YIAKOBKH M JIOObIE JpyrHe MpoOJeMbl, KOTOPbIE MOTYT
HEOJIaronpusITHO MOBIHUATH HA Ka4eCTBO MCXOJHOTO CBHIPhSl M YIMAKOBOYHBIX MAaTEpHAJIOB, JTOJKHBI OBITH
paccienoBaHbl, O(OPMIIEHBI JTOKYMEHTAIbHO, a HHPOpPMALUs O HHUX JOJDKHA OBITH JOJIOKEHAa B
MOJIpa3/IeIeHue KOHTPOJISE Ka4eCTBa.

140. (5.5) Iloctynaromuiye UCXOAHOE ChIPbE U YIIAKOBOUHBIE MaTepUallbl U IPOU3BEACHHAs IOTOBAs
MPOAYKIUS TOJDKHBI HEMEIUICHHO MOMEIIAThCS B KApaHTUH, JACHCTBYIOIIMHN MO MPUHLUIY pa3JesIbHOTO
XpaHEHUsI WM 33 CYET OPraHU3AIMOHHBIX MEp, U COJEPXKAThCAd B HEM JIO MOJYYEHHUS pa3pelieHus Ha
MCTIOJIb30BAHUE UCXOIHOTO ChIPhs WM pa3pelieHHs Ha BHITYCK TOTOBOM MPOTYKIIHUH.

141. (5.6) Ilpuemka 3aKynaemMoi MpOMEKYTOUHON U Hepac(hacOBaHHON MPOIYKIIUU IIPOBOJUTCS B
COOTBETCTBHUH C TPABUIIAMH, ICHCTBYIOIIMMH JJIS1 HCXOHOTO CHIPbS.

142. (5.7) Bce ucxonHoe chlpbe, yIaKOBOUYHBIE MaTepUalbl U MPOIYKLHUIO CIEAYET XPaHUTh B
COOTBETCTBYIOIIMX  YCIIOBHSIX, YCTAaHOBJCHHBIX MPOHM3BOJUTENEM, B ONPEJCICHHOM  MOpSJKE,
o0ecreunBaroIeM pa3JeieHue M0 CepUsiM M YCTAaHOBJIEHHYIO OYEPEIHOCTh HCIIOJIb30BAHUS CKIIAICKUX
3aI1acoB.

143. (5.8) IlpousBoauTens JOIKEH NMPOBOAUTH MPOBEPKHU BHIXOIOB M MaTepUalbHOro OanaHca,
4TOObI YOSTUTHCS B OTCYTCTBUH OTKJIOHEHUH, TPEBBIIIAIOINX JOIYCTHMbIE ITPEIeIbHbIC 3HAYCHUSI.

144. (5.9) He nomnyckaercsi OJHOBPEMEHHOE WJIM IOCJIEI0BATEIbHOE NPOBEACHHUE ONEpaLuil C
Pa3NUYHBIMM TPOAYKTAMH B OJHOM M TOM € MOMEIICHHWH 3a HMCKIIOYCHHEM TeX ClyyaeB, KOraa He
CYLIECTBYET PUCKA NEPEIyThIBAHUS WU MIEPEKPECTHON KOHTAMHHALIUH.

145. (5.10) IIpoxykiusi, UICXOAHOE ChIphE M YHAKOBOYHBIE MaTepHalbl JOJKHBI OBITH 3aIIUIICHBI
OT MUKPOOHOM 1 IpYroif KOHTAMHUHALIMU HA BCEX CTAIUSAX MPOU3BOJICTBA.

146. (5.11) IIpu pabGote ¢ cyxumu MaTepHajaMH ¥ MPOAYKLUUEH HE0OX0AUMO MPUHUMATH 0COObIE
MEPBI MPEOCTOPOKHOCTH 110 MPEAOTBPAIICHUIO 00pa30BaHMsI U PACIPOCTPAHEHUS TBUTH. JTO 0COOEHHO
BaXXHO MPHU paboTe ¢ BBICOKO aKTUBHBIMU M CEHCUOMIIN3UPYIOUIMMHU BEIIECTBAMH.

147. (5.12) B TeueHue Bcero BpeMEHHU Ipoliecca MPOM3BOACTBA BCE MCIIOIb3YyEMbBIE HCXOJHOE
CHIpbE, YNAKOBOYHbIE MaTepHalbl, Tapa i Hepac(hacoBaHHOM NPOAYKIMH, OCHOBHBIC E€IMHUIIBI
000pyI0BaHUS U, IPU HEOOXOAUMOCTH, TIOMEIIEHUS JOJKHBI OBITh MAPKHUPOBAHBI 3TUKETKAMH WJIM WHBIM
CIOCOOOM € yKa3aHHEM IPOMU3BOJMMON NPOAYKIMH HIM 00pabaTblBaeMOr0 HMCXOIHOTO ChIpbS U
YIAaKOBOYHBIX MaTEepHaliOB, a TaKXKe JO3UPOBKM (TI€ MPUMEHHUMO) M HOMEpa CEepUH IMPOU3BOAUMOM
npoaykuuu. Takas MapKupoBKa JOJDKHA TaKkKe YKa3bIBaTh CTAJUI0 TEXHOJOTHUYECKOro mpouecca (Tae
IIPUMEHHMO).

148. (5.13) DOtTukeTku, NPUKPEIJICHHbIE K KOHTEHHEpaM, OOOpPYJOBAaHUIO WM TOMEIICHUSM,
JOJDKHBI OBITh YETKHMH, OJHO3HAUYHBIMM, YCTAHOBICHHOH mpowm3BoautenaeM (opmbl. Pekomennyercs B
JOTIOJTHEHNE K MH(OPMAIIUHN Ha 3TUKETKAX JUIf yKa3aHHs CTaTyca UCIOJIb30BATh I[BETOBYIO MAPKUPOBKY.

149. (5.14) IlpousBoauTENnh AOKEH KOHTPOIUPOBATH NMPABHIBHOCTH COCIMHEHUS TPYOOIPOBOIOB
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U JPYruX 4acTeil 000pyAOBaHUs, MPUMEHSEMBIX JUISI TPAHCIIOPTHPOBKHU MPOIYKIIMU W3 OJHOM 30HBI B
ApPYTyIo.

150. (5.15) He nomyckaroTcs m00ble OTKIOHEHUS OT MHCTPYKIMK WM MeToauK. Eciu mpousonuio
OTKJIOHEHHE, TO OHO JIOJDKHO OBITh MUCBMEHHO CaHKIMOHHUPOBAHO JIUIIOM, UMEIOIUM COOTBETCTBYIOIINE
MIOJTHOMOYHSI, C TIPUBJICYCHUEM TIPU HEOOXOJUMOCTH MOJIPA3/IeICHUs] KOHTPOJIA KayecTBa.

151. (5.16) B npon3BoACTBEHHBIE IOMEILEHUSI MOXKET BXOAUTH TOJIBKO NIEPCOHAII, UMEIOLINI NTPaBo
J0CTyTa B HUX.

152. (5.17) B mnomemeHusix U Ha OOOpPYIOBAHWH, IMpEIHA3HAUYEHHBIX Ui MPOHU3BOJACTBA
JIEKapCTBEHHBIX CPEACTB, HE AOIYCKAETCsl MPOU3BOACTBO NPOAYKIMH, HE SBJISIOLIEHCS JIEKapCTBEHHBIMU
CpeACTBaMHu.

HpeszBpamelme HepereCTHOﬁ KOHTAaMHUHAIIUU IIPHU MPOU3BOICTBE

153. (5.18) JomxHa OBITh UCKIIOYEHA KOHTAMHHAIUS UCXOAHOTO CHIPhS WU MPOIYKIHUU JAPYTHM
HCXOJIHBIM CBIPbEM WM NPOAYKLMEH. PUCK cilydallHOM NEPEKPEeCTHOM KOHTAMHHALMU BO3HHUKAECT B
pe3ysibTaTe  HEKOHTPOJIMPYEMOIO  PACIpPOCTPaHEHMs]  IbUIM, Ta30oB, [apoB, a’po30Jied  WiIn
MHUKPOOPI'aHU3MOB, B pe3yJbTaTe OOpaOOTKM HCXOMHOTO ChIPbS W MPOAYKLUH, BCICACTBUE HAIWYHA
OCTaTKOB Ha 00OPYAOBAaHMM U Ha OJEXJe nepcoHana. CTeneHb prcKa 3aBHCUT OT THUIA KOHTAMHHAHTa U
KOHTaMUHUpyeMoil nponykuuu. K Hanbosee omacHbIM KOHTAMUHAHTaM OTHOCSATCS BEILECTBA C BBHICOKOM
CEeHCHOMITU3UPYIOIIEH aKTUBHOCTBIO, OMOJIOTHUECKUE JIEKapCTBEHHBIE NpenapaThl, COACpIKAIINE >KUBBIC
MUKpPOOPTaHU3Mbl, OINpPEAEICHHBbIE TOPMOHBI, IIUTOTOKCHUUYECKHUE JIEKAPCTBEHHBIE Ipenaparbl U Apyrue
BBICOKO aKTHBHBIEC BemiecTBa. Hanbosee omacHoi sBIsieTCs KOHTAMUHAIMA JIEKApPCTBEHHBIX MPENapaTos,
npeJHa3HAuYCHHBIX I MHBEKLUH, a TaKKe JeKapCTBEHHBIX NPENapaToB, IPUHUMAEMbIX B OOJIBIINX /103aX
U (WIK) JUIUTEIIbHOE BPEMSI.

154. (5.19) [Ina npenoTBpaiieHus MepeKpecTHON KOHTaMUHALMU JOJDKHBI OBITh MPEAyCMOTPEHBI
COOTBETCTBYIOIINE TEXHUYECKUE U (MIIM) OpPraHU3aL[MIOHHBIE MEPBI, B TOM YHCIIE:

a) (a) TPOM3BOJACTBO B BBIICICHHBIX 30HAX (00s3aTenbHOE [UISI TAKUX TMPOAYKTOB, Kak
NEHULWIJINHBI, )KUBBIE BAaKIMHBI, JIEKAPCTBEHHBIE IIPENApaThl, COAEPKALINE KUBbIE MUKPOOPTaHU3MBI, U
HEKOTOpbIE Jpyrrue OWOJOTHYECKHE JIEKapCTBEHHbIC INpenapaThl) WJIM IPOU3BOACTBO IO TNPHHLHUITY
MIPOM3BOJICTBEHHBIX IIUKJIOB (KaMITaHUH ¢ pa3felieHHeM BO BPEMEHH) C MOCIEAYIONIeH COOTBETCTBYIOLICH
OYHCTKOIA;

0) (b) obecnieuenre BO3AYIIHBIMU IITI03aMHU M BBITSDKHBIMU YCTPOMCTBaMU;

B) (C) cBedeHME K MHUHHUMyMY pHUCKA KOHTAMHMHALMU, BBI3BIBAEMOIO PELUPKYJSALUEH WU
MOBTOPHBIM MOCTYIIJICHHEM HEOOpabOTaHHOTO WM HEIOCTaTOYHO 00pabOTaHHOTO BO3YyXa;

r) (d) XpaHeHHe 3aUTUTHON OAEKAbI BHYTPH IMOMEIIEHHI, B KOTOPBIX 00pabaThIBaeTCsl MPOAYKIIHS,
co3J1aroIas 0co0eHHO OOIBIION PUCK NEPEKPECTHOM KOHTAMUHAIINH;

1) (€) MpUMEHEHHE METOJIOB OUYMCTKU U IEKOHTAMUHAIINH C U3BECTHOH 3()(hEKTHUBHOCTHIO, TaK KaK
Hed(PPEKTUBHO OUMIIIEHHOE 000pyI0BaHUE OOBIYHO SIBJISAETCS HCTOYHMKOM NEPEKPECTHOW KOHTAMUHAIINH;

e) (f) ucronp3oBaHue "3aKPHITHIX CHCTEM'" TIPOM3BOICTBA;

k) (g) KOHTpOJIb HAJIWYUS OCTATKOB M INPUMEHEHHME 3TUKETOK, YKa3bIBAIOIIMUX CTAaTYyC OYMCTKH
000pyIOBaHUSI.

155. (5.20) IIpousBoauTenb NOKEH NEPUOJUYECKH MPOBEPSTH NPOBEIECHUE MEPONPUATHH 11O
NPEJOTBPALICHUIO TEPEKPECTHOW KOHTAMHUHAIMM M HMX 3(Q(EKTUBHOCTH B  COOTBETCTBHU C
YTBEPKICHHBIMU IIPOLEAYPAMH.

Baanmanusa

156. (5.21) MepompusTusi O BaTHIAIUU TOJDKHBI OBITH OCHOBOM IS HAJJIXKAIIEH OpraHU3aIiu

28/218

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

| ‘C %EM‘HHII:-II-!Q CtaHpapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

NPOM3BOJICTBA M KOHTPOJS KadecTBa JIGKAPCTBEHHBIX CPEIACTB B COOTBETCTBHM C HACTOSIIUMH
[TpaBunamu. OHM JOJKHBI TPOBOJIUTHCS B COOTBETCTBUHU C YCTAHOBJIEHHBIMU Tpouiexypami. IlomydeHnsie
Pe3yJIbTaThl U BBIBOABI TOJKHBI OBITH O()OPMIIEHBI JOKYMEHTAJIBHO.

157. (5.22) llpu BBeOEHHMM HOBOTO MPOMBIIUIEHHOIO peErjaMeéHTa WM HOBOTO METOAA
MIPOM3BOJICTBA HEOOXOAMMO JOKa3aTh MX MPUTOAHOCTb JAJS CEPUUHOrO0 MPOM3BOJCTBA. J[OMKHO OBITH
JI0Ka3aHO, YTO JaHHBIA TMPOLIECC MPOU3BOACTBA NPU HCIOJIB30BAHUH IPEIyCMOTPEHHBIX HCXOJIHOTO
CBIPbsI, YIIAaKOBOYHBIX MAaTEpHAIOB U OOOPYJOBAHUS TO3BOJIAET MOCTOSHHO MPOM3BOIUTH MPOAYKIIUIO
TpebyeMoro KadyecTna.

158. (5.23) CymecTBeHHbIE M3MEHEHHS TpoIlecca MPOU3BOJCTBA, BKIOYas JII00O0E H3MEHEHHE
00OpYJIOBaHUSI HMJIM MCXOJHOTO CHIPbS W YNAKOBOYHBIX MaTepHaliOB, KOTOPHIE MOTYT IOBIUATH Ha
Ka4yecTBO MPOIYKIMHU U (WJIN) BOCIPOU3BOIUMOCTH MPOLIECCa, JOJDKHBI IPOUTH BAIUIALIUIO.

159. (5.24) Ilpoueccsl M mpoUEAypbl CIEAYET IOABEPraTh MEPUOAUMYECKON peBaluAalNU
(MOBTOpPHOHM BanmMAAIMK) A TapaHTHM TOTO, YTO OHHU OCTAIOTCS NPUTOAHBIMHU JJISI JTOCTHIKECHUS
TpeOyeMBbIX pe3yJIbTaTOB.

Hcxoanoe coipbe

160. (5.25) 3akynka HCXOJHOTO CHIPhS ABISETCS BAKHOM olepanueil, B KOTOPYIO JOJIKEH ObITh
BOBJICYCH NIEPCOHAN, PACIIONATAIOUINI TOAPOOHBIMU U TOJHBIMU CBEICHUSMH O TOCTABIIHKAX.

161. (5.26) HcxonHoe cChIpp€ AOHKHO 3aKYyNaTbCs TOJIBKO Y YTBEPKACHHBIX ITOCTaBIIMKOB,
YKa3aHHBIX B COOTBETCTBYIOIIEH CreUM(UKAMH, U TPU HAJTMYUH BO3MOXKHOCTH HETOCPEACTBEHHO Y
MPOU3BOUTENEH HMCXOJHOTO CBHIPbS, KOTOpble OYyIyT SBIATHCS MOCTaBIIMKAMU HCXOTHOTO CBIPbSL.
Pexomenayercsi, yToObl crienn(UKalUM, YCTAaHOBICHHBIEC MPOMU3BOJUTEIEM JIEKAPCTBEHHBIX CPEICTB Ha
HCXOJIHOE ChIpbe, OBUTM COIJIACOBAaHBI C IOCTAaBUIMKaMH. Bce acmeKkThl MPOM3BOJACTBA M KOHTPOJIA
HCXOJHOTO CBHIpbSi B OTHOIICHWH TpeOoBaHMN K OOpalIeHHI0, MapKUpPOBKE, YIAaKOBKE, MpOLEIypam
OTOPaKOBKH, a TAK)K€ PACCMOTPEHHIO MPETEH3UH JTOJKHBI OBITh COTJIACOBAHBI MEXAY MPOU3BOAUTEIEM
JICKapCTBEHHBIX CPEJICTB U MOCTABILIUKOM.

162. (5.27) B kaxmoil MmocTaBKEe MOJDKHBI IPOBEPATHCS IEIOCTHOCTh YHNAKOBKH U ILIOMO,
COOTBETCTBHUE YKA3aHHBIX B HAKJIaJHOW CBEIEHUH STHKETKAM MOCTABIIMKA.

163. (5.28) Ecnu ogHa mocTaBKa MCXOJHOTO CBHIPbsS COCTOMT M3 PA3IUYHBIX CEPHUM, TO KAXKIYIO
CepHuI0 HEOOXOIMMO paccMaTPUBATh KaK OT/AEIbHYIO B OTHOIIEHUH O0TOOpa Mpod, MPOBEACHUS NCTIBITAHUN
Y BBIJIAUU pa3peleHust Ha HCIIO0JIb30BaHHE.

164. (5.29) Haxopasmeecss B CKIIaJACKON 30HE MCXOAHOE CBHIPbE JTOHKHO OBITh COOTBETCTBYIOLIHM
obpa3om mapkupoBaHO (IyHKT 148 Hacrostmux [IpaBuit). DTUKETKH MOJDKHBI COACPXKATh B TOM YHUCIE
CIIEIYIOIIYI0 HH(POPMAIIHIO:

HaMMEHOBaHME MPOIYKIMH U TP HEOOXOJUMOCTH BHYTPH3aBOJICKOM KO,

HOMEp CEepUU MPOU3BOIUTENS U (MIJIM) HOMEP CEpHUHU, TPUCBOCHHBIN MPHU NPHUEMKE;

rie NpPUMEHHMO, CTaTyc CoAepKuMoro (Hampumep, "B kapaHTtuHe", "Ha HcIbITaHUK",
"paspermieno”, "3abpakoBaHo");

CPOK TOAHOCTH WJIH, Tie MPUMEHHUMO, JaTy, MOCIe KOTOpoW TpeOyeTcss MpoBEACHUE MOBTOPHOTO
KOHTPOJISI.

Ecnu ucronb3yroTest HOTHOCTIO KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI XPaHEHHs, TO YKa3bIBaTh BCIO
3Ty HH(OpPMAITUIO Ha ITUKETKE HE 00s3aTEIIBHO.

165. (5.30) IlpousBoauTens IOJKEH YTBEPAWUTh NPOLEAYPbl WIM MEpbI, TI'apaHTUPYIOLIUE
MOJUIMHHOCTh COAEPKUMOTO KaXKIO0T0 KOHTEHHEpa MCXOAHOTO Chipbsi. KoHTeHHepHl, U3 KOTOPBIX OBbLIH
0ToOpaHbl MPOOBI, TOIHKHBI OBITH MPOMAPKUPOBaHbI (ITyHKT 216 Hactosmux [Ipasun).

166. (5.31) IlpousBomuTenb OOJKEH HCIHOIL30BaTh TOJBKO TO HCXOJHOE CBHIPbE, KOTOPOE
pa3pelIeHo noipa3AeIeHueM KOHTPOJISI KauyecTBa U MMEET He UCTEKIINI CPOK TOAHOCTH.

167. (5.32) UcxonHoe Chipbe AOJAKHO BBIIABATHCS TOJIBKO CIIELHUAIbHO HA3HAYEHHBIMU JIMIIAMHU B
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COOTBETCTBUH C YTBEPXKICHHOU MPOIEypOid, YTOOBI TapaHTUPOBATh, YTO HY’KHOE MCXOIHOE ChIPhE TOYHO
OTBEIICHO WM OTMEPEHO B YUCTYIO M HAAJIESKAIIUM 00pa30M MapKUPOBAHHYIO Tapy.

168. (5.33) JlomxHa NpOBOANUTHLCS HE3aBUCHMAsl IPOBEPKA KaXA0I0 BBIAHHOIO HCXOJHOTO ChIPbS,
a TaKk)Ke ero Macchl Wik o0bema. Pe3ynbTaThl IPOBEPKH TOKHBI OBITH O()OPMIIEHBI JOKYMEHTAIBHO.

169. (5.34) HcxomHoe chIpbe, BBIIAHHOE Ui KAXKIOW CEpUH, NODKHO XPAaHUTHCS BMECTE U YETKO
MapKHpPOBATHCS.

TexHoI0OrH4YecKue onmepanuu: NMPpoMeKyTouHass u HepaC(l)aCOBaHHaﬂ NMpoaAyKIUsA

170. (5.35) Ilepen HayamoM JFOOOK TEXHOJOTHYECKOHN ONEpalluyl JOJKHBI OBITH MPUHSATHI MEPBI,
rapaHTupyoume, 4ro padbodas 30Ha 1 000pyIOBaHHE OYMILEHBI M OCBOOOXKACHBI OT JIFOOOT0 UCXOIHOTO
CBIPbs, TPONYKIMH, OCTATKOB MPOAYKIMHM WM JOKYMEHTAllMd, HE UMEIOIIUX OTHOLICHHI K
3aIUIAHUPOBAHHOM OIEPALIUH.

171. (5.36) IIpomexxyTounas U HepachacoBaHHAsT MPOAYKIMS JTOJKHA XPAaHUTHCS B HaJUIEkKaIIUX
YCIIOBHSIX.

172. (5.37) Kputnueckue npouecchl JOKHBI IPOUTH Banuaauuio (IyHKTh! 156 - 159 HacToAmmux
ITpaBui).

173. (5.38) MomxHBl OBITH TPOBEAECHBI W JOKYMEHTAJIBHO O(QOPMIICHBI BCE HEOOXOAUMBIE
MEPONPHUATHS [0 KOHTPOJIIIO B IPOLIECCE MPOU3BOACTBA M KOHTPOIIIO POU3BOJICTBEHHOM CPEIBI.

174. (5.39) JIro6oe cyiiecTBeHHOE OTKJIOHEHHE OT 0XKUAEMOT0 BBIXOJa MPOIYKIIMU JOJDKHO OBITH
o(hopMIIEHO TOKYMEHTAJIBHO U pacciel0BaHo.

YnakoBo4HbIE MaTepHuaJabl

175. (5.40) 3akynke ¥ KOHTPOJIO NEPBUYHBIX M MEYATHHIX YIMAKOBOYHBIX MAaTE€pPHANIOB, a TaKXkKe
00paIIeHNIO C HUMU HEOOXOUMO YJEISATh TAKOE K€ BHUMAHUE, KAK U UCXOTHOMY CBIPBIO.

176. (5.41) Ocoboe BHUMaHHE HEOOXOIMMO YACTATH MEYaTHBIM MaTepuanaM. OHHU JOJDKHBI
XPaHHUTHCS B 0€30MACHBIX YCIOBUAX, UCKITIOYAONINX JOCTYI MOCTOPOHHUX JIUII. Pa3pe3aHHble STUKETKH U
Apyrue pa3po3HEHHBIE MeYaTHbIE MaTepHalbl JOJDKHBI XPAaHUTHCS M TPAHCIOPTHPOBATHCS PA3JCIIbHO B
3aKpBITOM Tape, MCKIIOYAIONIEH MX mepenyThiBaHHe. PaspelieHne Ha HCHOJIb30BAaHHUE YIAKOBOYHBIX
MaTepHaiOB JOJDKHO BBIJABAThCA TOJBKO CIEHUAIBHO HA3HAUYEHHBIMH JIMIIAMH B COOTBETCTBUHU C
YTBEPKICHHOU MPOLIETYPOi.

177. (5.42) Kaxnoil noctaBKe WIM CEpUM NEPBUUYHBIX MM IEYATHBIX YIAaKOBOYHBIX MAaTEpHUaJIOB
J0JDKEH OBITh IPUCBOEH MICHTH()HUKALIMOHHBIM HOMEp WM WACHTU(UKAIIMOHHBIN 3HAK.

178. (5.43) IlpocpoueHHblE WM HENPUIOJHBIE K HCIIOJIB30BAHUIO II€YATHBIE WJIM IEPBUYHBIE
YIaKOBOYHBIE MaTEPHAIIbI JOJDKHBI OBITh YHHUTOXKEHBI C JOKYMEHTAIBHBIM O(OPMIICHHEM.

Onepamm M0 YIIAaKOBK€

179. (5.44) Ilpu cocTaBieHNH IUIAHOB OINEPALMi MO YNAaKOBKE 0C000€ BHUMAaHHUE JOJDKHO OBITH
Y/IEJCHO CBEACHUIO K MUHHUMYMY PHCKa MEPEKPECTHOM KOHTaMUHALIWHU, NMEPENyThIBAHUS WM TOJMEHBI.
He nmomyckaercs ynakoBbIBaTh NMPOIYKIMIO PA3JIUYHBIX BHJIOB B HEMOCPEICTBEHHOM OMU30CTU JIPYT OT
Apyra 3a UCKIIOYCHHUEM CITy4yaeB, PeyCMaTPUBAIOMINX (PU3HUECKOE pa3/ieIeHuE.

180. (5.45) Ilepen HauanoMm omepanuii MO YNAKOBKE JOJDKHBI OBITh MPEANPHHITHI MEpBHI,
rapaHTupyoume, 4ro padboyasi 30Ha, yakOBOYHbIE JIMHUH, NIEUYAaTHBIE MAIIHMHBI H Ipyroe o0opyaoBaHHe
ABIISIIOTCSL YUCTBIMM M HE COJAEp)KaT JI0ObIe HCIOJIb30BABIIUECS paHEe JIEKapCTBEHHBIE CPE/ICTBa,
YIaKOBOYHBIE MaTepHajbl UM AOKYMEHTBI, €CJIM OHU HE TPEOYIOTCS IJIsl 3aIyITaHMPOBAHHOW OIEpPAIlUH.
OuncTKa TUHUYU AOJKHA MPOBOJUTHCS COTJIACHO YTBEPKIECHHOM Mpoueaype.
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181. (5.46) HaumeHoBanue 1 HOMEp CEpUH YMAKOBBIBAEMOW MPOAYKLHUH JOJKHBI OBITh YKa3aHBI
Ha Ka)XJIOM YIIaKOBOYHOM MECTE HJIU JIMHHH.

182. (5.47) Ilpn nocrymiieHuu OPOAYKIMHM M YHAKOBOUHBIX MAaTEpHaJOB HAa Y4acTOK YHNAKOBKH
JOJDKHO OBITH MPOBEPEHO UX KOJIMUYECTBO, HACHTUYHOCTDh U COOTBETCTBUE MHCTPYKIIMAM IO yIIaKOBKE.

183. (5.48) Marepuanbl NepBUYHON yNAaKOBKH IEpe]l HA4YaJOM OINEPAaLUU HANOJHEHMS JIOJIKHBI
ObITh YncTHIMU. HeoOxoaumo obecneunTs NpeoTBPALIeHUE U YCTpaHEHUE 000 KOHTaMUHALIUH, TaKOU
KaK OCKOJIKM CTEKJIa U METAJUINYECKHE YaCTHUIIBI.

184. (5.49) PexomeHnayeTcs OCYIECTBIIATE MAPKUPOBKY KaK MOXKHO ObICTpee mociie (pacoBKU H
YKyNOpkH. JIOJKHBI OBITh HPUHATHL HEOOXOAWMBIE MEpbI, TapaHTHPYIOIIME, YTO HE MPOU30UIET
NepenyThIBaHUS WK OITHOOYHONH MapKUPOBKH.

185. (5.50) IlpaBWIIBHOCTH BBIMOJIHEHUS JIIOOBIX TEUYATHBIX ONepanuil (Hampumep, HaHECCHHS
HOMEpPOB CEpHii, CPOKa FOJHOCTH), OCYIIECTBIAEMBIX JHOO KaK OTIENbHAs TEXHOJIOTHYECKas OmNeparivs,
n100 B Ipolecce YMaKOBKHU, HEOOXOIUMO TINATENFHO KOHTPOJIHPOBATh U O(GOPMIIATH JOKYMEHTAIBHO.
Ocoboe BHMMaHHE IOJDKHO OBITH YNIEJIEHO PYYHOH MapKHpPOBKE, KOTOPYIO HEOOXOIMMO PpETyJISPHO
NIEPETIPOBEPATD.

186. (5.51) Ocobbie Mepbl TPETOCTOPOKHOCTH TOJKHBI COOJIFOATHCS TPU HCIIOIH30BAHUH
pa3pe3aHHBIX ATUKETOK W HAHECEHHWH MAapKUPOBKM BHE JIMHUU YMAaKOBKU. s MpenoTBpaleHHs
IIEPENyThIBAHUS II€YaTHOI'O MaTepuala PEKOMEHIYETCS WCIO0Jb30BaTh AITHUKETKH B PYJIOHE BMECTO
pa3pe3aHHbIX 3TUKETOK.

187. (5.52) IlpousBoauTenb MJOHKEH NPOBOAUTH TIPOBEPKH, TapaHTUPYIOLIUE, 4YTO BCE
AJIEKTPOHHBIE YCTPOMCTBA CUNTHIBAHUS KOJa, CUETYMKH STHKETOK M aHAJIOTWYHBIE YCTPOWCTBA paboOTaroOT
MPaBUIIBHO.

188. (5.53) MapkupoBka ynakOBOYHBIX MaTEpHUajOB, HAHECEHHAs C IIOMOIIBIO IE€YaTH WIH
METOIOM THUCHEHHSI, JOJKHA OBITh OTYETIIMBOIM U yCTOMYMBON K BBILIBETAHHUIO WM CTHPAHHIO.

189. (5.54) Ilpu xoHTpose mpouecca YHaKOBKHM NMPOIYKLIMU Ha JIMHUU JOJDKHO IPOBEPSTHCS, B
4aCTHOCTH, CIEIYIOLIEE:

a) (a) oOmMii BHEITHUI BUJ| YIIAKOBOK;

0) (b) KOMIUIEKTHOCTh YIIaKOBOK;

B) (C) UCIIOJIB30BAaHUE HAUIEKALIUX BUJOB MPOAYKLUU U YIIAKOBOUYHBIX MAaTEPHUAJIOB;

r) (d) mpaBUIBHOCTH HaHECEHHUS JTI000I MApPKUPOBKH;

1) (€) IpaBUIBHOCTb PaOOTHI KOHTPOJBHBIX YCTPONUCTB HA JIMHUM.

190. O6pa3sipl, B3sTHIE C YITAKOBOYHOW JIMHUH, HE CJIEAYET BO3BpAIaTh IOBTOPHO HA JIMHUIO.

191. (5.55) Ecnu npu ymakoBKe MPOIYKIIMM BO3HUKIHM HENpPEIBUICHHbIE OOCTOSTENHCTBA, OHA
MOXET OBITh BO3BpallleHa B MPOU3BOACTBO TOJBKO IOCJTE CHEHHUATbHON MPOBEPKH, NPOBEACHUS
pacciieJoOBaHMsl U C pa3pellieHus JI1IA, UMEIOLIEr0 COOTBETCTBYIOIINE MTOJIHOMOYMS. YKa3aHHbIE 1EHCTBUS
JOJDKHBI OBITH O(OpPMIIEHBI B BHJE IPOTOKOJIA, KOTOPHI HEOOXOIMMO XpaHUTh B YCTaHOBJICHHOM
MOPSIJIKE.

192. (5.56) Ilpu cyuiecTBEHHOM WJIM HEOOBIYHOM PACXOXJICHUH, YCTAaHOBIECHHOM BO BpeMsd
COCTaBJICHUS] MaTepUAIILHOrO OajlaHca, MEXAy KOJMYECTBOM Hepac(hacoBaHHOM MPOAYKIUH, NEUYATHOTO
YIaKOBOYHOTO MaTepuaja M YHUCIOM TPOU3BEICHHBIX E€IMHUIl TOTOBOH NPOIYKIHH, HEO0OXOAUMO
IIPOBECTH PACCIICIOBAaHHE M YCTAHOBHUTH NPHUYMHY 3TOTO PACXOXKIEHHUS 10 BBIAAYM pa3pelIeHUs Ha
BBIITYCK.

193. (5.57) Tlocne 3aBepuieHHs ONEpalMii MO YMAKOBKE JIOObIE OCTaBIIMECS YMaKOBOYHBIE
MaTepuaibl C HAaHECEHHBIM Ha HHMX HOMEPOM CEPHHM JOJDKHBI OBITh YHHUTOXKEHBI C TOCIEIYIOUIHM
JIOKyMEHTaIbHbIM oO¢opMmiieHHeM. Bo3BpaT Ha CKiIaJ HEMapKMPOBAaHHBIX YIAKOBOYHBIX MaTepHajoB
IIPOU3BOJAT B COOTBETCTBUU C YTBEPKACHHOM MPOLIEAYPOH.

TI'oToBas mpoaykuus
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194. (5.58) [lo Bbloaum pa3penieHHs] Ha BBIIYCK I'OTOBasl MPOIYKLUS IOJDKHA COAEPXKAaThCS B
KapaHTUHE B YCIOBHSX, YCTAHOBJIEHHBIX ITPOU3BOIUTEIIEM.

195. (5.59) lo MomeHTa MOMXy4eHHUs! pa3pelicHHus Ha BBIMYCK JOJDKHA OBITh MpOBEIEHa OICHKa
KayecTBa FOTOBOM MPOIYKIIMK U HEOOXOIUMON JOKYMEHTAIMH B MOPSIKE, YCTAHOBIEHHOM ITyHKTaMu 202
- 236 nacrosmux [Ipasun.

196. (5.60) Ilocne Bbmaum pa3pelieHUs] HA BBITYCK I'OTOBas MPOAYKIMS JOJDKHA XPaHUTHCS Kak
NPUTOHAS ISl PEATU3ALIMHU B YCIIOBUSX, YCTAHOBJICHHBIX POU3BOIUTEIIEM.

OTKJ’IOHGHHBIC, MOBTOPHO UCIOJB30BAHHBIC U BO3BPAIIICHHBIC MAaTEPUAJIbI U MPOAYKIIUSA

197. (5.61) OTknoHeHHBIE MaTepHallbl U NPOAYKIMS JODKHBI UMETh YETKYH0 MAapKUPOBKY H
XPaHUTBHCS Pa3fesIbHO B 30HAaX C OrpaHUYEHHBIM JocTynoM. OHM MojJjiekaT BO3BpaTy IOCTABILUKY,
nepepaboTKe (€CiM 3TO JOMYCTUMO) WIM YHUUTOKEHUIO. JIF0ObIe BHIITOJHEHHbIE AEUCTBUS JOKHBI ObITH
o(opMIIeHBI TOKYMEHTAJIBHO M CAHKIIMOHUPOBAHBI JINIIAMH, UMEIOIIUMH COOTBETCTBYIOIINE TTOJTHOMOYHSL.

198. (5.62) IlepepaboTka OTKIIOHEHHON MPOITYKIMH JOMYCKAETCS B HCKIIIOYUTEIBHBIX CIIydasx MpH
YCIOBHM OTCYTCTBHS YXYJALICHHS KauecTBa TOTOBOW MPOAYKUMH M BBIIOJHEHHS BCEX TpeOOBaHMIA
cneun¢ukanuii. IlepepaboTka JOKHA OCYIIECTBIATBCS B COOTBETCTBHM C  YTBEPXKIACHHBIM
IIPOMBIIIJIEHHBIM PETJIAMEHTOM I10CJIE OLIEHKM BO3MOXKHOTI'O PHCKA C MOCIEAYIOIIUM JOKYMEHTaIbHBIM
oopmenuem.

199. (5.63) IloBTOpHOE MCMONB30BAaHUE BCEW CEPUM WM YacTH paHEe IMPOU3BEACHHBIX CEPUi
COOTBETCTBYIOIIIETO KauyecTBa MyTeM OOBEIMHEHMS C CepHel TaKOH ke MPOAYKLMHU Ha OIpeleeHHON
CTaguM  TPOM3BOJCTBA, IMPEAYCMOTPEHHOW  TNPOMBINUICHHBIM  PErjJaMeHTOM, JOJDKHO  OBITh
CaHKIIMOHMPOBAHO 3apaHee C Y4YETOM OLEHKM BO3HMKAIOIIMX PHUCKOB, BKIIOYAs JII000OE€ BO3MOXKHOE
BJIMSIHAE HA CPOK TFOJHOCTH. J{eATeNbHOCTh MO MOBTOPHOMY HCIIOJIb30BAaHUIO JOJDKHA OBITH oopmieHa
JOKYMEHTaJIbHO.

200. (5.64) HeoOxoauMMOCTh JONOJHHUTEIBHOTO KOHTPOJS JI000H TOTOBOM MpPOAYKLMH,
nporeameii nepepaboTKy, WIM MPOMYKIHH, B KOTOPYIO Oblla BKJIIOYEHA MOBTOPHO HCIIOJIB30BAaHHAS
IIPOAYKIIMS, ONPEENSIET IOAPA3AEIIEHNE KOHTPOJI KauecTBa.

201. (5.65) Bo3sBpaiuenHast ¢ ppIHKa MIPOAYKLHUS, HaJl KOTOPOM OBbLIT yTpauyeH KOHTPOJIb CO CTOPOHBI
NPOU3BOJUTENS, JOJDKHA OBITh YHHYTOXKEHA, €CIM HE TIOATBEPKICHO COOTBETCTBHE €€ KayecTBa
YCTaHOBIICHHBIM TpeOoBaHUsM. PelieHne O MOBTOPHOM MNpojake, MEPEeMapKHUPOBKE WM MOBTOPHOM
UCTIOJIb30BAHUU MOXKET OBITh MPHHATO TOJBKO TIOCJIE CIEHUAIBHOTO aHalu3a, MPOBEACHHOTO
MIOAPA3ACIICHUEM KOHTPOJSI KayeCcTBa B COOTBETCTBHUM C YTBEPXKACHHOW mpouenypou. Ilpu stom
HEOOXO/MMO YYHUTHIBATh XapakTep MPOAYKIMH, €€ TMPEAbICTOPUI0 M COCTOSHHUE, COOJNIOJICHHE
CMELUANbHBIX YCJIOBUH XpaHEHHS M BpeMsl, MpouleNiiee ¢ AaThl Bblycka. [Ipu 0OBIX COMHEHHSAX B
OTHOIIEHHWU KauecTBa MPOAYKIMH HE JAOIYCKAeTCsl €€ IOBTOPHOE HCIOJb30BaHUE WM MOBTOPHBII
BBIITYCK, HO JIOIYCKaeTCs ee XMMUYecKas rnepepaboTka ¢ LEeNbl0 pereHepalii aKTUBHBIX MHIPEJUCHTOB.
Bce BhinonHseMble 1eHCTBUS JOKHBI OBITH 0(OPMIIEHBI JOKYMEHTAIBHO.

KonTpous kauectBa (I''1aBa 6)

HpuHuun

202. KoHTpoJb KauecTBa BKIIOYAET B ceOst 0TOOp mpod, MpoBeIeHUe UCIIBITAHUM U IPOBEPOK Ha
COOTBETCTBUE TPEOOBAHUAM ClEUU(PUKAINN, HHCTPYKIUN M JPYTUX JOKYMEHTOB, OPTraHU3alUI0 PabOTHI,
JIOKyMEHTalbHOe O(QOpPMIICHHE W BbAaYy pa3pelleHHil Ha BbIMYCK. Llenb KOHTposisi KadecTBa - HE
JOMYCTUTh K HUCIOJB30BAaHUIO WIM peaju3allid MaTepualbl WM TPOAYKIHIO, HE YIOBIECTBOPSIOLINE
YCTaHOBIICHHBIM TpeOoBaHUsAM. KOHTpOIb KauecTBa HE OrPaHUYMBAETCS J1a0OPATOPHBIMU paboTaMu, OH
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JOJDKEH  CONPOBOXKJIATh  IPHUHATHE  BCEX  PELICHWM,  KacalolMXCs  KayecTBa  IPOAYKILHH.
OCHOBOIIOJIATAIOIIUM IPUHITUIIOM IS YJIOBJICTBOPUTEIBHOM pabOThl MOApa3ieieHHsI KOHTPOJISI KayecTBa
CUMTAETCs €ro HE3aBHCHUMOCTb OT IMPOU3BOJACTBEHHBIX MNOApA3JeNeHU (MyHKTH 5 - 23 HaCTOALIMX
IIpaBui).

O0mmue TpedoBaHMA

203. (6.1) B cTpykType KaxXAOro MPOW3BOAMUTENS IOJKHO OBITh MOJpa3feiieHue KOHTPOJIS
KayecTBa, HE3aBUCUMOE OT JIPYTUX IMOJpa3/ieieHuil. PykoBoauTe b 3TOro nojapasieiaeHus J0JKEH UMETh
COOTBETCTBYIOIIYIO KBAIM(UKAIUIO M ONBIT padOTHI, B €r0 MOAYMHEHUHU JOJDKHBI HAXOIUTHCS OJHA WIN
HECKOJIbKO KOHTpPOJIbHBIX Jaboparopuii. IloapasneneHue OOHKHO OBITH 00€CHeueHO JO0CTATOYHBIMH
pecypcamu, 4YTOOBI TapaHTHPOBAaTh, YTO BCE MEPOIPUATUS IO KOHTPOJIO KayecTBa MPOBOJSATCA
3G HEKTUBHO U HAJIEIKHO.

204. (6.2) OcHOBHBIE 0053aHHOCTH PYKOBOJIUTENS MOAPa3ACICHUS KOHTPOJISI KaUyecTBa M3JI0KEHBI
B nyHkTax 24 - 45 nactosmux [IpaBun. Ha moapasneneHre KOHTPOJIS KauecTBa MOTYT OBITh BO3JIOKEHBI
UHBbIE O053aHHOCTH, B TOM 4YMCJE pa3padoTKa, BaJUAALUS M BHEIPEHUE BCEX MPOLEAYpP MO KOHTPOIIIO
Ka4yecTBa, XpPaHEHUE KOHTPOJIbHBIX 00Pa3lioB HCXOTHOTO CHIPhs, YIIAKOBOUHBIX MaTEPHAJIOB U MPOITYKIHH,
obecrieyeHrne MpaBUIBLHON MapKUPOBKH YHMAKOBOK C MCXOJHBIM CHIPbEM M MPOAYKIIMEH, HAaOM0AeHHE 32
CTaOMIIBHOCTBIO MPOAYKLHUH, YIaCTHE B PACCIICIOBAHUM MPETCH3UN B OTHOIIEHUHM KAadyeCTBa MPOJIYKIIHH.
VYkazaHHble 0053aHHOCTHU JOJDKHBI BBITIOIHATHCS B COOTBETCTBUHU C YTBEP)KJICHHBIMH MPOLIEAYPAMHU U MIPH
HE00X0IUMOCTH O(OPMIIATHCS TOKYMEHTAIBHO.

205. (6.3) Ilpu omeHke kadecTBa TOTOBOM MNPOAYKUMU JOJDKHBI paccMaTpUBaThCs BCE
COOTBETCTBYIOIIME (DAaKTOPHI, BKIIOYAs YCJIOBUS IPOM3BOJACTBA, PE3YJIbTAaThl KOHTPOJIL B MpoIecce
MPOM3BOJICTBA, 0030p MPOM3BOJCTBEHHOM JOKYMEHTAllMM (BKJIIOYAs JTOKYMEHTALMIO Ha YIMaKOBKY),
COOTBETCTBHUE CHEIM(PUKALNAM Ha TOTOBYIO MPOJIYKIMIO U MPOBEPKY OKOHYATEIHHON YMaKOBKH TOTOBON
MIPOAYKITUH.

206. (6.4) Ilepconan moapa3feNeHUs KOHTPOJsL KadyecTBa JODKEH MMETh JIOCTYIl B
MIPOM3BOJICTBEHHBIE 30HBI JJIsi 0TOOPA MPOO U MPOBEACHHUS HEOOXOAUMBIX HCCIIEIOBAHUH.

HpaBI/IJ'[a HaJJI1eKalero naﬁopaTopﬂoro KOHTPOJIA KaveCTBa

207. (6.5) Iomemienus U 060pyAOBaHHE KOHTPOJIBHBIX J1A0OPATOPU TOJIKHBI COOTBETCTBOBATH
O0IIMM M CHEUUANTbHBIM TPEeOOBAaHUIM, NMPEABABIAEMBIM K 30HAM KOHTPOJS KayecTBa, YCTAHOBJIECHHBIM
nyHkTamu 46 - 91 nacrosumux [Ipasui.

208. (6.6) Ilepconan, momereHus: 1 060pyAOBaHHE JIAOOPATOPUIT JOKHBI COOTBETCTBOBATH BHULY
1 00beMy TPOM3BOJACTBA. B OTAEIBHBIX CIydasx JOMYCKAeTCsl MCIOJIb30BaHHE CTOPOHHUX J1ab0opaTOpHid
IIPYU YCIIOBUHU BBITIOJIHEHUS] UIMU TPEOOBaHUH, U3MOKEHHBIX B NMyHKTax 237 - 255 Hacrosimux [Ipasun, u
BHECEHHS COOTBETCTBYIOIUX 3aITUCEH B JOKYMEHTHI [0 KOHTPOJIIIO KaueCTBa.

JdoxkymeHTanus

209. (6.7) HokyMmeHTaIusi KOHTPOJIBHBIX J1a0OpaTOpuil JOJKHA COOTBETCTBOBATH TPEOOBAHUSM,
U3JI0)KEHHBIM B nyHKTax 92 - 134 nactosaummx [IpaBmi. BaxxHas yacTh 3TOH TOKyMEHTALlUU OTHOCUTCS K
KOHTPOJIIO Ka4eCTBA.

210. B moapa3meneHUM KOHTPOIS KadyecTBAa JOJDKHA OBITh JIETKO JOCTYIHA CJIEeAyIoIias
JTOKYMEHTAIHS:

crnienn(puKanuy;

nporeypsl 0T60pa mnpoo;
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METOIMKM M JOKYMEHTBHl II0 IIPOBEIEHHBIM MWCIBITAaHUSAM (B TOM YHCJIE aAHAJIUTUYECKUE
OIEPaLMOHHBIE JIUCTHI U (WIH) TAOOPATOPHBIE JKYpPHAIIBI);

AHAJINTUYECKUE OTYETHI U (WIIM) JOKYMEHTBI, IOATBEP/KAAIOIINE KaueCTBO;

pe3yabTaThl MOHUTOPUHTA MPOU3BOIACTBEHHON CpeIbl, Iie TpedyeTcs;

IIPOTOKOJIbI BAIMAAIIMA METOIUK UCIIBITAHUMN, TJ1€ TPUMEHUMO;

MPOIIEeTyphl U MPOTOKOJIBI KATMOPOBKU MPUOOPOB M TEXHUYECKOTO 00CTYKUBaHHUS 000y IOBaHHUS.

211. (6.8) JlroGas nmOKyMeHTalMs IO KOHTPOJIO KadecTBa, OTHOCSINASACS K 3alucsAM IO
IIPOU3BOJCTBY CEpPUM NPOAYKIMH, JOJKHA XPAaHUTHCS B TEUEHHWE OJHOTO Tojia IOCJIEe MCTEUEHHUS CpoKa
TOJHOCTU CEPUU U B TEUEHUE HE MEHEE IISTH JIET MOCJIE OLIEHKH COOTBETCTBHSI CEPUM YIIOJHOMOYEHHBIM
JIMIIOM B YCTaHOBJIEHHOM nopsake (nmoanyHkT "B" nmynkra 28 Hacrosmux [Ipasun).

212. (6.9) lna HEKOTOpBIX BUJOB AAHHBIX (HAIPUMEp, pPe3yIbTaTOB aHAIUTHUECKUX HCIBITAHUM,
BBIXOJa TOTOBOW MPOAYKILIHH, IAPAMETPOB MPOU3BOJACTBEHHOMN Cpelibl) PEKOMEHYETCS XPaHUTh 3alUCH B
BU/JIE, TIO3BOJISIONIEM OLIEHUBATh TEHAEHIIMN U3MEHEHMSI 1TApaMETPOB.

213. (6.10) B nomosnHeHne K HMH(GOPMAIMH, SBISIOMIEHCS YacThIO JIOChE HAa CEPHIO, JOJDKHBI
COXPAHATHCA U OBITH JIETKOJOCTYITHBIMU JAPYTHE UCXOAHbIC TaHHBIC, TAKHE KaK Ja0opaTOpHbIE KypHAIbl U
(wnn) 3anucw.

OT160p npod

214. (6.11) IIpousBoguTens IOJDKEH OCYHIECTBIATH OTOOP TPOO B COOTBETCTBHH C
YTBEPKJICHHBIMH MIPOLEAYPaMH, KOTOPBIE ONPEEISIOT:

crnoco6 oTdopa mpoOsr;

UCTIOJIb3yeMoe 000pyI0BaHUE;

KOJINYECTBO 00pa3iia, KOTOPOE JT0JKHO ObITh 0TOOpaHo;

MPOLIEAYPHI TIO Pa3eIICHNUI0 OTOOPAHHOTO 00pa3iia Ha YacTu (TIpu HEOOXOJUMOCTH);

THUI U COCTOSIHUE Taphl, HCIIOJIB3yeMOH st 0TOOpa MpoObI;

UACHTU(PHUKAIHIIO Tapbl ¢ 0TOOPaHHBIMU IPOOAMU M Taphl, U3 KOTOPOH ObLIM OTOOpaHbI MPOOHI;

mo0bIe 0COOBIE MEphI MPETOCTOPOKHOCTH, KOTOPhIE HEOOXOIUMO COONIONaTh, OCOOCHHO IpHU
oTOOpe 00pa3IOB CTEPUIILHBIX U BPEIHBIX BEIICCTB;

YCIIOBHSI XpaHCHHUS;

MIPOIIEeTyphl IO OYUCTKE U XPAHEHUIO 000PYJ0BaHUs sl 0TOOpa mpoo.

215.  (6.12) OtoOpaHHBIE  KOHTPOJbHBIE  OOpa3lbl  JOJDKHBI  MPEACTaBIATH  COOOM
NPEJCTaBUTEIbHYIO BBIOOPKY CEpPUM MCXOJHOTO CBHIPhS, YIMAKOBOYHBIX MAaTEpUAIIOB WJIM TOTOBOM
OpoAyKUIUH. MoryT OBITh Takke OTOOpaHbl JOMOJHHUTEIbHBIE O0pa3lbl A7 MOHUTOpPHMHIa Hamboiee
BaYKHBIX 3TaIlOB Ipolecca (HanpuMep, €ro Hayajla Wik OKOHYaHUs).

216. (6.13) Ha oTukerke Tapbl C OTOOpaHHBIMH 0Opa3lamMHM JOJDKHBI OBITh YKa3aHbl ee
COJIEP’)KUMOE, HOMEp CepuH, JaTa 0TOopa mpod, a TakkKe 0003HAUCHUE YIAKOBKH, U3 KOTOPOUH 3TH MPOOLI
ObUTH OTOOPAHBI.

217. (6.14) JlonmonHuTenbHble TPeOOBAHUS B OTHOIIEHHUH KOHTPOJIBHBIX M apXUBHBIX 0Opa3loB
npuseneHsl B [Ipunoxenun N 18 k HacTosiuM [TpaBuiam.

IIpoBenenne ncnbITAHUM

218. (6.15) Meroauku KOHTpOJS KadecTBa JOJDKHBI OBITh BaJIMAMPOBaHBL. Bce wucmbITaHus,
NIPUBEJICHHBIE B PETUCTPALMOHHOM JI0ChE, TOJIKHBI OBITh MPOBEACHBI B COOTBETCTBHU C yTBEP)KICHHBIMH
METOIUKAMH.

219. (6.16) ITomyyeHHbIe pe3ysbTaThl UCIBITAHUN TOJDKHBI OBITH JTOKYMEHTAJIBHO O(OPMIICHBI
IIPOBEPEHBI U1 FapaHTUHU UX COOTBETCTBUS APYT Apyry. Bce pacueTsl JOMIKHBI TIIATEIBHO IPOBEPSATHCS.
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220. (6.17) IlpoBonnMBble MCTIBITAaHUS AOJKHBI PETUCTPUPOBATHCA C YKAa3aHHUEM B JOKYMEHTaX, B
TOM YHCJIE CIETYIOIUX JAHHBIX:

a) (a) HauMMEHOBaHHE HMCXOJTHOTO ChIPbs, YHNAKOBOYHBIX MAaTEpUATIOB MM HPOAYKIUH U IpH
HEOO0XOIUMOCTH JIEKaPCTBEHHON (hOPMBI;

6) (b) HOMep cepuM, MNPHUCBOCHHBIM MNpPH TNPUEMKE, M, TI/A€ MPUMEHUMO, HOMEp CEpHH
MIPOU3BOIUTENS, a TAK)KE HAMMEHOBaHHUE POU3BOIUTENS U (MJTN) TOCTABIINKA;

B) (C) cChUIKA Ha COOTBETCTBYIOIIUE CTICHU(PHUKAIIMH U TPOLIEAYPHI UCIIBITAaHUIA;

r) (d) pe3ynbTaThl HCHBITAaHHH, B TOM YHWCJIE HAOJIOACHHS, BBIYMCICHHS, U CCHUIKM Ha BCE
JTOKYMEHTBI, COJIepKaIie Pe3yIbTaThl IPOBEACHHBIX aHAIHU30B;

1) (€) AaThl MPOBEACHUS UCTIBITAHUIA;

e) (f) pamunmy 1 MTHULMABI JIULI, TPOBOJUBIINX UCIBITAHHE;

K) (g) damMmnuum W WHUNMANBl JIHMI, [POBEPUBLIMX IPOBEACHUE HCHBITAHUNH W PE3yJIbTAThI
BBIUMCIICHUH, TJIe TPUMEHUMO;

3) (h) ogHO3HAYHOE 3aKIII0UYEHHUE O BbIA4Y€ pa3pelieHus WIH OTKIOHEHUU MPOAYKIUH (WIH Ipyroe
pELIeHne O cTaTyce NPOAYKIMH), 1aTa ¥ MOAIUCh OTBETCTBEHHOTO JIUIIA.

221. (6.18) Bce omepamuu mo KOHTPOJIO B MpPOLIECCE MPOU3BOJACTBA, BKIKOYAs T€, KOTOPHIE
BBITOJIHSIOTCS B TIPOU3BOJICTBEHHOM 30HE MMPOM3BOACTBEHHBIM MIEPCOHANIOM, HEOOX0AUMO OCYIIECTBIATDH B
COOTBETCTBUHM C METOAMKAMH, YTBEP)KICHHBIMH MOJApA3IeICHHEM KOHTPOJIS KauecTBa, a UX PE3yJbTaThl
TOJKHBI OBITH 0(OPMIIEHBI TOKYMEHTAJIBHO.

222.(6.19) Ocoboe BHUMaHKE HEOOXOANMO YAEISATH KAUeCTBY JIA0OPATOPHBIX PEAKTUBOB, MEPHOI
na0opaTOpHOIl MOCYJBl U THUTPOBAHHBIX PACTBOPOB, CTAaHAAPTHHIX OOPA3IOB M MHUTATENBHBIX cpea. Mx
MIPUTOTOBJICHHUE U TMOATOTOBKA JIOJIKHBI COOTBETCTBOBATH TPEOOBAHUSAM YTBEPKACHHBIX HHCTPYKITUH.

223. (6.20) JIaGopaTopHble pacTBOPHI PEAKTUBOB OJIKHBI UMETh MAPKUPOBKY C yKa3zaHHEM JaThl
NPUTOTOBIICHUSI U C TOANHCAMU HCHONHUTENed. Ha 3TukeTke NOMKEH OBITh YKa3aH CPOK T'OJHOCTH
HECTaOMJIBHBIX PEAaKTUBOB M MUTATEIbHBIX Cpel W crheuu(puyeckue ycloBHS WX XpaHeHus. Jlns
TUTPOBAHHBIX PACTBOPOB HEOOXOIMMO YKas3bIBaTh JaTy IIOCIEAHEr0 YCTAHOBIEHHS THUTpAa H
COOTBETCTBYIOIIUI MOMPaBOYHBIN KO3 (HUITHEHT.

224. (6.21) IIpu HeoOXOAMMOCTH Ha Tape cJelyeT YKa3blBaTh JaTy MOJyUYeHHs KaKJ0Tro BEIIeCTBa,
UCTOJIB3YEMOro JUIsl TPOBEACHUS HCIBITaHUIN (HampuMmep, PEakTUBOB W CTAHIApTHBIX 00pasIoB), ¢
COOTBETCTBYIOIIIMMHU MHCTPYKLUHUSMHU IO €0 HUCIOJB30BAaHUIO U XPAaHEHUIO. B HEKOTOPBIX Cilydasx Mocie
MOJIyYeHHS WJIH TIepe]l MCIOIb30BAHUEM PEAKTUBA MOXET BO3HHUKHYTh HEOOXOJMMOCTH NMPOBEACHHS €T0
UCTIBITAHUS HA UJCHTUYHOCTD U (WJIM) APYTOrO UCTIBITAHUS.

225. (6.22) XuBoTHBIE, UCHOJb3yEeMbIe JUIsI KOHTPOJIS KOMIIOHEHTOB, MCXOJHOTO CBIPhSl WM
MPOAYKIUH, TOJDKHBI NMPH HEOOXOIMMOCTH MOMEUIAThCS B KAPAaHTHUH Iepes] HavyajJoM padoThl ¢ HUMH.
VX011 32 KUBOTHBIMH M UX KOHTPOJIb JOJDKHBI OBITH OPraHM30BaHBI TAaKUM 00pa3oM, YTOOBI 0OECTIEUUTh
UX MPUTOJHOCTH JUIS HCIIOJIB30BAHUS IO Ha3HauUeHUI0. JKUBOTHBIE JJOJKHBI OBITH MAPKUPOBAHBI, a JAHHBIC
O TPEIIECTBYIONIeH paboTe C HUMU JTOJKHBI OBITH O(hOPMIICHBI JOKYMEHTAIBHO.

HporpaMMa MmoCJICAYOLIECro H3yYCHUA CTA0OMJILHOCTH

226. (6.23) Ilocne Bbimycka B oOpalieHue HeOOXOAMMO MPOBOAUTH MOHHUTOPHHI CTAOMIBLHOCTH
JICKapCTBEHHOT'O Ipernapara B COOTBETCTBUU C NPOTPaMMOM, KOTOpasl MO3BOJHUT BBISBUTH KaKue-THOO
npobjaemMbl CO CTaOMIBHOCTBIO JIGKAPCTBEHHOT'O IperapaTra JaHHOIO COCTaBa B MOTPEOUTENBCKOM
yIaKoBKe (Hampumep, U3MEHEHHsI COJIepKaHMsl TpuMeceil Ui MpouiIs pacTBOPEHHUS).

227. (6.24) Lenpto mporpamMmbl MOCIEAYIOMIET0 U3YYCHUSI CTAOMIBHOCTH SIBISIETCS MOHUTOPUHT
JIEKapCTBEHHOI'O IIpenapaTa B TEUEHUE BCEr0 CPOKA FOJHOCTH U ONPEJEIIEHUE TOTO, YTO OH COOTBETCTBYET
CBOEH crienupuKay Mpyu COOIOICHIH YCIOBUIA XpaHEHHUs, YKa3aHHBIX B MAPKUPOBKE.

228. (6.25) Beiueyka3anable TpeOOBaHHS OTHOCATCS, TIJIABHBIM 00pa3oM, K TOTOBBIM
JICKapCTBEHHBIM IIpernaparaM B IOTPEOUTENBCKOM yMakoBKe, HO HEOOXOJUMO TaKKe BKJIIOYUTH B
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porpamMMy IMOCTEIYIOIIEro U3y4eHus! CTabuiIbHOCTH Hepac(acoBaHHYIO MPOAYKLHMIO. B yacTHOCTH, eciu
Hepac(hacoBaHHYIO MPOAYKLUHUIO XpaHAT JUIMTENbHOE BpeMs [0 YNAaKOBKM U (WIM) Nepefayu ¢
MIPOM3BOJICTBEHHOTO y4YacTKa Ha yYacTOK YMAaKOBKH, HEOOXOJMMO H3yYUTh M OLEHHUTH BIUSHHE 3TOTO
¢akTopa Ha CTaOMIILHOCTh TOTOBOW MPOAYKIIUH ITPH COOTBETCTBYIOIINX MAapaMeTpax OKPYKAIOLIEH CpeIbl.
VYkazaHHoe TpeOOBaHUE NPUMEHSETCS TaKKe K IMPOMEKYTOYHOH NPOMYKIHH, KOTOpas XpaHUTCS H
UCTIONB3YeTCsl B TEUYEHHME [UIMTENBbHOro Tepuona. MccienoBaHue CTaOMIBHOCTH JIEKAPCTBEHHOTO
npernapara, KOTOPbI TOTOBUTCS HEMOCPEICTBEHHO Iepe] NMPUMEHEHHEM, HPOBOISAT NpU pa3palboTke
JICKapCTBEHHOTO  Mpernapara. BkirodeHHe TakuX JIEKApCTBEHHBIX IpenapaToB B MPOrpaMMmy
MOCTIeIYIOIIEro U3Y4YeHUsI CTa0MIIbHOCTH He Tpedyerca. OHaKo, €Clii MPUMEHUMO, MOXKET MPOBOIUTHCS
nocyenyrolee U3y4eHrne CTabMIbHOCTH TaKOTo Mpernapara.

229. (6.26) Ilporpamma MOCHEAYIOMIETO H3y4YeHHs] CTAOMIBHOCTH JOJDKHA OBITH OdopmiieHa
JOKYMEHTaJIbHO B COOTBETCTBHM C TPEOOBAaHHMSIMHM, YCTAaHOBIECHHBIMH IyHKTamMu 92 - 134 HacTosmumx
ITpaBui, a pe3ynpTaThl paboThl 0opMIIeHBI B BUe oTyeTa. OOOpYAOBaHHE, UCIIOIB3YyEMOE ISl U3yUCHHS
CTaOMJIBHOCTH (B YaCTHOCTH, KIMMATHYECKHE KaMephl), JOJDKHO OBITh KBATU(UIIUPOBAHO U JIOJKHO
00CITy’)KUBaThCSI B COOTBETCTBHM C TPEOOBAaHUSAMH, YCTaHOBICHHBIMH INyHKTamu 46 - 91 HacTosmmx
ITpaBui u [lpunoxxenuem N 15 k HacrosmuM [IpaBunam.

230. (6.27) Otuer o paboTe MO MpOorpaMMe MOCIEAYIOUIETO H3YyUYeHUS CTAOWJIBHOCTH JTOJDKEH
BKJIIOYATh B ce0s BECh MEPUOJ 10 UCTEUECHUSI CPOKA T'OJAHOCTU NMPOAYKIMU M COAEpKaTh, B YaCTHOCTH,
CIICAYIOIINE TaHHBIE:

HoMep(a) cepun (i) 11 pa3TUYHBIX TO3UPOBOK U PAa3HBIX Pa3MEpOB Cepuil, I7ie NPUMEHHUMO;

JaHHble O (U3MYECKUX, XUMHUYECKHUX, MHMKPOOMOJOTHUECKUX U OHOJOTHMYECKHUX METOAax
HUCIIBITAHMI;

KPUTEPHH ITPUEMIIEMOCTH;

CCBUIKHM Ha METO]Ibl UCTIBITAHUH;

OIMCaHME BU/A YIIaKOBKHU;

NEPUOIMYHOCTD UCTIBITAHUHN (TOUKH KOHTPOJISI BO BPEMEHH);

OIMCaHME YCIOBUN XpaHEeHUs (He0OX0AMMO UCIIONB30BaTh CTAHIAPTU3NPOBAHHBIE B HOPMAaTHBHBIX
npaBoBbIX akTax Poccuiickoit denepanyu ycioBUS AN JATUTEIBHOTO HUCHBITAHUA CTAOMIBHOCTH,
COOTBETCTBYIOIIME JTAHHBIM PETUCTPAILIMOHHOTO J10ChE);

JpyTre HeOOXOJMMBbIE MTOKa3aTelu, ClIeU(pHIECKUe I JaHHOTO JIEKapCTBEHHOTO Mpernapara.

231. (6.28) Otuer o paboTe MO MPOrpaMMe IMOCIEIYIOMIET0 M3yYeHUs CTAOMIBHOCTH MOXKET
OTJIMYAThCA OT OTYETa O MEPBOHAYAIBHOM JUIUTEIHOM MCIBITAHUHM CTa0MIIBHOCTH, TPEACTABICHHOTO B
PETUCTPAIIMOHHOM JIOChE, NP YCIOBUU OOOCHOBAHUS U JIOKYMEHTAJILHOTO O(hOpMIICHHUS B OTYETE (B TOM
qHcye OTINYNS B IEPUOAMYHOCTH UCIIBITAHHIA).

232. (6.29) Yucno cepuil W NMEPUOAMYHOCTh HCTBITAHUH JOJHKHBI OOECIIEUMBATH JTOCTATOYHBIN
00bEM JaHHBIX JJIs MPOBECHHS aHAIN3a TEHACHIMIA n3MEeHEHHs. B mporpaMmy nocieayomnero n3y4eHus
€XEroZIHO JIOJDKHA BKIIIOYATHCS, KAK MUHUMYM, O[HA CEpPHs POU3BEACHHOTO JIEKAPCTBEHHOIO Mperapara
B K&)XJIOW TO3MPOBKE U B KAXKJIOM BHJIE€ MEPBHUYHON yHakoBKH. VMICKIIIOUeHHEM SIBIISIOTCS CIIy4ad, KOTJa B
TEYEHHUE roJla He MPOU3BEACHO HU OJTHON CEepUH JTAaHHOT'O JIEKAPCTBEHHOIO Ipernapara, eciii HHoe He OyJeT
000CHOBaHO Mpou3BoauTeNeM. [l JeKapCTBEHHBIX MPENapaToB, MOCIeAyIOIee n3ydeHue CTaOMIbHOCTH
KOTOPBIX TpeOyeT MCIOJb30BaHMUS KMBOTHBIX W HE CYIIECTBYET albTEPHATUBHBIX BaJIUIUPOBAHHBIX
METOMK, MEPUOJUYHOCTh KOHTPOJS MOXKET OBbITh yCTAaHOBJICHa HAa OCHOBAaHUH OIICHKH PHUCKOB. Moryt
UCTOJIb30BATHCSl PAMOYHBIC WJIM MATPUYHbIE CTPYKTYPHI MPH JTOKYMEHTAJIbHOM O(QOPMIICHHH, €CIIU UX
MPUTOHOCTh COOTBETCTBYIOIIUM 00pa3oM Hay4YHO 0OOCHOBaHA.

233. (6.30) B HEeKOTOpBIX Cilydasx B MOCIEAYIOIIee H3yUeHNE CTaOMIBHOCTH JJOJKHBI BKIIIOYATHCS
JIOTIOJTHUTENbHBIE cepuH. B yacTHOCTH, mocnenyromee n3yuyeHne CTaOMIbHOCTH HEOOXOIUMO MPOBOIUTH
nocjue Jr00ro 3HAYUTEIHLHOIO M3MEHEHUS WM 3HAYUTEIHHOIO OTKJIOHEHHS B MpOIEcce MPOU3BOACTBA
WIN YTIaKOBKU. DTO K€ OTHOCHUTCS M K JIIOOBIM ONEpaIisiM 10 MOBTOPHOI 00paboTke, nepepaboTke Win
pereHeparyu.

234. (6.31) PesynbTaThl NOCHEIYIOMIETO H3YyYEHHsS] CTAOMJIBHOCTH MJOJDKHBI OBITH JOCTYIIHBI
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OTBETCTBEHHOMY MEPCOHATY U OCOOCHHO YIMOJHOMOYEHHOMY(bIM) nuiy (nuuam). Eciu mocnenmyromee
U3yYeHHe CTAOMIBLHOCTH OCYIIECTBIISIETCS HE HAa MECTE MPOM3BOJACTBA Hepac(hacOBAaHHOM HIIM TOTOBOM
IOPOAYKIUH, TO MEXIy YYaCTBYIOIIUMH CTOPOHAMH JOJDKHO OBITh O(OPMIICHO COOTBETCTBYIOLIEE
coryamieHue. Pe3ynbTarel MOCIEAYIOMIET0 H3Y4eHHUs CTaOWJIBHOCTU JOJDKHBI HAaXOAMTHCS Ha MecTe
MIPOM3BOJICTBA JUIS IPEACTABICHHS YIIOJTHOMOYEHHOMY (e/iepaIbHOMY OpraHy UCHOIHUTEIBHOM BIACTH.

235. (6.32) [IpousBoauTeNb JOKEH aHATM3UPOBATh CIIy4an BhIXOJa 3a MpeAesbl crienuuKanui 1
CYLIECTBEHHbIC HETHIUYHBIC TEHAEHIMH. JII000H MOATBEP>KACHHBIA BBIXOJ 32 Mpeaeibl Creru(puKanum
WIA CYIIECTBEHHbIE HETAaTHUBHBIC TEHICHLUHU JOJDKHBI JOBOIUTHCS 1O CBEACHUS YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HMCIOJHUTEIBHON BiIacTh. B COOTBETCTBUHM C TpeOOBaHUSMH, YCTaHOBJICHHBIMU
nyHkTamu 256 - 272 nacrosmux [IpaBui, a Takke Ipu KOHCYJIBTAIIMH C YIIOJTHOMOYEHHBIM (pesiepanbHbIM
OpPraHOM HCIIOJIHUTEIBHON BIACTU CJENyeT PAacCMOTPETh BO3MOXKHBIC NCHCTBHS B OTHOLICHHM CEPH,
HaXOJALINXCS HA PHIHKE.

236. (6.33) 3axitoueHHs MO U3YYECHHUIO CTAaOMJIBHOCTH, B TOM YHCIIE TPOMEXYTOUYHBIC BBIBOBI,
JOJDKHBI OOPMIITHCS TOKYMEHTAIBHO. JJaHHBIE 110 CTAOMIBHOCTH CIIEyeT MOABEPraTh MEPUOANIECKOMY
0030py.

JleATeJbHOCTD, epeJaBaeMasi 11l BBINOJIHEHHs Apyroi opranusanum (ayrcopeunr) (I'lmasa 7)

HpuHumun

237. Jlrobasi AesTenbHOCTh, Ha KOTOPYIO pacHpocTpaHsiorcs Hactosiue IlpaBuna u koTtopas
nepenaHa Jpyroi (CTopoHHe#) opraHu3anuu (mepelaHa Ha ayTCOPCHHT), HAIJIeKaluM o0pa3oMm
OTIPEJIENIAETCS, COTIIACOBBIBAETCS M KOHTPOJIUPYETCS BO N30eKaHUE pa3HOYTCHUH, CIIOCOOHBIX NMPUBECTHU K
HEYJIOBJICTBOPUTEIBHOMY Ka4eCTBY NMPOIYKIIMU WM BBIIOJIHAEMBIX paboT. JIoroBop MEXIy 3aKa3uuKoM H
UCTIOJTHUTENIEM 3aKJIIOYaeTcs C yKa3aHHEM YETKO OIpEIeNIEHHBIX OOS3aHHOCTEH KaXIO0W M3 CTOPOH H
IIpelycMaTpuBaeT NOPSAIAOK JEHCTBUH U OTBETCTBEHHOCTh YIOJHOMOYEHHOI'O JIMIIA 3a BblIady
pa3pelleHus Ha BBITYCK KaXKIO0W CEPUU MPOLYKIIUH.

238. TpeOoBanusi, ycTaHOBIEHHble IyHkTamu 237 - 255 nHactosmmx IIpaBui, HE OTMEHSIOT
COOTBETCTBYIOIIMX O0OS3aHHOCTEH NPOM3BOAUTENCH MO (OPMHUPOBAHUIO PETHCTPALIMOHHOTO J0ChEe U
HEOO0XOIMMOCTY HaJIMYUS JHUIEH3UM HAa MPOU3BOJICTBO JIEKAPCTBEHHBIX CcpelCcTB. OHU HE YCTAHABIMBAIOT
OTBETCTBEHHOCTh MCIIOJHUTENS] W 3aKa3uMka Iepea MOTpeOHuTeneM, KOTopas OIpeneieHa WHBIMU
HOPMAaTUBHBIMU IIPaBOBBIMU akTaMu Pocculickoit denepanuu.

OO0mmue Tpe0OBaHMA M PeKOMEHIALHHI

239. (7.1) B nmoroBop, Mo KOTOPOMY OCYIIECTBISIETCS Tiepeaadya JIesTeIbHOCTH Ha ayTCOPCHUHT,
pPEKOMEHIyeTCsl BKIIOYATh YKa3aHUS Ha MPOAYKIHIO, pabOThl WM YCIYTH, OCYIIECTBICHHE KOTOPBIX
IIEpPElaeTCsl Ha AyTCOPCHHI, a TAK)XXE BCE CBSI3aHHBIE C TaKOM [EATEIbHOCTHIO TEXHUUYECKHE U HHbIE
COIJIALLIEHUS K AOTOBOPY.

240. (7.2) HoroBop, M0 KOTOPOMY OCYLIECTBISIETCS Mepenaya JAesTeIbHOCTH Ha ayTCOPCHUHT, a
TaK)Xe BCE MPEJIOKEHHBIE MU3MEHEHUs TEXHUYECKUX WM MHBIX COMIAIIEHUH JOJIKHBI COOTBETCTBOBATH
3aKOHOJAaTeNnbCTBY Poccuiickoi @enepauud MW PETUCTPALIMOHHOMY JIOCbE Ha COOTBETCTBYIOLIYIO
IIPOAYKIIHIO.

241. (7.3) Ecnu ropuandeckoe JIMI0, Ha UMSI KOTOPOT'O BBIIAHO PErUCTPALIMOHHOE YAOCTOBEPEHUE,
U TPOU3BOJUTENHh HE SBISIOTCS OJHOW OpraHM3alle, TO MEXIy HHMH JOJDKHBI OBITh 3aKITIOYCHBI
COOTBETCTBYIOIIME COIVIALIEHUS ¢ YYETOM IOJIOKEHUM, YCTAHOBIEHHBIX ITyHKTaMu 237 - 255 HacTOSIIUX
IIpaBuir.
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3aKa3uuK

242. (7.4) ®apmarieBTUYECKasi CUCTEMA KayecTBa 3aKa34MKa JOJDKHA BKIIIOYATh B ¢€0s KOHTPOJIbh U
NPOBEPKY JIOOOH JesTeIbHOCTH, IMEpeJaHHOH Ha ayTCOPCHHI. 3aKa3uhK TapaHTUPYeT IpPOBEICHHE
KOHTPOJISI JESATEIBHOCTH, NEPEJAHHOW HAa ayTCOPCHUHI. DTOT KOHTPOJIb AOJDKEH BKIIIOYATh NPUHIUIIBI
YIPaBIEHUS PUCKAMHU Ul KQUeCTBA M YUUTHIBATh HIXKEIIPUBEACHHBIE MOJIOXKEHUS.

243. (7.5) Mo mnepemauM MAEATENbHOCTH Ha AayTCOPCHUHI 3aKa34uMK JOJDKEH YOeIuThCs B
MIPABOCIIOCOOHOCTH WCHOJHUTENA (B TOM 4YHCJIE€ B HAJUYMU Yy HETO HEOOXOJMMOH B COOTBETCTBUHU C
3akoHoAarenbcTBOM Poccuiickoil denepanun JHMLIEH3UHM), B €r0 KOMIIETEHTHOCTH W HAJIWYUU Y HETO
BO3MOKHOCTH BBITIOJIHUTh 00s3aTelIbCTBA 1O JIOTOBOPY HAJUIeKALMM O0pa3oM B COOTBETCTBUU C
TpeOoBaHusAMU HacToAummx IlpaBmi. PexoMmenayeTcs Takke BKIOYaThb B JIOTOBOP IIOJIOXKEHUS,
o0ecreurBaroIue BHIIOIHEHNE TpeOoBaHuid HacTosmux [IpaBui.

244. (7.6) 3aka3uMK JOJDKEH NPEJOCTaBUTh MCIOJHHUTENII0 BCIO HMH(GOpPMAIMIO U CBEICHUS,
HEOOXOIMMBIE JJIsl HAJIEKAIIEr0 WCIOJHEHUS MPEeIyCMOTPEHHBIX JIOTOBOPOM O0S3aTENbCTB B
COOTBETCTBUM C 3aKoHozarenbcTBOM Poccuiickoil denepanyyu M perucTpalMoOHHBIM J10ChE. 3aKa3uMK
JOJDKEH TapaHTHPOBATh, YTO HCIOJIHHUTENb IMOJHOCTHIO OCBEIOMIIEH 000 BceX (pakTopax, CBA3aHHBIX C
MPOAYKIMEN WM AESITEIbHOCTBIO, IEPEJAaBa€MOMl Ha ayTCOPCHHI, KOTOpPHIE MOTYT IPEACTaBIAThH
OTIACHOCTH YIS €r0 MOMEILEeHHH, 000pyI0BaHus, IEPCOHANIA, HCXOAHOTO ChIPhS HITU IPYTrOil MPOIYKIINH.

245. (7.7) 3aka3zyvk IOHKEH KOHTPOJIHMPOBATH M IMPOBEPATH JACUCTBHS HCHOJIHHUTENS, a TaKKe
BHEPEHHE UCTIOJHUTEINIEM JIF000T0 HEOOXOIUMOTO YITyUIICHHS.

246. (7.8) 3aka3uuk sBIsSIETCSA OTBETCTBEHHBIM 3a IIPOBEPKY M OLEHKY 3alMCENl U PE3yJIbTaTOB,
CBSI3aHHBIX C JICSATEIBHOCTHIO, IEPEJaHHON Ha ayTCOPCUHT. 3aKa3UuK JOJDKEH YOeIUThCSI CaMOCTOSITEILHO
WIM Ha OCHOBAaHUM TOATBEP)KIACHHS YHNOJHOMOYEHHOI'O JIMIIA HCHOJHUTENSA, 4YTO BCS MPOAYKLHA U
MaTepHalibl, TOCTABICHHBIC €My HWCIOJIHUTENEM, OBLIM MPOU3BEACHBI B COOTBETCTBUHM C HACTOSIIUMH
[IpaBuiiamMu U peruCTpallMOHHBIM J10CHE.

HUcnoanurean

247. (7.9) Ucnionautens JOMKEH UMETh HEOOXOUMbIC 3HAHMSI, OMBIT U KOMIIETEHTHBIN MEepPCOHA,
a TaKKe pacroyiaraTb COOTBETCTBYIOIIMMH IOMEUICHUSAMH, OOOpYIOBaHHEM JJs HaJIeKallero
HCIIOJIHEHUS 0053aTEIbCTB 10 AOT0OBOPY.

248. (7.10) McnonHurenb OOMKEH yIOCTOBEPUTHCS, YTO BCS MPEAOCTABICHHAs €My MPOIYKIIMS,
HCXOJHOE CBIpbE, YIIAKOBOUHBIE MAaTEPHAJIbl U CBEECHUS MPUTOJHBI U1 UCIIOJIb30BaHNUs 110 Ha3HAUEHUIO.

249. (7.11) HcnomHutenb HE IOJDKEH IIepelaBaTh TPETbed CTOpOHE pabOThl WM YCIYyTH,
MOPYYECHHbIE €My MO J0roBOpY, 0€3 MpenBapUTEIbHOTO PACCMOTPEHHSI M COTJIACOBAHUS C 3aKa3UHUKOM.
[Tpu 3akII0YEHHU COTJIAIICHUS MEXIY HCIOMHHUTEJIEM U TPeThei CTOPOHOW JOJDKHA OBITh oOecredyeHa
rapaHTdsi TOTO, 4TO WH(OpMAaIMs, BKIIOYAs CBEJCHHS OO OIICHKE COOTBETCTBUSI TPEThEH CTOPOHBI,
MIPEIOCTABIIACTCS] TAKUM K€ 00pa30M, KaK MEXAy MepBOHAYAILHBIMH 3aKa3YMKOM M UCIIOJTHUTEIIEM.

250. (7.12) MHcnomuutenb He JOMDKEH IPOU3BOAUTH HECAHKIMOHUPOBAHHBIE W3MEHEHMUS,
BBIXOJISIIINE 32 PAMKH JIOTOBOPA, IOCKOJIBKY 3TO MOXET HEOJaronpusTHO MOBIHMATH HA Ka4eCTBO padoT,
IIPOBOAMMBIX ISl 3aKa34MKa.

251. (7.13) HcnonHuTens NOJDKEH MOHMMAaTh, 4YTO pabOThI, IepenaBaeMbleé Ha ayTCOPCHHT,
BKJIIOYast TPOBECHUE aHaJIH3a 110 I0TOBOPY, POBEPSIIOTCS YIOIHOMOYEHHBIMHU (heiepalbHbIMU OpraHaMH
HCIIOJIHUTENILHOM BJIACTH.

Jorosop

252. (7.14) Mexay 3aKka34lMKOM M HMCIIOJHHUTEIEM JOJDKEH OBbITh 3aKJII0UEH JI0TOBOP, B KOTOPOM
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pPEKOMEHAYEeTCS ONpEeACTUTh WX B3aUMHBIE O00s3aTEIbCTBA W MPOIENYpHl Iepenaud HHPOpMaLuy,
CBSI3aHHBIC C JEATEIBHOCTBIO, NEpeaBaeMoil Ha ayTCOPCUHT. TeXHUYeCKHe acheKThl JOroBOpa JOJDKHBI
COCTABJIATBCS JIMI]AMH, HWMEIOIIMMH COOTBETCTBYIOUIME 3HAaHUS, CBS3aHHbIE C JEATEIbHOCTBIO,
nepeaBaeMoil Ha ayTcopcuHr, W HactoauMmu IIpaBunamu. CornacoBaHHBIE CTOPOHAMH YCIIOBHS
JIOTOBOpPA M BCE CBS3aHHBIE C JJOTOBOPOM TEXHHUYECKHE M MHBIC COTJIAIICHUS, JOJDKHBI COOTBETCTBOBATH
3aKoHOaTenbCTBY Poccuiickon denepanyy U perucTpalOHHOMY J10ChE.

253. (7.15) B noroBope pekOMeHyeTcsl yKa3blBaTh, KaKas M3 CTOPOH OTBEUYAET 3a KaXKIbIM ATal
JesITeIbHOCTH, TIepeIaBaeMoOi Ha ayTCOPCHUHT (HAmpuMep, YIpaBiIeHUE 3HAHUSAMH, EPEHOC TEXHOJIOTHH,
o0ecrieyeHre Ienu MOCTaBOK, 3aKIIOYEHHE J0TOBOpa C TPEThel CTOPOHOMH, 3aKyNKy MCXOIHOTO CBIPbS,
MaTepUaioOB W HMX KauecTBO, IPOBEJCHHUE HCIBITAHUN W BBIAAYy pa3pelIeHUs] Ha HCIIOJIb30BaHHE
HCXOJIHOTO CBhIpbsi W YIAKOBOYHBIX MAaTepHajoB, MPOBEACHUE IPOM3BOJCTBA M KOHTPOJS KayecTBa
(BKIJIIOUAst KOHTPOJIb B TIPOIIECCE MMPOU3BOACTBA, OTOOP 00PA3IIOB M UX aHAIIN3).

254. (7.16) Bce 3amucu, cBsi3aHHBIE C I€ATEIBHOCTBIO, IIEPEJAaBAEMON HA ayTCOPCUHI, HaIIpUMED,
3allMCH TPOM3BOJCTBA, aHAIM3a M PEaTM3alUU MPOAYKLUHU, a TaKKE€ COOTBETCTBYIOLIME KOHTPOJIbHBIC
00pa3ibl JODKHBI XPAaHUTHCS Y 3aKa34yMKa, WK 3aKa3YUK JOJDKEH UMETh K HUM jaocTyn. JIroOble 3amucw,
OTHOCAIINECS K OLIEHKE KayecTBa MPOAYKLWHU, B CIIydae MPEIbsBICHUS MPETEH3HH, MpeanojaaracMoro
HECOOTBETCTBHS TPEOOBAHMSIM WJIM TPU PACCICIOBAHUU B CIIydae MPEANOJIOKEHUS O (albCUPUKAIIH
NPOAYKUUHN JOJDKHBI OBITH JOCTYIHBI 3aKa3YMKy M TOYHO OIpPENEIeHbl B €ro COOTBETCTBYIOIIUX
nporenypax.

255. (7.17) B nporoBope peKOMEHIyeTCs NpeaycMaTpuBaTh IpaBO 3aKa3yMKa Ha ayJauT
nepeaBaeMoil Ha ayTCOPCHHI JESTEIbHOCTH, KOTOpas BBIMOJHACTCS HWCIOJIHUTENEM WM B3aWMHO
COIJIaCOBAHHOM TPEThEU CTOPOHOM.

IIperen3un n or3biB npoaykuuu (I';1aBa 8)

HpuHuun

256. Bce mperensuum u uHpOpManus, Kacamolludecs MOTEHIMAIbHO HeI00pOKaueCTBEHHBIX
JIEKAPCTBEHHBIX CPEJCTB, TILNATEIBHO PACCIEAYIOTCS B COOTBETCTBUM C YTBEPKIACHHBIMHU MPOLEAYPAMHU.
[Tpou3BoauTENH UMEET CUCTEMY OBICTPOTO M 3(h(HEKTUBHOTO OT3BIBA C PhIHKA MPOIYKINHU C BBISIBICHHBIMH
WJIU TIPEIIOIaraéMbIMU HapyIICHUSIMU Ka4eCTBa.

perenzun

257. (8.1) IlpousBonuTens AODKEH HAa3HAYUTh PabOTHHKA, OTBETCTBEHHOTO 3a PAaCCMOTpPEHHUE
NPETEH3Uil U MPUHATHE PELICHH, UMEIOIIET0 MpaBo MpPUBJIEKaTh HEOOXOAUMBIH nepconan. Eciu stot
pabOTHHUK HE SIBISETCS YIOJIHOMOYEHHBIM JIUIIOM, TO YIIOJIHOMOYEHHOE JIMIIO JOJDKHO OBITh IOCTaBJICHO B
M3BECTHOCTH 000 BCeX (haKTax MPEeAbABICHUS NPETEH3HUH, paccieJOBaHuil U OT3BIBOB MPOIYKIINH.

258. (8.2) JleiicTBUS TO PACCMOTPEHUIO IMPETEH3UH Ha MOTEHLUMAIBHO HEJOOPOKAauYeCTBEHHBIC
JICKapCTBEHHBIE CPEACTBA U IO NMPHUHATHUIO PEIIEHUS 00 OT3bIBE MPOAYKIUH JOJKHBI OBITh M3JI0KEHBI B
COOTBETCTBYIOIIUX YTBEPKICHHBIX MPOLIETYpax.

259. (8.3) Jlrobas mpeTeH3uss MO KauecTBY MPOAYKLUUH AOJDKHA OBITh 3aperucTpupoBaHa C
yKa3aHHEeM MCXOIHBIX JaHHBIX M TIIATENbHO paccienoBaHa. K 3Toil pabore, Kak NpaBUiIO, CIEAyeT
MIPUBJIEKATh JIMIIO0, OTBETCTBEHHOE 32 KOHTPOJIb Ka4eCTBA MPOLYKIIHH.

260. (8.4) Ecnu oOHapy>keHO WM IOJ03PEBAETCS HECOOTBETCTBUE KauecTBa KaKOW-IMOO cepuH
NPOAYKIUHN YCTAaHOBJICHHBIM TPEeOOBAHUSAM, HEOOXOJUMO NPUHATH PEIICHUE O MPOBEPKE AHATOTMYHBIX
cepuil, a TaKke TeX Cepuidl, KOTOphle MOTYT BKJIIOYaTh MPOIYKTbHI, MOJY4YEHHbIE NpU mepepadoTke
HE100pOKaYECTBEHHOM Cepuu.
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261. (8.5) Pemenust u Mepbl, NPUHSATHIE MO pPE3yJIbTaTaM pPACCMOTPEHHUs JHOOOH IpeTeH3uH,
JIOJDKHBI OBITH 3apETUCTPUPOBAHBI M BKIIFOUEHBI B COOTBETCTBYIOIIEE JOChE HA CEPHIO.

262. (8.6) 3ammcu paccMOTpeHUsl NPETEH3UH JODKHBI PETYJSPHO AHAIU3UPOBATHCA C ILIEJIBIO
BBISIBJICHUS CIICIIU(PHUECKUX U TIOBTOPSIOMUXCS (PaKTOPOB, KOTOPBIE TPEOYIOT 0COO0T0 BHUMAHUS M MOTYT
MIPUBECTH K OT3BIBY MPOIYKIIHH.

263. (8.7) Ocoboe BHMMaHHE HEOOXOIUMO YAETATH OLEHKE TOrO, SIBISETCS JU HPUYMHOU
npereH3un (aabcuduranus TpoIyKIHH.

264. (8.8) B ciyuae ecnu npou3BOAUTENb MPEAIPUHUMAET IEHCTBUS, SBIIAIOIINECS CIIECICTBUEM
BO3MOXHBIX  OHIMOOK B  MPOM3BOJACTBE,  YXY/IIIEHUS  KadecTBa  MPOAYKLUH,  BBIABICHHA
¢banbcuUIMPOBAHHON TPOMYKIIMM MM JIPYTUX CEPbE3HBIX MpOO0JieM, CBSA3aHHBIX C KaueCTBOM
NPOAYKIUH, JOJDKEH OBITh MPOMH(POPMHUPOBAH COOTBETCTBYIOUIMH YIIOJTHOMOUYEHHBIN (enepanbHblii
OpraH MCIIOJHUTEIHHOMN BIIACTH.

OT3bIB POAYKINHU

265. (8.9) IlpousBoauTens JOJKEH HA3HAYUTh PAOOTHUKA, OTBETCTBEHHOI'O 332 CBOECBPEMEHHBIH
OT3bIB MPOJYKIMHU C PbIHKA, UMEIOILET0 MPaBo MPUBJIEKATh HEOOXOAUMBIH nepcoHan. Kak mpaBuio, 3Tot
paOOTHUK JOJKEH OBITh HE3aBUCHMBIM OT MOApa3feieHUH peanu3anud ¥ MapkeTuHra. Ecimm stoT
pabOTHUK HE ABISAETCS YIOTHOMOUYEHHBIM JIUIIOM, TO YIOJTHOMOUYEHHOE JIULO JTOJIKHO OBITH OCBEOMIICHO
000 Bcex (hakTax OT3bIBA MPOTYKIIHH.

266. (8.10) Ilopsmok oOT3bIBa MPOAYKLMHU JOJDKEH OBITH PErJIAMEHTHPOBAH YTBEP)KICHHOM
MPOIIETypOid, KOTOPYIO CIEIyeT PETYISIPHO MPOBEPATH U NMPH HEOOXOAUMOCTH IIepEeCMaTPHUBATb.

267. (8.11) OT3BIB MPOAYKLUH TOHKEH OCYIIECTBIIATHCS ONIEPATHBHO U B J1I000€ BpeMmsl.

268. (8.12) KommereHTHbIEe OpraHbl BCeX CTpaH, KyJa ObUla HampaBieHa MPOIYKIHSA, TOJDKHBI
OBITh HEMEAJICHHO HMH(POPMUPOBAHBI O MPUHATUH PEIICHUS 00 OT3bIBE MPOIYKINHU B CBS3U C TOA03PECHUEM
W 0OHapy’>KEHHEM HECOOTBETCTBUS €€ KaueCTBa.

269. (8.13) 3anucu mo OTrpy3Ke JOJHKHBI OBITH TOCTYIHBI JIUITY (JIUI[aM), OTBETCTBEHHOMY(BIM) 3a
OT3bIB MPOAYKLUHU, U COJEpXKaTh JOCTATOUHYIO MH(POpPMALHMI0 00 OpraHuM3alusaX ONTOBOM TOProBIU
JICKapCTBEHHBIMHM CPEACTBAMHU U TPSAMBIX 3aKa3uuKax (azpeca, Homepa TenedoHOB u (M) (PakcoB B
pabouee u B Hepabouee BpeMs, HOMEpa cepuil U 00BEMBI TIOCTABOK), BKJIIOYAsi SKCIOPTHBIE IMOCTABKH H
MOCTaBKU 00Pa3LOB JIEKAPCTBEHHBIX CPECTB.

270. (8.14) Oto3BaHHYI0 MPOAYKLUHMIO HEOOXOAMMO MPOMApKHUPOBAaTh W XPaHUTh OTACIHHO B
0e30macHoOi 30He BIUIOTH 0 MPUHITHS PELICHHUS O €€ TAaIbHEHIIIEeM HCIIO0Ib30BaHUH WIIM YHUUTOKEHUH.

271. (8.15) IocnenoBaTeabHOCTh NEHCTBUIA MpPU OT3BIBE MPOIYKIMH JOJDKHA OBITH OdopmiieHa
JTOKyMeHTanbHO. OKOHYATEIbHBIM OTYET JOJDKEH COAEP)KaTh MaTepUaIbHBINA OallaHC MEXI1y KOJMYEeCTBOM
IIOCTaBJICHHOM U BO3BPALICHHOW NPOAYKIIUH.

272. (8.16) DQPeKTUBHOCTH MEPONPUATHI 1O OT3bIBY MPOAYKUUH JIOJDKHA PETYJISPHO
aHAJM3UPOBATHCA.

Camouncnexkuus (I'1aBa 9)

HpuHuun

273. CaMOMHCTIEKLIUS TPOBOJIUTCS C LENIBIO MPOBEPKHU BBIMOJIHEHUS POU3BOIUTENIEM TPEeOOBAHHIMA
Hacrosmux [IpaBun u mpeiokeHuss HeOOXOMMBIX KOPPEKTHPYIOLINX ACHCTBHIMA.

274 (9.1) Bompocsl, Kkacarommecs MepcoHaNa, MOMENIEHUH, 000pyIoBaHHS, IOKYMEHTAIUH,
TEXHOJIOTMYECKOr0 IpoLEecca, KOHTPOJISI KauecTBa, pealu3aliy JEKAPCTBEHHBIX CPENCTB, MEPONPUATUI
1o paboTe C MPETEeH3UsIMH, OT3BIBOB IMPOIYKIMH, @ TAKXKE IEATEILHOCTH 110 MPOBEICHUIO CAMOMHCIICKITHH,
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JOJDKHBI PETYJISIPHO AHAJIM3UPOBATHCS B COOTBETCTBUM C 3apaHee YTBEP)KICHHOW INpOrpaMMmoi I10
OIIpeNIeICHHOMY TpauKy Afisi MPOBEPKH WX COOTBETCTBHSA IMPHHUUIAM (PapMaleBTUYECKOH CHCTEMBI
KayecTBa.

275. (9.2) CamouHcnekusi JODKHA MPOBOJAMUTHCS HE3aBUCHUMO U TIIATEIBHO CIEHUAIBHO
Ha3HAUYEHHBIMU KBATU(UIMPOBAHHBIMMUY JIMLAMH, COCTOSIIMMU B IITaTe mpousBoxutens. [lpu
HEOOXO/IMMOCTH MOJKET OBITh NPOBEIEH HE3aBUCHMBIN ayJUT MPOU3BOIMUTENS IKCIEPTAMU CTOPOHHUX
OpraHu3aLNMH.

276. (9.3) Pe3ynabpraTel CaMOMHCHIEKIMN JOKHBI OBITH O(QOPMIICHBI JTOKYMEHTalbHO. OTYeTsl,
COCTaBJICHHBIE TI0 pe3yJibTaTaM CaMOWHCIEKIMH, JOJKHBI BKIIOYaTh B €e0sl BCIO MOJYYCHHYIO
uHpOpPMALIMI0O U  HEOOXOAMMBIE KOPpPEKTHpYIOIIWEe JACWCTBUSA (rAe mnpuMeHuMo). JledcTBus,
NpeanpuHIMaeMble IO pe3yJibTaTaM IPOBEICHHBIX CAaMOMHCHEKIMH, Takxke cleayeT o(opMIsTh
JOKYMEHTAJIBHO.

IV. OcHoBHbIe TpeOOBaHUA K (papManieBTHUECKUM CyOCTAHUMAM, HCIOJIb3YeMbIM B KauecTBe
HCXOHOTO chipbs (Hacts 1I)

Beenenue (1)

277. ¥Opuauueckue nuna, Ha UM KOTOPBIX BBIJAHBl PErMCTPALMOHHBIE YJIOCTOBEPEHMS, M
MIPOM3BOJIUTENN JIOJKHBI HCIOJB30BATh B KAueCTBE HCXOJHOTO CBHIPhS TOJIBKO T€ (hapMalleBTUYECKHE
CyOCTaHIH, KOTOpPbIE TPOU3BECHBI ¢ COONMI0IeHHEeM HacTosmux [Ipasui.

Heas (1.1)

278. Hacrosmas riaBa yCTaHAaBIMBAaeT TpeOOBaHMSA, KacalollUecs HaJUIeKallero MpOM3BOJCTBA
(bapManeBTHUECKUX CYOCTaHIIMII C COOTBETCTBYIOIEH CHCTEMOW YIpaBieHHs kadecTBoM. OHa Takxke
npegHa3HaueHa isl 1eneil obecreueHust KauecTBa U YUCTOTHI ICHCTBYIOUINX BEIIECTB B COOTBETCTBUU C
NPEIbSIBIAEMBIMU K HUIM TPEOOBAHUSIMH.

279. B Hactosmiel ryiaBe TEpMUH "TPOM3BOJACTBO" BKJIIOYAaET B ceOs BCe BUABI ONEpaluil C
(bapManeBTHYECKUMH CYOCTaHIMSIMU: TPHUEMKY MaTepUalioB, TPOM3BOJCTBO, YNAKOBKY, MEPEYNaKOBKY,
MapKUpPOBKY, NEPEMAapKUPOBKY, KOHTPOJb KAadecTBa, BblAAauy pa3pelleHHs Ha BBIIYCK, XpaHEHHE U
peanu3aiyio, a Takke COOTBETCTBYIOIIME MeEpbl KOHTpouisd. TpeOGoBaHMs, yCTaHOBJICHHBIE HACTOSLICH
IJIABOM, SIBJIAIOTCS 00s3aTeNbHBIMH, eciu [IpmioskeHusiMu K HactosiiuM [IpaBuiaM He yCTaHOBIJICHBI
MHBIE TpeOOBaHUS, MMOJUIEKAIIME TPUMEHEHHIO B COOTBETCTBYIOIIMX CIIy4asx, a TAKXKe €CIIU COONI0ICHHUE
yKa3aHHBIX TpeOOBaHUN HE MOXKET OBITh 3aMEHEHO allbTePHATUBHBIMU JEHCTBUSMH, 00ECIICUUBAIOITIMH
10 KpaliHe! Mepe, DKBUBAJICHTHBIN YPOBEHb KaueCTBa MPOAYKIUU.

280. Hacrosimme IlpaBuia He ycTaHaBIMBAIOT TPeOOBAaHUS, MPEAbABISEMBIE NMPU PETUCTPALMH
¢dapmaneBTHUeCKUX cyOcTaHImid. [IponsBoauTens 00s3aH BBIMOIHATH BCe TPeOOBAaHMUS, YCTAHOBICHHBIC
IIPY BKIIIOYEHUH (papMalleBTUYECKUX CYyOCTaHIIMI B TOCYapCTBEHHBIN PEeCTp JIEKapCTBEHHBIX CPE/ICTB.

Obsacty npumenenus (1.2)

281. Hacrosamas rnaBa ycTaHaBIMBAaeT TpPeOOBaHUS K MPOU3BOACTBY (hapMaleBTHUECKUX
CyOCTaHIIMI, HCIIONB3YeMbIX B MPOU3BOJCTBE JICKAPCTBEHHBIX IPEMapaTroB Ui MEIUIMHCKOTO U
BETEPUHAPHOTO TMPHMEHEHHs, B TOM 4YHCIE K MPOU3BOJACTBY (PapMaleBTUYECKUX CYOCTaHIIHH,
[I0JIy4a€MbIX C HCIIOJIb30BAHUEM JIOHOPCKOM KpOBM WJIM IUIa3Mbl B KaueCTBE HCXOJHOTO ChIpbs. OHa
IIPUMEHSIETCA KO BCEM MCXOJHBIM JIEHCTBYIOIIMM BEIIECTBAM COBMECTHO ¢ [lpunoxenusmu N2 - 7 k
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HacrosmuM [IpaBunam, Tae coneparcs JOMOJHUTENbHBIE TpeOOBaHMS sl ONpPENEICHHBIX BUIOB
JEACTBYIOILUX BEIIECTB.

282. Ilynktel 622 - 644 nacrosimux IlpaBun cogepxar TpeOOBaHU, KOTOPbIE PACIPOCTPAHSIIOTCS
TOJNBKO HA MPOU3BOJACTBO  (hapMalEeBTHUECKUX CYOCTaHIMM, HCIONB3YeMbIX JJS  IONYyYCHHS
JIEKapCTBEHHBIX NIPENApPaTOB, IPEAHA3HAUECHHBIX IS KIMHUYECKUX MCCIEA0BAHNM.

283. K mpou3BOJCTBY CTEpWIBHBIX (apMalleBTUYECKUX CYyOCTaHIMHA TpeOOBaHUS HACTOALICH
IJIaBbl IPUMEHUMBI TOJIBKO A0 CTaJUU CTEPUIU3ALUY.

284. Hacrosmas ryiaBa HE pPAcIpOCTPaHSIETCS] Ha IPOLECChl CTEPUIM3AalMUd U IPOM3BOACTBA
CTePHJIBHBIX (hapMaleBTHUECKUX CYyOCTaHIIMHA B aCEeNTHYECKUX YCIOBUAX. Takue MpOIecChl JOJDKHBI
MIPOBOJUTHCS B COOTBETCTBMM C NPUHIMUINAMU HacTosmux I[IpaBui, TpeOOBaHHMSIMM, U3JIO0KECHHBIMU B
[Tpunoxxennn N | x HacrosiuuM [IpaBuiam, a Takke B MHBIX HOPMAaTUBHBIX IIPaBOBBIX akTax Poccuiickoit
denepauuu.

285. Hacrosmas riaBa HE paclpoCTpaHSETCs] HAa LEIbHYIO [IOHOPCKYHO KpPOBb M IIIa3My,
MOCKOJIBKY TpeOOBaHUS MO B3SATHIO M HCIBITAHUIO KPOBH ONPEACISAIOTCS COOTBETCTBYIOLIMMHU
HOPMAaTUBHBIMU TpaBOBBIMU akTamMu Poccuiickoii @enepanuu, a Takke Ha HepachacoBaHHBIC
nexapcTBeHHbIe TpenapaTsl ("anrpo”, "uH 6ank"). Ecnmu HopMaTUBHBIMU MTPaBOBBIMU akTaMu Poccuiickoii
@enepaniil yCTaHOBJICHBI CIIELUANIbHBIE TPEeOOBaHUS il OOECHeueHHUs] KauecTBa NpPU IMPOU3BOJCTBE
JICKapCTBEHHBIX CPEJICTB Ul BETEPUHAPHOTO NPUMEHEHHUS NMPOTHUB HKTONAPA3HTOB, TaKHE TPEOOBaHMSA
JOJDKHBI COOJIFOIaThCA.

286. McxoaHoe ChIpbe JUIsl MPOU3BOJCTBA (papMalleBTUIECKUX CyOCTaHIUH - 3TO UCXOTHOE CHIPhE,
MIPOMEKYTOUHBIE TPOIYKTHI WM JApyrue ¢papMaleBTHYECKHE CYOCTaHIMM, KOTOpBIE HCIOJNB3YIOT B
MIPOM3BOJICTBE (papMalleBTUUECKUX CyOCTaHIMN M KOTOPbIE KaK BaXKHBIH CTPYKTYpPHBIH ()parMeHT BBOIST
B CTPYKTYpy (apmarieBTudeckoil cyOcTanuuu. McxomHoe chippe Al MPOU3BOACTBA (hapMalleBTHUECKUX
CyOCTaHIIMII MOXET TNPHOOpEeTaThcsi IO JOTOBOPY Y OJHOTO MM HECKOJBKUX ITOCTABIIMKOB JINOO
MIPOM3BOJIUTHECS CAMOCTOSTENbHO. McX0/1HOE ChIphe /ISl MPOU3BOACTBA (PapMalleBTUYECKUX CYOCTaHIIHH,
KaK MPaBUJIO, UMEET YCTAHOBJIEHHBIE XMMUUECKHE CBOMCTBA U CTPYKTYPY.

287. IlpousBoauTenb IODKEH OMPEACTUTh M JOKYMEHTaJIbHO OOOCHOBATh CTAIWIO, C KOTOPOM
JIOJDKHO HaYMHATHCS POU3BOJCTBO (hapMaleBTUUECKO cyOcTaHIMu. [l MpoIiecCoB CHHTE3a Ta CTAAH
OIpeAeNsAeTCs KaK CTaius BBOJA B TEXHOJOIMYECKHMH IPOLIECC MCXOAHOIO ChIPhS AJI IPOU3BOJCTBA
dapmaneBTHueckuXx cyOctaHuumii. [y apyrux mporeccoB (Hampumep, i (GepMEHTAIUU, SKCTPaKIUH,
OYHMCTKH) JTAHHYIO CTAJHIO OMPEACISIOT C YYeTOM KOHKPETHBIX 0COOEHHOCTEH mpou3BoacTBa. B Tabimie
N | npuBeaeHsl TpeOOBaHUS OTHOCHTEIHHO MOMEHTA, KOTJja OOBIYHO BBOJAT B MPOILECC UCXOAHOE CHIPhE
Ui TPOU3BOACTBa (hapMmarieBTHUECKHX cyOcraHuuid. Hauwmnas ¢ 92Toil  cragwm, Ha JaHHbBIE
NPOMEXKXYTOUHbIE MPOAYKTHI W (WIM) CTaJuM MPOU3BOJACTBA  (apMaleBTUYECKHX CYOCTaHIIHMA
pacrpocTpaHsIoTCesl TpeOoBaHUs HacTosed riaBel. OHM BKIIOYAIOT B €e0s BAIMAALMIO KPUTHUECKUX
CTaguil MPOU3BOJICTBEHHOI'O TMPOLECCA, OKA3bIBAIOUIMX BIMSHUE HA KauecTBO (hapMaIleBTUYECKUX
cyocranimii. B To jke BpeMs BBIOOp NPOU3BOAMTENEM CTAaIUM TEXHOJIOTMYECKOTO Ipolecca s
NIPOBE/ICHUS BaJIMAALMU HE 0053aTENbHO 03HAYAET, YTO 3TA CTAIMs ABIsAETCS KpuTHueckoi. TpeboBaHus
HACTOSIIEH TJIaBbl PACIpOCTPAHSAIOTCS, KaK MPaBWIIO, HA CTa/JWH, BbIJIeIeHHBbIE B Tabmuie N 1 cepbiM
¢doHOM. DTO HE 03HAUYAET, YTO B MPOIIECCe MPOU3BOJCTBA TOJKHBI BHIIOJIHATHCS BCE CTAUH, YKAa3aHHBIC B
naHHOM Tabnuie. CTporocTs ClieOBaHUS TPEOOBAHHSIM HACTOALICH TIIaBbI IOJKHA BO3pAcTaTh OT PAHHUX
CTaauil MPOM3BOJACTBA (papMaleBTUUECKUX CYyOCTaHIMN K 3aBEpIIAIONIUM CTaJUsAM TEXHOJIOTUYECKOTO
npoliecca, OYUCTKH U ynakoBku. OOpaboTKy (u3n4ecKUMU MeTofaMu (papManeBTUYECKUX CyOCTaHIHM,
TaKyl0 KaK IpaHyJSIMs, TIOKPBITHE 000J0YKON MU (hU3NYecKoe U3MEHEHUE pa3Mepa 4acTull (Harmpumep,
rpyObIii U TOHKHI TOMOJ), CIEAYeT HMPOBOIUTH, MO KpalHEH Mepe, B COOTBETCTBUHU C TPeOOBAHUIMHU
Hactoamux [IpaBun. Hacrosiuas riaBa He IpUMEHSIETCS K CTaUsAM, KOTOpBIE NIPEAIIECTBYIOT BBEACHUIO B
IpoIlecC BEIIECTB, OIPEICIEHHBIX KaK HMCXOJHOE ChIphe JUIsI TPOU3BOACTBA (hapMaleBTHUECKUX
cyOCTaHIHiA.

288. B nacrosmeli rnaBe ucnonszyercs TepMuH "dapmaneBruueckas cyocranius” (OC), koTopslii
ClIelyeT paccMaTpuBaTh Kak B3aUMO3aMEHSEMBIH C TEpPMHUHOM "aKTUBHBIA (papmaneBTHUECKUN
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uarpenueHt" (ADPU). Tepmunsbl, ynorpebiasiemble B HACTOSIIEH TiaBe, U OmpenaeiaeHus 0003HauUCHHBIX
UMU MOHATHM (KOTOpbIE PUBENEHBI B TyHKTE 645 HacTosimux IIpaBuit) HCHOIB3YIOTCS TOJIBKO IS Liesen
HACTOSICH IT1aBbI.

Tun Cranuu nmpomsBopctsa OC, Ha KOTOPBIE pacpocTpansercs riapa [V
IPOU3BOJCTBA Hacrosgmmx [IpaBun (BeiIeIEHB] CephIM (DOHOM)
XumMugeckoe ITpouspon- |Beeneune B | IIpor3sBoacTBo Brigenenne | O6paboTka
IIPOM3BOACTBO | CTBO nporece IIPOMEXYTOYHOTO | M OUUCTKA | pru3iuecKuMu

HCXOOHOTO | HCXOHOTO ponykTa (OB) METOAMH U

CBIPBS U1 | CBIPBS IS yImaKkoBKa

oC HIPOM3BOJICTBA

oC
oC, C6op Pe3ka, Bgenenyie B Brinenenne |OGpabotka
TI0JTy4acMble U3 | OpraHoB, CMENIMBaHUE | IIpoIece M OYHCTKA | QHU3UYIECKUMHU
CBIPbSI XUAKOCTEH |1 (W) HACXOTHOTO MeTOHaMHy K
XHUBOTHOTO WK nepBUYHAS CBIPBS JUIA yIakoBKa
[IPOMCXOXACHHUA | TKaHEH obpaboTka TIPOM3BOACTBA
DC
oC, C6op Peskau Beenenue B Brigenenue | O6pabotka
NOJTy4aeMble U3 | pacTeHUH NepBUYHAS mpomnecc U OYHuCTKA | GM3MYEeCKUMHU
CBIPBS SKCTPaKOHUs | HCXOHOTO METOAaMH U
PacTUTENBHOTO CHIPBSL JUIS yIaKoBKa
IPOHCXOXACHHUA IIPOU3BOJCTBA
OC
PacrurensHeie | C6op Pe3ka u Hansueiimas | O6pabotka
9KCTPAKTEI, pacteHui HepBUYHAS SKCTpakmus | GH3MIEeCKAMHU
HCTIOJIL3YEMBIE B 3KCTPAKIUS a MeTOJlaMH U
xauectse PC yIaKoBKa
@C, cocrosmue | Coop Pe3ka u (wmm) O6paboTka
u3 pacTeHui H3MEJIbUEHUE bu3IeCKUMHI
pa3MeNbYEeHHBIX |H (MIIH) METOaMH |
WM pacTePTHIX | KyJIbTH- a B yTIaKOBKa
B IIOPOIIOK BUPOBaHUE U
pacTeHuH cbop
buotexnonorus: | Coznanue  |Ilognepxanue | Kynbstusu- Brinenenue | O6paborka
¢depMeHTaUA B | IVIaBHOTO U | paGodero poBaHme 4 OuKcTKa | pu3nyeckumMu
(wmn) pabouero Ganka KJIETOK ¥ (M) METOJaMH U
KyJIbTHBHPO- 6aHKOB KJIIETOK depmeHTanus yIIaKOBKa
BAaHYE KIETOK KIIETOK
«Knaccuyeckas» | Coznanne | ITomnepxanue | Beog kiaeroxk B | Beinenenne | O6paborka
(dhepMeHTaLHS OaHka OaHKa KJIETOK |Iponecc H OYHCTKA | pHU3AUEeCKAMHU
VI TIPOU3BOJ- | KJIETOK bepmenTanyuy MeTOIaMH U
crBa O®C yIakoBKa
Ycuienne TpeboBaHmii
/

"Tabuir
~n
a N 1. Ilpumenenue raassl [V Hactosmux [IpaBui k mpou3BoACTBY (GpapMaieBTHYECKUX CyOCTaHIIMNA

YnpasJ/jieHue kauecTBOM (2)
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Hpunnunsei (2.1)

289. (2.10) OTBeTCTBEHHOCTh 3a KauyeCTBO JOJDKEH HECTH BECh IIEPCOHAJN, 3aHATHIA B
IIPOU3BO/ICTBE.

290. (2.11) Kaxaplil mpou3BOANUTEND JOJKEH pa3padoTaTh, JOKYMEHTAIBLHO O(pOPMUTH U BHEAPUTH
3pPEKTUBHYIO CHUCTEMY YINpaBJICHUS KadeCTBOM IIPU YYaCTHHM PYKOBOJSIIETO M IPOU3BOACTBEHHOTO
IepCcoHaIA.

291. (2.12) Cucrema ynpaBiieHUs] Ka4ECTBOM JOJDKHA OXBaThIBaTh OPraHU3aLMOHHYIO CTPYKTYpY,
IPOIEeTyphl, MPOLIECCHl U PECYPCHI, a TaKXkKe IESITEIbHOCTh, HEOOXOIUMYIO ISl 00ECleUeHUs] rapaHTHH
coorBercTBUsI PC BceM TpeOOBaHUSAM COOTBETCTBYIONIMX CHEIM(UKAIUKA B OTHOIICHWH KadecTBa U
qucTOThl. [IpoM3BOIUTEND OKEH ONpPENeNIUTh M JOKYMEHTAJIbHO O(OPMHUTH BCE BHUBI JICSATEIHHOCTH,
MMEIOLIUE OTHOLLEHUE K KAYECTBY.

292. (2.13) Y npou3BoIuTENs AOJKHBI OBITH CO3aHbl MOAPA3ACICHHS, BHIMOIHAONINE QYyHKINH
o0ecrieyeHnss U KOHTpPOJII KadecTBa, KOTOPBIC JOJDKHBI ObITh HE3aBUCHUMBIMH OT IPOU3BOICTBEHHOTO
NoJpa3/ieieHusl. YKa3zaHHble (YHKIMA MOTYT BBIIOJHATHCA JHOO OTAETBHBIMH TOApPA3ACIICHUSIMH
o0ecrieyeHnss U KOHTPOJISL KayecTBa, JIMOO MOTYT OBITh BO3JIOXKEHBI HAa OJHO JIMIIO WM TPYHIy JIUI B
3aBHCHMOCTH OT pa3MEpPOB U CTPYKTYpPbl OpraHU3aL1H.

293. (2.14) Heo06x0oauMO TOYHO OMPENEIMTH JIML, YHOJTHOMOYEHHBIX BBIJAaBaTh pa3pelieHue Ha
BBIIYCK ITPOMEKYTOUHOM npoaykuuu u OC.

294. (2.15) Bce neiicTBus, HMEIOIIME OTHOUIEHHE K KauyeCTBY, JOJDKHBI O(QOPMIISATHCA
JOKYMEHTaJIbHO HEMOCPEACTBEHHO MPU UX BBIIIOJHEHUH.

295. (2.16) Jloboe OTKIOHEHHE OT YCTAHOBJIEHHBIX NPOLEAYP JODKHO O(QOPMIATHCA
JTOKYMEHTaIbHO U 000CHOBBIBAaTHCS. He00X01MMO MPOBOANTE paccieoBaHUE KPUTHUIECKUX OTKIOHEHHH,
a Takke 0(OpMIIATH TOKYMEHTAJIBHO TAaKOE PACCIEIOBAHNE U CACTaHHbIC BHIBOIBI.

296. (2.17) VcxoaHoe chIpbe sl MPOU3BOCTBA (PapManieBTUUECKUX CYOCTAaHIIMM U MaTepuabl He
MOTYT OBITh pa3pelieHbl K BBIMYCKY WIM HCHOJB30BAHBI JI0 TOJNyYEHHs YAOBJIECTBOPUTEIHLHOTO
3aKJIIOUYEHUs] 10 pPe3yJbTaTaM OLIEHKH, NPOBEIECHHOM MOJpa3/ieicHueM (MOoApa3/elIeHUsIMH) KauecTsa,
€CJIM y MPOU3BOJUTENS OTCYTCTBYIOT COOTBETCTBYIOINE CUCTEMBI, pa3pellatolife TaKOe MCIOIb30BaHUE
(HampuMep, BBITYCK B CTaTyce KapaHTHWHA, KaK OMHMcaHO B TyHKTe 472 Hactosumx IlpaBmi, mm6o
HCIIOJIb30BAaHNUE MCXOAHOIO ChIPbs MM MPOMEXKYTOUYHOW MPOLYKIMH, OLIEHKAa KaueCTBa KOTOPBIX €Ile He
3aBEpLICHA).

297. (2.18) IlpousBoauTens IOKEH pa3paboTaTh MPOLEAYPHl CBOEBPEMEHHOI'O OIOBELICHHS
PYKOBOJISIIIETO TMEPCOHANa 00 MHCHEKIHUSAX YIOJHOMOYEHHOTO (hefepallbHOr0 OpraHa WCHOJIHUTEIbHOM
BJIACTH, HEIOCTATKaX B OTHOILEHUH COOJII0eHUs TpeboBanuil HacToauwmx [IpaBui, nedexrax mpomayKIuu
U O NPUHSATHH COOTBETCTBYIOIIMX Mep (HAmpuUMep, O PaCCMOTPEHUHU NPETEH3MH B OTHOIIEHUH KauecTBa,
00 OT3bIBaX NPOAYKIHUH, O JEHCTBHAX YIOJIHOMOYEHHOTO (helepaqbHOrO OpraHa HCIOJHUTEIbHON
BJIACTH).

298. (2.19) Anst noCTHXKEHUS LI YIpaBJIEHUs] KAUeCTBOM JIOJKHA OBITh BHEApPEHA BCECTOPOHHE
pa3paboTaHHas ¥ NPaBWIBHO (DYHKIIMOHHPYIONIAs CUCTEMa KauecTBa, BKIIIOYAIOIIAs B ce€0s OpraHU3alHio
pabotbl o HactosiuM IpaBuinaM, B TOM 4Hce KOHTPOJIb KAUYeCTBA U CUCTEMY YIIPABICHHUS PUCKAMH IS
KayecTBa.

Cucrema ynpasjieHHsl pUCKAMHU /sl KadecTBa (2.2)

299. (2.20) YnopasieHue puckamMu AJig KauecTBa SIBJSETCS CUCTEMAaTUYECKUM MPOILECCOM OLICHKH,
KOHTpOJISI, mepeaadn uHpopMaimu U o03opa puckoB s kadectBa DC. DToT mpoiecc MOXKHO
OCYIIECTBIISITh KaK MEPCIEKTUBHO, TaK U PETPOCIIEKTUBHO.
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300. (2.21) Cucrema ynpaBiieHUsl pUCKaMH JUIsl Ka4eCTBA JOJDKHA FapaHTUPOBATh, UTO:

OLIEHKA PUCKOB Oa3zuMpyeTcs Ha HAyYHBIX 3HAHMAX, OMBITE MPOU3BOJICTBA M, B KOHEYHOM CUETe,
CBsI3aHa C 3alIMTON MalenTa myTeM ooMeHa nHpopmanueit ¢ npuodperarenem OC;

YpOBEHb yCHIWH, (opManu3anuu M JTOKYMEHTAJIbHOrO O(OpMIIeHHS Ipolecca YNpaBlIeHUsS
pHUCKaMH Il Ka4eCTBAa COU3MEPUM C YPOBHEM PHCKOB.

Oo6s13aHHOCTH Moapa3aeneHns (MoaApa3aejeHuil) kayecTna (2.3)

301. (2.30) Iogpaznenenue (moapasaesieHus) KadecTBa JOKHO (JIOJDKHBI) OBITH BOBJIEUEHO(BI) B
pELIEHNE BCEX BOIIPOCOB, OTHOCAIIMXCS K KaUECTBY.

302. (2.31) Ionmpa3nenenue (momapa3ielieHHs1) KauyecTBa OJDKHO (IOJKHBI) paccMaTpuBaTh H
COIJIACOBBIBaTh BCE JOKYMEHTHI, UMEIOIINE OTHOIIEHUE K KAYECTBY MPOIYKIUH.

303. (2.32) OcHoBHBIE 0053aHHOCTH HE3aBUCUMOTO(BIX) TMOApa3nencHus (TOapa3aeTIeHIi)
KayecTBa HE TMOAJEKAT IMepefade JpyruM MOJpa3JeleHUusIM. OTH O0O0S3aHHOCTH JIOJDKHBI  OBITH
JOKYMEHTaIbHO 0()OPMIIEHBI U BKJIIOUATh B C€0sI, B YaCTHOCTH, CJIEIYIOIIee:

a) (1) BeLgauy paspenieHns Ha BBITYCK WK oTKiIoHEHHE BceX PC, a Taxke Bblaady pa3pelieHHs Ha
BBIITYCK WJIM OTKJIOHEHHE MTPOMEKYTOUHOM MPOAYKLIUH, ITpeTHA3HAYEHHOMN /711 HCIIOJIb30BaHMs BHE Cephl
KOHTPOJISI IPOU3BOIUTES;

0) (2) cozmaHue cHCTEMBl BBIAAYU Pa3pelICHUs] HAa BBIMTYCK WM OTKJIOHEHHSI MCXOIHOTO CHIPbS,
MIPOMEKYTOUYHOM MPOAYKLUH, YITAKOBOUHBIX MaTEPUAIOB M MAaTEPUAIIOB JUIsI MAPKHUPOBKHU;

B) (3) mpoBepKy COCTaBICHHBIX 3aIlUCEH MO MPOU3BOJCTBY CEpUH M JTOKYMEHTOB J1a0OpaTOPHOTO
KOHTPOJISI B OTHOLIEHUH KPUTUYECKUX CTAAMM Ipoliecca nepes] Brlaauel paszpemenus Ha Boiryck OC;

r) (4) obecnieuenue pacciael0BaHUs NPUIHH KPUTUYECKUX OTKJIOHEHHH U X YCTPaHCHHE;

1) (5) cormacoBaHMe WM YTBEp)KIEHHE BCEX CIEIU(PHUKAIMKA U OCHOBHBIX IMPOU3BOICTBEHHBIX
UHCTPYKLUH;

e) (6) cormacoBaHHE MM yTBEPXKICHHE BCEX MPOIEIYp, KOTOpble MOTYT OKa3bIBaTh BIUSHHE Ha
KauecTBO NMPOMEXKYTOUHOM npoaykunu uiu OC;

k) (7) obecnieueHue MpoOBECHNsI BHYTPEHHUX ayTUTOB (CAaMOMHCIIEKITHH);

3) (8) onoOpenue mnpousBoAMTENECH MPOMEKYTOUHOM mnpoaykuun u PC, paboTaromux 0
JIOTOBOPY;

n) (9) yTBepkaeHHE HM3MEHEHWIl, KOTOpbhlE NOTEHLHUAJIbHO MOTYT IIOBJIHUATH HAa KauecTBO
IIPOMEXYTOYHOM npoaykuuu wim OC;

k) (10) mpoBepKy U yTBEpKIeHHUE POTOKOJIOB U OTYETOB 110 BAJIUAALINY;

1) (11) oOecrnieueHre MPOBEACHUS PACCICAOBAHUS M MPUHATHS PEIICHUH 10 TNPETEeH3UsM,
CBSI3aHHBIM C Kau€CTBOM;

M) (12) KOHTPOJH CBOEBPEMEHHOTO BBITIOJIHEHUS! TEXHUYECKOTO OOCIY>KUBaHHS, KaTUOPOBKH H
MOBEPKU KPUTUUECKOTO 000PYT10BaHHUS;

H) (13) oOecrieyeHre COOTBETCTBYIOIIMX WCHBITAHUN HCXOJHOTO CBIPhS WM MaTepuaioB U
JTOKYMEHTAIBHOTO 0(OPMIICHUS PE3yIbTaTOB;

0) (14) obecrnieueHne HaIM4Ws NAHHBIX O CTAOWJIBHOCTH JUISl TIOJTBEPKICHUS YCTAaHABIUBAEMBIX
JaT MPOBEACHUS NMOBTOPHBIX MCIBITAHUN WIIM UCTEYEHMSI CPOKOB TOAHOCTH, a TAK)KE YCJIOBUN XpaHEHUs
@®C u (1u) TPOMEKYTOUHOM MPOAYKLUH B TEX CIIy4asx, KOTJa 3TO LeIeco00pa3Ho;

n) (15) mpoBenenue 0630poB kayectBa npoayKiuu (myHkTel 307-308 Hactosmux [Ipasu).

O0513aHHOCTH 10 MPOU3BOACTBEHHOM eATeTbHOCTH (2.4)

304. OOGs3aHHOCTH MO NPOM3BOJICTBEHHON JESATEIBHOCTH JOJDKHBI OBITH JIOKYMEHTAJIBHO
o(opMIIeHBI U BKITIOYATh B c€051, B YACTHOCTH, CJEIyIOIIee:
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a) (1) pa3paboTKy, mepecMoTp, YTBEpXKIECHHE M paclpeseleHne MHCTPYKLUUH MO MPOU3BOJICTBY
IIPOMEXYTO4HOM npoaykunu win @C B COOTBETCTBUU C YTBEPKIAECHHON IPOLIEAYPOK;

6) (2) npousBoactBo ®C u npu HEOOXOAMMOCTH MPOMEKYTOUHOW MPOAYKLIUU B COOTBETCTBUH C
3apaHee YTBEPKICHHBIMUA HHCTPYKLUSMU;

B) (3) paccMOTpeHHE BCEX 3allucedl 10 IMPOU3BOACTBY CEPUM MNPOAYKIUH U IOATBEPKICHHUE
MIOJTHOTHI X 3aMIOJTHEHUS U TTOANMCAHMS;

r) (4) obecrneyeHue o00s3aTE€IBHOTO JOKYMEHTHPOBAaHUS BCEX OTKIOHEHHH OT mporecca
MIPOM3BOJICTBA U TPOBEACHUS MX OIICHKH, a TAKXKE paccielOBaHMs BCEX KPUTHUECKUX OTKIOHEHMH H
JOKYMEHTAIBHOTO 0(OPMIICHHS ITOJTyUYE€HHBIX BBIBOJIOB;

n) (5) oOecrieyeHre YUCTOTHI TMPOW3BOACTBEHHBIX IMOMEIICHUH W TpU HEOOXOIUMOCTH UX
Ne3uH(EKINH;

e) (6) obecrieueHre BBIMIOJIHEHUS HEOOXOIMMBIX KAIMOPOBOK, a TakKe BENCHUS U XPAHCHUS
3aIuceit;

k) (7) obecnieuenue oOCITyKMBaHUS TIOMEIIEHUI U 000OPYJOBaHUS, a TAK)KE BEACHUS M XPaHCHHS
3aIIuceit;

3) (8) obecnieueHue MPOBEPKH U COTTIACOBAHUS MPOTOKOJIOB BAIMJAIIMU U OTYETOB;

n) (9) oueHKy IpeajsaraéMblX HW3MEHEHHH B OTHOIIEHHWM NPOAYKLIMH, IIpolecca WU
00opyI0BaHUs;

k) (10) oOecrneueHune KBamU(pUKAIMM HOBBIX M MpPH HEOOXOAMMOCTH MOJCPHU3UPOBAHHBIX
MOMETIEHUH 1 000PYIOBAHHSI.

BHyTpennune ayauTsl (caMouHcnekunus) (2.5)

305. (2.50) [ns monaTBep>KAEHUS COOTBETCTBUA mpou3BojcTBa PC TpeOOBaHUAM HACTOSIIUX
[TpaBua MpOU3BOAUTENH JOJKEH PETYISPHO MPOBOJUTH BHYTPEHHHE ayIUTHI COTJIACHO YTBEPIKICHHOMY
rpaguky.

306. (2.51) Pe3ynbprarbl BHYTPEHHEro ayauTa M IOCIEAYIOLIME KOPPEKTUPYIOLIUE AEHCTBUSA
HEOOXOUMO JOKYMEHTAIbHO O(GOPMIATH M JOBOAMUTH IO CBEACHHUS PYKOBOJSAIIETO IepCOHANa
npousBoauTensi. CorinacoBaHHbIE KOPPEKTUPYIOIMINE ACHCTBUS JOIDKHBI OCYIIECTBIATHCS CBOEBPEMEHHO U
3¢ PEeKTUBHO.

O030p kauecTBa npoaykuuM (2.6)

307. (2.60) Idnst moATBep>KACHUS MOCTOSHCTBA Tpoliecca MPOU3BOJICTBA HEOOXOAUMO PETYISIPHO
npoBoIUTH 0030p kauecTBa PC. Takue 0030pbl KauecTBa AODKHBI IPOBOAUTHCS, KAaK MPABHUIIO, €KETOTHO
C TOCJEIYIOIUM JOKyMEHTaIbHbIM oopmienneM. OHHM JOJDKHBI BKJIIOYATh B ce0s, MO KpailHel mepe,
CIIeIyIOLIEe:

0030p pe3yIbTaTOB KOHTPOJIA B MPOLIECCE NMPOU3BOACTBA MO KPUTHUECKUM TOUYKAM M HMCIIBITAHUH
@®C 1o KpUTHUECKUM TTapaMeTpam;

0030p BCeX Cepuil, HE COOTBETCTBYIOIIMX YTBEPKACHHBIM CIIELU(DUKAIMIM;

0030p BCEX KPUTUUECKUX OTKIOHEHUN MIIM HECOOTBETCTBUN M CBA3AHHBIX C HUMH paccieI0BaHUM;

0030p J1IOOBIX U3MEHEHHH, BHECEHHBIX B IMPOLIECCHI HJIM AaHATUTUYECKUE METOANKH;

0030p pe3ysIbTaTOB MPOTPaMMbI U3YUYEHHUS CTAOMIILHOCTH;

0030p BCEX BO3BPATOB, MPETEH3MUIl U OT3BIBOB, CBA3aHHBIX C KAYECTBOM;

0030p 10CTaTOYHOCTH KOPPEKTUPYIOMIUX IEHCTBUH.

308. (2.61) Heobxoaumo aHaIM3MpOBaTh Pe3ysbTaThl yKa3aHHOTO 0030pa M OICHHBATh, CIEAYeT
T TIpeNIPUHUMATh KOPPEKTUPYIOIee ACHCTBHE WIM MPOBOIUTH MOBTOPHYIO Banuanuoo. O60CHOBaHUE
HEOOXOJUMOCTH TaKOTO KOPPEKTUPYIOMIETO ACHCTBHS JOKHO OBITh OGOPMIICHO TOKYMEHTAJIBHO.
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CormnacoBaHHbIE KOPPEKTHPYIOIIUE IEHCTBUS JOIDKHBI OCYIIECTBIISATHCS CBOEBPEMEHHO M 3((HEKTUBHO.

Ilepconan (3)

Kpanunduxanus nepconana (3.1)

309. (3.10) IIpomsBomutens MOJKEH HMETh JOCTATOYHOE KOJIMYECTBO MEpCOHAa, UMEIOIIETO
COOTBETCTBYIOIIEE 00pa3oBaHKE, MOJATOTOBKY U (MJIM) ONBIT PabOTHI ISl OCYIIECTBICHHUS MPOU3BOACTBA
npoMexyTouHoM mpoaykuun u @C, a Taxke Ha/30pa 3a UX MPOU3BOJCTBOM.

310. (3.11) OGs3aHHOCTH BCEro TMEpCOHaNa, 3aHATOrO B IPOU3BOJACTBE MPOMEKYTOUYHOM
npoaykuun 1 @C, TOHKHBI OBITH TOYHO ONPEAETICHBI U U3JI0KEHbI B MUCBbMEHHOM (hopMme.

311. (3.12) [IpousBoauTENb JOKEH PErYIISIPHO MIPOBOIUTH O0YUEHHE TIEPCOHANA C IPUBJICUCHUEM
KBaJM(HUIMPOBAHHBIX CHEIMAJIMCTOB IO BOMPOCAaM, CBA3aHHBIM C KOHKPETHBIMU OMNEpPAUSIMH,
BBITOJIHAEMBIMU Pa0OTHUKOM, a TakKe ¢ TpeOOBaHUSAMHU HacTosnmX [IpaBui, HMEIOMKMMHU OTHOLICHHE K
(YHKIMOHATIBHBIM 00513aHHOCTSIM paboTHHMKa. HeoOXxommmo BecTH 3amucy Mo OOYyYEHHIO M MPOBOAUTH
NEPUOINYECKYIO OLIEHKY 00OyUeHHsI.

I'mruena nepconaia (3.2)

312. (3.20) Ilepconan gomkeH cobar0AaTh CAHUTapHBIE TIPABUIIA.

313. (3.21) IlepcoHan AOMKEH HOCHTH YHCTYIO, COOTBETCTBYIOIIYIO €0 IPOHM3BOJCTBEHHOM
JESITeIbHOCTH OJCKIY, KOTOPYIO MPH HEOOXOIUMOCTH CJeIyeT MEHATh. [ 3almThl mpOMEKyTOUHOM
npoaykuun 1 @C OT KOHTaMHUHAIIMK NPH HEOOXOIMMOCTH JOJDKHA HCIOJIb30BATHCS JOMOJHUTEIbHAS
3alIUTHAs 0K, 3aKPBIBAIOLIYIO TOJIOBY, JIULO, PYKU U KHCTH PYK.

314. (3.22) Ilepconan pomkeH wu30eratb HEMOCPEACTBEHHOTO KOHTAaKTa C MPOMEXKYTOYHOM
npoaykuueit uiu OC.

315. (3.23) KypeHue, mnpuem mUIIM, NHUTHbE, KEBAHWE M XPAHEHHE IUIIEBBIX IPOAYKTOB
JOIYCKAIOTCS TOJIBKO B CIELUAIBHO MpeIHa3HAaY€HHBIX 30HaX, OTAEJICHHBIX OT IMPOU3BOJCTBEHHBIX 30H.

316. (3.24) Ilpu Hanumuuu y paOOTHUKOB HWH(EKIMOHHBIX 3a00JI€BaHUM WM OTKPBITHIX
MOBPEXJICHUA Ha HE3aUIMIICHHBIX YYacTKaX IOBEPXHOCTH Tejla Takue paOOTHUKU JIOJKHBI OBITH
OTCTPaHEHBI OT y4acTusi B paboTe, MOCKOJBbKY mpu 3ToM KauectBo PC monsepraercs pucky. Jlroboro
paOOTHHKAa C SBHBIMH NpHU3HAKaM{ 3a00JIeBaHHMSI WJIM OTKPBITHIMH TOBPEXKICHUSAMU KOXH (IO
pe3yabTaTaM MEIMIMHCKOTO OOCIIEOBAaHUS WIM HAOMIONEHHS) HEOOXOIUMO OTCTPAaHUTH OT padoT, MpH
BBITIOJIHEHUH KOTOPBIX COCTOSHHE €ro 3J0pOBbS MOXET OKa3aTh HEOJAaronmpusTHOE BO3JEHCTBHE Ha
kayecTBo @C, 10 BBI3IOPOBICHUS WM NOTYUYCHUS MEAUIIMHCKOTO 3aKIIOUEHHUS] O TOM, YTO Y4acCTHE 3TOTO
pabOTHHKA B IPOU3BOJICTBE HE MPEICTABIIAET pUCKa sl Oe30macHOCTH uiH kayectBa OC.

KouncyabTanrsi (3.3)

317. (3.30) KoHcynbTaHThl IO BOIPOCaM MPOU3BOACTBA U KOHTPOJIS MPOMEXKYTOUYHOW MPOAYKIIMH
i ©C 1omKHBI UMETh COOTBETCTBYIOIEE 0Opa3oBaHME, MOATOTOBKY M OMBIT pabOThl WiH J1000€ UX
COYeTaHue I TOro, YTOOBI KOHCYJIBTUPOBATH 110 BOIPOCAM, JJIsl pEIIEHUS] KOTOPBIX UX MPHUIIIACHIIH.

318. (3.31) HeoOxoanMo BeCcTH 3arucH ¢ yKa3aHueM (paMuiniu, UMEHH, OT4eCTBA (IIPU HAJTUYUH),
azipeca ¥ KBAIU(UKAUN KOHCYJIBTAHTOB, @ TAKXKE TUIIA MPEIOCTABISIEMBIX UMH YCITYT.

31anus u noMemenus (4)
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IIpoexTpoBaHMe M CTPOUTENLCTBO (4.1)

319. (4.10) 3naHus ¥ NOMEUIEHMS], UCIIOJIb3YEMBbIE NIPU POU3BOACTBE IPOMEKYTOUHON IPOAYKIIMH
u ©C, HeoOX0IMMO pacronararb, IPOSKTUPOBATh U KOHCTPYHPOBATH TAKUM 00pa3oM, 4YTOObI 00ECTIEUUTh
BO3MOYKHOCTh UX OUYUCTKH, OOCITYXMBaHUS M (YHKIIMOHMPOBAHUS B COOTBETCTBUU C THUIIOM M CTaaueH
npou3BojcTBa. [loMemieHns JOMKHBI MPOEKTUPOBATHCS TAaKUM 00pa3oM, YTOObI CBECTH K MUHUMYMY
BO3MOXKHYIO KOHTaMMHaIMio. Eciau ycTaHoBieHBI crienu(uKanud B OTHOIIEHUH MHKPOOMOJIOTHYECKUX
nokaszarene mpomMexxyTouHoil mpoaykuuu wiu ®C, momerieHuss HEOOXOIUMO MPOEKTHPOBATH TAKHM
00pa3om, YTOOBI 10 BO3MOKHOCTH OTPAHUYUTh PUCK HEXKENATEIbHOM MUKPOOHOH KOHTaMHUHAIUH.

320. (4.11) 3maHust 1 MOMEMICHUS JOJDKHBI OBITh JOCTATOYHO MPOCTOPHBIMHU JJIsI MPABHIILHOTO
pacroyiokeHusi 00OpYZOBaHUS, XpaHEHHs M TEPEeMELICHUs MaTephalioB, 4YTOOBI NPEIOTBPATUTH
NepenyThIBaHUE U KOHTAMUHAIIHIO.

321. (4.12) Ecmu o6opynoBaHue (HampuMmep, 3aKpbhITbe WM H30JMPOBAHHBIE CHUCTEMBI)
o0ecreunBaeT Ha/Ie)KHYIO 3aIIUTY MaTepHalioB, TO OHO MOXKET OBITh PACIIONIOKEHO BHE TOMEIICHHUS.

322. (4.13) IlepememieHne MaTepuajloB W INEPEIBUKEHUE NEPCOHAIA B 3JaHUMM M IOMELIEHUSIX
JOJDKHBL  OBITH  NPEIyCMOTPEHBl TakUM 00pa3oM, 4TOOBI MPENOTBPAaTUTh INEpPENyThIBAHUE H
KOHTaMUHAIIHIO.

323. (4.14) domxkHbl OBITH ONpeseNeHbl KOHKPETHBIE 30HBI WIIM JIPYTHe CUCTEMBI KOHTPOJS IS
CHEAYIOLIUX ONEPaLUA:

npueMKa, UACHTUUKAIMA, OTOOp Mpo0 M KapaHTHH MOCTYNAIOIIMX MaTepHajioB JO BbIIA4YH
pa3pelieHns Ha UCIOIb30BaHUE UIIU 10 OTKJIOHEHHUS;

XpaHeHHue MPOMEeXyTOYHOH mpoaykuuu u OC B KapaHTHHE JO BBIJAYM Pa3pelICHUs Ha BBIMTYCK
WIN 0 OTKJIOHEHHUS,;

oTO0p Mpod MpoMexxyTouHOo npoaykuuu u OC;

XpaHEHHWE OTKJIOHEHHBIX MCXOJHOTO CHIPbS M YNAKOBOYHBIX MAaTE€pHajoOB 10 M30aBICHHS OT HUX
(HammpuMmep, BO3BpaTa, MOBTOPHOM 00paOOTKH MIIM YHUUTOXKEHUS);

XpaHEHUE MaTepUalIoB, KOTOPBIE pa3pelIeHbl K UCIIOIb30BAaHUIO;

TEXHOJIOTMYECKHE ONEpaLny;

OTepaLny 110 YIAaKOBKE U MapKUPOBKE;

IpoBeIeHUE TaO0PaTOPHBIX AaHAIU3O0B.

324. (4.15) IIpousBoauTeNb MOJDKEH MPEAYCMOTPETh HaIM4YUe HEOOXOIUMBIX MOMEUICHUN IS
MOJrOTOBKH TEpCOHaNA (B YaCTHOCTH, JUIS MBIThSI PYK) U TyaJIeTHBIX KOMHAT B JIOCTaTOYHOM KOJHMYECTBE
U TOJICP>KUBATh B HUX YUCTOTY. K HMM NOMmKHA OBITH MOJBEACHA ropsiuasi U XOJOAHAs BOAA, JOJDKHBI
OBITh B HAIMYMH MBIJIO WJIK UHOE MOIOLIEE CPEICTBO, BO3IYIIHbIC CYIIMIKU MU OAHOPA30BbIe MOJOTEHIIA.
VYMBIBIbHUKM W TYyaJIeTHbIE KOMHATBI JIOJDKHBI OBITH OTIEIEHBI OT MPOM3BOJICTBEHHBIX 30H, HO
JerkoAoCcTynHbl. JIokHO OBITh OOECIEYeHO Halu4yhe I[OMEUICHWH JJIs TEpeoAeBaHUS M IpH
HEOO0XOIUMOCTH JUIs IPUHATHUS yIlIA.

325. (4.16) JlaGoparopHble 30HBI, MecCTa BBIOJHEHHS JA0OPATOPHBIX PAOOT PEKOMEHAYETCS
OTACNATh OT TPOMU3BOJACTBEHHBIX 30H. Hekoropble nabopaTOpHbIE 30HBI, B YacTHOCTH, 3OHBI,
HCIOJIb3YEMBIE /Il KOHTPOJIS B MPOIECCE MPOU3BOACTBA, MOXKHO pa3MeELIaTh B MPOM3BOACTBEHHBIX 30HAX
IIPU YCIIOBHHM, YTO OTEPALUU TEXHOJOTHUECKOTO MPOLEcca He OKA3bIBAIOT HEOIArONPUATHOTO BIUSHHUS Ha
TOYHOCTh J1A0OPATOPHBIX HM3MEpEHHi, a J1abopaTropHble pabOTHl HE OKa3bIBAIOT HEOIAromnpHsITHOTO
BO3JEHCTBUS Ha TEXHOJIOTUYECKHI MpoLece, IPOMEXYTOUHYI0 npoayKuuto nin OC.

HNn:xenepHbie cucteMsl (4.2)

326. (4.20) Bce MH)KEHEpHBIE CHUCTEMBI, KOTOPHIE MOTYT IOBJIMATH Ha KAayeCTBO NPOAYKLIMH
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(HampuMep, cHCTEeMBbl 00ECIIEUEeHHUs MMapoM, ra3aMH, CXKaThIM BO3YXOM, a TAaK)K€ CHCTEMbl HarpeBaHMUs,
BEHTWISIUM M KOHAMLMOHMPOBAaHUS BO3/yXa), MODKHBI MNpoUTH KBanupukauuio. Heobxomumo
COOTBETCTBYIOIIUM 00pPa30M KOHTPOJIUPOBATh MX pabOTy W MPEANPUHUMATH MEpPbI, €CIU MPEBbIILICHBI
JONyCTUMBIE TPEAENbl KOHTPOJIMPYEMBIX MapameTpoB. [lpousBoauTens MOMKEH UMETh B HAJIUYUU
YEPTEXKH ITUX UHKEHEPHBIX CUCTEM.

327. (4.21) Ilpu HEOOXOIUMOCTH CIEAyeT MpeayCMaTpuBaTh COOTBETCTBYIOIIME CHCTEMBI
BEHTHWISIUM W (QUIBTPAIlMM BO3IYyXa, a TaKXKe BBITSDKHBIC YCTPOMCTBAa. DTHU CHCTEMBI JOJDKHBI OBITH
CIPOEKTUPOBAHBI M CKOHCTPYHUPOBAHBI TAKUM 00pa3oM, YTOOBI CBECTH K MMHUMYMY PHCK KOHTaMUHAIUU
U TEepeKpecTHOM KoHTamMuHAIMH. OHM TaKkKe JOJDKHBI OBITh CHA0XKEHBI 00OPYIOBAHUEM IJIi KOHTPOJIS
JaBJICHUs] BO3AyXa, HAJMYUS MUKPOOPTAaHHU3MOB (€CIIM 3TO HEOOXOIUMO), 3albIJICHHOCTH, BIAXKHOCTU H
TEeMIepaTypbl, €cli 3TO TpedyeTcs Ais AaHHOW cTaguu mpousBoacTBa. Oco0oe BHHUMAHHE CIEAyeT
YAENATh 30HaM, B KOTOpbIX @C noBepraroTcst BO3AEHCTBUIO OKPYXKAIOLIEN IPOU3BOICTBEHHOM CPEMbI.

328. (4.22) B mnpou3BOACTBEHHBIX IIOMEUIEHUSAX C PELMPKYJSIIMEH BO3AyXxa CIEIyeT
IIPEyCMOTPETHh MEPBI MO NMPEAOTBPALLEHUIO PUCKAa KOHTAMUHAIIMYU U IEPEKPECTHON KOHTAMHUHALIUY.

329. (4.23) CraunonapHble TpyOOIIPOBOIBI CIEAYET NODKHBIM 00pa3oM HIECHTHU(GUIUPOBATH. ITO
MOXET OBITh CIENaHO C MOMOINBI0O MapKUPOBKH OTIEIBHBIX TPYOONPOBOJOB, COOTBETCTBYIOLICH
JOKYMEHTAIIUH, CHUCTEM KOMIIBIOTEPHOTO KOHTPOJI WJIM HHBIMH crocoOamu. TpyOompoBozbl ciemyer
pacrioyiaratb TakuM 0o0pa3oM, 4ToObl M30ekaTh pUCKa KOHTAMUHALIMU MPOMEKYTOUHON MPOIYKIIMU WIH
OC.

330. (4.24) CrauuoHapHbIe TPYOONPOBOIBI JOKHBI UMETh COOTBETCTBYIOIUE pa3Mephbl U OBITH
CHa0XEHbl CHUCTEMOH BO3IYIIHOI'O 3aTBOpa WIHM, €CIM OSTO HEOOXOAMMO, YCTPOWCTBOM ISt
NPeJOTBPALCHUS 00PATHOTO MOTOKA.

Bonaa (4.3)

331. (4.30) Bopga, wucnonszyemas B npousBoactBe DC, goKHA COOTBETCTBOBATH
npeanonaraeMomMy HasHaueHHio. CoOOJIOJeHHE JaHHOTO TpPeOOBaHUS NOJKHO OBITh HOATBEPXKIECHO
MOJpa3/IeIeHUEeM KauecTBa.

332. (4.31) KauectBOo BOIBI, HCHOJB3YEMOM B IPOU3BOJCTBEHHOM IIPOLECCE, JTOJIKHO
COOTBETCTBOBAaTh  TpPeOOBAHMSAM  HOPMATHBHBIX  IpPaBOBbIX  akToB  Poccuiickoit ~ deneparum,
NPEIbSBISEMBIM K KAU€CTBY MUTHEBON BOJIBI.

333. (4.32) Ecnu nyis obecnieuenust kadectBa @C xapaKTEpUCTHK MUTHEBOI BOJBI HEAOCTATOUHO U
HEOOXOIUMBI  Ooyiee  JKECTKHME TpeOOBaHUS K XMMHUYECKMM U (WIM) MHUKPOOHOIOTHYECKHM
XapaKTepUCTHKAM BOJbI, JOJDKHBI OBITH pa3pabOTaHbl COOTBETCTBYIOIIME CHEIHM(UKALMU HAa BOILY IO
(¢u3nUeCKUM CBOMCTBAM, XUMHUYECKUM CBOWCTBAM, OOLIEMY YHCIY MHUKPOOPIaHHW3MOB, HEJOIYCTUMBIM
MUKpPOOPraHu3MaMm U (WJIn) COAEpkKaHUI0 3HTOTOKCHHOB B BOJIE.

334. (4.33) Eciiu npou3BOAUTEND NIOJIBEPTAET BOAY, UCIOIb3YyEMYIO B IPOU3BOJICTBE, CIIELIMAIBLHON
00paboTke JUIs JIOCTHIKEHHUS OINPEAETICHHOT0 KadyecTBa, TO IMpolecc OOpabOoTKU JODKEH NpONTH
BaJIMJAIMIO U €r0 HE0OXOAMMO KOHTPOJIUPOBATH C YUYETOM YCTAHOBJICHHBIX MIPEJICIIOB.

335. (4.34) Ecmu npousBoautens HectepwibHO @OC HamepeBaeTcs HCIOJIb30BAaTh CBOIO
OPOAYKIHUIO JUISL MOCTENYIOIIEro IPOU3BOACTBA CTEPHJIBHOIO JIGKAPCTBEHHOTO TMperapara WM
YTBEPIKIAET, UTO €ro MPOJYKIHS MPUTOHA IS MOMYUYSHHs CTEPHIIBHOTO JIEKAPCTBEHHOI'O Mpenapara, To
BOJIa, UCTIOJIb3yeMasl Ha TOCJIEHUX CTaIUsAX BBIACICHUS U OYUCTKH, JOJDKHA MOABEPraThCsi MOHUTOPUHTY
U KOHTPOJIMPOBAaThCSI B OTHOWICHMM OOIIEr0 KOJHYECTBA MHUKPOOPTaHHU3MOB, HEIOMYCTHUMBIX
MHUKPOOPTIaHU3MOB U YHIOTOKCHUHOB.

Pa3znenenue 30H (4.4)
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336. (4.40) IIpon3BOACTBO MPOTYKIIUU C BHICOKOW CEHCHUOMIM3UPYIONICH aKTUBHOCTHIO, TAKOW KaK
NECHULWUIMHBL  WIM  1e(aIoCTIOPUHBI, HEOOXOIMMO OCYIIECTBIATh B CIEHUAIBHO BBIJCICHHBIX
MIPOM3BOJICTBEHHBIX 30HAX, KOTOpPBIE MOTYT BKJIIOYaTh IOMEIIEHUS, O0OpyJoBaHUE aisi 00pabOTKH
BO3/yXa U TEXHOJIOTUYECKOE 000pyIOBaHHE.

337. (4.41) CrnenuanbHO BBIZCTICHHBIC MTPOU3BOJICTBEHHBIE 30HBI JOJDKHBI OBITH MPEAyCMOTPEHBI
TaKXe JUIs BEIECTB ¢ MHPUIMPYIOUMMH CBOICTBaMH, C BHICOKOH (hapMaKOIOTHIeCKON aKTUBHOCTBIO WM
TOKCHYHOCTBIO (HalpuMep, HEKOTOPHIE CTEPOUIbI HIIM LIUTOTOKCHYECKHE POTHBOOITYXOJIEBBIE CPE/ICTBA)
32 HCKJIOYEHHUEM TEX CIy4yaeB, KOI/Ia YCTAHOBJICHBI M OCYLIECTBISIOTCS BAJMAMPOBAHHBIC MPOIEIYPHI
WHAKTUBALUU U (WIH) OUUCTKHU.

338. (4.42) IIpousBoauTenb AOKEH pa3padOTaTh U BBECTU B JIEHCTBHE MEpbl, HEOOXOIUMBIC IS
NPEJOTBPAILCHUS NEPEeKPECTHOW KOHTAMHUHALIMK CO CTOPOHBI MEPCOHANa, a TaKKe HCXOIHOTO CBIPbS,
YIAaKOBOYHBIX MAaTEpHajoB, MPOMEKYTOUHOW MPOAYKIUH, OOOpYyIOBaHMS UM HMHBIX HPEIMETOB,
MEePEMEIIAOIINXCS U3 OJHOM BBIAEIEHHON 30HBI B IPYTYIO.

339. (4.43) JIroOble TEXHOIOTMYECKHUE ONepauy (BKII0Yasi B3BEIIMBAHUE, PA3MOJI UJIH YIIAKOBKY) €
BBICOKOTOKCHYHBIMU He(apMalleBTHYeCKUMHU BEIIECTBAMU, TAaKUMHU KaK TepOMLMIBl U TECTUIUIBI, HE
JIOMyCKAeTCsl MPOBOJMUTH B TEX XK€ 3MaHUAX U (MJIM) HAa TOM e 000pyJI0BaHHM, KOTOPbIE HCIIOIB3YIOTCS
st ipon3BosictBa OC. PaboTa ¢ TAKMMU BHICOKOTOKCUYHBIMH He(papMaleBTUYeCKMMHU BEUIECTBAMU U UX
XpaHEeHHUE JIOJDKHBI OCYIIECTBIATHCS OTIenbHO 0T DC.

Ocgemnienue (4.5)

340. (4.50) Bo Bcex 30HaX JAOKHO OBITH 00ECIIEYEHO OCBEIICHUE, HEOOXOUMOE ISl TOTO, YTOOBI
MNpOBOAUTH OUYUCTKY, TCXHUYCCKOC OGCHy)I(I/IBaHI/Ie 1 HaJJICKaIICC BBIIIOJTHECHUEC onepaum‘/'l.

Ctoxu u oTxoasbl (4.6)

341. (4.60) Ctoku, OTXOIBI ¥ ApyTHE OTpaOOTaHHbIE MaTepHallbl (HapuUMep, TBEpAbIE, KHUJIKAE U
ra3oo0pasHple MOOOYHBIE MPOAYKTHl TPOU3BOACTBA) BHYTPH M CHAapYyXH 3IaHAN, a TaKXkKe Ha
HETOCPEJCTBEHHO TMPHJIETAIONIEH TEPPUTOPUHM HEOOXOAMMO CBOEBPEMEHHO YJANATh, oOOecrednBast
0e30macHOCTh M COOJI0Jasi caHuTapHble npaBuia. KoHTeliHepsl 11s1 Mycopa U (MJIM) CTOYHBIE TPYOBI
JOJDKHBI OBITH YETKO IPOMAapKHUPOBAHBI.

Canurapnasi 00pa0d0oTKa 1 TexHHYecKoe o0cayxuBanue (4.7)

342. (4.70) 3paHus, KUCIOJIB3YyEMbIE INPU IMPOU3BOACTBE INMPOMEXYTO4UHOM mnpoaykuuu u OC,
HE00XO0IMMO HAAJISKAIIUM 00pa30M 00CITy>KUBATh, PEMOHTUPOBATH U COJEPKATh B UUCTOTE.

343. (4.71) Ilpou3BoauTtens JOMHKEH pa3padbOTaTh JOKYMEHTHI, OMPEIEISIFOIINEe OTBETCTBEHHOCTD
3a TPOBEJCHHWE CAHUTApPHOM OOpabOTKM, B KOTOPHIX IMpHUBEICHBI TpadUKU MNPOBEACHUS OUYUCTKH,
NePEeYHCIICHbI METO/IbI, 000PYIOBAaHUE U MaTEPHAJIbI, HCIIOIB3YyEeMbIE IIPH OUYUCTKE 3AaHUI U TOMEIICHUH.

344. (4.72) Ilpu HeoOXOAMMOCTH Ui TOTO, YTOOBI M30€XaTb KOHTAMHUHAIIMH OOOpPYJOBaHHMS,
HCXOJHOTO CBIPbs, YHAKOBOYHBIX MAaTEpUANIOB W MAaTEPUAIOB Ui MAapKUPOBKH, MPOMEKYTOUYHOM
npoaykuun 1 OC, nomkHbl OBITH TakXke pa3paboTaHbl MPOLEAYPHI IO UCIOIB30BAHUIO CPEJCTB MPOTUB
I'PBI3YHOB, HHCEKTULIUAOB, (YHTULUA0B, PYMUTAHTOB U CPEACTB OYUCTKU U ne3uHpexiun OC.

TexHosornueckoe odopyaoBanue (5)
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IIpoexTupoBanue u MmoHTax (5.1)

345. (5.10) OGopynoBaHue, UCIOIB3yEeMOE TIPH MPOU3BOICTBE MPOMEKYTOUHOU Tpoaykiuu u OC,
JOJDKHO HMMETh COOTBETCTBYIOLIYIO KOHCTPYKIMIO, COOTBETCTBYIOUIME pa3Mepbl M pacroyiaratbCs B
COOTBETCTBUH CO CBOMM Ha3HAYCHHEM U TaKMM 00pa3oM, 4TOOBI MEPCOHAN MOT OCYLIECTBIISTH OYUCTKY,
ne3uH(peKno (Ipyu HEOOXOTUMOCTH) M TEXHUYECKOE 00CITYKUBAHHE ATOTO 000PYAOBAHMS.

346. (5.11) [TIloBepxHOCTH OOOpYAOBaHHs, KOHTAaKTHPYIOIIME C HCXOJHBIM  CBIPHEM,
MIPOMEKYTOUHBIMHU MTpoaykTamMu i @C, He JODKHBI BIUATH HA KAUECTBO MPOMEKYTOUHBIX MIPOAYKTOB H
@®C u uU3MEHATh MX XapPaKTEPUCTUKH 3a TpeAesbl JOMyCTUMBIX 3HAUYEHUH, YCTaHOBJICHHBIX B
crienu(puKausx.

347. (5.12) TexHonormdeckoe 00OpyJOBaHHE HEOOXOIMMO HCIOIB30BaTh TOJIBKO B Ipeaenax
pabouux AMana3oHOB, YCTAHOBJICHHBIX MPH KBATU(DUKALIH.

348. (5.13) OcHoBHOEe O0O0OpyJIOBaHME (HANPUMEP, PEAKTOPBHI, E€MKOCTH MJISi XpaHEHHs) H
CTallMOHAPHbIE TEXHOJIOTUYECKHUE JIMHUM, UCIOJIb3yEeMble B MPOHM3BOJCTBE MPOMEXYTOYHOH NPOIYKIHUU
i ©C, TOKHBI OBITH COOTBETCTBYIOIIMM 00Pa30M HICHTU(DUIIUPOBAHHI.

349. (5.14) JIro6ble BemecTBa, HEOOXOMUMBIE TS (PYHKIIMOHUPOBaHUS 000pPYIOBAaHUs, TaKUE KaK
CMa3KH, XHMIKOCTU JUIsI HAarpeBa WM XJIQAAareHTbl, HE JOJDKHBI KOHTAaKTHPOBATH C IPOMEXKYTOYHOU
npoaykuueit wim ®C, uyToObl HE M3MEHATH MX KauecTBO. [IpoM3BOAMTENb JOIKEH MPOBECTHU OLEHKY
TMOOBIX OTKJIOHEHHH OT 3TOro TpeOOBaHHUs, YTOOBI YOEIUTHCS, YTO OTCYTCTBYET HEOIAarompusiTHOE
BO3JEHCTBUE 3TUX MATEPUAJIOB, BIUSIOLIEE HA MPUTOJHOCTh IPOMEXYTOUHON npoaykuuen nin OC nus
UCTONIb30BaHus. TaM e 3T0 BO3MOXKHO, JTOJKHBI MCIIOJIb30BAaThCSl CMAa3KH M Macia, MpeJaHa3HaueHHbIe
ISl TUILIEBOW MPOMBIIIJICHHOCTH.

350. (5.15) Bo Bcex ciydwasix, KOra 3TO MPUMEHUMO, JOJDKHO HCHOJIB30BATHCS 3aKPBITOE WIH
repMETUYHO 3aKpbiBatolieecs oOopynoBanue. [Ipu HCIONB30BaHUM OTKPHITOTO OOOPYAOBAHHS WM €ro
OTKPBITUM HEOOXOIMMO TPUHATH MEpbl MPEAOCTOPOKHOCTH, UYTOOBI CBECTH K MHHHUMYMY PHUCK
KOHTaMUHAIIHH.

351. (5.16) V mpousBoauTens MOIKEH MMETbCS B HAJIMUYUHM AKTYaJdbHBIH KOMIUIEKT YepTeKel
UCTOJNB3YyeMOro  OOOpyAOBaHMs, a  TaKkKe  KPUTHYECKMX  CHCTeM  OOBS3KM  (Hampumep,
KOHTPOJIbHO-U3MEPUTENBHBIX TPHUOOPOB, BCHOMOTAaTENbHBIX CUCTEM).

Texnn4yeckoe 00cay;KMBAHHE U OYUCTKA 000pyaoBanus (5.2)

352. (5.20) IlpodumakTuueckoe TEXHHUUECKOE OOCITy>KUBaHHE OOOPYAOBaHUS HEOOXOIUMO
MIPOBOJIUTH B COOTBETCTBUM C YTBEPXJACHHBIMU IpapykaMu M MpolelypaMH, B KOTOPBIX TOJDKHA OBITH
orpeJiesieHa OTBETCTBEHHOCTH 32 UX IPOBEICHHE.

353. (5.21) IlpousBoaurtens AOKEH pa3paboTaTh MHCTPYKLIMU IO OYHCTKE OOOpYHOBaHHUS H
MOCTIeIYIOIIEMY TIOJIyY€HHIO Pa3peIIeHUs] Ha €ro MCIOJIb30BaHUE MPU MPOU3BOJACTBE MPOMEKYTOUHOM
npoaykuun u DPC. Ilpouemypbl OYMCTKH JOJDKHBI OBITH OIMCAHBI JOCTATOYHO MOAPOOHO, YTOOBI
OIEePaTOPBl MOTJIH MPOBOAUTH OUYUCTKY 000PYAOBAaHUS JIFOOOTO THUIIA BOCIIPOU3BOJAUMBIM U 3((HEKTUBHBIM
CIOCO0OM. DTH MPOLETyPhI JOKHBI BKIIOYATh!

YCTaHOBJIEHHE OTBETCTBEHHOCTH 32 OYUCTKY 00OPY/JOBAHUS;

rpaduKu OYMCTKH, BKJIIOYas (MIpH HEOOXO0AUMOCTH) rpauKu CAaHUTAPHOM 00pabOTKH;

MIOJTHOE OMMCAaHUE METO/I0B U MaTepUAJIOB, BKIIIOYAsl MIPUTOTOBJICHUE CPECTB, UCIIOIb3yEMbIX IS
OYHMCTKH 000pYIOBaHHUS;

WHCTPYKIIUU TIO0 pa30opke U cOOpKe Kaxaou (Ipu HEOOXOJUMOCTH) €IUHUIIBI 000PYIOBAHUS IS
obOecneucHUs HaJIeKAIeH OUNCTKH,

MHCTPYKIIMHU IO YJAJIEHUI0 MAPKUPOBKU TPEAbIAYIIEH CepuH;

MHCTPYKIIMHU TI0 3aIIUTE YUCTOTO 00OPYAOBAHUS OT KOHTAMHUHAIIMH [IEPE]] €T0 UCTIONIb30BAHUEM;

MOPSI0K MPOBEPKHU YHCTOTHI 000pYI0BaHHS HEMOCPEACTBEHHO IEPE]l €ro UCIOIb30BAHUEM, €CIH
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3TO MPAKTUYECKU OCYIIECTBUMO;
yCTaHOBJIEHHE (KOTJa NMPUMEHUMO) MaKCHUMAaJbHOTO MPOMEXYTKAa BPEMEHU MEXIY OKOHYAHUEM
npolecca 1 OUUCTKOM 000pyIOBaHHUS.

354. (5.22) OOGopynoBaHue W TPUHAIICKHOCTH JIOJDKHBI OYMIIATHCSA, XPAHUTHCS M IPH
HEOOXO/MMOCTH TIOABEPraThCsi CAHUTApHOW OOpabOTKE WM CTEPHWIIM30BATBHCS JUIA MPEJOTBPALCHHS
KOHTAMUHAIlMM MU [E€pPeHOca Marepuaia, KOTOphle MOTYT H3MEHUTh KadeCTBO MPOMEKYTOUHOM
npoaykiuu 1 @C 3a npenensl, yCTaHOBICHHbBIE B CHICIIM(PUKALINAX.

355. (5.23) ns oOopymoBaHus, TpeIHA3HAYCHHOTO JUIS HEMPEPHIBHOTO TEXHOJIOTHYECKOTO
mporiecca MM Ui TPOM3BOJACTBA KaMIaHUAMHU (IIPOM3BOACTBEHHBIMH LUKIAMHU) IOCIEI0BATEIbHBIX
cepuil OIHOM U TOH ke MPOMEKXYTOYHOM MPOAYKLUMHU UM OJHOU U Toil ke PC, He0OOXOAMMO MPOBOAUTH
OYHCTKY 4Yepe3 OINpe/eiCHHbIE MPOMEXYTKH BpEeMEHH BO M30ekKaHHWE HAKOIJICHHS U IepeHoca
KOHTAMUHAHTOB  (HampuMep, MPOAYKTOB  pPA3lOXEHUS  WIM  HEAOMYCTUMOTO  KOJIMYECTBa
MUKpPOOPTaHU3MOB).

356. (5.24) OGopynoBaHue, HCIOJIb3yeMOE JJs MPOU3BOJACTBA pa3HBIX MaTEPUANIOB, IOJKHO
OYMILATHCS B IPOMEKYTKAX MEKIAY MX CMEHOM BO M30ekKaHNe epEeKPEeCTHOW KOHTaMUHALINY.

357. (5.25) IlpousBoauTenb AOIKEH YCTAaHOBUTh M OOOCHOBATh KPUTEPUU NPUEMIIEMOCTH B
OTHOILICHUM OCTAaTKOB, a TaKXXE OCYIIECTBHUTh W OOOCHOBAaTh BBHIOOP MPOLEAYP OYHUCTKH U MOIOLIUX
CPEICTB.

358. (5.26) OOGopynoBaHue MAODKHO OBITH COOTBETCTBYIOLIIMM OOpa3oM IMPOMapKHpPOBAHO B
OTHOIIICHUHU €T0 CONEP>KUMOT0 M COCTOSIHUS YHCTOTHI.

Kanuoposka (5.3)

359. (5.30) KanuOpoBKy KOHTPOIBHO-U3MEPHUTEIHLHOTO M aHAIUTHYECKOTO 000pyIOBaHUS (B TOM
YHce BECOB, MPUOOPOB i MOHHUTOPHHIA), MMEIOIIET0 KPUTHYECKOE 3HA4YCHHE sl OOeCTeueHHS
KayecTBa MpOMEXyTouHOM mponykiuu wuian DC, Heo0XoAMMO TPOBOAUTH B COOTBETCTBHH C
YTBEPKICHHBIMU UHCTPYKIUSIMH U YCTAHOBJICHHBIM T'Pa(pUKOM.

360. (5.31) KamubpoBka MJODKHA TPOBOJAUTHCS C HCHOJIB30BAHUEM COOTBETCTBYIOIUX
cepTU(UIMPOBAHHBIX CTAaHAAPTOB WM COMOCTABUMOTO CO CTaHIApPTOM oOpa3ma Jmbo dTanoHa (eciau
TaKOBBIE CYIIECTBYIOT).

361. (5.32) 3anucu nmpoBeACHUS KaTUOPOBOK JOJKHBI COXPAHSATHCS.

362. (5.33) Texymuii ctaTyc KaauOpOBKH KPUTHUECKOTO 0OOPYJOBAaHUS JOKEH OBITh U3BECTEH H
JaBaTh BO3MOXHOCTh €TI0 IPOBEPKH.

363. (5.34) He nomyckaeTcs HCIONB30BaHHE NMPHUOOPOB, KOTOPHIE HE COOTBETCTBYIOT KPHUTEPHSIM
KaJHOPOBKH.

364. (5.35) OTKIOHEHHS OT YTBEPKIECHHBIX CTaHIAPTOB KAIUOPOBKHU I KPUTUUECKUX MPUOOPOB
HEOOXO/MMO pAacCiIeoBaTh, YTOOBI ONpPENENUTh, MOBIHMIO JH 3TO HAa KAadeCTBO MPOMEKYTOUHOM
npoaykuun 1 OC, mpous3BeIeHHBIX C MCIOJIb30BAHUEM JAHHOTO OOOpYIOBAaHHUS TOCJIE €ro MOoCIeTHeH
YCIIEUTHON KaTuOPOBKH.

KomnbrorepuznpoBannbie cucremMsl (5.4)

365. (5.40) KomnproTepr3upoBaHHBIE CUCTEMBI, OTHOCSIIHECS K HacTosmuM [IpaBuiam, moanexar
Bauganu. OObeM BaJdMIAIMHM 3aBHCUT OT MHOT0O00pasus, CIOKHOCTH U KPUTUYHOCTH MPUMEHEHHS
KOMIIBIOTEPU3UPOBAHHBIX CHCTEM.

366. (5.41) Hagnexamie kBampuKays MOHTaXa U KBanu(ukanus GyHKIMOHUPOBAHUS JOIKHBI
MIPOJEMOHCTPUPOBATH MPUTOIHOCTh KOMITBIOTEPHOTO 00OPYAOBAHMS M MPOTPAMMHOI0 0OECTICUeHHS IS
BBITOJIHEHUS IOCTABJICHHBIX 3a7a4.
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367. (5.42) Ucnonws3zyemoe mporpaMMHOe OOecreueHHe, KOTOpoe ObUI0 KBAaTHU(HUIMPOBAHO, HE
TpeOyeT MpoBeICHUS UCTIBITAHUH TOTO ke ypoBHs. Eciiu cymecTBylomas cucteMa He MpoIuia BaaHu Ao
BO BpeMs YCTaHOBKM, IpPH HAJIWYMKA COOTBETCTBYIOLICH JOKYMEHTAllMM MOXXHO IPOBECTH
PETPOCIIEKTUBHYIO BaJIHIALIHIO.

368. (5.43) Heob6xomumo, 4T0OBI KOMIIBIOTEPU3UPOBAHHbBIE CUCTEMbI MMEJIH JJOCTATOUHBIH YPOBEHb
KOHTPOJIS U NIPEJOTBPALICHUS HECAHKIIMOHUPOBAHHOTO JOCTYyNa K JAaHHBIM WJIM U3MEHEHHUS JaHHBIX.
JloikHa OBITH TPEAYCMOTpPEHA 3aIlUTa OT MOTepH JAaHHBIX (HalpUMep, MPH BBHIKIIOUYEHUN KOMITBIOTEPA).
WNudopmanus o 100X U3MEHEHUSIX JaHHBIX, O MOCIIEIHEM BBOJIC JAHHBIX, O TOM, K€M M KOT/1a OHU OBbLIH
ClIEJIaHbl, OJUICKHUT PETUCTPALIUH.

369. (5.44) IlpousBonuTenb AOHKEH UMETh YTBEP)KIACHHBIE IPOLIETYpPHl MO SKCITyaTalluud H
TEXHUYECKOMY O00CITY’)KHUBAaHUIO KOMITbIOTEPU3UPOBAHHBIX CUCTEM.

370. (5.45) Ecnum xpuTh4eckue JaHHBIE BBOAAT BpPYUYHYIO, HEOOXOIMMO MpPEIyCMOTPEThH
JOTIOJTHUTEIbHYIO TPOBEPKY TOYHOCTH HX BBEJCHHs. Takyio NPOBEPKY MOXKET BBIIOJHUTH BTOPOM
OIepaTop WU caMa CHCTeMa.

371. (5.46) COou B paboTe KOMIBIOTEPHU3UPOBAHHBIX CHUCTEM, KOTOpPBIE MOTYT TOBJIHATH Ha
KAauecTBO MNPOMEXYTOUHOW mnpoxykuuu win @OC, Ha JOCTOBEPHOCTh 3allUCEd WIM peE3yJbTaToOB
UCTIBITAHUH, TTOJIeXKATH# TOKYMEHTAILHOMY O(OPMIICHHIO U PACCIIEOBAHUIO.

372. (5.47) 3MmeHeHUs B KOMIBIOTEPHU3UPOBAHHBIX CHCTEMaX HEOOXOJUMO OCYIIECTBISATH B
COOTBETCTBUH C MPOLEAYpPaMU BHECCHHMS W3MEHEHUH, OQHUIMATBHO HUX CAHKIMOHHPOBATH, O(OPMIISATH
JTOKYMEHTAJIbHO M TeCTUPOBATh. JIOIDKHBI COXPAHATHCS 3alMCH BCEX U3MEHEHUH, BKIIIOYask MOAU(DUKALINIO
U YCOBEpIICHCTBOBAHHE KOMIIBIOTEPHOTO 00OpYyNOBaHMSA, NIPOTPAMMHOTO OOeCHeueHus: M Jpyrux
KPUTHUYECKMX KOMIIOHEHTOB CHCTEMBI. DTH 3alMCU JOJDKHBI OBITh JOKa3aTeNIbCTBOM TOTO, YTO CHUCTEMa
MOJICP>)KUBACTCS B BAJIMIUPOBAHHOM COCTOSTHHH.

373. (5.48) Ecnu cOoil WM MOJIOMKA CHUCTEMBbl NPUBOIUT K TOCTOSHHOW MOTEpe 3aIucei,
MPOM3BOJIUTENH JIOJDKEH MPEAYCMOTPETh CHUCTEMY pE3epBHOTO KomupoBaHus HHpopmanuu. Bo Bcex
KOMIIBIOTEPU3UPOBAHHBIX CUCTEMAX MOJDKHBI OBITh MPEIYCMOTPEHBI CPEICTBA, 00ECIICUNBAIOLINE 3AIIUTY
TAHHBIX.

374. (5.49) B nomonHeHWe K KOMIIBIOTEPHOH CHCTEME JOIyCKAeTCs 3aluCh JAHHBIX U JAPYTHM
CII0COOOM.

JlokymeHTanus u 3anucu (6)

Cucrema qokyMeHTanum u cneuupuxanum (6.1)

375. (6.10) Bce 1OKyMEHTBI, UMEIOLIHE OTHOIICHNE K MPOU3BOJICTBY MPOMEXKYTOUHOMN MPOIYKIIHH
wim PC, HeoOXOIUMO COCTaBJATh, MPOBEPATh, YTBEPXKIAATh W PACIHPOCTPAHATH B COOTBETCTBHH C
YTBEPKJICHHBIMH TTPOU3BOJUTENIEM TpOLEAypaMu. Takue JOKYMEHTBI MOTYT OBITh O(QOPMIICHBI KakK B
MUCHbMEHHOM, TaK U B 3JIEKTPOHHOM BH/JIE.

376. (6.11) Bseimady, mepecMoTp, 3aMeHy WM HU3BATHE BCEH JTOKYMEHTAIMU HEOOXOIUMO
KOHTPOJIMPOBATH C COXPAHEHUEM CBEJICHUN 00 MX MPEAbIIYIIUX BEPCUSX.

377. (6.12) IlpousBomuTenb IOKEH OpPraHU30BaThb CUCTEMY XpAHEHHUS BCEX JIOKyMEHTOB
(HampuMep, OT4ETOB O pa3paboTKe, OTYETOB O MAcCIITaOMPOBAaHUH, OTYETOB O Iepeaaye TeXHOJOTHH,
OTYETOB O BaJJALMM TIpoliecca, 3amuceil Mo oOy4eHHUIO, 3amucel Mo MPOU3BOJCTBY, JOKYMEHTOB IIO
KOHTPOJIIO U 3aIMCEHl 10 peaqu3alin) ¢ yKka3aHueM CPOKOB XPaHEHUS TaKUX JIOKYMEHTOB.

378. (6.13) Bce 3amucu 1o MpOU3BOJACTBY, KOHTPOJIO M pealM3aldyd HEOOXOAUMO XPaHUTh HE
MeHee | roma mocie HMCTEYEHHUS CpOKa TOJHOCTH CEepUH. 3alMCH, COJAEp)Kalhe TaHHbIE MOBTOPHBIX
ucnbitanuit @C, NOMKHBI XpaHUTHCS HE MEHee 3 JIET MOCIIe MOJTHOW peaan3alui Cepuu.

379. (6.14) 3ammcu HEOOXOIUMO BBINOJHATH HECMBIBAEMBIMH YEPHWJIAMH B CIIEIHAIHHO
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MPEIYCMOTPEHHBIX JUIS 3TOTO MECTax Cpasy e IMOCJe BBITOJHEHUS OINEpaluii; U0, ClIeNaBIIee 3alHCh,
JOJDKHO OBITH 0003HaueHo. VcrpaBieHus: B 3alMCAX TOJKHBI OBITh TOAMUCAHBI C MIPOCTABICHUEM JaThl.
Takue ucnpanieHus: He JOKHBI MPETIATCTBOBATH MPOYTEHHUIO 3aITUCH B €€ MIEPBOHAYAIHLHOM BHJIE.

380. (6.15) B Tteuyenue mepuoia XpaHEHHS OPUTMHAIIBI WIM KOMHMU 3alHUCEN JOJDKHBI OBITH
JIETKOIOCTYIIHBI Ha TPOU3BOJCTBEHHOW IUIOMIAJKE, TJ€ OCYIIECTBISUIUCH PaOOThI, OMUCAHHBIE B 3TUX
3anmucsx. Jlomyckaercs Takke OBICTpOE MOJY4YeHHE 3amuceld M3 JAPYTHMX MECT XPaHEHHUS C MOMOILBIO
AJIEKTPOHHBIX WIH JAPYTUX CPEICTB.

381. (6.16) Cneumdukanuu, HHCTPYKUUH, HPOLEAYpPHl M 3alMUCH MOXHO XpaHUTh JHOO B
opuruHase, 160 B BUAE KOMU, TaKUX KaK (POTOKOMUU, MUKPO(PHIEMBI, MUKPO(DUIIN WIH JpyTrue GopMbl
TOYHOTO BOCHPOM3BEICHUS OPUTMHAIBHBIX 3amuceid. Ecium MCHonb30Bajvch METOIbl YMEHBIICHHS
OpUrMHasa, HampuMep, MUKPO(OUIbBMHUPOBAHUE, WM 3JIEKTPOHHBIC 3alMCH, TO HEOOXOIUMO HMETh
COOTBETCTBYIOIIEE CYMTHIBAIOIIEE 0OOPYAOBAHHE, a TAKKE CPEJICTBA JUII M3TOTOBIICHHS MTEYATHBIX KOIHUI.

382. (6.17) IlpousBoauTenb T0JKEH pa3padoTaTh U OYOPMUTH JOKYMEHTAIBHO CTIEHU(BUKAIIMHA HA
UCXOJHOE CBIphE, MPOMEKYTOUHYIO mpoaykuuto (mpu Heobxomumoct), @C u Marepuanbl s
MapKHPOBKH M YMAaKOBKU. JIOMOJHUTENBHO MOTYT MOHAJO00HUTHCS CHEU(PHUKAIUA HA HEKOTOpPbIE JpYTrHe
MaTepHabl (HarpuMep, BCIIOMOTaTeIbHbIE MaTepHalIbl, MPOKIIATKH ), UCIIOJIb3YEMBIE B X0OJI€ IIPOU3BOCTBA
npoMexxyTouHoi nmpoaykiuu wi @C, KoTopble MOTYT ObITh KPUTHYECKHUMHU JJIs1 KauecTBa. Heobxonmumo
YCTaHOBUTh M O(GOPMHUTH JOKYMEHTAIbHO KpPUTEPUH MPHUEMIIEMOCTH JJs KOHTPOJII B Tpoliecce
MIPOM3BOJICTBA.

383. (6.18) Ecnu ucnomnp3yroTcs 3JIEKTPOHHBIE MOAMMCH Ha JTOKYMEHTaX, TO OHHU JOJDKHBI OBITH
UACHTU(PHUIMPOBAHBI U 3AIIUIICHBL.

3anucy OYHCTKHU U MCNOJIb30BaHUs 00opyaoBaHus (6.2)

384. (6.20) B 3amucsx ucnoiab30BaHusl, OYMCTKU, CAHUTApPHOU 00pabOTKU U (MJIH) CTEpUIIN3ALIUY, A
TaK)Ke TEXHHYECKOTO 00CTYKUBAHUSI OCHOBHOTO 000pYy/I0BaHUs TOJKHBI OBITh YKa3aHbI Aata, Bpems (Tpu
HEOOXOUMOCTH), HAMMEHOBAaHWE NPOAYKIMH, HOMEp KAaXKIOW CEepUH MPOW3BEICHHOW HA JTOM
000pyI0BaHUU MPOAYKIIUHU, & TAKKE JIUII0, KOTOPOE TMPOBOIUIIO OUYUCTKY M TEXHHUECKOE OOCITyKHBaHHE.

385. (6.21) He TtpeOyercst cocTaBlieHUsI OTICNBHBIX 3alMUCeld OYUCTKH M HCIOJIb30BAHUS
o0opymoBaHUsT B CcIydae, €CIM OHO CIENHaTbHO TPEJHA3HAYCHO JJs TMPOHW3BOJACTBA OJHOTO
HAaUMEHOBAHHS TIPOMEKYTOUHOTO MpoaykTa wim ®C U cepuu 3TOro MpoMeKyTOUHOTO MpoaykTa wim OC
MPOU3BOJIATCS B MPOCICKUBAEMON IOCIEIOBATEIILHOCTH. B Cllydasx WCIONIh30BaHMS CIEIUATBHO
MpeIHa3HAYEeHHOTO O00OPY/IOBAHUS 3alMCHU €T0 OYUCTKH, TEXHUYECKOTO OOCTYKHUBAHUS U IKCILTyaTalluu
MOTYT OBITh THOO YaCTHIO JOChE HA CEPUI0, THOO OTACTBHBIM JOKYMEHTOM.

3anucu Ha HCXO/IHOE ChIPpbe, MPOME:KYTOYHbIE MPOAYKTHI, YTAKOBOYHbIE MAaTepPHAJIbl H MaTepPUAJIbI
AJ151 MAPKUPOBKH apManeBTHYeCKUX cyOcTaHuuii (6.3)

386. (6.30) HeoOxoauMo BeCTH 3allUCH Ha HCXOJHOE CBIPbE, MPOMEKYTOUHBIE IPOIYKTHI,
YIaKOBOYHBIE MaTepHalibl, MaTepuaibl s MapkupoBku OC, conepxaiiue ciaeyronue JaHHbIe:

HAaMMEHOBAHME MTPOU3BOAUTEINSA, UACHTU(DUKAIIMIO U KOJINYECTBO KaXIOW MMOCTABKH KaXJI0M CeprH
HCXOJIHOTO CBIPbs, NMPOMEXYTOYHOH MPOAYKUMH WIM YHAKOBOYHBIX MAaTEpUATIOB U MAaTEPUATIOB IS
MapkupoBku OC;

HAaMMEHOBAHHME TOCTABIIMKA; KOHTPOJIbHBIM HOMEp (HOMEpa) MOCTaBIIMKA (€CIM M3BECTECH) WU
Apyroi uACHTU(PHUKAIIMOHHBIN HOMEp; HOMEP, MPUCBOCHHBIN MPH NMPHUEMKE, U J1aTa IPUEMKH;

pe3yabTaThl BCEX IMPOBEACHHBIX MCIBITAHUN WJIM NPOBEPOK M CAETaHHbIE Ha UX OCHOBAaHUH
BBIBO/IBI;

3aIHCH, B KOTOPBIX OTCJIEKUBAETCS UCIOIb30BaHUE MATEPUAJIOB;
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JOKYMEHTAIUIO TI0 OLIEHKE U MPOBEPKE YIIAKOBOYHBIX MATEPUATIOB M MAaTEPUAIIOB JJIsi MAPKUPOBKH
@®C Ha COOTBETCTBUE YCTAHOBIICHHBIM CIICIU(UKAIHIM;

OKOHYATEJIbHOE pEIIeHHEe OTHOCUTENIBHO OTKJIOHEHHBIX HCXOJHOTO ChIPbs, MPOMEXKYTOUYHOM
MPOAYKIUH UM YITAKOBOUHBIX MaTEPHUATIOB U MaTepUaoB st MapkupoBku OC.

387. (6.31) IlpousBoauTENb TOJKEH XPAHUTh YTBEPKICHHBIE 00pa3Ibl STUKETOK JUIsl CPAaBHEHHUS C
HUMH BBIITYCKAaEMBIX STHKETOK.

IIpoMbIlIeHHBbIN perjaMeHT U TeXHOJOrH4ecKue HHCTPpyKuuu (6.4)

388. (6.40) [lna oOecrneyeHus OJHOPOAHOCTH OT CEPHUH K CEpUH IPOU3BOAUTENH JIOJDKEH
pa3paboTaTh MPOMBIIUICHHBIE periaaMeHThl s kKaxkaoro Buma @OC, KOTOpble yTBEPKIAIOTCA
PYKOBOJIUTENEM TIPOM3BOJUTENS, a TaKXKE HE3aBHUCHUMO IPOBEPSIOTCS, IOANUCHIBAIOTCS JIMLIOM W3
MOJpa3/ieieHus] KadecTBa C IPOCTaBIeHHMEM JaThl. Ha OCHOBAaHMM NPOMBIINIICHHBIX PErIaMEHTOB
pa3pabaTbIBalOTCS TEXHOJIOTUYECKHE MHCTPYKIMM JUIS KaXKJOW CTaJWU TEXHOJOTHMUYECKOro Ipolecca H
(M) IS KaXA0TO BUAA TPOMEXKYTOUHOW MPOIYKIMH, KOTOpBIE IMOAMUCHIBAIOTCS OJHUM JIMIIOM C
MIPOCTABJICHUEM JAaThl, @ TAKXKE HE3aBUCHUMO IPOBEPSIOTCS, MOAMUCHIBAIOTCS JUIIOM M3 MOApa3AeICHUS
KayecTBa C TMPOCTaBICHUEM JAaThl. [IpOMBIIUIEHHBI periaMeHT BKIIOYaeT B ce0s MepedeHb
UCTIOJBb3YEMBIX MaTepHAIOB C yKa3aHHEM KOJHMYECTBa KaXKJIOro0 M3 HUX, JaHHbIE 00 HCIOIb3yeMOM
00OpYJIOBaHUM, OIHUCAHWE TEXHOJOTHYECKOTro Tpolecca M METOAOB KOHTPOJSI Ha BCEX JTamax
npou3BojactBa PC. OOmme TpeOOBaHUS K CTPYKType H MHBIE TpeOOBaHUS K COJCPKAHUIO
MPOMBIIIICHHBIX PErJaMEHTOB YCTaHOBJIEHBI COOTBETCTBYIOUIMMHM HOPMATHBHBIMH IPABOBBIMH aKTaMH
Poccuiickoit deneparuu.

389. (6.41) TexHomornyeckue MHCTPYKIMH TOJIKHBI BKJIIOUATh!

HAaMMEHOBAHHE BBIITYCKAEMOM MPOMEKYTOUHON mpoayKuuu win @C U CTagul TEXHOJIOTHIECKOTO
npoliecca, a TaKxke, €ClIi IPUMEHUMO, COOTBETCTBYIOLINHI KO JOKYMEHTA;

MIOJTHBIN MepeYeHb UCXOTHOTO ChIPhs M MPOMEXYTOUYHON MPOIYKIMU C YKa3aHWEM HAauMEHOBAHHM
WIA KOJOB, JTOCTaTOYHO CHEIU(PHUYHBIX A TOTO, YTOOBI MOXKHO OBUIO MPOBECTH HIECHTH(DUKALHUIO H
OIIPEICNIUTH JIIOOBIE CTIeUANIbHBIE XapaKTEPUCTUKN KaueCTBa;

TOYHOE YyKa3aHHE KOJMYECTBA WJIM COOTHOIICHHWE KaXJI0TO HAMMEHOBAHUS HCIOJIb3yEeMOTO
MCXOJIHOTO CBIPbS HJIM TMPOMEXKYTOYHOH NPOAYKIMH C yKa3aHHEM eIuHUI u3MepeHus. Ecnmu Takoe
KOJIMYECTBO HE SIBIISCTCS (DUKCHPOBAHHBIM, TO HEOOXOIMMO MPUBECTH pPacyeT A KaKIOro pasmepa
CepUH WJIH PeKrMa TEXHOJIOTHYECKOTro mpoliecca. Takke He00X0IMMO yKa3aTh OTKJIOHEHHUS OT YKa3aHHbIX
KOJINYECTB, €CJIM OHH 00OCHOBAHBI;

MECTO  OCYIIECTBJICHHS  TEXHOJOTMYECKOTO Tpolecca W  OCHOBHOE  TEXHOJIOTHYECKOE
000pyI0BaHUE, KOTOPOE MPH 3TOM UCTIONIb3YETCS;

MOPOOHBIE TEXHOJIOTHUECKUE ICHCTBHS, B TOM YHUCIIE:

M0CJIeI0BATEIbHOCTD, KOTOPYIO HEOOXOIUMO COOJIIOaTh;

UCTOJIb3yEMbIE IUANa30HbI MapaMeTPOB MPOILIECcca;

yKa3zaHUs MO OTOOpY MpoO M KOHTPOJIIO B IPOLECCE NMPOU3BOACTBA C yKa3aHHMEM KpPUTEPHEB
MIPUEMJIEMOCTH, KOT/Ia 3TO HEOOXOMMO;

npeaebHbIe CPOKU 3aBEPIICHUS OTICIBHBIX CTAJUH TEXHOJIOTMYECKOro Iporecca U (W) BCEro
mpoliecca B IIeJI0M, KOT/1a 3TO HE0OXO0IMMO;

OKHJIaeMble JMAaIa30Hbl BBIXOJA MPOIYKIMHM HAa COOTBETCTBYIOUIMX CTagusAX Ipoliecca WIH B
OIpEeJICIIEHHOE BPEMS;

0coOble yKa3aHUS M MEpbl TMPEJOCTOPOKHOCTH, KOTOphIE HEOOXOauMO COOI0AaTh, WIH
COOTBETCTBYIOIIME MTEPEKPECTHBIE CCHIJIKU HAa HUX, KOT/Ia 3TO HEOOXOAMMO;

yKa3aHUs M0 XPaHEHUIO MPOMEXyTOUHOH npoaykiun win OC 11t odecnieyeHus UX MPUroJHOCTH
K HCIOJIb30BAHMIO, BKIIIOYAsl YHMAKOBOYHBIM Marepuan M MaTepuan JUisi MapKUPOBKH, a TaKke 0coOble
YCIIOBHSI XpaHEHUS C YKa3aHHUEM CPOKOB, KOT/Ia 3TO 11eJIeCO00pa3Ho.
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Jocbe Ha cepHIo (3aIMCH MO MPOU3BOICTBY U KOHTPOJIIO KavecTBa) (6.5)

390. (6.50) dns kaxmoro npoMexytoyHoro npoaykra 1 @C 10mKHO OBITH HOATOTOBJICHO J10CHE
Ha CEpHIO MPOIYKIIMH, BKIFOUAtoIIee B ce0sl MOIHYI0 HHPOPMALIUIO O TPOU3BOICTBE U KOHTPOJIE KayecTBa
Kax10i cepun. BeinaBaemast popma a1t BHECEHHUS 3allUCEH MO MPOU3BOACTBY JIOJKHA COOTBETCTBOBATH
TEXHOJIOTUYECKON MHCTPYKIMHU U SIBIATHCS aKTyalbHOU Bepcuel. Ecnu gopma 11t BHECeHHUs 3anuceid 1o
MIPOM3BOJICTBY CEPHM COCTABJICHA HAa OCHOBAaHHM OT/AEIBHON YacCTH TEXHOJIOTMYECKOW WHCTPYKIMHU, TO
TAaKOM JTOKYMEHT JOJDKEH COJEpXaTh CCBUIKY Ha HCIOJIb3YEeMYIO JEHCTBYIOIIYIO TEXHOJOTHUYECKYIO
MHCTPYKIIHIO.

391. (6.51) ®opmbl a1 BHECEHHMs 3amUCcel JOJDKHBI OBITh NPOHYMEPOBAaHBI C YyKa3aHHUEM
KOHKPETHOTO HOMEpa CEepUU WIIM UACHTHU(PHUKAIIMOHHOTO HOMEPA, a TaKXKe MOAMUCAHBI C MPOCTaBICHUEM
natel nipu Bbinave. [Ipu HenmpepbIBHOM MPOU3BOACTBE KOJ MPOIYKIMH, a TAaKXKe JaTa U BpPeMs BBIIYCKa
MOTYT CIIy’KUTh OJJHO3HAUYHBIMU HICHTH(PHUKATOPAMH JI0 IPUCBOCHHUS OKOHYATEIHHOTO HOMEpA CEPHH.

392. (6.52) B nocbe Ha ceputo (3amucsAx MO IPOM3BOACTBY U KOHTPOJIIO KAauyecTBA) MPOAYKLIHMH
1ocje 3aBEpUICHHUS KaKJOW Ba)XHOM TEXHOJOTHYECKOM CTaguM JOJKHBI OBITh yKa3aHbl CIEIYIOLIHE
CBEJICHUS:

Jarta u, T7ie IPUMEHUMO, BPEeMS;

OCHOBHOE HCIIOJIb3yeMOoe 000py10BaHKe (HaIpUMep, PEaKTOPbl, CYIIHIKA, METbHHIIBI);

cneunpuyeckas UACHTU(UKALIUSA KaXI0i CepuH, BKIIOYAs Maccy, €AWHUIIBI U3MEPEHHUs, HoMepa
Cepuil HCXOHOTO CHIPbs, IPOMEKYTOUHON MPOAYKIIUHN UIIH JIFOOBIX MAaTepUAIOB, MPOIIECAIINX TOBTOPHYIO
00paboTKy B X0J1€ TPOU3BOJICTBA;

3aperuCTpUPOBaHHbIC (DAKTUYECKHE PE3yIbTaThl KPUTUYECKHUX ITapaMeTpOB MPOIlecca;

JaHHBIE O JIOOBIX MPOBEICHHBIX 0TOOpax Mpoo;

MOJANMCH JIMLl, BBINOJHABIIUX KAKAYI0 KPUTUYECKYIO CTagui0 Mpu paboTe, a Takxke
OCYIIECTBIISIBUIMX HETIOCPEACTBEHHBIN HAa30p WU MIPOBEPKY;

pe3yabTaThl HCIIBITAHUNA B TIPOLIECCE MPOU3BOACTBA U TaOOPAaTOPHBIX UCTIHITAHU;

(akTHUECKUH BBIXO HA COOTBETCTBYIOUINX CTAMIX MU B ONPEACICHHOE BpEMS;

OIMCaHME YNAaKOBKU M MAPKUPOBKH JJIsl MPOMEXKYTOUHOH npoaykuuu i OC;

obpazery stuketkn A P®C wiIM NPOMEKYTOUHOW NPOMYKIMH, €CIU OHH IPOU3BEICHBI IS
MIPOIAXKH;

mo60€e 3aMEYeHHOE OTKJIOHEHHUE, €ro OIeHKa, MH(POpPMalLUs O IPOBEIEHHOM pacciieIoBaHUH (TIpU
HEOOXO/IMMOCTH) WJIM CCHUIKAa HAa TaKO€ pacciieoBaHHE, €CIM COOTBETCTBYIOIIME JOKYMEHTHI XpPaHATCS
OTEINBHO;

pe3yabTaThl KOHTPOJIS TP BBIAAYE pa3pelieHNs Ha BBITYCK.

393. (6.53) IIpousBoauTeNb TOMHKEH pa3padoTaTh U YTBEPAUTD MPOLEAYPHI, KOTOPbIE HEOOXO0IUMO
coOyogaTh MpPHU  PACCIEIOBAHUU KPUTHUYECKUX OTKIOHEHWH MM TP HECOOTBETCTBUHM  CEpUid
npomexxyrounoid mpoxaykuumun win  OC  ux cneuudpukanusm. Takoe paccieoBaHHE —JOJKHO
pacrpoCTpaHAThCS M Ha JPYTUe CepUH, K KOTOPBIM MOTJIM Obl IMETh OTHOILICHHE TaHHBIE HECOOTBETCTBHS
VI OTKJIOHEHHUS.

JloKyMeHTBI J1a00paTOPHOr0 KOHTPOJIs1 (6.6)

394. (6.60) JlokyMeHTHI J1aOOpaTOPHOTO KOHTPOJIS JOJDKHBI BKIIOYATh MOJHYI0O MH(POPMALUIO O
JAHHBIX, TOJYYEHHBIX B XOJ€ BCEX MWCIBITAaHUH, MPOBEACHHBIX S TOATBEPXKICHHUS COOTBETCTBHSA
YCTAaHOBIICHHBIM cleUUUKAIMsIM W oO0mmel QapmakoneldHoW cTaThe, (apMakorneilHON cTaThe,
HOPMATUBHOM  JOKyMEHTAallMM WJIM HOPMAaTHUBHOMY JOKYMEHTY, BKJIOYas HCCJICIOBAHUSA H
KOJINYECTBEHHBIE OIPEICNICHHs], 8 HMEHHO:
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onucaHue o0pa3loB, MOJYYEHHBIX U MPOBEACHUS HCIBITAHUS, BKIIOYAs HAa3BaHME HCXOJHOTO
CBIPbsI, MECTO OTOOpa MpPOObI, HOMEp CEepPUU WM JIPYroil XapakTepHBIH KO, JaTty oTOopa mpoOsl H, Ine
NPUMEHUMO, KOJHMYECTBO 00pasla, MPEeACTaBICHHOTO JUIS MPOBEACHUS MWCIBITAaHUM, M JaTy €ero
MOy YCHHUS;

OIMCaHMUE KaXJI0T0 UCIOIb3yEeMOT0 METO/Ia UCIIBITAHUIA MWIIM CCBUIKY Ha TaKOW METOS;

yKa3zaHHe Macchl o0paslia WU JIPYrHX €JUHMIl M3MEepeHHs [uid o0pasiia, HCIOJIb3YeMOro st
KaXX/I0TO HMCIIBITaHUs, B COOTBETCTBUU C OMUCAHHBIM METOJOM; JaHHBIC O MPUTOTOBJICHUU M UCIBITAHUH
CTaHJApTHBIX O0pa3lOB, PEAKTHBOB M CTAaHAAPTHBIX PACTBOPOB MM COOTBETCTBYIOIIME IEPEKPECTHBIC
CCBUIKH;

MIOJTHBIE 3aIMCH BCEX UCXOJHBIX TAaHHBIX, OJTYYaeMbIX B X0J1€ KQKIOTO UCTIBITAHUS, B IOTIOJIHEHUE
K rpadukam, TabJMIaM U CIEKTpaM, MOIYYEHHBIM C TIOMOIIBIO JIAOOPATOPHBIX MPUOOPOB, HAIEKALIIM
00pa3zoM uIeHTU(DUIIUPOBAHHbIE 1T KOHKPETHOTO BEIIECTBA U CEPUH, NTO/IBEPTaEMbIX HCIBITAHHIO;

3allMCH BCEX PAacyeTOB, BHINOJIHEHHBIX B CBSA3M C MPOBEJCHHEM HCIIBITAHUS, BKIIIOYAs €JMHULIBI
u3Mepenusi, Koa(PUIMEHTHI epecueTa U (PaKTOPbl IKBUBATIEHTHOCTH;

U3JI0KEHUE pe3yJbTaTOB MCHBITAHWUA W HMX COOTBETCTBUS YCTAHOBICHHBIM KPHUTEPHSIM
MIPUEMIIEMOCTH;

MOJIHCH JIMIIA, IPOBOAMBIIETO KaXKI0E€ UCIIBITAHUE, U ATy (1aThl) UX MPOBEICHHUS;

7IaTy W TMOJMUCH JIMLA, CBUAETEIBCTBYIOIIETO, YTO OPUTMHAIBI 3amucell ObLIM MpPOBEPEHBI B
OTHOIICHUU TOYHOCTH, TIOJTHOTHI M COOTBETCTBUS YCTAHOBJICHHBIM TPEOOBAaHUSM.

395. (6.61) HeoOxoammo TakKe BECTH IMOJIHBIE 3aIHCH C YKa3aHUEM:

J0OBIX U3MEHEHUH YCTAaHOBJICHHBIX aHATUTUYECKUX METOJIUK;

NEPUOINYECKON KaTuOpOBKH J1aOOpaTOPHOrO OO0OPYIOBaHUS, anmnapaToB, CPEACTB M3MEPEHUH H
PErUCTPUPYIOLIUX YCTPOUCTB;

Bcex ucnbiTannii @C Ha cTaOMIIBHOCTD;

paccliieJoBaHHs OTKJIOHEHUH OT CHeHUKAIUH.

O0630p nocbe Ha cepuio (6.7)

396. (6.70) Mna onpeneneHus COOTBETCTBHUS IMPOMEXKYTOUHOWM mponaykuuun wim  DC
YCTAHOBIICHHBIM CIEHU(HUKAIMSIM Tepel] BbIadell pa3pelieHuss Ha BBITYCK CEPHUM WM Tepen ee
peanu3aiyel JODKHBI ObITh pa3padoTaHbl MPOIETyphl, KOTOPHIM HEOOXOIUMO CJIEI0BaTh MpHU 0030pe U
YTBEPKIECHUH 3allUCe MO MPOM3BOJACTBY M J1a0OpPAaTOPHOMY KOHTPOJIIO CEpUM, BKIIIOYAs YIMAaKOBKY H
MapKHPOBKY.

397. (6.71) 3anmucu 1o MPOU3BOACTBY Cepuil U 1a0OPaATOPHOMY KOHTPOJIIO KPUTHUECKUX CTaIHH
npoliecca MoAeKaT MPOBEPKE U MOATBEPKICHUIO TIOpasiesieHueM (ToApa3aeeHUsIMI) KauyecTBa Iepes
BbIIaUell pa3pellleHusl Ha BBIIYCK WIM Nepe] peanusanueil kaxaon cepun ®C. 3anucu no Npou3BOACTBY
u 7a00paTOpHOMY KOHTPOJIO JUISI HEKPUTHYECKMX CTaJAMi Tpolecca MOTyT OBITh IPOBEPEHBI
KBaJIM(UIIMPOBAHHBIM TEPCOHAIIOM IPOU3BOACTBEHHOIO MOAPA3ZCNCHHs WIM APYTUX MOApa3JesieHU B
COOTBETCTBHUH C IPOIIETypaMH, YTBEP>KICHHBIMU NOpa3iesieHueM (TIopa3IesIeHIUsIMH) KaueCTBa.

398. (6.72) Bce OTKIOHEHHS, OTYETHl O PACCIEAOBAHHUAX M OTKJIOHEHHUSX pE3YyJbTaTOB OT
cnienuuKanuii He0OX0MMO OLIEHUBATh B MpoLEecce 0030pa 10Che Ha CEPHIO TMEepe/l BblIayel pa3perieHus
Ha BBIITYCK 9TOU CEpUHU.

399. (6.73) [Ilogpazgenenune (mompas3fesieHHs) KadecTBa MOXET (MOryT) mepenaBarh
MIPOM3BOJICTBEHHOMY IMOJIPA3/IeICHUI0 003aHHOCTH M IMOJIHOMOYHS B OTHOIICHUH BBIAAYHU pa3pelieHus Ha
UCTOJBb30BAHUE TPOMEKYTOUHOW TMPOAYKLIMM 32 HCKIIOYEHHEM TeX CIIydaeB, KOrJa MPOIyKIHS
npeJHa3HaueHa /Ui OCTaBKH 3a Mpeieibl chepbl KOHTPOJIS TPOU3BOAUTEIIS.

Pabora ¢ ucxoaubimM coipbem (7)
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O06muii kKoHTpOJBb (7.1)

400. (7.10) IIpomsBoauTenb JOKEH YTBEPAUTh JOKYMEHTBI, OIHCHIBAIOLIME IPUEMKY,
UACHTUUKAINIO, TOMELICHHE B KapaHTHH, XpaHeHHe, o0palieHne, oToop npood, MpoBeIeHHE UCTIBITaHHUH,
a TaKk)Ke 0J00peHHEe WK OTKJIOHEHUE UCXOJAHOTO ChIPBSI.

401. (7.11) IlponsBoautenu npoMeKyTodHoi npoaykuuu U (min) @C [0IKHBI UMETh CUCTEMY
OLIEHKH ITOCTABIIMKOB HCXOJHOTO ChIPbsl, KPUTHUECKOIO I KaueCTBa.

402. (7.12) TIloctaBka HCXOJHOTO CBIpbS JOJDKHA OCYLIECTBIATHCS  IOCTaBIIMKaMH,
YTBEPKIACHHBIMU TOAPA3JIEICHUEM (TOAPA3/IEICHUSIMH) KAaueCTBa, B COOTBETCTBUU C COIIACOBAaHHBIMU
crnieuu(pUKausIMH.

403. (7.13) Ecnu nocTaBIMK KPUTHYECKOTO UCXOJHOTO CBHIPhSl HE SIBJISIETCS €r0 IMPOU3BOAUTEIIEM,
TO NPOM3BOAMUTENL NPOMEXYyTOUHOM mnpoaykumu u (uaum) OC nomwkeH 3HATH Ha3BaHME M aJpec
IIPOU3BOJUTEIIS TOTO UCXOJHOTO ChIPbS.

404. (7.14) 3aMeHa NOCTaBIIMKAa KPUTHUYECKOTO HMCXOJHOTO CBHIPbS JOJDKHA MPOBOJUTHCA B
cooTBeTCTBUM ¢ nyHkTamu 540 - 547 nactosumx [Tpasui.

IIpuemka n kapanTuH (7.2)

405. (7.20) ITpu nmosydyeHHn U mepes NPUEMKOM Kak10€ TapHOE MECTO C UCXOJHBIM ChIPbEM WIIU
rpymnIa TapHbIX MECT OOCIEeAyIOTCS BU3YyallbHO Ha MPAaBUJIBHOCTh MApKUPOBKH (BKJIIOYAsi COOTBETCTBHE
Ha3BaHUil, UCIOJIB3yEMbIX MOCTABIIMKOM M 3aKa3YMKOM, €CJIM OHU OTIMYAIOTCS) U HAJIMYHME MOBPEXKICHHUHA
KOHTEWHepa, MOBPEXKICHHBIX IJIOMO, CBHIETEILCTB MOCTOPOHHETO BMEIIATEIBCTBA WIM KOHTAMHHAIIUH.
HcxonHoe chIpbe JOJKHO COAEPXKAaThCS B KapaHTUHE A0 0TOOpa mpoO, MPOBEPKU WM TMPOBEACHHS
UCTIBITAHUN M IO TIOJYYCHHUS Pa3peIICHUs Ha €r0 UCIIOIb30BaHMUE.

406. (7.21) Mo cmemmBaHus NOCTYNMBIIENO HCXOAHOIO CBIPbS C HMEIOLIIMMUCS 3amacamMu
(HampuMep, pacTBOPUTEIIIMU WJIM 3allacCaMM B HAKOMUTEIbHBIX OyHKepax) MOCTYIUBIIEE HCXOAHOE ChIPhEe
JOJDKHO OBITH 0003HAYEHO KaK COOTBETCTBYIOIIEE TPEOOBAHUAM K STOMY MCXOIHOMY CHIPBIO, IPOLIE/IIEe
HEOOXO/IMMBIE HCHBITAHUA, €CIIM TPUMEHHMO, M pa3pelieHHOe [UIs HCIojb3oBaHusa. Heobxomumo
pa3paboTaTh NPOLEAYPHI 110 MPEAOTBPALLICHUIO OITUO0YHOM BBITPY3KH MOCTYIHBILETO HCXOTHOTO CHIPHS B
HMMEIOIINICS 3ar1ac.

407. (7.22) IlpousBoauTenab AOJKEH MCKIIOYUTH BO3MOXKHOCTh MEPEKPECTHOW KOHTaAMHUHAIMH
IIOCTaBKHU "aHrpo", €Ciii OHa OCYILIECTBIISIETCA B €MKOCTSX, HE NPEJHA3HAYEHHBIX CIELMAIBHO AJIs HEE.
Jnist TOATBEPIKACHHUS STOIO MOTYT MCIIONIB30BAaThCS OJTHO MIIM HECKOJIBKO CIEIYIOUINX J10KA3aTeIbCTB!

HaJIMYME JOKYMEHTA, TOATBEPKAAIOIIETO OUUCTKY;

UCTIBITAHNE HAa HAIMYHE CJICZOB IPUMECEI;

OLIEHKA TMOCTABIIUKA.

408. (7.23) Bonpume €MKOCTH Ui XpaHEHHUS W OOCIY>KMBAIOIIME UX TPYyOONpPOBOIBI, JMHHH
HATOJHEHUS U Pa3TPy3KH JOJHKHBI UMETh COOTBETCTBYIOIIYIO MAPKHUPOBKY.

409. (7.24) Kaxnoe TapHOE€ MECTO MM TPYMIy TapHbIX MECT C HCXOAHBIM CBIpbEM (cepueit
HCXOJIHOTO CHIPbsl) HEOOXOIMMO UIACHTU(HUIIUPOBATDH C MTOMOIIBIO XapaKTEPHOTO KO/1a, HOMEpa CepUU WU
HOMEpa, MPHCBOCHHOTO MpPU NMPHEMKE. YKa3aHHBIH HOMEp JOJKEH HCIOJIb30BAThCS MPU PETUCTPALNH
MECTOHAXOXKACHUS Kax10i cepuu. JlomkHa ObITh cucTeMa HISHTU(UKALIMY CTaTyca KaK0U CepuH.

OT160p npod u nNpoBeeHNE UCIIBITAHNH MOCTYNIMBIIMX HCXOHOTIO ChIPbSI U MaTepuaoB (7.3)

410. (7.30) s noaTBEp:KI€HUS TIOJUIMHHOCTH Ka)KJI0M CEpUHM UCXOIHOTO ChIPbsl U MaTEPHUAIIOB (3a
UCKJIIIOYEHUEM MCXOAHOTIO ChIpbd M MAaTepUalOB, YyKa3aHHbIX B IyHKTe 412 Hacrosmux IIpaswi)
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HEOO0XO/MMO TPOBECTH XOTSI Obl OJHO HcHbITaHWe. EcCiM MPOU3BOAWTENIH HWMEET CHCTEMY OIICHKH
MOCTAaBIIMKOB, TO BMECTO MPOBEACHUS APYTUX HCIBITAHUI MOYKHO MCIIONB30BaTh JTOKYMEHT MOCTABIIMKA,
MOATBEPK AU Ka4eCTBO.

411. (7.31) Ilpouenypa yTBep:KIEHHs IOCTaBIIMKA JOJDKHA BKIIOYATh OIICHKY CIIOCOOHOCTH
MPOM3BOJUTENSL TOCTOSIHHO TIOCTAaBIISATH CBHIPE M MAaTEpUabl, COOTBETCTBYIOLIHE CIICHUPUKAIISIM
(HampuMep, TaHHBIE O KA4eCTBE MPEIbLAYIINX NOCTaBoK). [Ipon3BoaAnTENb MPEKIe YeM COKPAaTUTh 00beM
UCIIBITAaHUH NIPU BXOJHOM KOHTPOJIE JOJDKEH IPOBECTH IOJIHBIM aHAJINW3, KAK MUHUMYM, Tpex cepuil. B
T000M Ccllyyae TOJHBIN aHajau3 He0OXOIUMO MPOBOAUTH Yepe3 OIpe/eIeHHbIE MTPOMEKYTKH BPEMEHH H
CpaBHUBATh €ro pe3yJbTaThl C JaHHBIMH JIOKyMEHTa IIOCTAaBIIMKA, MOATBEPXIAIOUIETO KadecTBO.
JIOCTOBEPHOCTD JaHHBIX JIOKYMEHTOB, IOATBEPIKIAIOIINX KaueCTBO, MOMIEKUT PEryIIpHON POBEPKE.

412. (7.32) He Tpebyercsi mpoBeneHHE KOHTPOJIS TEXHOJOTMUYECKUX J100AaBOK, OMACHOTO WM
BBICOKOTOKCHYHOTO CBIPbS, IPYTUX CIEHUAIBHBIX MAaTepHAIOB HJIM MaTepHAIIOB, TIEPEIaBAEMbIX B APYroe
MOIpa3IeIeHUE 101 KOHTPOJIEM 3aKa34yMKa, IpY HAJTMYUHU JTOKYMEHTA MPOU3BOAMTEINS, TOATBEPKIAIOIIETO
KayecTBO,  yJIOCTOBEPSIOUIETO  COOTBETCTBME  OJTOTO  CHIPbS  YCTAaHOBJCHHBIM  TpPEeOOBaHUSM.
WnenTudukanus 3THX MaTepraIoB MPOBOIUTCS MyTEM BU3yaJbHON MPOBEPKU TAPHBIX MECT, ITUKETOK H
perucTpaiyu HoMepoB cepuii. OTCYTCTBHE KOHTPOJIS TAKOTO CHIPbS HAa MECTE JIOJKHO OBITh 00OCHOBAHO U
o(opMIIEHO TOKYMEHTAIIBHO.

413. (7.33) IIpoObl 1OMKHBI OBITH PENPE3CHTATUBHBI JJIsI CEPUU MCXOIHOTO CHIPBS, U3 KOTOPOM
OHHU 0TOOpaHbl. B MeToankax or6opa npod AOIKHBI OBITH YCTAHOBJIEHBI UMUCIIO TAPHBIX MECT, U3 KOTOPBIX
HE00X0IMMO OTOMpPAaTh MPOOBI, U Ta YaCTh TAPHOTO MECTa, OTKyJa Oepercs mpoda, a TakKe KOJTUYECTBO
CBIPbsI, KOTOPOE JTOJHKHO OBITH OTOOPAaHO M3 KaKIAOro TapHOro Mecta. YMCIIo TapHBIX MecT Ui 0TOOpa
npod u pasmep mHpoObl TOHKHBI OBITH yKa3aHbl B IUIaHE OTOOpa MpoO, B KOTOPOM YUYUTHIBACTCS
KPUTUYHOCTH CBHIPbS, ©3MEHUYUBOCTh CBOWCTB CHIPbS, MPEALIECTBYIOIIUI ONBIT paboThl ¢ MOCTABIIUKOM B
OTHOIIICHUU KAa4eCTBa, a TAK)Ke KOJIMYECTBO, HEOOXOIMMOE JIJIsl aHAJIM3a.

414. (7.34) Ot60p pod HEOOXOAMMO MPOBOJAUTH B OIMpPEICICHHBIX MECTaX U B COOTBETCTBHH C
MHCTPYKIMSAMH, IPEHA3HAYCHHBIMH JJIS IPEJOTBPAIICHHS] KOHTAMUHALIMK OTOOpAaHHOM MPOObI U JPyTruX
MaTepHAaJIOB.

415. (7.35) Tapuble MecTa, U3 KOTOPBIX OTOMPAIOT MPOOBI, HEOOXOAUMO OTKPBHIBATH OCTOPOKHO H
nocje ordopa mpoObl HEMEVIEHHO CHOBA 3aKpbIBaTh. Takue TapHbIE MECTa MOJUIeKAT MAPKUPOBKE IS
yKazaHus (axkra oroopa mpoosI.

Xpanenne (7.4)

416. (7.40) OOpamieHre ¢ UCXOIHBIM CHIPbEM M €r0 XpaHEHHE JIOJDKHO OCYLIECTBISTHCS TAKHM
00pa3zomM, YTOOBI MPETOTBPATHTD €0 Pa3I0KEHNE, KOHTAMHUHAIMIO U IEPEKPECTHYIO KOHTAMHUHAITHIO.

417. (7.41) UcxonHoe cwipbe, xpansiieecs B (UOpOBbIX OapabaHax, MEIIKaX WM SIIUKaX He
JOJDKHO pa3MEIIaThCsl Ha MOJY. YKa3aHHOE ChIpbe HEO0OXOAMMO pacmojaraTh TakKUM 00pa3oM, 4TOOBI
o0ecreynTh BO3MOKHOCTh MPH HEOOXOAMMOCTH POBECTH OYUCTKY M OCMOTP.

418. (7.42) UcxoqHoe ChIpbe AOIKHO XPAaHUTHCS MPU TAKUX YCIOBUSAX U B TEUEHUE TAKOI'O CpPOKa,
KOTOpbIE HE OKAa3bIBAIOT HEOJIArOMPUSATHOIO BO3ACHCTBHS HAa MX KadyecTBO. PekoMeHAyeTcs CIequTh 3a
TeM, YTOOBI HCXOJTHOE CHIPbE, OCTYIHBILEE paHbIlle, ObIJIO UCIIONIB30BAHO B IEPBYIO OUYEPE/Ib.

419. (7.43) Hekoropoe UCXOAHOE CHIPHE B COOTBETCTBYIOIIMX TapHBIX MECTAX MOYKET XPaHUTHCS
BHE TOMEILEHUH MPU yCIOBUH, YTO UACHTUPHUIUPYIOUINE STUKETKH OCTAIOTCS pa300pUMBBIMHU, a TapHBIE
MeCTa Ha/IIeKaIIuM 00pa3oM OUMIIAIOT MEPE]] BCKPHITHEM M UCTIOIb30BAHUEM.

420 (7.44) Hnsa Toro uToOBl MPENOTBPATUTh HECAHKIIMOHHMPOBAHHOE HCIIOJIB30BAaHHE B
MIPOM3BOJICTBE OTKJIOHEHHOT'O MCXOJHOTO CBHIPbsI, OHO JIOJDKHO OBITH MPOMApKUPOBAHO M HAXOAMTHCS MO
KOHTPOJIEM B KapaHTHHE.

IHoBTOpHAas ouenka (7.5)
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421. (7.50) ITo mepe HEOOXOAUMOCTH UCXOTHOE CHIPhE JOIHKHO MOABEPTaThCS MOBTOPHOUN OIICHKE
JUIS  TOTO, 4YTOOBI ONPEAENTUTh €ro MPUTrOAHOCTh JUIsl HWCIOJIb30BaHWUSA (Hampumep, TMocie
MPOJOIHKUTEITLHOTO XPAHECHUS WIIH BO3/ICHCTBUS TETlNIa WM BIAYKHOCTH).

TexHo0rn4ecKHii Mpoiecc 1 KOHTPOJIb B MpoLecce NPOou3BoACTBA (8)

Texnosornueckue onepamnum (8.1)

422. (8.10) HcxonHoe chipbe sl MPOM3BOJACTBA MpoMmexyTouHo npoaykiuu u OC cremyer
B3BEIIMBATh HMJIM OTMEPUBATH B COOTBETCTBYIOIIMX YCJOBHUSX, HE OKAa3bIBAIOIIUX BIUSHHUS Ha €ro
NPUTOJHOCTH Il MCIONb30BaHuA. HeoOxoammo, 4ToObl BeChl M yCTPOWCTBA Ui M3MEpEeHHs o0beMa
MMEI TOYHOCTb, IPUEMIIEMYIO ISl IPEATOIaraeMoro UCIOIb30BAHMUS.

423. (8.11) Ecnm wucxomHoe CBIphE [T HA HECKOJIBKO TMOPHUNA ISl  TOCIEIYIOMIETO
UCTIOJIb30BAaHUSI B TEXHOJOTMYECKHX OIepalusix, KOHTEHHep, B KOTOPBIA MOCTYHaeT MCXOIAHOE CHIPHE,
JOJKEH OBITh MPUTOIHBIM JUIS 3TOT0 U MAapKUPOBAH TaKUM 00pa3oM, 4TOOBI OblIa B HAJTMUUU CIICAYIOIIAs
uHpOpMaLHs:

Ha3BaHUE UCXOJIHOTO CHIPbs U (MJIN) €T0 KO,

HOMEp, IPUCBOCHHBIN MIPU PUEMKE, UM KOHTPOJIBHBIA HOMED;

Macca Wik 00beM UCXOIHOTO CHIPhsl B HOBOM KOHTEHHeEpeE;

IpU HEOOXOIMMOCTH JlaTa MPOBEACHUS TOBTOPHON OLIEHKHU HITU MIOBTOPHBIX UCTIBITAHUH.

424. (8.12) HeobxonuMo HaOMIOAATh 32 KPUTUYECKUMU OTNEPAUSIMH B3BEIIUBAHUS, OTMEPHBAHUS
WIA pa3JesieHus] U YAOCTOBEPSTh MX BBINOJHEHHE JTUOO MOJBEpraTb MX SKBUBAICHTHOMY KOHTPOIIO.
[lepen ucnonp30BaHUEM UCXOIHOTO CHIPhS IPOU3BOJICTBEHHBIN MEPCOHANT TOJKEH YIOCTOBEPUTHCS B TOM,
YTO OHO JICHCTBUTENIBHO SBISIETCS TEM ChIphEM, KOTOpOe yKa3aHO B (hopMe ISl 3alHMCHU 110 TPOU3BOJICTBY
cepuu AJi JaHHOU IpoMexyTouHoU nmpoaykuuu uinu OC.

425. (8.13) BpimonHeHMe APYTUX KPUTUYECKUX ONEpPALMU JIOJDKHO TaKKe IMPOBOIUTHCS IO
KOHTPOJIEM BTOPOT'O CHEIMAINCTA WU ITOABEPTaThCs SKBUBAJICHTHOMY KOHTPOIIO.

426. (8.14) Ha ompeneneHHBIX CTagusIX TEXHOJIOIMYECKOrO Iporecca (PaKTHUYECKHE BBIXOJIBI
JOJDKHBI OBITH COMNOCTABJIEHBI C OXHJAaeMbIMU. OHIaeMble BBIXOJbl B COOTBETCTBYIOIIUX Ipeaesax
JOJDKHBI  OTIPENIENIATHCS Ha OCHOBAHWHM JAHHBIX IPOBENEHHBIX paHee JabOopaTOPHBIX, OMBITHBIX WIH
NPOMBIIUICHHBIX HUCHBITAaHUK. [IpUUMHBI OTKIOHEHHH OT OXXHIAEMOTO BBIXO/A, CBSI3aHHBIE C
KPUTHYECKHUMH CTATUSIMH TPOIIECCa, JOKHBI OBITh PACCIEIOBAHBI, YTOOBI ONPEIECINUTh UX BIUSHUE (WIH
BO3MOYKHOE BJIMSIHUE) HA KAUE€CTBO COOTBETCTBYIOIIUX CEPUH.

427. (8.15) JIroboe OTKIOHEHHE JOJKHO OBITH OOPMIICHO TOKYMEHTAIBHO U 00BsicHeHO. JIroboe
KPUTHYECKOE OTKJIOHEHHE JIOJKHO OBITh pacciieI0BaHO.

428. (8.16) TexHOJTOrMYECKHI CTAaTyC OCHOBHBIX €IMHUI] OOOPYJIOBAaHUS IOJDKEH OBITh YKa3aH
n00 Ha KOHKPETHBIX EIMHUIAX 000pYAOBaHMs, JUOO B COOTBETCTBYIOIIEH IOKyMEHTAIMH, JHOO C
UCTIOJIb30BAHUEM CUCTEM KOMIIBIOTEPHOT'O KOHTPOJISL, JTUOO C IIOMOIIBIO aJIbTEPHATUBHBIX METOJIOB.

429. (8.17) llpou3BoauTens AOIKEH KOHTPOJMPOBATH MAaTepUasbl, MpEJHA3HAYECHHBIE JUIS
MOBTOPHOM 00pabOTKU WK TIepepabOTKH, TS MPEIOTBPAILICHHUS HECAHKIIMOHUPOBAHHOTO UCTIOIb30BAHUSI.

OrpannyeHne BpeMeHH BbINOJHEeHNs onepanuii (8.2)

430. (8.20) Ecnu B TexHonornueckoit mHCTpykuuu (myHkT 389 Hactosmmx [IpaBui) ycTaHOBIEHBI
OTpaHUYEHUS M0 BPEMEHH, MX HEO0OXOAMMO coOIroAaTh JUIs oOecreueHHsl KayecTBa MPOMEXKYTOUYHOU
npoaykuun u  @OC. [IpomsBoauTens [OOHKEH JOKYMEHTAIbHO OG(OPMIIATH OTKIOHEHHS OT 3TUX
OTpaHUYEHUI M MPOBOAUTH UX OIEHKY. Takue orpaHMYeHHs MOTYT HE MOTPeOOBATHCS MPH MPOBEICHUU
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TEXHOJIOTUYECKOTO Tpolecca 10 JOCTH)KEHUS YCTAHOBJICHHBIX 3HAYCHMH IapaMeTpoB (Hampumep,
JOCTIDKEHHE HeoOXxonumoro 3HaueHus: pH, ruaporenusans, cynka 10 IpeaBapuTeNbHO YCTaHOBICHHOM
BEJIMYMHBI IapaMeTpa), IIOCKOJBbKY 3aBEpIICHUE peakUMid WIM CTaauid Ipolecca ONpeAesercs
MOCPENICTBOM 0TOOpa MPOO M UCTIBITAHUH B MPOLIECCE TPOU3BOJICTBA.

431. (8.21) IlpomexyTouHyl0 MNPOAYKLHIO, MpPEIHA3HAYCHHYIO I JalbHeimeil oOpaboTkw,
HEOOXO/MMO XpaHUTh MPH ONPEICNCHHBIX YCIOBHUAX, YTOOBI OOECHEYUTh €€ NPUTOAHOCTH JUIA
JAJIbHENIIETO UCTIOIb30BaHMS.

OT160p nMpod 1 KOHTPOJIL B pouecce npoussoacTaa (8.3)

432. (8.30) IlpousBoautens MODKEH pa3paboTaTh M YTBEPAUTh WHCTPYKIIMM MOHUTOPHHIA
nporiecca U KOHTPOJISI BBIOJIHEHHSI TeX CTAAMN Mpoliecca, KOTOPhIEe SBISIOTCS MPUYUHON HETIOCTOSHCTBA
IoKazaresnel kadecTBa mpoMexyTouHoi npoaykuuu u @C. Ilopanok npoBeaeHUs: KOHTPOJIS B Mpolecce
MIPOM3BOJICTBA U COOTBETCTBYIOLINE KPUTEPUU MPUEMIIEMOCTH JOJDKHBI OBITH ONpPE/IeieHbl HA OCHOBAaHUH
uHpOpMaLUY, TOJY4YEHHOW Ha CTaguM pa3padOTKH, WJIM Ha OCHOBAaHUM IPEAUIECTBYIOIIErO OIbITa
IIPOU3BO/ICTBA.

433. (8.31) Kpurepun npuemieMocTd, TUII U 00BEM MCIBITAHUM MOTYT 3aBHUCETh OT NPHPOJIBI
BBIITYCKAaEMbIX MPOMEXYTOUHON mpoaykuuu U @C, peakluy Wi CTaJuu Mpolecca U CTENECHU BIUSHUA
TEXHOJIOTUYECKOTO MpOoIlecca Ha HEMOCTOSHCTBO KauecTBa MPOAYKIMH. Ha HayanbHBIX CTagusX mpouecca
JOMYyCTUMO TIPOBEJIEHHE MEHEe KECTKOTO KOHTPOJI B IpOLEcCe MPOU3BOJCTBA, TOT/Aa Kak Ha Oojee
MO3/IHUX CTaAMAX Tpolecca (HalpuMep, CTaJAWU BBIIEICHUS U OYUCTKH) HEOOXOAMMO MPOBOAMTH Oojee
KECTKUU KOHTPOJIb.

434. (8.32) Kputuueckue 3Tarnsl KOHTPOJIS B IIPOLIECCE TPOU3BOJACTBA 1 MOHUTOPUHI KPUTHUECKUX
MPOIIECCOB, BKJIIOYAsi TOYKM W METOJAbI KOHTPOJIS, JOJDKHBI OBITh W3J0XKEHbI B NMHUCHBMEHHOM BHJE H
YTBEpKJIEHBI TIOJpa3IelieHHeM KOHTPOJIS KauecTBa.

435. (8.33) KonTposip B mporecce MpOu3BOACTBA JOJDKEH OCYLIECTBIATh KBAIU(UIIMPOBAHHBIN
NIPOM3BOJICTBEHHBIN mepcoHan. KoppekTupoBaTh mporecc MOXHO 0€3 IpelBapUTENbHON CaHKIHH
MOJPA3/IeIeHUs] KadecTBa, €CJIM Takas KOPPEKTUPOBKA TPOBOAMTCA B 3apaHee YCTaHOBIICHHBIX
NpeJeNbHBIX 3HAYCHUSAX, YTBEPXKACHHBIX IMOJPa3/IelIeHueM KadecTBa. Bce HCIBITaHUS U MX Pe3yJIbTaThl
JOJKHBI OBITH MOJTHOCTHIO O(hOPMIIEHBI TOKYMEHTAJIBHO KaK 4acTh I0ChE Ha CEPHIO.

436. (8.34) Metoasl orOOpa mpod i MATEPUAIOB, HAXOJSIIMXCS B MPOIECCE MPOU3BOJCTBA,
npoMexxyTouHoil mpoxnykiuuun ¥ DPC 1TomKHBI OBITH NPUBEACHBI B HMHCTPYKIUAX, YTBEPKICHHBIX
npousBoauteneM. [lnanel or6opa mpod M METOIUKU NOJKHBI 0a3upoBaTbCcs Ha HAYYHO OOOCHOBAHHOM
nopsiake oroopa mpoo.

437. (8.35) IlpousBomuTens NOKEH OCYIIECTBISATH OTOOp MpoO B Mpolecce NMPOU3BOACTBA C
WCTIOJIb30BAHUEM TIPOLEAYpP, MPEeIyCMaTPUBAIONIMX MPEJOTBpAIICHHE KOHTAMHHAIMKM OTOOPAaHHOTO
MaTepuana u Apyrou mpomexxyrounoil npoaykimu win @C. Heo6xoaumo pazpaboTars mporenypsl s
o0ecrnieueHns COXpaHEeHHs IEJIOCTHOCTH 00pa3IoB Mocie 0Toopa.

438. (8.36) IIpu npoBeaeHUH UCHBITAaHUI B MPOLIECCE MPOU3BOACTBA, KOTOPHIE OCYIIECTBISIOT C
LEJIbI0 MOHUTOpPWHTA W (MJIM) KOPPEKTUPOBKM MpoIlecca, Kak IMpaBHIIO, He Tpedyercs paccienoBarb
Clly4yad HECOOTBETCTBUS CIIEUU(UKAIISIM.

CMmemmmBaHue cepHil MPOMEKYTOYHOM NPOAYKIMH HIH (papmManeBTHYecKHX cyOcTannui (8.4)

439. (8.40) B HacTosieli T77aBe CMEIIMBAHKUE OTPENENIeTCsl Kak Mpoiecc 00beIMHeHNs BEIIECTB,
COOTBETCTBYIOIIUX TPEOOBaHUAM OJHOM CHEIU(PHUKAINHU, U1 TOIYYESHUS OJHOPOIHONW MPOMEXKYTOUHOU
nponykuuu win @C. CmemmuBaHue B IpoLiEecce TPOU3BOJCTBA YacTEW OJHON U TOM ke cepuu (HaIrpuMep,
00bETMHEHNE HECKOJIBKUX 3arpy30K LEHTpU(YTH U3 OJHOW CepuH, MOJYUYCHHOH MpHU KPHUCTAILTU3ALNN)
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WK OO0bEIMHEHHE 4YacTed pa3IM4YHbIX Cepuil Ui TMociedyiouieid oO0padOTKHM CUYUTAETCS YacThIO
TEXHOJIOTMYECKOI0 IIPOLECCa U HE PACCMAaTPUBAETCSI KaK CMEIINBAHHUE.

440. (8.41) CmemmBaHue cepuid, HE OTBEYAIOIIMX TPeOOBAaHUAM crHeuu(pUKauil, ¢ APYTUMH
CepHUsIMH C LIENbI0 00eCTIeueHUs] COOTBETCTBHS CIICU(pHUKAIMIM ABISETCS HeAonycTUMbIM. Kaxknas cepus,
BXOJISIILIAsl B COCTaB CMECH, JI0JDKHA OBITh MPOM3BEACHA 110 YCTAHOBICHHON TEXHOJIOTHH, HHIUBUAYaTbEHO
UCTIBITaHA U JIOJDKHA COOTBETCTBOBATH YCTAHOBJICHHBIM CHEIM(PUKALINAM Tepe/l CMEIINBAHHEM.

441. (8.42) Onepauny cMEMMUBaHUSI IPUEMIIEMBI, B YACTHOCTH, JUIS:

CMEIIMBaHMs HEOOIBIINX CEPUM /Ui YBETUUEHUS pa3Mepa CepuH;

CMEIIMBAHMUA OCTaTKOB (TO €CThb OTHOCHUTENHHO HEOOJBIINX KOJUYECTB BBIJICICHHOTO BEIIECTBA)
cepuil OHOM M TOM K€ MPOMEXYTOUYHON NPOAYKIMH MM OXHOM M Tol xe DPC i nmonydeHusl eIUHON
CEpHUHN.

442. (8.43) IIpousBoauTeNlb AOJDKEH KOHTPOJIUPOBATH U OPOPMIISATH TOKYMEHTAIBHO MPOIECCHI
cmemnBanud. [lonydyeHHas B pe3yibTaTe CMEUIMBAHUS CEpUd, I'I€ NMPUMEHMMO, JOJDKHA MOABEPraThCs
UCTIBITAHUSM Ha COOTBETCTBUE CTICU(UKAIISIM.

443. (8.44) Jlocke Ha cepulo, OTpaKaOIIee CMEIINBAaHUE, JOJDKHO 00ECIeuynBaTh BO3MOKHOCTD
00paTHOTO MPOCIEKUBAHUS OTACIBHBIX CEPHUil, U3 KOTOPHIX C/AETIaHa CMECh.

444. (8.45) B tex cmyuasx, korga ¢gusnueckue xapakrepucTuku PC SBISAIOTCS KPUTHUYECKUMH
(manmpumep, @C, npenHazHaAuCHHBIE JUIS MTOJyYEHHs TBEPJBIX JIEKAPCTBEHHBIX (DOPM WIIM CYCHEeH3HH ISt
npueMa BHYTPb), OIEpaldd CMEIIMBaHUA HEOOXOAMMO BAJIMIMPOBATh, 4YTOOBI TapaHTHPOBATH
OJTHOPOJHOCTh OOBEIUHEHHOW cepuu. Banmpmanus [ODKHA BKIOYaTh TPOBEACHUE UCTBITAHUI
KPUTHUYECKUX XapaKTEPUCTUK (HApUMEp, pacHpeesIeHNs YacTULl IO pa3MepaM, HaCBIITHOM MJIOTHOCTH U
IUIOTHOCTHU IIPH YIUIOTHEHHMH ), HA KOTOPBIE MOXKET OKa3aTh BIMSHUE MPOLIECC CMEUINBAHUS.

445. (8.46) Ecnu cmemmBaHHEe MOXET OKa3aTh OTPHUIATENILHOE BO3ACHCTBHE HAa CTa0WIBHOCTD,
MIPOU3BOIUTEND JODKEH MPOBOAMTH HCHBITAaHUS CTAOMIBHOCTH OKOHYATENbHBIX CEpHid, MOJYYCHHBIX B
pe3yJIbTaTe CMEINBaHUS.

446. (8.47) [ata OKOHYaHMs CpOKa TOAHOCTH WJIM JaTa IPOBEAEHUS IMOBTOPHBIX HCIBITAaHUI
CepUH, IIOJYYEHHOM B pE3yJbTaTe CMEIIMBaHUA, JODKHA OIPENEIsATbCS Ha OCHOBAaHUM JAThbl
IIPOU3BOJICTBA CAMBIX CTApPbIX OCTATKOB WJIM CAaMOW CTapOil CEpUU B CMECH.

Koutpoab konTamunanumn (8.5)

447. (8.50) HomyckaeTcsi BHOCUTb OCTATKHU BEIIECTB (B YaCTHOCTHU, OCTaTKU, HAJIUIIIIINE HA CTEHKY
W3MENBYHTENS, CIION BIAXKHBIX KPUCTAJUIOB, OCTABIIUXCS HA CTEHKAX 0aka 1eHTpudyru mocie pasrpysKu,
OCTaTKH, 00pa30BaBIIKECS B PE3y/IbTaTe HEMONHOW BBITPY3KH KUAKOCTEH HIIM KPHUCTAJUIOB M3 padoueit
€MKOCTH TpHU NEPEHOCE BEIIeCTBa Ha CIEAYIOUIYI0 CTaJHUIO Ipoliecca) B MOCIHEAYIONINE CEepUU TOU XKe
MPOMEXYTOUHOU Tpoaykuuu uin OC npu yclioBUM MPOBEACHUS COOTBETCTBYIOIIETO KOHTpOJsi. Takoe
BHECEHHWE HE JIOJDKHO TIOBJIEYh 3a COOOH TMepeHoca TPOAYKTOB pA3NOKEHUS WIM MHKPOOHOMN
KOHTaMHUHAIIMH, KOTOPBIE MOTYT OTPUIIATEIHHO OBIUATH HA YCTAaHOBIEHHBIH Mpoduns npumeceit OC.

448. (8.51) TexHonoruyeckue oOmNepanyu IOJKHBI TPOBOJAUTHCA TaKUM 0Opa3oM, YTOOBI
MPEIOTBPATUTH KOHTAMHHAIIUIO IPOMEKYTOYHON Tpoaykuuu win OC qpyruMu BemecTBaMU.

449. (8.52) C uenpio TPemOTBpAlICHUS KOHTAMHHAIIMKA TPOU3BOAUTENH JOJDKEH COOIIOIaTh
0co0bIe MEpBI MPEIOCTOPOKHOCTH MpH padote ¢ PC mocse ee OYHCTKH.

YnakoBka U HICHTHQUIUPYIOLIAsi MADKHPOBKA (papManeBTHYECKHUX CyOCTAHIMI
NMPOMEKYTOYHOI nmpoaykuuu (9)

OO0mue TpedoBanus (9.1)
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450. (9.10) IIpon3BoauTens NOJKEH YTBEPAUTH MPOLEAYPHI, ONUCHIBAIOIINE MOPSIAOK IPUEMKH,
UACHTU(UKAINY, TIOMEIICHUS B KapaHTHH, 0TOOpa mpod, MCCiIeoBaHus U (WIM) UCIBITAaHUS U BbIIAYH
paspelieHrs Ha HCIOJIb30BAHUE YIMAKOBOYHBIX MAaTEpUAIIOB W MATEPUAIOB Ui MAapKHUPOBKH, a TaKXKe
MOPSI0K OOpAIICHUs C TAKUMHU MaTepUaTaMu.

451. (9.11) YnakoBo4yHble MaTepHaabl U MaTepUalbl AJI1 MAPKUPOBKHU JOJDKHBI COOTBETCTBOBATD
cneunpukanusaM. Te W3 HHUX, KOTOpPbIE HE COOTBETCTBYIOT TaKUM CHEUU(UKALUSAM, TOJDKHBI OBITh
OTKJIOHEHBI JUIs IMPENOTBPAIECHUs MX HCIOJb30BAHUS NMPU BHIMOJIHEHUH OIEpaluil, UIsI KOTOPHIX OHHU
HETPUTO/IHBI.

452. (9.12) IlpousBoauTtenb [OJDKEH BECTH 3alHMCH IS KaXJOW TMOCTaBKU OSTUKETOK U
YIaKOBOYHBIX MaTEPUANIOB C YKa3aHHWEM JaHHbBIX 00 UX MpPUEMKE, MPOBEPKE WM UCIBITAHUH, a TaKXe 00
UX MPUHATUH WIH OTKIIOHEHUH.

YnakoBouHbie MaTepuaisbl (9.2)

453. (9.20) Tapa nmomxHa oOecreYMBaTh HAJICKALIYIO 3AIIUTY OT MOPYHM MM KOHTaMHUHAIMH
IIPOMEXYTO4YHON mnpoxykuuu uiau ®@C BO BpeMsi TPAaHCHOPTUPOBKM M XPAaHEHUS B NPELYCMOTPEHHBIX
YCIIOBUSIX.

454. (9.21) Tapa nomxHa OBITb YHUCTOW M, €CIIM 3TOr0 TpeOyeT XapakTep MPOMEKYTOUYHOM
npoaykuun wiu OC, moaBeprarbCsi CaHUTapHOM 00paboTKe Al oOecredeHuss ee MPUTOAHOCTH IS
UCTOJB30BAaHUSl 10 Ha3HadeHWio. Takasg Tapa He JODKHa 0O0dagaTh XMMHUYECKOH AaKTHBHOCTBIO,
abCcopOMPYIOLMMH CBOMCTBAMU MJIM CITY>KUTh UICTOUHHUKOM TMOCTOPOHHHX MPUMECEH, YTOOBI HE BBI3BIBATH
U3MEHEHHH KayecTBa MNPOMEXyTOuHOW mponykiuuun wuim  @DC  cBepX NpelenbHbIX 3HA4YEHUH,
YCTaHOBJICHHBIX B CHIEUU(UKAITUH.

455. (9.22) Ecnu Tapa npenHa3HayeHa AJig IOBTOPHOTO UCIOJIb30BAHUs, OHA JOJIKHA OUMILATHCS B
COOTBETCTBUH C YTBEP)KICHHBIMU MHCTPYKLHMSMH, a BCE MPEABIIYIIUE STUKETKU TOJKHBI OBITh YJalleHBI
WM CTEPTHI.

Bbinaua 3TMKETOK U KOHTPOJIb (9.3)

456. (9.30) HocTym B 30HBI XpaHEHUS TUKETOK JIOJDKEH OBITh pa3perieH TOJIbKO JIHIaM, UMEIOITIM
COOTBETCTBYIOIINE TOTHOMOYHSL.

457. (9.31) IlpomsBoguTenp IOJKEH NIPUMEHATH MPOLEIYypPbl COINOCTABICHUS KOJUYECTBA
BBIJIAHHBIX, UCIIOJIb30BAHHBIX U BO3BPAIICHHBIX 3TUKETOK ISl OLICHKH PACXO0XKICHUS MEXKY KOJTUIECTBOM
MapKUPOBAHHBIX YMAKOBOK M KOJMYECTBOM BBIJAHHBIX JITUKETOK. DaKThl PacXOXKACHHUS HEOOXOIAMMO
paccienoBath, a TOJNYYEHHBIE pPE3YyJbTaThl  JOJKHBI  OBITh  YTBEPXKACHBI  MMOJpa3JeICHUEM
(monpazneneHus M) KauecTBa.

458. (9.32) Bce Heucnonb30BaHHBIE 3TUKETKM C HOMEpaMU CEpUNl MM JIpYrol Ie4aTHOMN
nH(popMaIiel, OTHOCSIICHCS K 3TUM CEpHSIM, JOKHBI OBITh YHHUYTOXXECHBI. BO3BpallleHHBIE ATHKETKU
HEOOXOUMO COAEpkKaTh M XPAHUTh TaKUM O00pa3oM, YTOOBI TPEJOTBPATUTh WX MEPENyThIBAHHE U
o0ecTeynTh HaAIeKAILyI0 HICHTH()UKALIUIO.

459. (9.33) YcrapeBiime STUKETKH JOJKHBI ObITh YHUYTOKEHBI.

460. (9.34) IIpoumsBoauTenb JODKEH KOHTPOJIMPOBATH OOOPYIOBAaHUE, HCHOIB3YyEeMOE JUIs
MeYaTaHus ITHKETOK IMPHU OMNEPalUiX YMAKOBKH, B IIENIIX OOECIEUEHUS] COOTBETCTBHSI BCEX OTTHUCKOB
MEYaTHOMY TEKCTY, YKa3aHHOMY B 3aIHCSIX IO TPOU3BOJICTBY CEPHH.

461. (9.35) OtneuaTanHble 3TUKETKU, BbIaBAEMBbIE JJI ONPEACICHHON CEPHUU, TOJDKHBI TIIATEIBHO
MIPOBEPSATHCS B OTHOLIEHUH UX MOAJIMHHOCTA U COOTBETCTBUS YCTAHOBIIEHHBIM TpeOOBaHUSAM. Pe3ynbTaTsl
TaKOW TPOBEPKU JOJDKHBI 0OPMIISTHCS TOKYMEHTAIBHO.

462. (9.36) OOpaser OTIEYaTaHHON TUKETKH, COOTBETCTBYIOIIUI HCIIONH30BAHHBIM J3THUKETKAM,
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HE00XO0/IMMO BKJIIOYATh B 3aIIUCH O MIPOU3BOJICTBY CEPUU.
Onepanun no ynakopke u Mapkuposke (9.4)

463. (9.40) IIpousBoauTenb JOHKEH YTBEPAUTh HHCTPYKLIMH, PEIHA3HAYCHHBIE 111 00eCTIeYeHHS
IIPaBWJIBHOTO UCMOJIb30BaHUS YIIAKOBOYHBIX MAaTEPUAIIOB U STUKETOK.

464. (9.41) Ilopsanok OCyIIECTBIEHUS OlEpalMid 10 MAapKUPOBKE JOJDKEH HCKIOYaTh
BO3MOYKHOCTh ~TEPENMyThIBAHUS MaTEpUaloB JUId MapkupoBku. HeoOxomummo (¢usnyeckoe wWiH
MIPOCTPAHCTBEHHOE pa3JiesieHue paboT, CBA3aHHBIX C Pa3HOM MPOMEXYTOUHOM npoaykuuneit niau OC.

465. (9.42) DTuKeTKH, UCIIOJIb3YEMbIE AJI1 MAPKUPOBKU HAPYKHOW MOBEPXHOCTH KOHTEWHEPOB C
MPOMEXYTOUYHON mponykuued wim @C, MOMKHBI COAEpKaTh HA3BAHHWE WM WUICHTH(PUKAIMOHHBIN KOJI,
HOMEp CEpHH MPOAYKLUU U YCIOBUS XPaHEHUS, €CIH Takas WH(pOpMAIMs SBISETCS KPUTHUECKOW IS
obecrieyeHns: KauecTBa MPOMexXyTouHou npoxykimu wi OC.

466. (9.43) Ecnu npomexxyrounas npoaykuus uiau @C npenHa3HaueHsl )11 TPaHCIOPTUPOBKH 3a
npesensl cepbl KOHTPOJIS CUCTEMBI YIPABJICHUSI MaTepUualaMi [IPOU3BOIUTENS, TO Ha 3TUKETKE JOJKHBI
OBITh TaKXe yKa3aHbl Ha3BaHUE U AJAPEC MPOU3BOAMUTEINS, KOJIUYECTBO COJIEPKUMOI0, OCOOBIE YCIOBHUS
TPAHCIOPTHPOBKH U JIOObIE ClienualbHble TpeOOBaHMSA, YCTaHOBIIEHHBIE (DapMaKONEHHBIMH CTaThIMHU,
HOPMAaTUBHOM OKyYMEHTAallMEW WM HOPMATUBHBIMU JOKYMEHTaMH. U1l MPOMEXKYTOYHOU IPOLYKLHH U
@®C, KOTOpblE UMEIOT YCTAaHOBJIEHHBIN CPOK T'OAHOCTH, Ha ATHKETKE U B JOKYMEHTE, IOJITBEPKIAIOLIEM
Ka4yecTBO, JIOJDKHA OBITh yKa3aHa JaTa UCTEYEHHs CPOKa roJHOCTH. /LI mMpoMeXyTOYHOH HMpPOIYKIUH H
@C, B OTHOILIEHUH KOTOPBIX YCTAHOBJIEHA J1aTa MOBTOPHBIX UCTIBITAHNH, TaKas AaTa JOJDKHA ObITh YKa3aHa
Ha ATUKETKE U (UJIK) B JOKYMEHTE, MOATBEPKIAI0IIEM Ka4eCTBO.

467. (9.44) IIpousBonuTeNb JOJDKEH MPOBEPUTH MOMEIIEHUS U 000pyIOBaHME AJS YHNAKOBKH H
MapKHPOBKH HEMOCPEJICTBEHHO IEpell HMX HCIIOIb30BaHHEM, UYTOOBI YOEAWUTHCS, YTO YAAJCHBI BCE
MaTepHalibl, KOTOPbIE HE HY)XHBI JJISl CIENyIolell omnepanuy ynakoBkH. Takas mpoBepka JOJIKHA ObITh
oopmieHa TOKYMEHTAIBHO B 3aIUCSX 10 MPOU3BOJICTBY CEpUH, B XKYpHAJIE UCTIOIb30BAHUS TOMELICHUN
1 3KCILUTyaTaluyu 000pyJOBaHUS MM OTPaXKeHa B IPYTOM CUCTEME JJOKYMEHTAIUH.

468. (9.45) IlpousBoauTens JOJDKEH IMPOBEPUTH  YIAKOBAHHYID W MapKUpPOBaHHYIO
POMEXYTOUHYI0 MpoayKuuio i @C, 4Todbl yOeauThes, YTO MEpPBUYHAS U BTOPUYHAS YIMAKOBKA IS
CepuH MMEET MPaBUIIbHYI0 MapKUPOBKY. Takas mpoBepKa JIO0JKHA ObITh YaCThIO ONEPAIUH 0 YITaKOBKE.
Pe3ynbraThl yKa3aHHOW NMPOBEPKU TOJDKHBI OBITH OTPa)KEHBI B 3aMUCSAX IO MPOU3BOACTBY CEPUU WIIH B
JOKYMEHTax 110 KOHTPOJIIO.

469. (9.46) YnaxkoBku ¢ poMexyTouyHol npoaykuuend uinu @C, noanexaiiyue TpaHCIOPTUPOBKE
3a mpenessl chepbl KOHTPOJIS MPOU3BOIAUTENS, HEOOXOAUMO OIJIOMOMPOBATH TAKUM OOpa3oM, 4TOOBI B
cllyyae HapyIIeHHUs WJIM OTCYTCTBHS IUIOMOBI MOJIy4aTellb MOTI OOpaTHUTh BHHUMAaHHE HAa BO3MOKHOCTh
U3MEHEHHUS COEP)KUMOTO.

Xpanenne u peanuzanus (10)

Xpanenue Ha ckiaage (10.1)

470. (10.10) Ilpom3BoauTtens OOKEH HPETyCMOTPETh IOMEUIEHUS M TEXHUYECKHE CpEICTBa,
HEOOXOIMMBIE Ul XpAaHEHHS BCEX MAaTepHajoB B COOTBETCTBUM C YCTAHOBJICHHBIMH YCIIOBHSIMH
(HampuMep, KOHTPOJIUpPYEeMbIe TeMIlepaTypa M BIAXXHOCTb, KOTJa 3T0 HeoOxoaumo). HeoOxoaumo Bectu
3allUCH TapaMeTPOB JTHUX YCIIOBHM, €CIIM OHHU SBIAIOTCS KPUTHUYECKHMMM Ui COXPAaHEHHsS CBOMCTB
MaTepHAaJIOB.

471. (10.11) IIpousBoauTenb NOKEH BBIAECIUTH OTAEIBHBIE 30HBI JJII BPEMEHHOI'O XpaHEHHS
HaXOJAUIMXCS B KapaHTHHE, OTKJIOHEHHBIX, BO3BPALICHHBIX WM OTO3BAaHHBIX MAaTEPUATIOB JI0 MPUHATHA
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peuicHu-d 00 wux HUCIIOJB30BaHHUH, €CJIIM HEC HMECTCA ,Z[perﬁ CUCTCMbBL JIsI HOpPCAOTBpAIICHUA
HECMPCAHAMCPCHHOI'0 NI HCCAHKITMOHUPOBAHHOT'O UCITOJIb30BAHUSA YKA3aHHBIX MATCPUAJIOB.

Peanuzaums (10.2)

472. (10.20) Peanuzanus @C 1 npoMeKyTOUHBIX TPOJYKTOB TPETHUM JIMIIAM JIOIIyCKAeTCs TOIBKO
mocje BbIIAYM TOApasfesieHueM (TOoApa3JeNieHHsIMM) KadecTBa pa3pelleHHss Ha UX BBIIYCK H
MOJATBEPXKICHUSI COOTBETCTBHUS CEPUH YHNOJTHOMOYEHHBIM JUIloM. ®C u mpoMexyTo4YHas MPOIYKLHUS B
cTaTyce KapaHTHHAa MOTYT OBITh NepelJaHbl B APYroe MoipasfesieHHe, HaxoJseecss B cepe KOHTPOIIs
MIPOM3BOJIUTENS, €CIU 3TO Pa3pelieHo MoApasjesieHueM (IOJpa3/IeleHUsIMI) KauyecTBa U MPHU HATUYHH
COOTBETCTBYIOIIUX KOHTPOJIS U JOKYMEHTAIUH.

473. (10.21) VcnoBus TtpancnoptupoBkn @PC U OPOMEXKYTOUHOM MNPOAYKUUU HE JOJKHBI
OKa3bIBaTh OTPULIATEIILHOTO BO3/ICHCTBHS HA UX KaueCTBO.

474. (10.22) OcoOble ycnoBHUsS TPaHCHOPTHPOBKH MM XpaHeHuss @C WM TPOMEKYTOUHOM
MPOAYKIIUH JTOJDKHBI OBITh YKa3aHbI HA 3TUKETKE.

475. (10.23) TIpousBoauTeNnb JOKEH YOCTUTHCS B TOM, YTO HCIOJIHHUTENb, OTBETCTBCHHBINH 3a
nepeBo3ky PC uaM NPOMEKYTOUYHOM MPOMYKIMH, OCBEAOMIIEH 00 YCIOBUSIX TPAHCIOPTUPOBKU H
XpaHEeHHUs ¥ COOI0AAET HX.

476. (10.24) IIpousBoauTeNb TODKEH UMETh CUCTEMY, MO3BOJISIOILYIO OBICTPO YCTAaHOBHUTDH ITyTH
peanu3aiy Kaxa0i cepun mpoMekyTouHoi npoaykuuu u (wim) @C B nensx odecrnedeHns: BO3MOXKHOCTH
UX OT3bIBA.

JlabopaTopHbIii KOHTpO.JIb (11)

OO0muii koutpoas (11.1)

477. (11.10) He3aBucumoe noapaszaenenue (Moapa3aesieHus) KayecTBa JOJKHO (JO0KHBI) UMETh B
CBOEM PacCHOpPsKEHUH COOTBETCTBYIOIINE JIAOOPATOPHBIE TOMEIIEHUS U 000pyI0OBaHHUE.

478. (11.11) IlpomsBomuTens AOKEH YTBEPAUTh HMHCTPYKIMH, OMMCHIBAIOIIUE OTOOP Mpoo,
NPOBEICHUE WCIBITAaHUH, OJOOpEeHHEe WM OTKJIOHEHHWE MAaTepualoB, a TaKkKe JOKYMEHTAIbHOE
oopmieHne u XpaHeHHE JIAOOPAaTOPHBIX JaHHBIX. BeneHue 1abOpaTOpHBIX 3alUCed  JTOJKHO
COOTBETCTBOBATH TPEOOBAHMM, YCTAHOBICHHBIM ITyHKTaMu 394-395 Hacrosimux [IpaBui.

479. (11.12) Bce cnenuduxanuu, miaHsl oTo0pa Mpod W METOAMKH WCHBITAaHUNA JOJDKHBI OBITH
HaY4YHO 0OOCHOBaHBI U JIOJDKHBI FapaHTHPOBATh, YTO UCXOAHOE CBIPbE, MPOMEXyTOUHas npoxykius, OC,
STMKETKHM M  yNaKOBOYHBIE MaTEpUalbl COOTBETCTBYIOT OOIIMM  (papMakoneidHbIM  CTaThsIM,
(apMakonelHbIM CTaThsIM, HOPMAaTHBHON TOKYMEHTALUU MJIM HOPMAaTHUBHOMY JIOKYMEHTY MO KadeCTBY U
(umu) uyncrore. CrneunuUKaMM W METOAWKM HCHBITAHUN JOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM
PErucTpaioHHOTO focke. IIpon3BOAMTENH TaKKEe MOXKET YTBEPIUTh CHEUU(UKALUH, JOTOITHAIONINE
crienn(UKaui perucTpamoHHoro nocke. Crenudukanuu, miadsl 0T0opa mpo0 U METOAMKH UCIIBITAaHUM,
BKJIIOYasi BHOCHMBIE B 3TH JOKYMEHTbl WM3MEHEHHs, JOJDKHBI OBITh COCTABJICHBI COOTBETCTBYIOLIMM
MOJpA3/IeIeHUEM  IPOM3BOJIUTENS, a TakXKe MPOBEpEeHbl M YTBEPXKACHBI  MOJpa3aesieHueM
(monpazneneHus M) KauecTBa.

480. (11.13) IlpousBogutens NOKEH yTBepAuUThH crneuucpukamun st @C, cOOTBETCTBYIOIIUE
o0ImuM (apMaKoNeWHbIM CTaThsM, (hapMaKoONEHHBIM CTaThsiM, HOPMATUBHOW JOKYMEHTAIlMM WU
HOPMATHBHOMY JIOKYMEHTY M COTJIACYIOIIMECS C MpoIleccoM Mpou3BojacTBa. Crenn(uKauy JOHKHBI
coJiepkaTh TpeOOBaHMUs K KOHTPOJIIO MpuMeceil (Hampumep, OpraHndecKuX U HEOpPraHMYeCKUX MpuMecen
M OCTaTO4YHbIX pactBoputenei). Ecimm umeercs cnemudukamus ma1 OC B OTHOIICHHH
MHUKPOOHOJIOTUYECKON YUCTOTHI, TO JAJS OOLIEro KOJMYECTBA MUKPOOPTAHU3MOB M JUISL HEAOMYCTHUMBIX
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MHUKPOOPIaHU3MOB HEOOXOJMMO YCTAHOBUTH IpENENbl, TPEOYIOUIHe MPUHATHS MEp B COOTBETCTBUHU C
npolelypaMH, yTBEp>KICHHBIMH Mpou3BoauTesieM. Eciu umeercs cneundukanus aiast @C B OTHOIIECHUH
COJZIepKaHUsI HHIOTOKCHMHOB, TO HEOOXOAMMO YCTaHOBUTH COOTBETCTBYIOLIME TIpEAEibl, TpeOyromue
IIPUHSTHS MEP B COOTBETCTBUHU C IPOLEAYPAMHU, YTBEPKACHHBIMHU IPOU3BOJAUTEIIEM.

481. (11.14) Bce nporneaypsl 1a0OpaTOPHOTO KOHTPOJISL JOKHBI MPOBOIUTHCS B COOTBETCTBUU C
YTBEPKIECHHBIMH WHCTPYKIHMAMUA M OPOPMIISTHCS B MHCbMEHHOM BHJIE BO BpeMs BBINOJIHEHUs. JItoOble
OTKJIOHEHHMs] OT BBIIICYKA3aHHBIX NPOLEAYpP JAOJDKHBI OBITh JIOKYMEHTAJbHO O(OpPMIIEHBI C
COOTBETCTBYIOIIUM OOBSICHEHUEM.

482. (11.15) JIroOble mONy4YCHHBIE IaHHBIE O HECOOTBETCTBUU CHEIH(PHUKAIUN HEOOXOIUMO
paccienoBaTh M JIOKyMEHTaJIbHO O(OPMIIATH COTJIACHO YTBEPXKIACHHOM mpoueaype. B cooTrBeTcTBUM C
3TOM mpoueaypoil HeoOXOAMMO MPOAHAIW3UPOBATH JAHHBIE, JaTh OLEHKY TOT0, HUMEIOTCS JH
CYLIECTBEHHBIE MPOOJIEMBI, ONPEACIIUTh HEOOXOIMMbIE KOPPEKTHUPYIOIIUE ACUCTBUS U CAEIAaTh BBHIBOJIBL.
Jlro60i1 moBTOpHBIH OTOOpP MpOO M (MIM) MOBTOPHBIE HCHBITAHUS IOCIE TOJYYEHUS PE3yIbTaTOB O
HECOOTBETCTBHUH CHEIM(PUKALINN HEOOXOIUMO IPOBOUTH COTJIACHO YTBEPKICHHOM MpoIeype.

483. (11.16) Ilpom3BoauTtens IOMKEH TOTOBUTh M MapKUPOBAaTh PEAKTUBBI WU CTaHJAPTHBIE
pPacTBOPBI B COOTBETCTBUHU C YTBEPKACHHBIMU MHCTPYKLMAMU. Ha mocy/ie ¢ aHanuTHYEeCKUMU peaKTHBaMH
WIN CTAaHJAPTHBIMU PacTBOPaMU (€CIU 3TO IesIeco00pa3Ho) A0DKHA ObITh YKa3aHa JaTa, 10 KOTOPOW OHH
MOTYT UCIIOJIb30BaTheA ('UCIIONB30BaTh J0").

484. (11.17) Ilpu mpomsBoactBe ®C (mpu HEOOXOAMMOCTH) HEOOXOTUMO HMETHh MEPBUYHBIC
CTaHJapTHbIE 00pa3mbl. VCTOYHMK KakIOro MEpPBHYHOIO CTAaHAAPTHOTO o0pasla JOHKEeH OBITh
3aukcUpoBaH B JIOKyMeHTauuu. HeoOXoauMo BecTH 3amuCcH  XpaHEHHS KaXJ0TOo IEePBHYHOTO
CTaHJApTHOTO oOpa3la M €ro WCIOJb30BaHUS B COOTBETCTBMM C PEKOMEHIAIMAMHU MOCTAaBIIMKA.
[lepBuuHble CcTaHIapTHBIE OOpa3lbl, IMOJyYEHHbIE W3 O(PHUIMANBHO MPU3HAHHBIX HWCTOYHUKOB H
XpaHs;IIUECs] B COOTBETCTBUM C PEKOMEHAALMSMHU IIOCTABIIMKA, KaK IPaBHJIO, HCIOJIB3YIOT 0e3
MIPOBE/ICHUS UX HCIIBITAaHUI.

485. (11.18) Ilpu OTCYTCTBMM MEPBUYHOTO CTaHAAPTHOIO 0Opasua y opHUIMAILHO MPU3HAHHOTO
UCTOYHMKA JIOJDKEH ObITh pa3paboTaH "BHYTpeHHUH" TEpBUYHBIA CTaHAApTHBIM oOpazen. Jlns
JOCTOBEPHOTO YCTAHOBJICHUS TOJIMHHOCTH W YHUCTOTHI TAaKOrO MEPBHYHOIO CTAaHAAPTHOrO oOpasla
HEOOXO/MMO TIPOBECTH HAIJEXKalMe HcnblTaHus. HeoO0XonumMo CcOXpaHATh COOTBETCTBYIOLIYIO
JOKYMEHTAIUIO IPOBEACHHS STHX HCIIBITAHUH.

486. (11.19) IlpousBoauTtesns JOKEH TOTOBUTh, HACHTU(PHUIIMPOBATH, UCTIBITHIBATH, YTBEPKAATh U
XpaHUThb BTOPUYHBIC CTaHIAPTHBIE 00pa3lpl HajuIekamuM oOpa3oM. Ilepen mepBbIM HCIONB30BaHUEM
HEOOXO/MMO OIpEeNeNiATh NPUTOJAHOCTh KaXKJIOW CEpUH BTOPUYHOTO CTAaHJAPTHOrO oOpasua IyTeMm
CpaBHEHMsI C TIEPBUYHBIM CTaHIAPTHBIM oOpasmom. Kaxkmas cepus BTOPHUYHOTO CTaHAAPTHOrO oOpasla
JOJDKHA TIEPHOANYECKH MTOJIBEPraThCsl MOBTOPHOM KBaTU(HUKAIIMA B COOTBETCTBUH C TIPOTOKOJIOM.

HcnbiTanus NpoMeKyTOYHOM NPOoAYKIMH U (papmaneBTHYeckux cyocTanuumii (11.2)

487. (11.20) [nsa xaxnoil cepum npomexyTouHo mponykuuu u ®C AOmKHBI NPOBOIUTHCS
HE00XO0IMMBIE JTA00OPATOPHBIC UCTIBITAHUS C LIEIbIO MOATBEPKACHUS COOTBETCTBHS CIICIIU(PUKAIIUSM.

488. (11.21) Kak mpaBuino, mist kaxaoro ®C cieayeT ycTaHaBiIMBaTh NPO(UIL NpHMECEH,
OINUCHIBAIOUINHA HACHTU(DUIMPOBAHHBIE W HEUJCHTU(UIMPOBAHHBIC IPUMECH, IPHCYTCTBYIOIINE B
TUIIMYHOW CEpUH, TOIYYEHHOW B pe3ylbTaTe OINPEAEICHHOTO KOHTPOIHUPYEMOIO TEXHOJIOTHYECKOTO
npouecca. [Ipoduns mpumeceld JOMKEH BKIIOYATh MACHTU(UKAIMIO WU KaKyIO-JTHOO KadyeCTBEHHYIO
AHAJTUTUYECKYI0 XapaKTEpUCTHKY (HampuMep, BpeMs YICpKMBAaHUS), IMPEICNbl COACPKAHUS KaKIOU
OOHapy>KUBAaeMON NpPUMECH M KIACCU(UKAIMIO KaXI0M HISHTH(PULIMPOBAHHONH HpUMECH (HampuMmep,
OpraHuyeckasi ¥ HeopraHuuyeckas mpuMecH, pacTBoputens). [Ipodunb nmpumeceil, kak MpaBuio, 3aBUCUT
OT OCOOEHHOCTEH TEeXHOJOrHMYecKoro mpouecca u mnpoucxoxaeHuss @C. B 00oibIIMHCTBE CIydaeB HET
HeoOXonuMocTH — ompenensath npoduias mnpumeceil s @C  pacTHTENBHOTO WM KUBOTHOTO
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IIPOUCXOXKICHHUS.

489. (11.22) Ilpoduns mpumecedt uyepe3 ONpeAeTCHHbIE MPOMEXYTKH BpPEMEHH HE0O0XOAUMO
CpaBHUBaThb C TmpoduiaeM mnpuMecel, NPUBEACHHBIM B PErHCTPAMOHHOM JIOCbE, WIH C paHee
MOJIyYCHHBIMH JTAaHHBIMH, YTOOBI 0OHApYXUTh U3MeHeHus: B OC, sBIAIOMMECcs pPe3yIbTaTOM HW3MEHEHHH
HCXOJIHOTO CBIPbS, TapaMeTPOB paboThl 000PYAOBAHUS UM TEXHOJIOTHIECKOTO MPOoIecca.

490. (11.23) IlpousBoauTenb AOJDKEH TNPOBOAMTH COOTBETCTBYIOIIME MHUKPOOHOJIOTHUYECKUE
UCTIBITAHUS JUIS KaXIOW cepud MpoMexxyTouHoil mpoxykiuu u OC, ecam uX MUKpOOHOIOTHYECKas
4UCTOTa HOPMHUPYETCSL.

Banunanus anaautudeckux Metoank (11.3)

491. Banmpanusi aHaJIUTUYECKUX METOAMK JOJKHA OCYIIECTBIATHCS B COOTBETCTBHM C ITyHKTAMU
511 - 539 nacrosaumx IIpasu.

JlokyMeHTbI, MoATBep KAa0mue kKayecTBO (11.4)

492. (11.40) Hna xaxaol cepuu npomexyTouHoil mpoaykuuu uinn OC gomkeH Mo 3ampocy
BBI1aBaThCsl OPUTMHA JJOKYMEHTA, IOATBEPKAAIOIIETO KaueCTBO.

493. (11.41) HdoKyMeHT, MOATBEPXAAMOIIUNA KAa4eCTBO, MOJDKEH COAEpkKaTh WH(MOPMAILUIO O
Ha3BaHUM MPOMEXYTOUHOH nponykuuu wiu OC, BkIoYas mpu HEOOXOAUMOCTH COPT, HOMEpP CEpUHU H
naty Belllycka. Ecnm ans npomexytouHod npoaykuuu win ®C ycraHoBiIeHa JaTa MCTEUEHUS CpPOKa
TOAHOCTH, 3Ta JlaTa JOJDKHA OBITh yKa3aHa Ha STHKETKE W B JIOKYMEHTE, MOATBEPXKIAIOLIEM KadeCTBO.
Ecnu anig npomexyrounoil npoaykiuu uiu @C ycraHoBIEHa 1aTa IOBTOPHOTO MCIBITaHMsS, TO 3Ta JaTa
J0JDKHA OBITh YKa3aHa Ha STUKETKE U (MJIK) B JOKYMEHTE, MOATBEPKIAIOIIEM KaueCTBO.

494. (11.42) B nokymeHTe, MOATBEPKAAIONIEM KayeCcTBO, JODKEH OBITh MPHUBENIEH MEpeueHb BCEX
UCTIBITAHUN, TIPOBEJICHHBIX B COOTBETCTBUM C TpeOoBaHMAMHU oOmIeH (apMaKkoNeHON cTaThH,
(apMakoneiHoi CTaTbu, HOPMATHBHOM JOKYMEHTAllMM WJIM HOPMAaTHBHOTO JOKYMEHTa, a TaKKe
TpeboBanusaMU mokynarens OC uim NpoMeXyTOYHOW MPOIYKIMH, BKIOYAs IOMYCTUMBIE MpeaeIbHbIC
3HAYEHUS U NOJIyYEHHBIE YNCIIOBBIE PE3yNbTAThI (I1€ TO IPUMEHHUMO).

495. (11.43) JlokyMeHT, MOATBEP>KIAIOMIMIA Ka4eCTBO, JOJDKEH OBITh MOANUCAH PabOTHHKAMHU
noapaszeneHuss  (MOJpasJesieHuil) KauecTBa, MMEIOUIMMHM  COOTBETCTBYIOUIME IOJHOMOYMSA, C
NPOCTAaBICHUEM JaThl W COJAepXkaTb HANMEHOBAHME, aJIpec U HoMep TeledoHa NEePBOHAYAILHOTO
npousBoautens. Ecnu ananu3 OblT NMPOBENEH OpraHu3alldel, OCYIIECTBISIONICH NepeynakoBKY WIH
MOBTOPHYIO 00pa0OTKy, B JOKyMEHTE, IOATBEPKIAIOIIEM KauecTBO, HEOOXOAMMO YKaszaTh €ro
HaNMEHOBaHHUE, aJipec, HoMep TeledoHa U yKa3aTh HAMMEHOBAaHHUE MTEPBOHAYATBHOTO TPOU3BOAUTEIIS.

496. (11.44) Ecam opraHu3zauusMM, OCYLIECTBIISIOIIMMHU NEPEYNaKOBKY M (WIM) MOBTOPHYIO
00paboTKy, BBIAAIOTCS HOBBIE TOKYMEHTHI, MOATBEPKIAIOIINE KAYeCTBO, TO B HUX JOJDKHBI OBITh YKa3aHbI
Ha3BaHWe, agpec W HoMmep TenedoHa adopaTopuu, NPOBOAUBINEH aHaMU3bl. Takue HTOKYMEHTHI,
MOATBEP)KIAIOIIME KAayeCTBO, JOJDKHBI TaKXKE COJEp)KaTh CCBUIKY Ha HAauMMEHOBAaHUME U ajapec
[IEPBOHAYAJILHOTO IIPOU3BOAMTENS U HA IEPBOHAYANIBHBIN TOKYMEHT, TOATBEPKAAIOIININ Ka4eCTBO, KOIIUIO
KOTOPOT0 HEOOXOJMMO MpHUIIararhb.

KonTpous cradniabHocTH papManeBTH4YecKuX cyocTannmii (11.5)

497. (11.50) IIpousBoauTenb NOMHKEH pa3padoTaTh JOKYMEHTAJIbHO O(OPMIIEHHYIO MPOTrpaMMy
MPOJIOIDKAIOIINXCS UCIBITAHUN, MPEIHA3HAYCHHYIO JUIS KOHTPOJS CTa0MiIbHOCTH Xapakrtepuctuk OC.
[TonmyyeHHble pe3ynabTaThl HEOOXOAMMO MCIIONB30BAaTh JUIS IOATBEPXKACHUS HAJICKAIIUX YCIOBHMA
XpaHEeHHUs U 1T MPOBEJICHUS TOBTOPHBIX UCIIBITAHUM MIIM UCTEUCHUS CPOKA T'OTHOCTH.
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498. (11.51) MeToaMku HCIBITaHUH, UCIIONB3yeMbIe MPU UCCICAOBAaHUU CTAOMIBHOCTH, JOJKHBI
NPOITH BalMJaMIO U 00eCTIeYMBATh NOTYYCHUE HEOOXOIUMBIX JAHHBIX O CTA0MIIBHOCTH.

499. (11.52) OOpasupl isi UCHBITAaHUS HA CTAaOWIBLHOCTH HEOOXOAMMO XpaHHUTh B Tape,
MOJICIUpPYIOLIeH MOTpeOUTeNnbCKyto Tapy (ymakoBky). Hampumep, ecniu @C peanusyloT B MeIIKax,
yHakoBaHHBIX B (uOpoBeie OapabaHbl, TO 00pa3ibl JUIs HCIBITAHUH Ha CTAOMIBHOCTH MOTYT OBITH
yIakoBaHbl B MELIKM M3 TOrO JK€ Marepuana, IOMEIIeHHble B OapabaHbl MEHBIIETO pas3Mepa,
M3rOTOBJICHHBIE M3 MaTepualia, aHaJOTMYHOTO WM WAEHTHYHOro Marepuany (uOpoBbIx OapabaHOB, B
koTopelx @C nocTynaer B Ipoaaxy.

500. (11.53) Kak npaBuio, B mporpaMMy MOHHMTOpPHHIa CTAOMIBHOCTH JJISI MOJATBEPXKACHUS JaT
MIPOBE/ICHUS] TIOBTOPHBIX MCIBITAHUI MM MCTEUYEHUS CPOKA FOJHOCTH JIOJDKHBI ObITh BKJIIOUEHBI TIEpBbIC
TPU pealu3yeMble INPOU3BOACTBEHHbIE CepUHU. Eciau JaHHbIE MPEABAPUTENBHOIO HCCIEN0BAHUSA
CBUIETENBCTBYIOT, YT0 PC MOXKET COXpaHATh CTAaOMIBHOCTh O KpailHe Mepe B TEUEHHE JBYX JIET,
JIOTTyCKAeTCsl UCIOJIb30BaTh MEHEE TPEX CEPUH.

501. (11.54) Ilocme »sTOoro B HpOTrpamMMy TNPOJODKAIOUIMXCS HCIBITAHUN CTAaOMIBHOCTH
HE00X0/IMMO BKJIIOYaTh, KaK MHUHUMYM, OJHY Ipou3BeaeHHY0 ceputo @C B roa (3a HCKIIIOYCHHEM TeX
CJly4aeB, KOTla MPOU3BOACTBEHHBIE CEPUU B JaHHOM I'OJly HE BBIITYCKAJINCh) U HE MEHEE OJHOTO pasa B
T'OJl IPOBOJIUTH €€ UCTIBITAHUS JJIS IOATBEPKICHUS CTAOMIBHOCTH.

502. (11.55) B orHomenun PC ¢ KOPOTKUMH CPOKAMHU XPAaHEHHUS HCHBITAaHUS HEOO0XOIUMO
npoBoIUTh yamie. Hampumep, ans Tex OMOTEXHOJOrMYeckux, Ouonormuyeckux u npyrux ®C, cpoku
XpaHEeHHUsI KOTOPBIX COCTABIISAIOT OJMH T'OJ WJIM MEHbILE, HEOOX0IMMO OTOMpPaTh 00pa3Ibl Ul UCIIBITAHUHA
Ha CTAaOMJIBHOCTh W TPOBOJUTH HUCHBITAHUS €KEMECSYHO B TEUEHHE IMEPBBIX TPEX MECSIEeB, a 3aTeM
KaXx/ple TpH Mecsaua. Eciau nMerorcst JaHHble, MOATBEp K AAIoNHe, 4To cTabmibHocTh @C coxpaHseTcs, TO
JOTyCKaeTCs yAJIMHEHNE TIEPHUOJIOB MEXy UCTIBITAHUAMU (HAlIpUMED, AEBATH MECSILIEB).

503. (11.56) Ilpu ucnpiTaHUSX Ha CTAOMJIBHOCTH PEKOMEHIyeTCsl 00ecleYMBaTh COOTBETCTBHE
ycnoBuii  XpaHeHuss PykoBoactBy Mexnynapoanoit Kondepenuun no rapmonmsauuu "H3ydenue
CTaOUIFHOCTH HOBBIX JIEKapCTBEHHBIX cyOcTaniuii u npenaparo” (ICH Q1A)*(9).

JlaThl HcTeYyeHusi CPOKA FOAHOCTH M NPOBeeHUs MOBTOPHBIX HcnbITaHuil (11.6)

504. (11.60) Eciu nmpomexxyTouHasi MpOAYKLUS MpeIHa3HaueHa Jisl epelaun 3a Mpeaeiibl cepsl
KOHTPOJISI CUCTEMBI YNPABICHUS MaTepuajlaMu MPOU3BOAMUTENS U U1 HEE ONpENENICHa AaTa UCTEUEHUs
CpOKa TOJHOCTH WJIM IMPOBEICHUS MOBTOPHBIX HCHBITAHHUM, TO JOJDKHA OBITH B HAJTMYUHM HWH(POpMAIIHS,
MOATBEpXKAatoIast €€ CTabMIbHOCTh (HanpuMep, OMyOIMKOBAaHHBIE TAaHHBIC, PE3YJIbTAThl UCTIBITAHUN).

505. (11.61) Hdatsl ucteueHus: Cpoka TOAHOCTH WM NPOBEAECHUSA NMOBTOPHBIX HcnbITaHMd DPC
JIOJDKHBI OCHOBBIBATbCS Ha pE3yJbTaTax OLIEHKU NaHHBIX, MOJYYEHHBIX NMPH U3YyUYEHHH CTAOMIBHOCTH.
OO6b1uno 1151 @C MCHONB3YIOT JAThl MPOBEJCHUS MOBTOPHBIX HCIIBITAHUM, a HE JaThl HCTEYECHUS CPOKa
TOJJHOCTH.

506. (11.62) IlpenBaputenbHble 1aThl UCTEYEHHUS CPOKA FOJHOCTHU WIIM IIPOBEJIEHUS MOBTOPHBIX
ucnbiTanuii @C MOTYT OCHOBBIBATHCSI Ha pe3ysbTaTax, MOJYYEHHBIX Ul ONBITHBIX cepuil, ecnu 1) s
OTBITHBIX CEPHUI HCIIOJIB3YIOTCS CIOCOO MPOM3BOJACTBA M MPOLEAYPbI, MOJACIUPYIOIINE OKOHYATEIbHBIN
IIPOLIECC IPOMBIIIIEHHOTO ITPOU3BOJCTBA, U 2) KauyecTBO PC cOOTBETCTBYET KaYECTBY BEILLIECTBA, KOTOPOE
OyZeT BBIITyCKAaThCs B IPOMBIIIIJICHHOM MacIuTaoe.

507. (11.63) Jlns mpoBeAeHUsI IOBTOPHBIX UCTBITAHUN HEOOXOAMMO OTOMpPATh pENpe3eHTATUBHBIC
00pa3sIIbl.

ApxusHsblie o0pa3usl (11.7)

508. (11.70) ApxuBHBIe 00pa3lbl HEOOXOJUMO YHAKOBBIBATH M XPAHHUTH C IIENBI0 BO3MOXKHOM
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olLeHKHU KadecTBa cepuii @C B Oyyiiem, HO He ISl IPOBECHUS UCTIBITAHUN HAa CTAOMIIBHOCTb.

509. (11.71) HamnexxamuMm o0pa3oM MapKHpOBaHHbIE apXUBHBIE 00pa3ipl Kaxaoi cepuu OPC
JOJDKHBI XPAaHUTBCS B T€YEHHME OJHOIO roja Iocie JaThl UCTEYEHHs CpOKa T'OAHOCTU CEpHUH, KOTOpas
OIIpEAEIAETCS MPOU3BOAUTENEM, WM B TEUEHUE TPEX JIET MOCIE PEaJu3alui CEpUU B 3aBUCHUMOCTH OT
TOro, KakoW CpOK sIBisieTCsl Oosee UIMTeNbHBIM. ApxuBHbIE 00pasupl @C ¢ ycTaHOBICHHOM AaTOM
MOBTOPHBIX HCIIBITAaHUH HEOOXOAMMO XpaHUTh B TEUYEHHWE TpeX JeT MOocjie TOro, Kak cepus Obuia
MIOJIHOCTHIO pPEaIM30BaHa IPOU3BOIUTEIIEM.

510. (11.72) Ilpu xpaHeHUH apXUBHOTO 0Opa3iia HEOOXOIMMO HCIIOIB30BaTh TaKyIO K€ CHCTEMY
YIOaKkoBKH, B KoTopodl xpanutcs @OC, win Takyloo, KOTOpas HKBHBAJEHTHA CHCTEME YIAKOBKH,
npeJHa3sHAuYeHHOH Ui MPOJaXH, UM 00eCeuynBaeT JIydllyto 3amuTy. [IponsBoauTens JOKEH XpaHUTh
apXMBHBII 00pazel B KOJIMYECTBE, JOCTATOYHOM JUIS MPOBECHHS, KAK MUHUMYM, JIBYX TOJHBIX aHAJIN30B
B COOTBETCTBHU C oOmiel (apmakoneilHON cTarbel, (GapmMakonelHOW cTaTbeld WIM NPH OTCYTCTBHH
(apMakoneiHoi CTaTbu - JBYX MOJHBIX aHAJTU30B B COOTBETCTBUU C HOPMATHUBHOW JOKyMEHTAIMEeH WIN
HOPMAaTUBHBIM JOKyMEHTOM.

Banupamus (12)

MoanTuka Baauaanuu (12.1)

511. (12.10) ITpou3BoauTeNns JOKEH JOKYMEHTAIBHO O()OPMUTH OOIYIO TOJIUTUKY B OTHOILICHUH
BAJIUJALIMY, €€ 3aJayd W IPHUHLMIIBI, BKJIIOYas BaJUJALUI0 TEXHOJOTMYECKUX MPOLECCOB, MPOLELYP
OUMCTKH,  AHAIMTUYECKUX  METOAMK, MpoLEeAyp  KOHTpoJsl B IIpollecce  MPOU3BOJICTBA,
KOMIIBIOTEPU3UPOBAHHBIX CHCTEM, M B OTHOILEHHM JIMI, OTBETCTBEHHBIX 3a pa3pabOTKy, NPOBEPKY,
YTBEPXKICHHE U IOKYMEHTaIbHOE 0(hOpMIICHHE KaXKI0TO ATara BaIUAALINH.

512. (12.11) Kputuueckue napaMerpsl M (WIM) XapaKTEpUCTUKM, KaK IIPABWIO, CIEIYET
OTpeNeNIATh Ha CTaJuu pa3pabOTKM WM HAa OCHOBAHMHU JAHHBIX MPEIBAPUTENILHOTO OMBITA PabOTHI;
CIIENyeT TakKe OIPEAEIUTh [Malla30Hbl 3HAUEHUN HJTUX KPUTHUUYECKUX MapaMeTpoB U  (WJN)
XapaKTepUCTHUK, HEOOXOAUMBIE JJIs1 00eCIIeYeHUsI BOCIIPOM3BOIMMOCTH Tporiecca. [Ipu aTom HeoOXoaumo:

OIIpEAEINTh KpUTHUECKUE XapakTepucTUku PC Kak IpOAYKINH;

yKazaTbh apaMeTpsl IpoLecca, KOTOPbIE MOTYT BIMSTh Ha KpUTHUECKHE MTOKazarenu kadectBa OC;

YCTAaHOBUTh JMANa3oH 3HAYEHUH KaXIOro KPUTHUECKOIO IapamMeTpa Ipoliecca, KOTOPbI
IIPEIIoJIaraeTcs UCI0JIb30BaTh IIPU CEPUITHOM IIPOU3BOCTBE U KOHTPOJIE MIPOLIECCa.

513. (12.12) Omepauum, KOTOpbIE CUUTAIOTCA KPUTHUECKUMH il KadecTBa M 4UCTOTHl DC,
MOJJIEKAT BaJIUIALINN.

JoxyMmeHTanus no saauaanum (12.2)

514. (12.20) [dns xaxmoro mporecca, MOJUISKANIer0 BaIMIAINK, JODKEH OBITh pa3paboTaH
NPOTOKOJI BAIMAALMU. DTOT MPOTOKOJ JOJDKEH OBITh MPOBEPEH M YTBEPXKICH MOJpa3esieHueM
(mompa3zaeneHusMI) KauecTBa U APYTUMH COOTBETCTBYIOIIMMHU MOIPa3ACICHUSIMHU.

515. (12.21) B npoTokosie BaduIAIMK JTOJKHBI OBITH ONpeNeIeHbl KPUTHUYECKHE CTaAUH Mpolecca
U KpPUTEPUM NPUEMIIEMOCTH, a TaKXe BHJ MNPOBOJUMON Baluianuu (HAIpUMEp, PETPOCHEKTHBHAS,
MEPCIEKTUBHASL, COMMyTCTBYIONIAs) U KOJMYECTBO MPOU3BOICTBEHHBIX IIUKIIOB.

516. (12.22) Otuer 0 BanuAaUMU JOJDKEH COAEPKATh IEPEKPECTHHIE CCHUIKM Ha IPOTOKOJ
BAIMIAIMU U 00001IaTh MOJYYCHHbIE PE3YJIbTaThl, OOBSACHATH JIOOBbIE OOHAPYKEHHBIE OTKIOHEHUS C
COOTBETCTBYIOIIMMH BBIBOJIAMH, BKJIIOYAIOIUMH PEKOMEHIYEMble W3MEHEHHUS s HUCHpPaBICHUSA
HEJ0CTaTKOB.

517. (12.23) JloOble OTKJIOHEHHS OT TMPOTOKOJA BaIMIALMHU JOJDKHBI OBITH O(OPMIIEHBI
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JOKYMEHTAJIBHO C COOTBETCTBYIOIIUM O0OOCHOBAaHUEM.
KBamnpuxanus (12.3)

518. (12.30) [o Hauana paboT MO BIMAALMU Tpolecca HeOOXOAMMO 3aBEpPUINTh KBAaTH(PUKALINIO
KPUTHYECKOTO 000pyNOBaHMS M BCIIOMOTATelIbHBIX cUCTeM. KBamudukaiuio OOBIYHO MPOBOIAT IO
CJICAYIOLIMM 3Taram (1o OTIEIbHOCTH WM B COBOKYITHOCTH):

KBaTU(HUKAIMA  TPOEKTA:  JOKYMEHTaJIbHO O(OPMICHHOE TOATBEPXKICHHE TOTO,  4TO
NPE/UIOKEHHBI TPOEKT IMPOU3BOJACTBEHHBIX IOMEUICHUH, OOOPYAOBAaHUS WM CHUCTEM SBISETCA
MIPUTOHBIM JUTS IPUMEHEHHS 110 Ha3HAYEHHUIO.

KBaJTM(HUKAIMA MOHTaXa: IOKYMEHTAIbHO O(GOpPMIIEHHOE MOATBEP)KICHHE TOrO, YTO MOHTAX
MOMEIICHUH, cuUCTeM M 000pynoBaHHsA (YCTAaHOBJICHHBIX WIM MOJU(PHUIMPOBAHHBIX) BBIIOJHEH B
COOTBETCTBUHM C YTBEP)KICHHBIM IPOEKTOM, PEKOMEHIAIMSAMU H3TOTOBUTENS M (MIM) TpeOOBaHUAMU
MIPOU3BOIUTES JIEKAPCTBEHHBIX CPEJICTB.

KBaJTUpUKAIMA (PYHKIMOHUPOBAHUS: TOKYMEHTAJIHHO O(OPMIIEHHOE MOATBEP)KICHHUE TOTO, YTO
MIOMEIICHUS, CUCTEMBI U 000pyi0BaHKe (yCTAaHOBJICHHbIE MM MOJU(PHUIMPOBAHHBIC) (PYHKIMOHUPYIOT B
COOTBETCTBUH CO CBOMM IIpEeIHA3HAUCHHEM BO BCEX MPEITyCMOTPEHHBIX PEKUMAX paOOTHI.

KBaJTM(HUKAIMA OSKCIUTyaTallMu: JOKYMEHTAJIbHO O(QOpPMIIEHHOE TOATBEP)KICHHE TOTO, YTO
MOMEIICHHUS, CHCTEMBbl U 00OpYJIOBaHHE IPU COBMECTHOM HCIOJIB30BaHUHU paboTaroT 3¢ddexkTuBHO 1 ¢
BOCIIPOM3BOAMMBIMHM  TOKA3aTEJIIMA B COOTBETCTBHUM C  YCTAHOBJICHHBIMH  TpPEOOBaHUSAMH U
XapaKTepUCTUKaMHU IpoIiecca.

IHoaxoas! k Baauaanum npouecca (12.4)

519. (12.40) Banupanusi mpoliecca MPOBOJIUTCA B LEISX JOKa3aTeIbCTBA TOTO, YTO MPOIECC,
(YHKIMOHMPYIOLIMA B Tpejeiax YCTaHOBICHHBIX IIapaMeTpoB, obOecreunBaeT 3((EeKTuBHOE U C
BOCIPOM3BOAMMBIMU  pe3yJIbTaTaMU  IIPOU3BOJACTBO  INPOMEXYTOUHOM  mponykuuun wim  PC,
COOTBETCTBYIOIIUX MPEABAPUTEIHHO 33JaHHBIM CIeUM(UKAIMAM U TOKa3aTeslsaM KadecTBa. Pe3ynbraThl
BaJIMJAIMU TIpOIiecca MOAIEKAT JOKYMEHTAIbHOMY 0(OpPMIICHUIO.

520. (12.41) CymiecTByeT Tpu NOAX0Ja K BaIMIALMKU: IEPCIIEKTUBHAS BAIMAALNS, COYyTCTBYOIIAs
BaJIUJALMA U PETPOCNEKTHBHAs Banupauus. [lepcnexkTuBHas Baiugalnusl SIBISETCS MPEANOYTUTEIbHBIM
MIOJIXOJI0OM, HO UMEIOTCSI UCKIIIOUEHUS, I03BOJISIONINE UCIIOJIB30BATh APYTHUE MOAXOIBL.

521. (12.42) IlepcHeKTHMBHYIO BaJIMJALMI0 PEKOMEHIYETCS BBIIOJIHATH [JIs BCEX IPOLECCOB,
CBs3aHHBIX ¢ mpousBoacTBoM PC, kak ykazaHo B nyHkre 513 Hacrosimmx IlpaBuin. IlepcnektuBHast
BaJMJAIM, TIPOBOAMMAs JJIS TIPOLECCa, CBSI3aHHOTO ¢ mpou3BoacTBOM PC, nomkHa OBITH 3aBepIleHa 10
Hayajla peajau3aluy roTOBOIO JIEKApCTBEHHOTO Mpenapara, Npou3BeeHHoro u3 atoi @C.

522. (12.43) ComyTtcTBylomIas BaJuAalus MOXKET ObITh NMPOBEJCHA MPH OTCYTCTBHM JAHHBIX IS
MOBTOPSIIOLINXCA TEXHOJIOIMYECKHUX IMKJIOB, €CJIM BBINYLIEHO OrpaHuYeHHoe uucio cepuili @C, ecnu
cepun @C BbIMYyCKaIMCh PEIKO WM OBUTM MPOU3BENEHBI MOCPEICTBOM BAIMIMPOBAHHOTO IpoLEcca,
KOTOpBIN Obl1 MomuduuupoBas. Jlo 3aBepiieHus: comytcTByromei Banmugauuun cepud ®C moryT ObITH
BBINYILIEHBl U MCHOJIb30BaHbl Il MPOU3BOJCTBA JIEKAPCTBEHHOrO Ipenapara, NpeJHa3HAa4eHHOIo s
pean3anuy, Ipy yCIOBUY MOIHOTO KOHTpoutst cepuit dC.

523. (12.44) Kak uckioueHre MOXKET OBbITh MPOBEACHA PETPOCIIEKTUBHAS BAIMAALINS I XOPOIIO
OpPraHU30BAHHBIX MPOLIECCOB, B KOTOPbIE HE ObLIO BHECEHO 3HAUNUTENIbHBIX U3MEHEHUH 11 nonyyenus OC
TpeOyeMoro KadecTBa BCIIEICTBHE M3MEHEHUI MCXOTHOTO ChIPhsi, 00OPYJOBaHUS, CUCTEM, TEXHHUECKUX
CPEACTB WJIM TEXHOJIOTHYECKOTO mporiecca. Takoil moaxo K BaTuAaui MOKET ObITh UCTIONB30BaH, €CIH:

a) (1) onpeneneHbl KPUTUUECKUE MTOKA3ATENN KaUeCTBA U KPUTHUECKHE NTapaMeTPhl IIPOLIECCa;

06) (2) ycraHOBJIEHBl HaJUICKAILIUME KPUTCPUU TPUEMIIEMOCTH M KOHTpPOJII B IpolEecce
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MIPOU3BOJICTBA;

B) (3) OTCYTCTBOBaJIM CyIIECTBEHHBIE COOM B XOJI€ MpoLecca Wi Opak MPOAYKIUH MO TMPUYUHAM,
HE CBSI3aHHBIM € OLIMOKaMU OIepaTopa Wi OTKazaMH 000pyIOBaHHUS;

r) (4) ObLIH ycTaHOBIIEHBI IPOoQHIN TpuMecei 11t naHHoi OC.

524. (12.45) Cepum, oroOpaHHBIE ISl PETPOCHEKTHBHON BalMIallMM, JOJDKHBI TPEACTaBIATH
penpe3eHTaTUBHYIO BBIOOPKY M3 BCEX CEpHii, MPOU3BEICHHBIX 3a MPOBEPAEMBIA MEPUOJ, B TOM YHCIE
TOOBIX CepUi, HE COOTBETCTBYIOIIUX crieruukanusaM. IIpu 3ToM KOJTHMUECTBO TaKUX CEPUI JTOJIKHO OBITH
JOCTaTOYHBIM JJISi JIOKa3aTeJIbCTBA IIOCTOSIHCTBA Iporecca. B memax moaydeHWs MaHHBIX —JUIS
PETPOCTIEKTUBHON BAJIMAALINY TPOLIECCa MOXKET ObITh POBEICHO UCTIBITAHUE apPXUBHBIX 00PA3II0B.

IIporpamma Banuaauuu npouecca (12.5)

525. (12.50) KomuuecTBO MPOM3BOACTBEHHBIX IHMKIIOB, HEOOXOIUMBIX JIs BATUIAIHMH, TOJKHO
3aBUCETh OT CIOXHOCTH IIpolecca WM OT 3HAYMMOCTH HW3MEHEHHMH TIpolecca, MOoJyIekKalux
paccMoTpeHHio. [y MEepCreKTUBHOW W COIMYTCTBYIOIIEH BalWJAllMK JOJDKHBI OBITH HCIOJIb30BAHBI
JaHHBIE, MTOJyYEHHBIC JJIS TPEX MOCIIEOBATENbHBIX TPOU3BOICTBEHHBIX CEPHUI MPOIYKINN HAIESKAIIETO
kayectBa. OJHAKO MOTYT OBITh CHUTyallMM, KOTJA JUIS JIOKa3aTelbCTBA IOCTOSIHCTBA Ipolecca
HEOOXO/JUMBI JONOJHUTENbHBIE MPOU3BOJCTBEHHbIE IUKIBI (HAIpUMeEp, MPOLECCH IMPOU3BOACTBA
cinoxkuplx OC mnm uartensHble nporecchl mpousBojacTa OC). [l OLEHKH MOCTOSHCTBA Mpoliecca Ipu
PETPOCIIEKTUBHON BaJMIAllMM, KaK MpPaBWIO, HEOOXOIUMO wuccienoBats gaHHele it 10 - 30
MOCTIeIOBATEIbHBIX CEpHUil, HO IPU COOTBETCTBYIOIIEM 0OOCHOBAHUH 3TO YHCIO MOXKET OBITh YMEHBIICHO.

526. (12.51) Bo Bpems mpoBeIeHUS HCCIEAOBAHUN TO BaIHIAIMU MpoOIecca HEOOXOIUMO
KOHTPOJIMPOBATh U MPOBEPSTH €r0 KPUTUUECKUE TTApaMETPBHI.

[TapameTpsl mporiecca, He CBA3aHHBIE C KaUeCTBOM, HAIPUMEp, NIEPEMEHHbIE, KOHTPOJIUPYEMbIE B
LEJIAX COKpAIICHUS MOTPEOICHUS PHEPTUU WJIM UCIOJIB30BaHUS 000pYyNOBaHMS, MOXKHO HE BKIIOYATh B
BaJIMJAIMIO MTpOIEcca.

527. (12.52) Banupauus mporecca A0JDKHA MOATBEPKIAaTh, YTO MPo(uias mpumecent st KaxIou
@®C, HaxonuTcs B 33aHHBIX mpenenax. [Ipoduns npumeceil nomkeH ObITh CXOJeH (MO0 OBITH Jydlle) ¢
paHee MOJXY4YEeHHBIM IpoduiieM, a Takke (TAe 3TO MPUMEHUMO) ¢ MpoduIeM mpuMecei, yCTaHOBICHHBIM
npu  pa3paboTke Tmpolecca WIM CEpui, HCIOIB30BAaHHBIX JUII OCHOBHBIX KIMHUYECKUX H
TOKCHKOJIOTHYECKUX UCCIICTOBAHHA.

Ilepnoanyeckas npoBepKa BaJMIMPOBAHHBIX cucTeM (12.6)

528. (12.60) Cucrembl M Tpolecchl HEOOXOJMMO IMOJIBEpPraTh NEPUOTUYECKON OLIEHKE IS
MOJATBEPXKACHUS TOTO, YTO OHM IMO-TIPEeKHEMY (YHKIMOHUPYIOT MPaBUIBHBIM 0Opazom. Eciu B mporece
WIN CHCTEMY He OBUIO BHECEHO CYIIECTBEHHBIX M3MEHEHHMH M 0030p KauecTBa MOATBEPAUI, YTO CUCTEMA
WJIX TIPOLIECC TIOCTOSIHHO 00€CIIeUrBalOT MPOU3BOICTBO MaTepHaja, COOTBETCTBYIOLIETO CIICHU(BUKALIIIM,
KaK MPaBHUJIO, OTCYTCTBYET HEOOXOMMOCTh B IPOBEACHUH TOBTOPHOI BaJIMIAIUH.

Banunanus ouuctku (12.7)

529. (12.70) IIpouenypbl OYUCTKHM, KaK IMPABUIIO, JOJDKHBI MPOUTH Banujauuioo. Banupanuio
OYUCTKU TIPOBOISAT B CIydyasX, IPHU KOTOPBIX KOHTAMUHAIUS WU TEPEHOC BEIIECTB NPEICTABISIIOT
HauOOJbIIYI0 omacHocTh ansi kadectBa DC. Hampumep, Ha HaYallbHBIX CTAgUSX TEXHOJIOTHYECKOTO
mporecca MOXeT He TpeOOBaThCS MPOBEACHUS BAIHIAIUMU IPOLEAYpP OYHCTKH OOOPYIOBaHHS, €CIU
OCTaTOYHBIC BEIIECTBA YJAISIOT HA MOCIEAYIOMUX CTAIUIX OUUCTKH.

530. (12.71) Banupanus mnpouexyp OYMCTKM JOJDKHA OTpakaTh (DAaKTHUECKUH XapakTep
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UCTONb30BaHusl oOopynoBanus. Ecimu pasuple @C wiaM pa3nuyHyl0 HPOMEXKYTOUHYIO TMPOIYKIIHUIO
MPOM3BOJAT HA OJHOM U TOM k€ OOOpYIOBaHHMU M 3TO OOOpYIOBaHHME OYHMIIAIOT OAHUM U TEM XK€
Croco0oM, TO Ui BaJWAALMU OYHUCTKM MOXKHO BBIOpAaTh PENpPE3eHTATUBHYIO IPOMEXYTOUHYIO
npoaykuuto uiu OC. Takoil BIOOp TOMKEH OCHOBBIBATHCS HA JAHHBIX O PACTBOPHUMOCTH U TPYIHOCTSX
OYMCTKHM, a TaKXKe Ha pacueTe IMpPelelbHOT0 COACPKAHUS OCTAaTKOB, C YYETOM WX AaKTHUBHOCTH,
TOKCHYHOCTH U CTaOMIIBHOCTH.

531. (12.72) B mpoTokosie BamUAAlMM OYHUCTKH JOJDKHBI OBITH ONHMCaHBl 00OPYAOBaHHE,
MoJyIeXkaniee O4YMCTKE, MPOIeIyphbl, MaTepHalbl, MPUEMJIEMbIE YPOBHU OYHCTKHM, KOHTPOJUPYEMbIE H
peryaupyeMble TapaMeTpbl U aHATUTUYECKUE METOIUKHU. B mMpoTokosie HeoOX0JMMO TakkKe yKa3aTh BHJIbI
oTOMpaeMbIX pod, COcOOBI X 0TOOPA U MAPKUPOBKH.

532. (12.73) HAns oOHapy>KeHHsS KaK HEPACTBOPUMBIX, TaK M PACTBOPUMBIX OCTATKOB METOJIBI
oTrOopa MmpoO OMKHBI BKIIOYATh, UCXOAS M3 CUTYallMH, B3STHE MAa3KOB, CMBIBOB HJIU JPYT'HE€ METOJbI
(HampuMep, IPAMYIO SKCTPAKIIHIO).

Hcnonb3yemble MeTOAbl 0TOOpa MPOO JOKHBI MO3BOJISATH KOJUYECTBEHHO OIPENENATh YPOBHH
OCTaTKOB Ha TOBEPXHOCTSAX 000pynOBaHMS MOCTEe OYUCTKH. MeTon oTOopa mpod MOCpenCTBOM B3STHS
Ma3KOB MOJKET OKa3aThCsl NPAKTUUYECKH HEOCYIIECTBHUMBIM, €CIM KOHTAKTHPYIOLIHE C MPOAYKTOM
MOBEPXHOCTH SIBIISIOTCS TPYTHOJOCTYITHBIMU BCJIEICTBIE KOHCTPYKTUBHBIX OCOOCHHOCTEH 000py10BaHHS
(HampuMep, BHYTPEHHHE MOBEPXHOCTH LIUIAHTOB, TPAHCIOPTHBIX TPYOOMPOBOIOB, EMKOCTH PEAKTOPOB C
Y3KHMHU JIFOKaMH, a TaKKe HeOOJIBIIOoEe IO pa3Mepy CI0KHOE 000pyI0BaHKE, HAIPUMEP, MUKPOHU3ATOPHI U
MUKPOPACIBUIMTENN) M (MJIM) €cld CYLIECTBYIOT OTpaHMYeHHs Tpoluecca (Hampumep, o0paboTka
TOKCHUYHBIX BEIIECTB).

533. (12.74) Heo0X0oauMO HCIONB30BATh BAIUIUPOBAHHBIC AHATUTHYECKHE METOIHKH,
o0yafaromue JOCTaTOYHOM YYBCTBHTEIBHOCTBIO JJIs1 OOHApyKEHUS OCTATKOB WJIM KOHTaMHHAHTOB.
[Tpenen oOHapyKeHUS KaX/10i aHATUTUYECKONH METOAMKH JIOJKEH OBITh JOCTATOUYHBIM JUJIsl OOHAPYKEHHS
OIPEJICJIEHHOTO TPHEMJIEMOr0 YpOBHS OCTaTKa WJIM KOHTaMHMHaHTa. J[1s MeToauku HEoOXoIuMo
YCTaHOBHUTH JOCTHTaeMblii ypOBEHb H3BJICUEHHUS BemlecTBa. lIperensl coaepaHHs OCTATKOB JOJDKHBI
OBITH peaJbHBIMH, JOCTHKHUMBIMH, TIPOBEPSEMBIMU U OCHOBBIBAThCSA Ha COJACPKAHUU HanOosee BPEIHOTO
ocraTtka. [Ipenenbl MOXHO YCTaHAaBIUBaTh, OCHOBBIBASCh HAa MHMHUMAJIBHOM O0O0JaNaloNIeM H3BECTHOU
(apMakoIOrH4ecKOi, TOKCUKOJIOTMYECKON MU (PU3HOIOTHYECKOi aKTUBHOCTHIO KonndyecTBe OC uimm ee
HanboJiee BPEAHOTO KOMIIOHEHTA.

534. (12.75) HAns mporeccoB, B KOTOPBIX CYIIECTBYET HEOOXOAMMOCTH CHIDKEHHS OOIIEro
KOJINYECTBA MUKPOOPTaHU3MOB MJIM SHIOTOKCUHOB B OC, WM A Jpyrux MpOLECcCOB, TJe MOXKET UMETh
3HAYCHHWE Takas KOHTaMUHAIMs (Hampumep, MPOU3BOACTBO HecTepmwibHBIX PC, UCHONb3yeMBbIX I
MIPOM3BOJICTBA CTEPUIIBHBIX JICKAPCTBEHHBIX IPEMapaToB), UCCIEAOBAHHE OYUCTKH U (MJIM) CAaHUTAPHOU
00paboTKK 000PYOBaHUS HEOOXOJUMO MPOBOJUTH B OTHOIICHUM KOHTaMUHAIIMM MHKPOOPTaHU3MaMH U
SH/IOTOKCUHAMH.

535. (12.76) IlpousBoauTenb NOJKEH KOHTPOJUPOBATH IMPOLEAYPHl OUHUCTKHU C OINPEAEIECHHOU
NEPUOIMYHOCTBIO TIOCIIE BATMIAIMH, YTOOBI YOSAUTHCS, YTO 3TH HPOLEAYPHI ABISIOTCS 3(PPEKTUBHBIMU
IIPU UX UCIOJIB30BAHMUHU BO BPEMsI TEKYILETO TEXHOJIOTHUYECKOTo Mporecca. YUcToTy 0o00py0BaHus, KOTAa
3TO OCYILIECTBUMO, HEOOXOIUMO KOHTPOJIMPOBATH IMOCPEACTBOM MPOBEACHUS aHATUTUYCCKUX UCIBITAHHUHA
U BH3YaJIbHOTO OCMOTpa. Bu3yaslbHBII OCMOTp MO3BOJSET OOHAPYKUTh 3HAYUTEIbHbBIE CKOIUICHHS
KOHTAMUHAHTOB Ha HEOOJBIIMX Yy4YacTKaX, KOTOpbIE MOTYT OKa3aTbCs HE OOHApy)KEHHBIMH HHBIM
criocoboM mpu oTOope pod u (WiK) aHAIIK3E.

Banupanus aHaanTudeckux Metoank (12.8)

536. (12.80) MHcnonbzyeMble aHAIWTUYECKHE METOAUKHU JOJDKHBI TMPONTH  BaJIMAALMUIO.
[TpuromHOCTh BCEX HCIOIB3YEMBIX METOAMK HCIBITAHUNW HEOOXOAMMO, TEM HE MEHee, MPOBEpPATH B
pEATBbHBIX YCIOBUSX MPUMEHEHHS, & Pe3YIbTaThl OPOPMIIATH JOKYMEHTAIBHO.
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537. (12.81) Banupauus MeTOIMK JOJDKHA MIPOBOAUTHCS C YUETOM XapaKTEPUCTHK, IPUBEACHHBIX
B PYKOBOJICTBAX IO BAIWJAIMH aHAIUTUYECKMX MeEToAuK. OO0beM MpPOBOIUMON aHATUTHYECKON
BAJIMJAIIMU JOJIKEH 3aBUCETh OT LIEJIU aHaJIM3a U CTaJUH TEXHOJIOTMYECKOTo Ipouecca rnpouspoactsa OC.

538. (12.82) Jlo Hayama BamuAalMd aHATUTUYECKUX METOAHMK JIOJDKHA OBITH TIPOBEICHA
COOTBETCTBYIOIIAs KBATH(DUKAIIHS aHATUTHYECKOTO 000pyT0BaHUSI.

539. (12.83) HeoOxomumMo BecTH TIOJMHBIC 3allMCH JIIOOBIX W3MEHEHUH BaMIUPOBAHHON
AHATUTUYECKON MeTonuKu. Takue 3amucu JOJDKHBI OTpa)aTh MPUUYMHY M3MEHEHUS U COOTBETCTBYIOIIHE
JAHHBIE JJI MOATBEPKACHUS TOTO, YTO U3MEHEHUE NMPUBOJIUT K pe3yJibTaTaM, KOTOPbIE CTOJb KE TOUHBI U
HaJICKHBI, KaK U PE3yJIbTAThI, OJYYCHHbIEC C TOMOILBIO TPUHITOU METOIUKHU.

Kontposn usmenenuii (13)

540. (13.10) IIpousBoauTens IOMKEH pa3paboTaTh CUCTEMY KOHTPOJIS M3MEHEHHH U OILCHKH
BCEX M3MEHEHU, KOTOpPBIE MOTYT MOBIUATH HA MPOU3BOACTBO M KOHTPOJIb MPOMEKYTOYHON MPOILYKIIUH U
@C.

541. (13.11) [IIpomsBoauTens JOJDKEH YTBEPAWUTh MPOLEAYPHl JUIS  WACHTU(UKAIIH,
JOKYMEHTAJIBHOTO O(QOPMIICHHSI, COOTBETCTBYIOILIEH MPOBEPKU M YTBEPXKACHHUS U3MEHEHUH B OTHOILICHUH
MCXOJIHOTO CBIpbs, creuru(UKaluil, aHATUTUHYECKUX METOJAUK, MOMEUICHUH, BCIIOMOTATEIbHBIX CHUCTEM,
o0opyoBaHus (BKJIIOYasi KOMIIBIOTEPHOE 000pyI0BaHME), CTAAUN MPOIecca, YIAaKOBOYHBIX MaTepHaJIoB,
MaTepHAaIOB I MAPKUPOBKH, a TAK)KE KOMITBIOTEPHOTO IMPOrPaMMHOI0 00€CTIeUeHUSI.

542. (13.12) JIroOble mpeaioKeHus 10 U3MEHEHUSIM, KacalolIMMCsl OPTaHU3aIiK [TPOU3BOICTBA U
KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHBIX CPEJCTB, JOJDKHBI OBITH MOJATOTOBJICHBI, IPOBEPEHBI M YTBEPKIACHBI
COOTBETCTBYIOIIUMH TOJPA3JIEICHUSIMHI, a 3aTeM IPOBEpEeHbl M YTBEPXKICHBI IOJApa3AeICHUEM
(mozpazeneHus M) KauecTBa.

543. (13.13) Heo0Xx0oauMo OIIEHUTHh BO3MOKHOE BIIMSIHUE MPEATI0KEHHOTO N3MEHEHUS Ha Ka4eCTBO
npomexxyrounoil mponykiuu wiu DPC. Ilponenypa kimaccudukanuym H3MEHEHHH MOXET IOMOYb B
OIpe/ieIeHU: Oo0beMa HCIBbITaHUM, BadUJAUMK M JOKYMEHTalUH, TpeOyeMbIX i OOOCHOBAaHUS
M3MEHEHMH, BHOCHUMBIX B BaJMIUPOBAaHHBIN mpouecc. V3MeHeHHs MOTyT OBITh KJIACCHU(HUIIMPOBAHBI
(HampuMep, Kak CYIIECTBEHHbIC WM HECYLIECTBEHHBIC) B 3aBHCHUMOCTH OT MX XapakTepa M oObema, a
TaKXKe BJIMAHUSA, KOTOPOE OHM MOTYT OKas3aTh Ha mpouecc. C ydueToM OOOCHOBAHHOTO 3aKJIIOUCHHS
MIPOU3BOJIUTENB JOJDKEH ONPEAETUTh, KaKHe JOTOIHUTEIbHBIC UCTIBITAHUS U UCCIIEIOBAaHUS M0 BaJIHIAIIH
HEOOXOIUMBI 1711 00OCHOBAHUS TAKMX U3MEHEHUH.

544. (13.14) Ilpu BHeApeHHMH YTBEP)KICHHBIX H3MEHEHMH HEOOXOAWMO TIEpPECMOTPETh BCE
JOKYMEHTBI, Ha COJIEp)KaHNE KOTOPBIX BIHSIOT 3TH U3MEHEHHS.

545. (13.15) Ilocne BHeOpeHUs M3MEHEHUS HEOOXOAMMO IPOBECTH OLEHKY IEPBBIX CEpHid,
MIPOM3BEACHHBIX MM UCIIBITAHHBIX MOCJIE BHECEHHUS 3TOT0 H3MEHEHHUS.

546. (13.16) IlpousBoauTeNnb JTOJDKEH OLICHUTh BO3MOXKHOCTb BO3JIECUCTBUS KPUTHUYECKUX
M3MEHEHUH Ha CTa0MJIBHOCThH U, CJIEJOBATEIbHO, HA YCTAHOBJICHHBIE JAThl TOBTOPHBIX HCIBITAHUN WIH
JaThl UCTEUEHHs CpoKa ToAHOCTU. [Ipu HeoOXxoauMocTH 00pa3ubl NPOMEXyTOUHOH npoaykuun wiu OC,
KOTOpbIE OBLIM MPOU3BEJCHBI MOCPEACTBOM M3MEHEHHOT'O MPOIecca, MOTYT OBITh BBEJICHBI B MPOrPaMMy
YCKOPEHHOTO U3YYEHHUs CTAOMIIBHOCTH M (MJTM) BKIIIOYEHBI B IPOrPaMMy MOHUTOPHHTA CTaOUIBHOCTH.

547. (13.17) IIpousBoauTenb MOHKEH MPOMH(POPMHUPOBATH COOTBETCTBYIOIIMX MPOU3BOJUTEICH
JICKApCTBEHHBIX MpPENaparoB 00 M3MEHEHUSX B YCTAHOBJICHHBIX TEXHOJOTHUECKUX IMpOIEeccax H
npolieypax KOHTPOJIS MpoLecca, KOTOpble MOTYT NOBIUATH Ha KadecTBO DC.

OTkJIOHeHHe U MOBTOPHOE HCII0JIbL30BaHHe MaTepuaos (14)

OTtkaonenue (14.1)
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548. (14.10) IIpomexyTtounyio npoaykuuio u OC, KOTOpble HE COOTBETCTBYIOT YTBEPKICHHBIM
cnenu(uKanusaM, HEeoOXOIUMO YETKO NMPOMAapKHPOBAaTh COOTBETCTBYIOIIMM 00pa3oM M COJEpXaTbh B
yCIOBHSIX KapaHTHHA. Takas mpomexyTtouyHas npomykuuss win @C MOXKeT MoABepraTrbcs MOBTOPHOM
o0paboTke i nepepadoTke. OKOHYATENBHOE PEIICHHE B OTHOIIECHUH OTKJIOHEHHBIX MAaTEPUAJIOB JIOJIKHO
OBbITH OPOPMIICHO JTOKYMEHTAJILHO.

IToBTOpHast o6padoTka (14.2)

549. (14.20) IToBTOpHOE BBEAEHUE B MpOLECC MPOMEKYTOUHOM Iponykuuu win PC, Bkiroydas
IPOAYKIHUIO, HE COOTBETCTBYIOUIYIO CIEIU(PHUKAIMAM, U UX MOBTOpPHas 0OpaboTKa IyTeM MOBTOPEHHS
CTaguM KPUCTAJUIM3ALUUN WIM JPYTUX COOTBETCTBYIOIIUX CTaauii 00pabOTKM XHUMHYECKHMMH WU
¢usnueckumMu  cnocobamu  (Hampumep, — OUCTWUIALMS,  (uibTpamms, XpomaTtorpadupoBaHHe,
M3MEJbUYCHHE), SBIISIOLIMXCS YAaCThIO YCTAHOBIEHHOT'O IPOM3BOJICTBEHHOTO MPOLIECCa, OOBIYHO CUUTAIOTCS
npuemiieMbiMi. OJHAaKO €clii TOBTOpHas 00pabOTKa HMCMONb3YyeTcsl A OOJIBLIMHCTBA Cepuil, TO ee
HE00X0IMMO BKIIIOYHUThH B KAUECTBE YACTH CTAHJAPTHOTO TEXHOJIOTHUYECKOTO MpoIiecca.

550. (14.21) [IponomkeHne oCyIECTBICHUS CTAIUU TEXHOJIOTHYECKOTO MPOIECca MOCe TOro, Kak
KOHTPOJIb B IpoIlecce MPOU3BOACTBA MOKA3all, YTO CTAIMs HE 3aBEpIICHA, CUUTAECTCS YaCThIO OOBIYHOTO
mpolecca, a He TOBTOPHOH 00pabOTKOIM.

551. (14.22) IloBTopHOE BBEJCHHE HEMPOPEArMPOBABILETO BEIIECTBA B MPOLECC M MOBTOPHOE
MPOBEICHUE XUMHUYECKOW PEaKLUU CUUTAIOTCS MOBTOPHONH OOpabOTKOM, €Clu 3TO HE SBISETCS YacThiO
YCTaHOBIJIEHHOTO Tpoliecca. Takoil moBTOpHOW 00paboTKe JOIKHA MPEIIIeCTBOBATH TIIATEIbHAs OLICHKA,
rapaHTHUPYIOUIast, YTO 3TO HE MOBJIHUAET OTPHIATEIHLHO Ha KAUECTBO MPOMEXYTOUHOU mpoaykuuu wim OC
BCJIEJICTBHE BO3MOXKHOTO 00pa3oBaHMs MOOOYHBIX MPOIYKTOB M BEIIECTB, MPOPEArupoBaBIIMX CBEPX
YCTaHOBJICHHOW HOPMBI.

Ilepepadotka (14.3)

552. (14.30) Ilepen mnpuHsATHEM peuieHUs O TmepepaboTKe cepuid, He COOTBETCTBYIOIIUX
crnienu(puKanusaM, Heo0X0AUMO MTPOBECTH pacciIeI0OBaHNE MPUYMH TAKOTO HECOOTBETCTBHUS.

553. (14.31) Cepun, moaBepruyThie epepadboTKe, JOKHBI OBITh 00bEKTaMHu (€CIH ISl TOTO €CTh
OCHOBAHHS1) COOTBETCTBYIOIIMX OLIEHKH, UCTIBITAHUHN, UCCIEAOBAHHS CTAOMIBHOCTH U JOKYMEHTAJIHHOTO
oopmienusi, 4ToObl TapaHTUPOBaTh, YTO MepepadoTaHHAs NPOAYKIMA IO KAayeCTBY SKBHBAJICHTHA
IIPOAYKIMH, IPOU3BEAECHHON IOCPEICTBOM IE€PBOHAYAIBHO YCTAHOBJIEHHOTO IPOU3BOACTBEHHOIO
nporecca. Haumbosee mnenecooOpa3HbIM TOAXOJOM K BAJIWAALMU MPOLEAYP NEepepadbOTKU SBISETCS
COIYTCTBYIOIIAs Banuaauus. JJaHHBIN MOAXOJ MO3BOJIIET COCTABUTH 3AMUCH IMPOLEAYpHl MepepaboTKH,
YCTaHOBHUTH TIOPSIIOK €€ TPOBENCHHS U ONPEACIHTb OXHAaeMble pe3ynbTarbl. Ecnu mepepalboTke
MOJUIEKHUT TOJBKO OJIHA CEPHsi, TO MOXET OBITh COCTABJICH NMHUCHMEHHBIM OTYET, a CepHsl pa3pelieHa K
BBIIYCKY Cpa3y I10CJIE€ IOATBEPKAECHHUS €€ KaueCTBa.

554. (14.32) IIpou3BoauTeNb TOJKEH YTBEPAUTH MPOLEAYPHI U CpaBHEHHS MPOQUiIs mpuMecei
Kax10il mnepepaboTaHHOW cepuu ¢ NPOPHIAMHU TMpPUMECEH CepHif, NPOM3BEAECHHBIX IOCPEIACTBOM
YCTaHOBJIEHHOI'O Ipouecca. Ecian npumeHseMple aHAIUTUYECKUE METOJUKN HE MO3BOJSIOT HaAJIeXKallluM
00pa3oM 0XapaKTepH30BaTh MEPepabOTaAHHYIO CEPUIO, TO CIEIyET BOCIOIB30BATHCS JIOMOIHUTEIbHBIMU
METOAMKAMHU.

Perenepanusi MaTepuaioB u pacrsopureJieit (14.4)

555. (14.40) Perenepauusi (Hampumep, U3 MAaTOYHOW >KMIKOCTH HWIJIM (PUIBTPATOB) PEaKTHUBOB,
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npomexxyTouHoi npoaykiuu win ®C cuuraeTcs AOMYCTUMON NMPH HAIWYMM YTBEPKACHHBIX MPOLEAYD
pereHepanii 1 COOTBETCTBHM PETeHEPUPOBAHHBIX MAaTEpUANOB cHenU(UKALUAM, MOAXOMAIIMM IS
MPE/IoIaraeMoro UCIoIb30BaHUs TAKUX MaTepHaloB.

556. (14.41) [omyckaroTcs pereHepanusi U NOBTOPHOE HCIOJb30BaHUE PACTBOPUTENIEH B TEX K€
WIN JIPYTHX TPOLECccax MPH YCIOBUHU, YTO MPOLEAYpPhl PereHepaluyd KOHTPOIUPYIOT U MPOBEPSIOT IS
o0ecrieyeHns: COOTBETCTBUS pacTBOpUTEIIEH crieln(UKaUsAM Nepe X TOBTOPHBIM HCIOJIb30BAHUEM WIIN
CMEIIMBAaHUEM C IPYTUMHU O0OPEHHBIMHU MaTepualaMu.

557. (14.42) JlonyckaeTcs cMEMMBAaTh HOBBIE M PETEHEPUPOBAHHBIE PACTBOPUTENIHN U PEAKTUBBI,
€CIIi B XOJI€ COOTBETCTBYIOIIMX MCIBITAHUM IMOKa3aHa MX HPUTOAHOCTH JUISI BCEX TEXHOJIOIMYECKHX
MIPOIIECCOB, B KOTOPBIX OHU MOT'YT HCIIOJIb30BAThCA.

558. (14.43) Mcnonb3oBaHNe pEreHEPUPOBAHHBIX PACTBOPUTENEH, MATOUHBIX KHUAKOCTEN U IPYTUX
pereHepupoBaHHBIX BEIIECTB J0JKHO ObITh OPOPMIICHO TOKYMEHTAIIBHO.

Bo3spar (14.5)

559. (14.50) IlpousBomuTens IOHKEH HAJJIekKAIUM 00pa3oM MapKHUPOBaTh BO3BPAILEHHYIO
MIPOMEXYTOUHYIO MPOIYKIINIO WK Bo3BpamieHHbie @C U coepkaTh UX B YCIOBHIX KapaHTHHA.

560. (14.51) Ecinm y mnpou3BoAWTENs BO3HHUKAIOT COMHEHHMS OTHOCHTEIHHO COOJIOJCHUS
HA/IJIKAIINX YCIOBUHM XpaHEHHS WM TPAHCHOPTUPOBKH BO3BPAILIEHHON MPOMEXYTOUYHON MPOTYKIIUH WIH
Bo3BpamieHHbIX PC 10 WiIM B mpolecce MX BO3BpaTa MM OTHOCHUTEIBHO COCTOSIHMS Tapbl B YacTH
BO3MOJKHOT'O BIIMSIHMS Ha KauecTBO, TO BO3BpAaIlleHHAsl MPOMEXYTOUYHAsI MPOIYKIMS MM BO3BPAIICHHBIC
@®C nojuiexar MOBTOPHOH 00paboTKe, MepepadoTKe WM YHHUTOXKECHHUIO B 3aBUCUMOCTH OT KOHKPETHOU
CUTYallUH.

561. (14.52) Ilpon3BoauTeny NOJKEH BECTHU 3allUCH BO3BpAaTa MPOMEKYTOUHOW NMPOAYKLMH WIH
@C. [ns kaxI0ro Bo3Bpara B JIOKyMEHTAIIMA HEOOXOIMMO yKa3aTh:

HAaMMEHOBAHME U a[Ipec TPY30I0TydaTes;

HaMMEHOBAHHE MPOMEKYTOUHOU npoayKiuu win OC, HoMep ceprH U BO3BPAIIEHHOE KOJIMYECTBO;

NPUYMHY BO3BpaTa;

yKa3zaHUe Ha MCMOJIb30BAHUE WIM YHHYTOXKEHHE BO3BPALICHHON MPOMEKYTOUHOU MPOIYKIIMUA HITH
@C.

IIperen3un u or3bIBHI (15)

562. (15.10) IIpousBoauTenb MOHKEH NOKYMEHTAJIbHO O(QOPMIISTH M PACCIEIOBATH COTJIACHO
YTBEPKJICHHONH WHCTPYKIIMK BCE IOJIyYE€HHBIE UM MPETEH3UH OTHOCUTEIIPHO KAauyeCcTBa HE3aBUCHMO OT
TOT0, B KaKoi (hopMe (yCTHOM MiIM MTUCHbMEHHOW) M3JI0’KEHBI TAKHE MTPETEH3UH.

563. (15.11) 3anucu paccMOTpeHMsI IPETEH3UI TOJKHBI COIEPKATD:

HaMMEHOBAHUE U aJpec JIIA, TPEIbIBUBIIETO IPETEH3HUIO;

dbamMunmio, UMs, OTYeCTBO (TpU HAIWYUHM), a MPU HEOOXOAMMOCTH TakKKe JODKHOCTH IHUIIA,
NPEIbSIBUBILIETO MPETCH3MIO, U HOMEP €ro TenedoHa; CyTh MPEeTeH3UH (BKIIOYasi Ha3BaHHE U HOMEP CEPHH
@C);

JaTy MOCTYIUICHUS IPETEH3UH;

NEPBOHAYAIBHO MPUHATHIE MEPHI C YKa3aHUEM JIaThl U JIUIA, TPUHSBIIETO MEPBI;

JAIbHENIINE NEUCTBYS 110 PACCMOTPEHUIO IIPETCH3UU;

OTBET, OTMPABJICHHBIA JHIly, MPEIbSIBUBILIEMY IPETEH3UIO (BKJIIOYash AATy OTIPABKU TaKOTO
OTBETA);

OKOHYATEJIbHOE PELICHHE OTHOCUTENILHO CEPUU HITU MAPTUU POMEXYTOUHOU npoaykiuu mim OC.

564. (15.12) 3anucu paccMOTpeHHs MPETEH3UH HEOOXOIUMO COXPAHATH VISl OLIGHKH TECHCHITUH,
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YacTOThl TOCTYIJICHUS TPETCH3MH M WX CEePbe3HOCTH JUIS NPUHATHS JONOJHHUTEIBHOTO U, IpH
HE00XO0IMMOCTH, HEMEIJICHHOTO KOPPEKTUPYIOIIETO ICHCTBHSL.

565. (15.13) IlpousBoauTenb MOHKEH YTBEPAUTH MPOLEAYPY AJS ONpEaesieHUs] 00CTOSTEIbCTB,
IIPU KOTOPBIX HEOOXOIMMO paccMaTpUBaTh BOMPOC 00 OT3bIBE MPOMEXKYTOUHOH npoaykuuu miu OC.

566. (15.14) Ilpouenypa oT3bIBa JOJKHA ONPEAEIATh, KTO AODKEH IPUHUMATh Y4acTHE B OLIEHKE
uHpOpMaLKHY, KaK He0OXO0IMMO HAaUYMHATh MPOLEAYPY OT3bIBa, KTO JOJKEH OBITh MPOUH(GOPMHUPOBAH 00
OT3bIBE U KaK HEOOXOAUMO MOCTYNATh C OTO3BAHHBIM MaTEPHATIOM.

567. (15.15) B cuywae cepbe3sHOW WIM NOTEHLUMAIbHO YIPOXKAIOIIEH >KM3HM CUTYyallUH
NPOU3BOUTENb JIOJDKEH MNPOWH(POPMHUPOBATH 00 3STOM YIOJIHOMOYEHHBIM (enepanbHblii  OpraH
UCTIOJIHUTENIBHOW BIIACTH, a TaKKe KOMIIETEHTHBIE OpraHbl BCeX CTpaH, KyJa ObUla HampaBJieHa

MIPOIYKIUS.
IIpon3BoacTBo mo K0roBopy (BK/IK04ast Jaboparopun) (16)

568. (16.10) Bce ucnomnuteny, padboTaromue Mo JOTOBOpY (BKIOYAs J1AOOPAaTOPUH), JOJKHBI
cobmonath TpeboBanus Hactoaumx [Ipasun. Heo6xomumo yaenuTs ocoboe BHUMaHKE MPEI0TBPAIICHUIO
NEPEeKPECTHOM KOHTAMUHAIIMU U 00ECIICUEHUIO TIPOCIICKUBAEMOCTH.

569. (16.11) 3aka3uuk IOKEH OLEHHBATH HCIIOJHUTENS, PabOTAIOMIEro MO JIOTOBOPY (BKIIOYAS
nabopaTopun), C LENbI0O ONpPEICNCHUS COOTBETCTBUA KOHKPETHBIX OIEpaldii, BBINOIHAEMBIX Ha
MIPOM3BOJICTBEHHBIX IUIOMIAJAKaX HMCIIOJHUTENS, pabOTaIOIero MO JOTOBOPY, TPeOOBaHMAM HACTOSIIUX
IIpaBui.

570. (16.12) B noroBope, 3aKiIr04acMOM MEXIy 3aKa3UMKOM U HCIOJHUTENIEM, PEKOMEHIYETCs
MOJPOOHO ONpEeNATh 0053aHHOCTH CTOPOH B OTHOILIEHUH COOJIOAeHUS TpeOoBaHMi HacTosanmx [paBu,
BKJTIOYAst MEPOIPUATHS KaXKIOH U3 CTOPOH MO 00ECTIEYCHHIO KauecTBa.

571. (16.13) Pexomenayercsa npeaycMaTpuBaTh B I0TOBOPE BO3MOYKHOCTH 3aKa3uMKa IPOBOAMTH
ayJUT JESITEeIbHOCTH UCTIOIHUTEIIS HA COOTBETCTBUE TpeOOBaHMIM HacTosmuX [IpaBuit.

572. (16.14) PexomeHnayercst mpeaycMaTpuBaTh B JIOTOBOPE YCJIOBHE O TOM, YTO HCIIOJIHUTEINb
BIIPaBE MPUBJIEKATh TPETHUX JIMIL JAJISl HCTIOIHEHHS IOTOBOPA TOJIBKO C COTIIacHs 3aKa3uuKa.

573. (16.15) Ilpou3BoiacTBeHHbIE M JIAOOpPAaTOPHBIE 3alUCH HEOOXOJUMO XpaHUTh Ha
MIPOM3BOJICTBEHHOH IUIOIIAKE, HA KOTOPOH BBIMONHSAINCH paOOThl. Takue 3amucu JOJKHBI OBITH JIETKO
JOCTYITHBI.

574. (16.16) PexomeHnayercs npelycMaTpuBaTh B 1I0TOBOPE YCIOBUE O TOM, UYTO MCIIOJIHUTENb HE
BIIpaB€ BHOCHTb M3MEHEHHS B COTJIACOBAHHBIE CTOPOHAMHU TEXHOJOTHUYECKUH mpolecc, 000pyaoBaHHE,
METOAMKH UCIBITAaHHM, CTIeHM(UKAIIIH, 2 PABHO B UHBIC YCIIOBHS IOTOBOpa O€3 coriacus 3aKa3uuka.

Oprannzanuy, ocyliecTBIAOIINE epeynaKoBKY M (M/11) nepeMapKupoBky (17)

Oobaactb npumenenus (17.1)

575. (17.10) TpebGoBaHusi, ycTaHOBIEHHBbIE TiyHKTamu 575 - 589 Hactosmux IlpaBun
pacTpoCTpaHSIOTCS Ha OpraHU3all{, OCYIIECTBIIIOUINE TEpPEeyNakoBKYy U (WJIM) TNepeMapKUpPOBKY,
KOTOpBIEC HE SBJISIOTCSA NePBOHAYAIbHBIMU Tpon3BoauTesiMu OC Miin MpOMeXyTOYHON TPOTYKIIHH.

576. (17.11) Oprannzanuu, oCyIIECTBISAIOUUE IEPEYNAKOBKY U (WJIN) MEPEMAPKUPOBKY, JTOJIKHBI
co0oaTh TpeOOBAHUS HACTOSIICH TJIaBbI.

IIpocaexnBaeMoCTh peain30BaHHBIX (JapManeBTHYECKUX CYOCTAHIMI U NPOMEKYTOYHOM
npoaykuum (17.2)
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577. (17.20) Opranu3anuy, oCyIIECTBISAIOUUE IEPEYNAKOBKY U (WJIN) MEPEMAPKUPOBKY, TOJIKHBI
o0ecreynBaTh MOJHYIO MPOCICKUBAEMOCTh peann3zyeMbix MU @C 1 nmpoMexyTouyHON mpoxykiun. s
3TOr0 HEOOXOMMO UMETh M XPaHUTh CIIEIYIONINE JOKYMEHThI U CBEICHUS:

HaMMEHOBAaHME NIEPBOHAYAILHOTO IPOU3BOIUTEIIS;

aJipec MepBOHAYAIBHOTO MTPOU3BOIUTEIIS;

3aKa3bl Ha MMOCTABKY;

HaKJIaJHbIE (TPAaHCIIOPTHHIE IOKYMEHTHI);

JOKYMEHTAIUIO O TIPUEMKE;

Ha3BaHue Wi o0o3HaueHne OC MM NPOMexKyTOUHON MPOTYKIHH;

HOMEp CepUH, IPUCBOCHHBIIN MPOU3BOAUTEIIEM;

MH(POPMALIMIO O TPAHCIIOPTUPOBKE U PeaIU3alny;

BCE  OpUTHHAJBI  JOKYMEHTOB, IOJTBEPXKAAIOIIMX  KAdyecTBO,  BKIIOYas  JOKYMEHTHI,
MOJTBEPKIAIOUINE KAayeCTBO, TOJYYECHHBIE MOCJE IMEepPeyNakoBKH M (WIM) NEPEeMapKUPOBKH, a TaKxkKe
MOJIyYCHHBIE OT NEPBOHAYAIBHOTO ITPOU3BOIUTEIS;

JaTy MPOBEJCHNUS MOBTOPHBIX MCIIBITAHUM WM ATy UCTEUYEHUS] CPOKA TOAHOCTH.

Ynpasiienue kauectBom (17.3)

578. (17.30) Opranuzanuy, oCyIIEeCTBISAIOUUE IEPEYNAKOBKY U (WJIN) MEPEMAPKUPOBKY, TOJIKHBI
co3/1aTh U BHEAPUTH F(P(PEKTUBHYIO CUCTEMY YIPABJICHUS KaueCTBOM, KaK yKa3zaHO B myHkTax 289 - 308
Hacrosmux [IpaBui, a Takke BECTH HEOOXOIUMYIO JOKYMEHTAIHUIO.

IlepeynakoBka, nepeMapKHpOBKAa U XpaHeHue (papManeBTHYCCKHX CYOCTAHIIMI M TPOMEKYTOYHOM
npoaykuuu (17.4)

579. (17.40) IlepeynakoBky, nepeMapkupoBKy U xpaHeHue ®@C u MpOMEXyTOHYHON NPOAYKLIMH
HEOOXO/IMMO OCYIIECTBJIATH B COOTBETCTBHHM € TpeOoBaHMsIMM Hactosimux [IpaBui, yToObI M30eXaTh
NepenyThIBAHUS WIN YTPATHI MOUIMHHOCTH 100 YuCcTOTH DC Wi MpOMEKyTOUHOM MPOAYKLIUH.

580. (17.41) IlepeymakoBKy HEOOXOJUMO OCYIIECTBISATH B COOTBETCTBYIOIIMX YCIOBHSX
MIPOM3BOJICTBEHHOM Cpelibl JUIs NPEAOTBPALICHNUS KOHTAMUHAIIMY WJIN TIEPEKPECTHON KOHTAaMUHALINY.

CrabuabHocthb (17.5)

581. (17.50) Ecin ®C nau npoMexyTOUHYIO IPOAYKIHIO IEPEYNAKOBBIBAIOT B Tapy (IIEPBUUHYIO
YIaKOBKY), THUI KOTOPOH OTJIMYAeTCs OT MCIoib3yeMoro mnpousBoauteneM OC uiam mpomMexyTOUHOM
NPOAYKIUH, TO HEOOXOIUMO HCCIeNoBaTh CTAOMJIBHOCTH JJIs1 OOOCHOBAHHS yCTAHOBJICHHBIX JAThI
UCTEUYCHHS CPOKA T'OJHOCTH HIIU JIAThl IIPOBEICHHS TOBTOPHBIX HCIIBITAHUI.

ITepenaua nngopmanun (17.6)

582. (17.60) Opranuzanuu, oCyIIECTBISAIOUUE IEPEYNAKOBKY U (WJIN) MEPEMAPKUPOBKY, TOJIKHBI
nepefaBaTh BCIO HMHPOPMALMIO O KAdyeCTBE M PEIIECHHUSIX YIOJIHOMOYEHHOTrO (hefepalibHOTO OpraHa
UCTIOJIHUTENILHOW BJIACTH, MOJy4YeHHYI0 OT mpousBoautess ®C wiaMm mpoMeKyTOUHOW NPOIYKIHH,
npuobperarento, a uHPOpManuio oT mnpuobperarens - npousBoguTearo PC HIM TPOMEKYTOUHOM
MIPOAYKITUH.

583. (17.61) Opranuzauuu, OCYIIECTBIISIOIIME NEPEYyNAKOBKY M (WIM) NEPEMapKUpPOBKY, IpPH
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peanuzaiu @C WM IPOMEKYTOUHOW MPOIYKIIMUA MPUOOPETATEIIO TOJHKHBI yKa3blBaTh HAUMEHOBAaHUE
nepBoHayasibHOro npousBogutenss @OC wim  OpOMEXYTOYHONM NPOAYKIMM M HOMEp (HOMeEpa)
IIOCTAaBJISIEMOM CEPUM.

584. (17.62) Opranuzanuu, OCyIIECTBIAIONINE NEPEYNaKOBKY U (W) IEPEeMapKUPOBKY, 00sS3aHBI
TaKXe IO 3arpocy YIMOJIHOMOYEHHOro (helepallbHOrO OpraHa HCIOJHUTEIBHONW BIIACTH IMPEIOCTABUTH
uHpopManMi0o O TmepBoHadanbHOM mpou3BoautTenie @OC  wiIM  TPOMEKYTOUHOM  MPOAYKIIUH.
[lepBoHauaNbHBI MPOU3BOAUTENIH MOXET MPEJOCTAaBUTh TaKyl HH(POPMAIUIO YIOJTHOMOUYECHHOMY
¢benepanbHOMY OpraHy MCIOTHUTEIBHOMN BIACTH HEMOCPEICTBEHHO WIIM Yepe3 CBOMX MPEICTaBUTEINICH.

585. (17.63) B oTHOWIEHUU TOKYMEHTOB, MOATBEPkAAIOIINX KAaueCTBO, HEOOXOJUMO COOIIOAATH
crienManbHble TpeOOBaHUs, IPelyCMOTPEHHbIE yHKTaMu 492 - 496 HacTosmmx [IpaBui.

Pa6ora ¢ nperen3ussmu u or3siBamu (17.7)

586. (17.70) Oprann3auuu, oCyIIECTBISAIOUMUE IEPEYNAKOBKY U (WJIN) MEPEMAPKUPOBKY, TOJIKHBI
BECTH 3alMCH PACCMOTPEHUS IPETEH3UM U OT3BIBOB 110 IIPAaBUJIAM, IPEyCMOTPEHHBIM ITyHKTamMu 562-567
Hacrosmux [IpaBui, B OTHOIIEHHMH BCEX IPETEH3WH M OT3BIBOB, KOTOpBIE MOMAaAalOT B cdepy ux
JeSITebHOCTH.

587. (17.71) Ilpu HeoOXOAMMOCTH OPraHM3ALMUH, OCYLICCTBISAIOMINE MEPEyNakoBKY U (MIIH)
NepPEMapKUPOBKY, JTOJKHBI pacCMaTpUBATh NMPETEH3UI0 BMECTE C MEPBOHAYAIBHBIM Mpou3BoauteneM OC
WIA TPOMEKYTOYHOM MPOAYKIMH, YTOOBI OMPEAETHTH, CIEAyeT JIM NpPeANpPUHUMATH JajJbHEUIINe
JEUCTBUSL COBMECTHO C JAPYTMMH NPHOOpPETATEeNsIMH, KOTOpPhIE MOTJHM NOJIy4YHTh Takue xe PC wmim
MPOMEXYTOUHYIO TPOIYKIHIO, JUOO C YHNOJHOMOYEHHBIM (elepajbHbIM OpPraHOM HCIOJIHUTEIbHOM
BJIACTH, JIMOO CO BCEMHM 3aMHTEPECOBAHHBIMU CTOpOHaMH. PaccienoBaHume NpPUYMHBI NMPETEH3UU WIH
OT3bIBa JIOJDKHO NMPOBOAUTECS U OPOPMIISTHCS JOKYMEHTAJIBHO COOTBETCTBYIOLIECH CTOPOHOM.

588. (17.72) Ecnm mnpereH3us KacaeTcsl MNepBoHadaiabHOro mnpousBoautens OC wnm
MPOMEXYTOUHOM TPOIYKIMH, TO 3alUCH PACCMOTPEHHUS MpPETEH3UH, KOTOpble BEAYT OpraHU3aAIHH,
OCYILECTBIISIIONINE TEPEyNakoBKy M (WIM) TMEepeMapKUPOBKY, IOJDKHBI COJAEpXkKaTb JIOObIE OTBETHI,
MOJIy4YeHHbIE OT MepBOHavYaIbHOTrO npousBoauTeast @C HiIu MpOMEXyTOUHON MPOAYKUIUH (BKIOYAs JaTy
U TIPEIOCTABICHHYIO HH(POPMAILIHUIO).

Pa6ora ¢ Bo3Bparamu (17.8)

589. (17.80) PabGora c¢ BoO3BpaTaMu NPOAYKIHH JIOJDKHA IPOBOJUTHCS B COOTBETCTBHH C
TpeOOBAHUSAMH, YCTAaHOBJIEHHBIMU IyHKTOM 561 Hactosmmx [IpaBun. OpraHuzaiuu, OCyIIECTBIISIONINE
NEPeyNnakoBKy U (WJIM) NEepeMapKUpPOBKY, IOJKHBI BECTH JOKYMEHTAlHMI0 1Mo Bo3BpauieHHBIM PC u
IIPOMEKYTOYHON ITPOYKLIUH.

CrnennanbHoe pyKOBOJACTBO N0 (papMalieBTHYECKUM CyOCTAaHIMAM, NPOU3BOAUMBIM IyTeM
KYJbTHBHPOBAHHUSA KJIeTOK WIN pepmenTanuu (18)

OO0mue TpedoBanus (18.1)

590. (18.10) B mynkrax 590 - 621 nactosmmx IIpaBui ompeneneHsl crienualibHble TPEOOBaHUS
OTHOCUTENBbHO KOHTpoJsid PC miM mpoMeKyTOYHOW NPONYKLUH, KOTOpBIE NMPOU3BOAATCSA MOCPEICTBOM
KyJIbTUBUPOBAHMS KJIETOK MM (EpPMEHTALMU C HUCIOJb30BAHUEM NPHUPOJHBIX WM PEKOMOMHAHTHBIX
OpPraHu3MoOB. YKa3aHHbICe TpEOOBaHHS HE JOJDKHBI PACCMATPUBATBHCS OTAEIBHO OT JAPYTHX, MOCKOJBKY
TpeOOBaHuUs, MPHUBEICHHbIE B JAPYIHMX IyHKTax HacToAmmx IlpaBui, Takke NPUMEHHUMBI K TaKOM
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nponyknuu. s "kimaccuueckux" IPOLECCOB IOJMYyYEHUS HHU3KOMOJEKYJSAPHBIX BELIECTB M A
IPOIIECCOB, B KOTOPBIX HCIONB3YIOTCS PEKOMOMHAHTHBIE W HEPEKOMOMHAHTHBIC OpPTaHU3MBI IS
MPOM3BOJICTBA OENKOB W (WJIM) MOJMIENTHIOB, JOJDKHBI MPUMEHSATHCS OJHHM M Te K€ NPUHIIUIIBI
(depMeHTalnu, XOTS CTENEeHb KOHTPOJS MPH ATOM OyJeT pa3inyHOi. B JaHHBIX MyHKTax yKa3zaHbl 3TH
pa3nuyMs, €ClIM OHM CYIIECTBYIOT Ha MpakTuke. CTernmeHb KOHTPOJS OMOTEXHOJIOIMYECKHX MPOIECCOB,
MCTIOJIBb3YEMBIX Ul MPOU3BOJICTBA OEJIKOB M IMOJUIENTHAOB, BBIIIE, YeM JJIS KJIACCHYECKUX IPOLIECCOB
dbepmeHTaIUN.

591. (18.11) TepmuH "OHOTEXHOTOTHYECKHIA Mpoliecc” OTHOCUTCS K HCIIOJIb30BAHUIO KJIETOK WIIH
OpPraHU3MOB, IMOJIyUYEHHBIX MM MOAM(DUIMPOBAHHBIX MMOCPEACTBOM TeXHONOTUU pekomOuHanTHOH JIHK,
rUOpPUIOMHON WM OPYroil TexHojoruu, ¢ 1ensio mpousoactBa ®C. OC, moiaydeHHbIE C MOMOILIBIO
OMOTEXHOJIOTMYECKHX IMPOIECCOB, OOBIYHO COCTOAT M3 TAKUX BBICOKOMOJIEKYJISIPHBIX COCTUHEHUH, Kak
O€JIKU ¥ MOJUMENITUIBI, CIICIHaIbHbIC TPeOOBaHNUS B OTHOILICHUH KOTOPBIX MPUBECHBI B yHKTax 590-621
Hacrosmux IlpaBwi. Ilo Ttexnomormum pexkomOunantHoii JIHK Takke Moryt OBITh MONyYEHBI
omnpeneneHHbie OC ¢ HU3KOW MOJNEKYJISIPHOW Maccoil, Takue KaK aHTHOMOTHKH, aMUHOKHUCIIOTHI,
BUTAMUHBI U yTJIE€BOJBbI. YPOBEHb KOHTPOJSA 3TUX BUAOB OC aHalIOrMYEH YpPOBHIO, IPUMEHSAEMOMY IS
KJIaCCUYECKON (pepMEHTAIUH.

592. (18.12) Tepmun "knaccuueckas gepMmMeHTalus" OTHOCUTCS K mpoueccaM nonydenust OC, B
KOTOPBIX HUCHOJB3YIOTCS MPUPOJHBIE MUKPOOPTaHU3MBI U (M) MUKPOOPTaHU3MBbI, MOIU(UIIMPOBAHHBIE
OOIIENTPUHATHIMU METOJaMU (HampuMep, MOCPEICTBOM OOIyUYeHHS MM XUMHUYECKOro myrarenesa). @C,
MOJIyYCHHbIE MOCPEJICTBOM "KJIAaCCMYECKOW (pepMeHTauuu", OOBIYHO SBISIOTCS MPOAYKTaMU C HHU3KOM
MOJIEKYJISIPHOM Maccoi, TAKUMHU KaK aHTUOMOTHKH, aMUHOKUCIIOTHI, BATAMUHBI M YTIEBOIBI.

593. (18.13) IlpousBoactBo ®C win NpOMEXYTOUHOM MPOMYKLUMH U3 KIETOYHBIX KYJIbTYp WIH
METOZOM (epMEHTAlMM BKIIOYaeT B ce0sl TakKue IMpOIECChl, KaK KyJbTUBUPOBAHHUE KIETOK WIH
9KCTpParupoBaHWE M OYKMCTKA MaTepuaia, MOJTYYEHHOI'O OT JKMBBIX OPraHM3MOB. OJTH IPOLECCH MOTYT
BKJIIOYATh JOIOJHUTENIBHBIE CTAIUU, SIBISIOIIMECS YacTbi0 MPOM3BOACTBEHHOIO IPOIECCAa, TAKUE Kak
¢usuko-xumMuyeckas Monudukanus. Mcmnonb3yemoe ucxoaHoe celpbe (cpeabl, OydepHble KOMIIOHEHTHI)
MOKET 00ecreuyrBaTh BO3MOXHOCTh pOCTa KOHTAMHUHHMPYIOIIUX MHUKPOOPIaHM3MOB. B 3aBucHMMOCTH OT
MCTOYHHUKA, CII0C00a MOTy4YeHUs U npeanonaraeMoro npuMeHeHnss @C uin npoMeKyTOUHOM TPOTyKIHH
MOJKET OBITh HEOOXOIUM KOHTPOJIb OMOHArpy3KH, KOHTAaMUHALIUU BUPYCaMU U (WJIM) SHJOTOKCHHAMHU BO
BpEMS IIPOM3BOACTBA U MOHUTOPHHIA MPOILIECCA HA COOTBETCTBYIOIIUX CTAUAX.

594. (18.14) Jlns obecriedeHusi KayecTBa MPOMEXYTOUHOH mpoxaykimu u (mnum) ®C Ha Beex
CTagusX MPOU3BOJACTBA JOJDKEH OBITh YCTAHOBIIEH HaJUIeKalluii KOHTpoib. HecMoTps Ha TO, 4TO
HACTOsIIAsl TJaBa MpPUMEHSETCsA, HayMHasg CO CTaJuM KyJbTUBUPOBAHMSA KJIETOK WU (pepMEeHTaIH,
NPEIIECTBYIONINE CTaaAuu (HampuMep, co3/laHue OaHKa KIETOK) HEOOXOAMMO OCYUIECTBISTH IpH
HaJJIeXkallleM MPOM3BOACTBEHHOM KOHTpoje. HacTosias riaBa 0OXBaThIBAaeT KyJIbTHUBHUPOBAHUE KIIETOK
Wi QepMeHTaINIo, HauWHasl ¢ TOTO MOMEHTA, KorJa u3 0aHKa KJIETOK M3BJICKAIOT (IAKOH C KyJIbTYpOi
KJIETOK JIJIS1 MCTIOJIb30BaHMsI B IIPOU3BOJICTBE.

595. (18.15) [nsa cBeaeHMss K MHMHMMYMY pHCKa KOHTaMHHALIMM TNPOU3BOAMTENL JOJDKEH
MCTOJIb30BATh HA/JIEKaIee 000pyI0BaHHE U MPOBOAUTH KOHTPOJIb MTPOU3BOICTBEHHOM cpeabl. Kpurepun
IIPUEMJIEMOCTH JUIsl KadecTBa MPOM3BOACTBEHHOM CpEIbl M 4YacTOTa KOHTPOJS 3aBUCAT OT CTaJuU U
YCIIOBUI TEXHOJIOTUYECKOTO Mpoliecca (OTKPBITHIE, 3aKPBIThIE NN U30JUPOBAHHBIE CUCTEMBI).

596. (18.16) [Ipu TeXHOTOTHYECKOM KOHTPOJIE HEOOXOMMO YUUTHIBATD:

nojiep>kanue padouero 0aHka KIETOK (€CJIM OH UMEETCs);

MIPAaBUJIBHBIH ITOCEB U POCT KYJIBTYPHI;

KOHTPOJIb KPUTHYECKUX paboduMx MapaMeTpoB BO BpeMs KyJbTUBUPOBAHMSA KIETOK WIH
bepmeHTaINY;

KOHTPOJIb TpoIlecca pPOCTa KIETOK, HX >KU3HECHOCOOHOCTH (I1si OOJIBIIMHCTBA MPOIIECCOB
KyJIbTUBUPOBAHUS KJIETOK) U POJAYKTUBHOCTH, I'/I€ 3TO IPUMEHNMO;

nporeypsl cOopa U OYUCTKH, IIPU KOTOPBIX NMPOUCXOAUT YAAJCHUE KIIETOK, KIETOUYHBIX OCTATKOB
U KOMIIOHEHTOB Cpe€ll C OJHOBPEMEHHOM 3alMTON NpoMexyTouHod mnpoxykuun wuimu OC ot
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KOHTaMHUHAIHH (0COOCHHO KOHTAMHHAIIUYA MUKPOOHUOIIOTUYECKON MPUPOABI) U OT YXYIIICHUS KaueCcTBa;

KOHTpPOJIb OMOHArpy3KH U YPOBHEHW SHAOTOKCHMHOB (IIpU HEOOXOIMMOCTH) Ha COOTBETCTBYIOIIUX
CTaIUSAX TEXHOJOTUYECKOTO MPOIIeCCa;

BOIPOCHI BUPYCHOW OE30MaCHOCTH.

597. (18.17) Tam, rae 3T0 MPUMEHUMO, JOJDKHO OBITH JIOKa3aHO, YTO KOMIIOHEHTBI Cpell, OCNKH
KIIETOK-XO035€B, JPYTHe CBS3aHHBIE C TMPOLECCOM U COMYTCTBYIONIME TMPOAYKIIMUA TPUMECH U
KOHTAMUHAHTHI y/1aJICHBI.

IHoanep:kanne 6aHka KJIETOK U BeeHue 3anuceii (18.2)

598. (18.20) Joctyn k GaHKaM KJIETOK JIOJDKEH ObITh pa3pelieH TOJIbKO JIMLAaM, UMEIOIUM Ha 3TO
MIOJTHOMOYHSI.

599. (18.21) banku KJIETOK JOJKHBI XPaHUTHCS B YCJIOBMSX, CIELMAIBHO NMPEAHA3HAYEHHBIX IS
o0ecrieyeHns MoIepP KaHus )KU3HECTIOCOOHOCTH KJICTOK U MPEAOTBPAICHUS KOHTAMUHALINY.

600. (18.22) IlpousBonuTenb JOKEH BECTH U COXPAHATH 3allMCHU HCIOJIB30BAaHUS U YCJIOBHMH
XpaHeHus: (IIaKOHOB U3 OAHKOB KJIETOK.

601. (18.23) B cimyuyae HeOOXOIUMOCTH OaHKM KIIETOK JOJDKHBI MEPUOIUYECKU TNPOBEPITHCS C
LEJIBIO OTIPENICICHNUS MX TPUTOAHOCTHU JJISl HCTIOJb30BaHMS.

602. (18.24) Ecnu HOpMaTHBHBIMU INpaBOBBIMM akTamu Poccuiickoit denepanny ycTaHOBIEHBI
CrielManbHble TPeOOBaHUS B OTHOIICHWH COAEP)KaHUS OaHKOB KIIETOK, Takue TpeOOBAaHUS JOJDKHBI
COOJIIOaThCHL.

KynbTuBupoBanue kierok nin ¢pepmentanus (18.3)

603. (18.30) Ecnu knerounsle cyOcTpatbl, cpeibl, Oydepbl W ra3bl HEOOXOAUMO HO0OABIATH B
ACENTUYECKUX YCJIOBUSX, TO IO BO3MOXKHOCTH JIOJIKHBI MCIIOJIb30BAThCS 3aKPBIThIE WM M30JMPOBAHHBIC
cucrteMbl. Eciy 1moceB B MepBOHAYaIbHOM €MKOCTH WM IMOCTENyIOIIUe MEePeHOCH WIn J100aBieHus (B
YaCTHOCTH, cpell, Oy(depoB) BBINOJIHIIOTCS B OTKPBITBIX €MKOCTSIX, TO HEOO0XOIMMO OCYIIECTBISThH
KOHTPOJIb U COOTBETCTBYIOIUE MPOLEAYPHI UL CBEACHUS K MUHUMYMY pPUCKa KOHTAaMUHALINH.

604. (18.31) Ecniu MukpoOHasi KOHTAaMHHAIIUS MOXKET MOBIHMATH Ha kayectBo DC, TO omepauuu ¢
UCTIOJBb30BAHUEM  OTKPBITBIX ~€MKOCTeH JIOJDKHBI IPOBOIUTHCA B OOKce, obOecrednBaronieM
OMO0JIOTHYECKyI0 0€30I1aCHOCTb, MU B IPOM3BOACTBEHHOHN cpesie, KOHTPOIUPYEMOU TaKUM e 00pa3oM.

605. (18.32) IIpu pabore ¢ KylIbTypaMH KIJIETOK MEPCOHAT JOJKEH OBITh OJET B CICIHAIBHYIO
OJICKY U COOIOAATH CIEUAIbHBIE MEPHI ITPEIOCTOPOKHOCTH.

606. (18.33) Jlns obecriedeHrs: MOCTOSIHCTBA YCTAHOBJICHHOTO MpOIecca MPOU3BOIUTENb JT0JKEH
KOHTPOJIMPOBAaTh KpUTHUECKHE paboune mapaMmeTpbl (Hampumep, Temmepatypy, pH, ckopoctb
nepeMeIBanus, 100aBlIeHNe Ta30B, AaBleHHe). Takke MPOU3BOIUTENb AODKEH KOHTPOIUPOBATH POCT,
KHU3HECTIOCOOHOCTh (711 OOJIBIIMHCTBA MPOLECCOB KYJIHTUBUPOBAHUS KJIETOK) M, TOAE 3TO NMPUMEHUMO,
IPOAYKTUBHOCTH KJIeTOK. KpuTndeckue mapameTpsl OyAyT pa3iMyHBIMHU OT IpoIecca K MpoIeccy, U JUIs
KJIaCCUYEeCKOH (pepMeHTalMu MOXET He MOoTpeOOBaThCs KOHTPOJIb OMpPEENCHHBIX IapamMeTpoB
(HampuMep, KU3HECTIOCOOHOCTHU KIETOK).

607. (18.34) O6opynoBaHHe, HCIIONB3yeMOE IS KyJTbTUBUPOBAHUS KJIETOK, MTOCIIE UCIIOJIb30BAHUS
JOJDKHO OBITh OYMILEHO M CcTepuiau3oBaHo. [Ipu HeoOXoauMocTH 0OOpYyJOBaHUE Ui TNPOBEACHHS
(bepMeHTalNHU TaKKe TOJKHO ObITh OYHUILEHO, TIOABEPIHYTO CAHUTAPHONW 00pabOTKE WK CTEPHIIN30BAHO.

608. (18.35) IlurarenbHBIE Cpeabl MEpen WX HCIOJB30BAHMEM HEOOXOIMMO CTEPHIIM30BATH IS
NPeJOTBPAICHUS HEOIAronpusTHOTO BIUSHUS Ha KauecTBO OC.

609. (18.36) IIpousBoauTenb MOMKEH YTBEPAWUTH NPOLEAYPH! AJs BBIBICHHS KOHTAMUHALUU U
OIIpeJIeJICHUs IEHCTBHI, KOTOPhIE HEO0X0AUMO OCYIIECTBUTH. K HUM OTHOCSTCS MPOIeLyphl ONpEIEICHUs
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BJIMSIHUS KOHTAMUHAIIMK Ha MPOAYKLHUIO M MPOLEAYpPbI JeKOHTAMUHALIMK 000PYIOBaHUS U BO3BPALCHUS
€ro K COCTOSHHUIO, IO3BOJISIOIIEMY HCIIOJIB30BaTh 3TO 000pYyIOBaHME JUIS TPOM3BOJCTBA MOCIEIYIOUINX
CEpUH.

610. ITpon3BoIUTENH AOJDKEH MPH HEOOXOIUMOCTH UACHTU(DUIIUPOBATH TIOCTOPOHHNUE OPTaHU3MBI,
oOHapy>KEHHbIE B XOJ€ MPOIECCOB (hepPMEHTAIMH, U OLCHUTh BIUSHME MX MPUCYTCTBUS HA KAayecTBO
NpoAyKUIUH. Pe3ynbTaThl TAKUX OLIEHOK JOJDKHBI ObITh NMPHHATH BO BHUMAaHUE IPU PEUICHUU BOIMPOCA O
BO3MOKHOCTH UCIOJI30BAHUS TIOJTYYEHHOTO MaTepHaia.

611. (18.37) IIpousBoanTENb JOIKEH COXPAHATH 3AIIMCH CIIy4aeB BHIBICHHUS KOHTAMHUHAIMY.

612. (18.38) Ilocne ouMcTKM yHMBEpPCaIbHOrO (MpEeJHA3HAYEHHOIO ISl MPOM3BOJACTBA MHOTHX
BUJIOB TPOJYKIMH) OOOPYIOBAaHUS MEXIy IHMKJIAMH MO TPOU3BOACTBY pPA3HOM MPOAYKIUH MOXKET
noTpeOoBaThCsl MPOBEICHUE OMOJHUTEIbHBIX HCHBITAHUNA C IIENBI0 CBEACHUS K MHUHMMYMY pHCKa
MEPEKPECTHON KOHTAMUHALINH.

Coop, BbigesieHue u ounctka (18.4)

613. (18.40) Cranuu cObopa Kak Ui yAajdeHUs KICTOK WIM KJIETOYHBIX KOMIIOHEHTOB, TaK M JUIS
cOopa KJIETOYHBIX KOMIIOHEHTOB TIOCJIE pa3pylIeHUs JOJDKHBI OCYIIECTBJIATHCS C  TOMOIIBIO
000pYyIOBaHUS U B 30HAX, NIPEeIHA3HAYEHHBIX Ul CBEJICHUS K MUHUMYMY PUCKA KOHTAMHHALIUH.

614. (18.41) IIpouemypsl cOOpa W OYMCTKH, TMO3BOJSIONINE YAANSATh WM WHAKTUBUPOBATH
MHUKPOOPIaHU3M-TIPOIYIIEHT, KJIETOYHBIE OCTAaTKHM M KOMIIOHEHTHI cpefl (IIpH CBEICHUU K MUHUMYMY
pas3pylIeHus, KOHTAMUHAIIMY U CHHKEHHS KadecTBa), JOJHKHBI 00eCIeYnBaTh MOJyUYeHHE TPOMEKYTOUHOM
npoaykuuu uin @C NoCTOSHHOTO KayecTBa.

615. (18.42) Ilocne ucnonp3oBaHUs BCe 000PYIOBAHUE TOJDKHO OBITH OYHUINEHO M MOJBEPTHYTO
CaHUTapHOW 00pabOTKEe B YCTaHOBJICHHOM IMopsake. [IpoM3BOICTBO HECKOJIBKUX MOCIEI0BATEIBHBIX
cepuii npoMexxyTouHoi npoaykiuu U @C 6e3 ourcTku 000pyI0BaHUS JOMYCKAETCS TOJILKO B TOM Clyvae,
€CIIM 3TO HE OKa3bIBAeT BIIMSIHUS Ha UX KaueCTBO.

616. (18.43) Ilpm wucrnoONb30BaHMM OTKPBITBIX CHUCTEM OUYMCTKA JIOJDKHA IPOBOAUTHCS B
KOHTPOJMPYEMBIX YCIOBHSX IPOU3BOACTBEHHOW cpenbl, O0ECIeUYMBAIONINX COXPAaHEHUE KayecTBa
MPOYKITUH.

617. (18.44) Ecnu o6opynoBaHHe UCTIONB3YETCS ISl IPOU3BOACTBA PA3TUYHBIX BUIOB IPOTYKIHH,
TO MOTYT NPHUMEHATHCS JONOJIHUTENbHBIE BHUIbI KOHTPOJS, TaKHE KaK MCIIOJIB30BAaHHUE CIEIHATbHBIX
XpoMaTtorpaduyeckux cMOJI WK IPOBEIEHUE JOMOTHUTEIbHBIX UCTIBITAHUH.

Cragum ynajieHusi 1JM HHAKTUBa U BUPYycoB (18.5)

618. (18.50) Ecnu HOpmaTHBHBIMU IpaBOBBIMM akTamu Poccuiickoit denepanny ycTaHOBIEHBI
CrielMaNbHble TpeOOBaHUS B OTHOLICHUM YJAJICHUs WIM WHAKTHBALMM BHPYCOB, Takue TpeOOBaHUS
JIOJDKHEI COOJIFOIaThCS.

619. (18.51) Crangum ynaneHus M WHAKTUBAaLlUU BUPYCOB SIBJISIFOTCS KPUTHUYECKUMHU CTaJUAMU
00paboOTKM I HEKOTOPBIX MPOLECCOB, U HMX HEOOXOAWMO OCYLIECTBISATH B Ipeleiax HapaMeTpoB,
IIPOLIEIIINX BaJIUAALIMIO.

620. (18.52) Ilpon3BoauTens OOMKEH NPUHUMATh HAAJIEKAIUE MEPbl MPEJOCTOPOKHOCTH IS
IIPEIOTBPALLEHHUS OTEHIMAIBHON KOHTAMHUHALMM BUPYCaMU NPOAYKLIMHU, IPOLIEANIEH CTaquu yAaleHus
WIA WHAKTUBAIlMM BHPYCOB, OT MPOAYKIUH, KOTOpas 3TH cTaauu He mpomria. [Toaromy o0paboTky B
OTKPBITBIX CHCTEMaX HEOOXOJMMO OCYWIECTBISATh B 30HAX, OTICJIEHHBIX OT JpPYyTrUX JTaroB
TEXHOJIOTUYECKOTO MPOoLecca U UMEIOLIUX OTAENbHbIE CHCTEMBI 00pabOTKU BO3/1yXa.

621. (18.53) OnHO M TO ke 000pyAOBaHUE, KaK MPaBUIIO, HE UCTIONB3YIOT Ha PA3IMYHBIX CTaIUsAX
ouncTkd. Ecmm HeoOXOoIMMO HCHOJB30BaTh OJHO M TO K€ OOOpYyJOBaHUE, IEpel IOBTOPHBIM
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UCTIOJIb30BAHUEM €ro HEOOXOIMMO HaajIekKaluM oO0pa3oM OYUCTUTh W TOJABEPTHYTh CAHUTAPHOU
obpabotke. I[IpousBoauTens MOMHKEH NpPEANPUHUMATH HAJUIeKAIIUE MEpbl HPEAOCTOPONKHOCTH IS
IIPEIOTBPALLEHUS BO3MOXHOTO IIEPEHOCAa BHMPYCOB C MNpEeAbAYLNIMX CTaaui (Hampumep, uepes
000pyI0BaHUE UITH ITPOU3BOACTBEHHYIO CPELY).

(I)apMaueBanecmle cy6CTaHIII/II/I, NpEeAHAa3HAYCHHBIC IJIf KIMHUYCCKUX HccaeI10BaAHNH (19)

OO0mue TpedoBanus (19.1)

622. (19.10) He Bce BHUIBI KOHTPOJS, ONMHMCAHHBIE B NPEIBIAYIIMX IMYHKTaX HACTOSAIIEH IJIaBBbI,
IIPUMEHHUMBI NIPU NIPOU3BOJCTBE opurnHanbHoi ®C, npenHa3Ha4YeHHON IS IPOBEIEHUS MCCIEA0BaHUMN
BO BpeMs ee pa3paboTku. B nynkrax 622 - 644 nactosmux [IpaBui npuBeeHsI crieliMaibHble TPEOOBaHUS
k atum OC.

623. (19.11) Konrtpons, ocymecTtBisiemblii npu mnpousBojactse @DC, npeaHa3HAYEHHBIX JId
KIMHUYECKUX UCCIIEOBAaHMM, JOIDKEH COOTBETCTBOBAThH (ha3e pa3pabOTKH JIEKApCTBEHHOIO Ipenapara, B
coctaB koroporo BxomuT @C. Ilporecc M METOOUKHA HCCICNOBAHUN JOKHBI OBITh THOKMMH IS
oOecrieyeHnss BO3MOXKHOCTH BHECEHHMsI HM3MEHEHHMH 110 Mepe HaKOIUIeHMs 3HaHMH O Tmpolecce u
IIPOJABMKEHHSI HMCCIIEOBAHMM JIEKQpCTBEHHOIO IIpernapaTa oOT JOKJIMHUYECKMX MCCIEAOBaHUN K
KIMHUYECKUM ucciefoBanusaM. Korjga pa3paboTka JIeKapCTBEHHOTO Mperapara JOCTUTaeT CTaJud, Ha
kotopoit @C monyyaroT [l NPUMEHEHMs] B JIEKQpCTBEHHOM IIpemnapaTe, IpeIHAa3HauYeHHOM s
KIIMHUYECKUX MCCIICOBAaHUM, IPOM3BOAUTENN JOJDKHBI TapaHTHpoBaTh, uTo PC mnpousBeneHbl C
IIOMOUIBI0 MOAXOAAIIUX TEXHUYECKHMX CPEACTB C HCIOJIb30BAHUEM COOTBETCTBYIOIIMX IPOLELYP
MIPOM3BOJICTBA U KOHTPOJIS, HEOOXOAUMBIX /1715 obecrieuenus kadectBa OC.

KauectBo (19.2)

624. (19.20) IIpu npoussonctee PC, mnpeaHa3HAYEHHBIX ISl KIMHUYECKUX HCCIEIOBaHUM,
HE00XO0/IMMO MPUMEHATH COOTBETCTBYIOIINE TpeOoBaHUs HacToAMX [IpaBui 1 HaIeKallyo IPOLETypy
0JI00pEHUs KaXKJJOU CepHH.

625. (19.21) Heo0xoammo OpraHu3oBaTh HE3aBUCUMOE(BIE) OT MPOU3BOJCTBA IMOAPA3ICICHUE
(mozmpa3zaeneHus) KadecTBa Al OJOOPEHUsS WM OTKIOHEHUs Kaxnaon cepun @C, npenHazHaueHHOU ISt
KJIIMHUYECKUX UCCIIEI0OBaHUII.

626. (19.22) Hekortopble u3 (YHKIMHA TO MTPOBEIEHHUIO MCIBITAHUH, BBIMOIHAEMBIX OOBIYHO
nozipas/iesieHueM (MoApa3ieeHUSIMU ) KaueCTBA, MOXKHO OCYIIECTBIISATh B APYTUX MOAPA3AEICHUSIX.

627. (19.23) Meponpustisi B OTHOIIEHUH KauecTBa JOJKHBI BKIIIOUYATh CUCTEMY HUCIHBITAHHUI
UCXOJHOIO CBhIPbs, YITAKOBOYHBIX MaTE€PHUAJIOB, IPOMEKYTOUHOM npoaykuuu u OC.

628. (19.24) IIpou3BoauTeNb TOJKEH aHATU3UPOBATH MPOOJIEMBI, CBSI3aHHbBIE C TPOU3BOJCTBOM H
kauecTBoM PC, mpeiHa3HAYEHHBIX 7151 KIMHUUECKUX MCCIIEA0BAHUN.

629. (19.25) Texcr MapkupoBkun PC, npegHa3HAYEHHBIX A KIMHUYECKHUX HCCIEI0BaHUM,
HEOO0XOIMMO HaJJIeKaAIIUM 00pa3oM KOHTPOJIUpPOBaTh. B HEM MODKHO OBITH yKa3aHO, YTO BEIIECTBO
IIPEIHA3HAYEHO JUISl UCCIIEI0BATENBCKUX LENIEH.

IMomewmenns u o6opynosanue (19.3)

630. (19.30). Bo Bpemsi Bcex a3 KIMHMYECKOTO WCCIEAOBAHUS, BKIIOYas HCIIOJIb30BAHUE
OTBITHBIX YYAacCTKOB WM Jlabopatopuil [isi mpomsBoacTBa cepuii DPC, mnpemHa3sHAYCHHBIX IS
KIIMHUYECKUX HCCIICIOBAHUM, MOJDKHBI OBITh MPEAYCMOTPEHBI MPOIEAYpPhl, TapaHTUPYIOIIHUE, YTO
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000pyI0BaHUE MPOKATUOPOBAHO, OUHMILIEHO U COOTBETCTBYET CBOEMY HA3HAYCHHMIO.

631. (19.31) ITopsnok sKcmTyaTaiu 000pyA0BaHuUs JODKEH FapaHTHPOBATh MPOBEACHUE PadoT ¢
HCXOJIHBIM CHIPbEM TaKuM 00pa3oM, YTOOBI CBECTH K MUHUMYMY PUCK KOHTAaMHHAIUM U MEPEKPECTHOM
KOHTaMHUHAaIUH.

KounTtposs ucxoanoro coipbs (19.4)

632. (19.40) UcxonHoe chipbe, ucnonb3dyemoe npu mnpoussojctse ®C, nmpenHa3HaYeHHBIX IS
KIMHUYECKUX HCCIICIOBAaHUM, HEOOXOAMMO OLEHHBATh ITOCPEICTBOM IIPOBEJACHUS HWCHBITAHUNA WIH
MOJIy4YaTh BMECTE C pe3yJIbTaTaMH aHaJIM3a, IPOBEACHHOTO MMOCTABUIMKOM. [Ipon3BOaUTENh TAKKE TOJIKEH
MIPOBOJIUTH HUCHBITAHUE HMCXOJHOTO ChIphs Ha TMOMJIMHHOCTb. ECIM BEIIECTBO CUMUTAECTCA OINACHBIM, TO
JIOCTaTOYHO aHAJIN3a, IPOBEJIECHHOTO MOCTABLIUKOM.

633. (19.41) B HeKOTOpBIX Cily4asX HNPUIOJHOCTb MCXOJHOTO ChIPbS MOKHO OIPENEIATH MEPE]
UCTOJIb30BAHUEM HA OCHOBAaHMM DPE3YJIbTATOB, IMOJYYEHHBIX MpPU TPOBEICHHUHM DPEAKLUU HEOOIBIIOrO
Macmtaba (TO €CTh HUCHBITAaHUKA (PYHKIIMOHAIBHOM NPUTOJHOCTH), YTO MPEANOYTHTEIbHEE, YeM
MPOBEICHUE TOJIBKO AaHAJTUTUYECKUX MCIIBITAaHUMH.

IIpoussoacreo (19.5)

634. (19.50) IIpousBoactBo @DPC, mnpeaHA3HAUYECHHBIX JUISI KIMHUYECKUX HCCIEIOBaHUM,
HE00X0IMMO (PUKCUPOBaTh B JAOOPATOPHBIX JKypHAlax, B 3alUCAX HA CEPUIO0 MU C MOMOUIBIO JPYTUX
HNOIXOAAIINX CPEACTB. OTH JOKYMEHTHl [JOJDKHBI BKIIOYaTh HMH(QOpMAIio 00 HCIOJIb30BaHUH
MaTepuanoB, 00 000pyJOBaHUU, TEXHOJIOTUYECKOM IPOIIECCe, a TAKKE HAyUYHbIC HAOIOICHUS.

635. (19.51) Oxupaemble BBIXOIBI NMPOMYKLUUU MOTYT OTJIMYATHCS OT OXHMAAEMBIX BBIXOJOB
MPOAYKIUH B IIPOIECCAX, BHIMOIHAEMBIX B IPOMBIIIUIEHHOM MaciuTale, ¥ ObITh MEHee ONpeIeTICHHBIMU 10
CpaBHEHHMIO C HHMMHU. PaccrienoBaHMsi NPUYMH OTKJIOHEHHH OT BEIMYMHBI OXKHIAEMOTO BBIXO/a HE
Tpebyercs.

Banupanus (19.6)

636. (19.60) Ecnu mpousBenena onna cepuss @C nubo ecny M3MEHEHHs Ipoliecca BO BpeMs
pa3pabotkun PC 1enaroT BOCIPOU3BOJACTBO CEPHH 3aTPYJHHUTEIBHBIM WM HETOYHBIM, BaJMIAlHs
mporecca mnpomwsBoactBa @DC, mpenHa3sHAuYECHHOW s KIMHWYECKUX HCCIEIOBAaHUM, OOBIYHO
HerenecooOpasna. Ha atoit craguu pa3pabotku xauectBo @C obecrieunBaeTcsi COUETAaHUEM KOHTPOJI,
KaJHOPOBKU U MPH HEOOXOAMMOCTH KBaTH(PHUKAIIUKA 000PYJOBAHUSI.

637. (19.61) Eciu cepun mnpou3BOIATCS I KOMMEPUECKOTO HCIOJIb30BAHUS, BaJIUAIIUIO
nporiecca He0OX0IMMO MPOBOJIUTH B COOTBETCTBUH ¢ yHKTamu 511 - 539 nactosmux [IpaBui, naxe ecnu
TaKWe CEpHH MPOU3BOJATCS B ONIBITHOM HJIM OIBITHO-IPOMBIIIJICHHOM MacIiTabe.

N3menenus (19.7)

638. (19.70) IIpom3BoauTenb [IOJKEH BHOCUTH COOTBETCTBYIOIIME W3MEHEHHS BO BpEMs
pa3paboTKy 1O Mepe MPUOOPETEHHS HOBBIX 3HAHUH M pocTa MaciiTadba mpou3BoacTBa. Kaxnoe nsmenenue
B TEXHOJIOTHUYECKOM TIpoliecce, CIEeUPHUKAIMAX WIX METOAMKAX UCTBITAHUNA HEOOXOIMMO HaJICKALTHM
00pa3oM perucTpupoBaTh.
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JlaGopaTopHbIii KOHTPOJIB (19.8)

639. (19.80) HecmoTpst Ha TO, YTO aHATUTUUYECKNE METOJIUKH, UCIOJIB3YEMBIE JUIsl OLIEHKU CEPUU
OC, mpeaHazHAYEHHOW s KIMHUYECKHX HCCJIEJAOBAHMI, MOTYT €Ille HE MNpPOWTH BaduAaluio, OHHU
JOJDKHBI OBITH HAYYHO 0OOOCHOBAHBI.

640. (19.81) [IpousBoauTeENb TOMKEH OPraHU30BaTh CUCTEMY XPaHEHHUS! apXUBHBIX 00pa3lioB BCeX
cepuil. JTa cucremMa JOJDKHA 00ecTeYrBaTh COXPAaHEHHUE JOCTATOYHOTO KOJIMYECTBA KAXKIOTO apXUBHOTO
o0Opa3lia B TeueHHE YCTAHOBJIEHHOTO IEpHOJa BPEMEHM IOCe OJOOpEHMs, 3aBEpILCHHsS] WM OT3bIBA
3asBKH Ha PErUCTPALHIO.

641. (19.82) Onpenenenue naTbl UCTEUEHMsI CPOKAa TOJAHOCTH M JaThl NMPOBEAECHUS IMOBTOPHBIX
UCIBITaHUM, Kak yka3zaHo B nyHktax 504 - 507 nactosummx IlpaBui, mpuMEHMMO IO OTHOLIEHHMIO K
cymectByomuM  OC, npenHasHAyeHHBIM JJs1 KIMHUYECKUX uccnenoBanuil. s HoBeix DC,
HAXOJALINXCS Ha PAaHHUX CTAIHMAX KIMHUYECKHX HCCIeIOBaHUN, TpeOOBaHMs, yKa3aHHbIE B TyHKTaxX 504 -
507 nacrosimux [IpaBui, 0ObIYHO HE IPUMEHSIOTCSI.

Joxymentanus (19.9)

642. (19.90) Cucrema JOKyMEHTAIlMH JOJKHA TapaHTUPOBAaTh, YTO MH(OpMAaIus, MOITy4eHHas B
xozne paszpaborku M mpousBojacTBa PC, mpeaHa3HAYEHHBIX Ul KIMHUYECKUX HCCIEIOBaHMN, Oyaer
JOJDKHBIM 00pa3oM oopmIleHa TOKYMEHTAIBHO U IOCTYIIHA JJISl HCTIOJIb30BaHMUA.

643. (19.91) Pa3zpaboTka M TpPHUMEHEHHE AaHATUTHYECKHUX METOAMK, HCIONb3YEeMBbIX JUIS
MOATBEPXkKAEeHUS Bhlycka cepuu @C, npeaHa3HauYeHHOM sl KITMHUYECKUX MCCIIEAOBAHHM, TODKHBI ObITh
o(opMIIeHBI TOKYMEHTAJIBHO.

644. (19.92) IlpousBoauTeNb AOIKEH pa3padoTaTh W BHEIPHUTH CHCTEMY XpaHEHHs 3alUcei Mo
MIPOM3BOJICTBY U KOHTPOJIO M COOTBETCTBYIOLIEH NOKYMEHTAlMU. DTa CHUCTeMa JOJDKHA OOecIeyrBaTh
XpaHeHHE 3amucell M JIOKyMEHTOB B TEUYEHHE YCTAHOBJIEHHOTO IEpHOJa BPEMEHH IOCie OJ0OpEHHS,
3aBEpILEHUS WM OT3bIBA 3a5BKU HA PETUCTPALIHIO.

Tepmunsbl u onpenesenns (20)

645. [Ins ueneil HacTosAIIEN IN1aBbl KPOME TEPMUHOB U ONPEEIICHUN, IPETYCMOTPEHHBIX IU1aBoi 11
HacToamux [IpaBui, HCIONB3YIOTCS TAKXKE CIEAYIOIINE OCHOBHBIE TOHITHSL:

OMOHArpy3Ka - ypoBeHb M BHJI MUKPOOPIraHU3MOB (HampuMep, HEMPUEMIIEMBIE WIH JIOIYyCTUMBIE
MUKpPOOPTaHu3Mbl), KOTOpBIE MOTYT IPUCYTCTBOBATb B MCXOJHOM CBhIPbE, MCXOJHOM CBhIpbE MJIs
MIPOM3BOJICTBA (hapMaIeBTUYECKON CYOCTaHIINH, MTPOMEXKYTOUHOM MPOJYKIMU WK B (hapMaleBTHUECKOM
cyOcraniuu. buoHarpy3ky He clieayeT CUYMTaTh KOHTaMHMHAIlMEH, €CIIM €€ YpPOBHM HE IPEBBHIMIAIOT
YCTAQHOBJICHHbIE TpEICNbHbIC 3HAYCHHUS WM HE OOHApy)KEHbl MHUKpPOOPTaHHM3MBI, OINpeNeIseMble Kak
HEZOIyCTUMBIE;

BCIIOMOraTe/IbHbIe MaTepuajbl - MaTepHalbl, 33 HCKIIOUEHUEM paCTBOPUTENIEH, KOTOpHIE
SBIISIIOTCSI BCTIOMOTaTeIbHBIMH TP MPOU3BOJICTBE MPOMEKYTOUHON MPOIYKIMH WK (hapMaleBTHUECKOM
CcyOCTaHIIMM U caMH IO ce0e He y4YacTBYIOT B XUMHYECKOM MM OMOJIOTMYECKOW peakuuu (Hampumep,
GuIbTpyIOIIKE MaTepHasbl, AKTUBUPOBAHHBIN YTOJIb);

BBIXOJ OKHJAAaeMbIli - KOJMYECTBO MaTepuana WM MPOLEHT OT TEOPETUYECKOro BBIXOJA,
OKHJIaeMble Ha JII000H COOTBETCTBYIOIIECH CTaJIU TEXHOJOTHUECKOTO MPOLIEcCca, OCHOBAaHHBIC HA TAaHHBIX,
NPEBApUTENILHO MOJYYCHHBIX MHPU MPOU3BOJCTBE ITOr0 Marepuaia B JaOOpPaTOPHBIX, ONBITHBIX WIH
IIPOMBIIIJIEHHBIX YCIOBHUSAX;

BBIX0Jl TeOpPeTHYeCKHHl - KOJUYECTBO, KOTOPOE ONPEIECICEHO Ha OCHOBAaHUM KOJMUYECTBA
UCTOJNB3YEMOr0 MaTepualla M MOXXET OBbIThb MpPOU3BEACHO Ha 000 COOTBETCTBYIOIIEH CTaIuH
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TEXHOJIOTUYECKOTO MpoIiecca MPH YCIOBUU OTCYTCTBUS KaKHX-JIMOO MOTEPh WM OTKJIOHEHUH B YCIOBUSX
pearbHOro TEXHOJIOIMYECKOT0 IPOIIecca;

AaTa MCTeYeHUs] CPOKAa TOAHOCTH - JaTa, yKa3aHHas Ha YHakoBKe M (WJIM) ATHUKETKax
(dapManeBTHUECKON CyOCTaHIIMM M 0003HAYaroIas Meproj BPEMEHH, B T€YCHHUE KOTOPOTrO MPH XPaHEHUU
B YCTAHOBJICHHBIX YCIIOBHUSAX XapaKTEPUCTHKH (hapMaleBTHUECKOW CYOCTAHIIMM JOJDKHBI OCTABaThCS B
npefenax crenuukKanuid, ¥ TO HUCTEUYEHHUH KOTOpOro (hapManeBTUUYECKYI0 CYOCTAHIIMIO HEeNb3s
UCTIOJIb30BATh;

AaTa MOBTOPHOIO MCHBITAHMA - JaTa TNPOBEICHHS IMOBTOPHOIO KOHTPOJS Marepuaia i
MOJATBEPXKICHUS €r0 MPUTOAHOCTH IS TaIbHEUIIIETO UCTIONb30BaHUS;

HCXO/IHOE ChbIpbe [Jf TNPOU3BOACTBA (apManeBTHYeCKOl CcyOCTaHUMHM -  CBIPbHE,
MIPOMEKYTOYHAs! MPOAYKLHUS WIH ApYyrue (GapMmaleBTUYecKre CyOCTaHIIMM, KOTOPBIE MCHOIB3YIOTCS IS
MIPOM3BOJICTBA (hapMalEBTHUECKUX CYOCTAaHIIMNA U BXOJAT B CTPYKTYpY (apMarieBTUYecKoi CyOCTaHIIUU B
Ka4yecTBE Ba)KHOTO CTPYKTYpHOTO (hparmeHTta. McxoaHoe chipbe Ui MPOHU3BOJACTBA (hapMalleBTHUECKOM
CyOCTaHIIMM MOKET OBITh MPHOOPETEHO MPOU3BOAUTENIEM II0 JOTOBOPY Y OJHOTO WM HECKOJIBKHX
MOCTABIIMKOB, JINOO MOXET MPOU3BOAUTHCS MM CaMOCTOATENbHO. VICXOAHOE Chiphe sl MPOU3BOACTBA
(dapManeBTHUECKOW CyOCTaHIIMM, Kak IPaBWJIO, HMEET YCTAaHOBJICHHbIE XMMUYECKHE CBOWCTBA U
CTPYKTYDY;

KOMIILIOTEPHAsi  cHCTeMa - Tpynma KOMIIOHEHTOB  ammapatHoro  oOecmeueHus W
COOTBETCTBYIOLIETO TPOTPaMMHOIO OOECIEeUeHHs, CIPOCKTHPOBAHHAs M CMOHTHPOBAaHHAas TaKUM
00pa3oM, YTOOBI BHITIOJHATH ONPEAEICHHYIO (PYHKIIUIO U Ha00p (pyHKITHIA;

KOHTAMUHALMSA - HEXeJaTeJIbHOC BHECEHHE MpUMeced XUMHUYECKON WM MHKPOOMOJIOTHYECKOM
IPUPOIBI UM UHOPOAHBIX BEIIECTB B MCXOJHOE CHIPhE, MPOMEXYTOUHYI0 npoaykiuio wi ®C Bo Bpems
TEXHOJIOTUYECKOTO0 Tpolecca, oTOopa npoO, YNAaKOBKM WIM TEPEyNaKOBKH, XpAaHEHHUA WIH
TPaHCHOPTUPOBKH;

KPHUTEPUHU NMPUEMJIEMOCTH (0MyCTHMbIe HOPMBbI) - YACIIOBBIC MIPEEIIbI, UHTEPBAJIbI HIIU IPYTHE
COOTBETCTBYIOIIME MEPHI ISl IPHUHATHUS PE3yJIbTATOB UCTIBITAHUH;

KPUTHYECKMH - TEpPMHMH, OTHOCAIIMUCA K  INPOU3BOJACTBEHHOW  CTaJWH, YCIOBHUIO
TEXHOJIOTUYECKOTO Ipolecca, TPEOOBAaHHIO HWCHBITAHUA WJIH JIIOOOMY JPYroMy CYIIECTBEHHOMY
napameTpy WM IpeIMeTy, KOTOpbIe JOKHBI KOHTPOJIMPOBATHCS B MpeaesiaX 3aJaHHBIX KPUTEPUEB IS
oOecrieyeHnss COOTBETCTBHS JIEKAPCTBEHHOrO cpencTBa W (Wim) ¢apManeBTHYECKOW CyOCTaHIMU
YTBEPKJICHHOH CrielUpUKaINN;

MaTepuaJ - ob1ee NoHATHE, 0003HaYaIOIIee ChIphe (UCXOAHOE ChIPbE, PEAKTUBBI, PACTBOPUTEIH),
BCIIOMOTATENIbHBIE MaTepHajbl, TNPOMEXKYTOUHYIO MPOAYKIHIO, (hapMaleBTHUECKYI0 CyOCTaHIIMIO,
YIaKOBOYHBIE MaTepHaIIbl, MATEPHAJIBI JAJIS1 MAPKUPOBKH;

MATOYHAsl KUAKOCTH - OCTAaTOYHAs JKUIKOCTh IIOCJE IMPOLECCOB KPUCTAJUIM3ALUU WM
BbIJICJIEHUSI. MaTouHas )KUJKOCTh MOXKET COJIepKaTh HENMpPOpearupoBaBIIME BELIECTBA, IPOMEKYTOUHBIE
MPOAYKTHI, HEKOTOPBIE KOIMYeCcTBa (papManeBTHUECKOi cyocTtanmu u (i) npumecei. OHa MOKeT ObITh
UCIOJIb30BaHa JUIsl JalibHeimeil 06padoTku;

o0ecrneyeHue KayecTBa - COBOKYMHOCTh BCEX OPraHM3allMOHHBIX MEPONPHUSATHI, HArpaBICHHBIX
Ha o0ecreyeHne TOro, 4ToObl BCE JIEKAPCTBEHHBIE CpelCTBa U (WiIM) (apMaleBTUYECKHE CYOCTaHIMH
UMeNlM Ka4eCTBO, HEOOXOAMMOE JUIs HX IPEAINOoaraéMoro MpPUMEHEHHs, a BCE CHCTEMbl KayecTBa
MOJICP>)KUBATHMCH B pa00OYEeM COCTOSIHUU;

OTKJIOHEHUE - OTCTYIIJICHUE OT YTBEP>KACHHOM MHCTPYKIIMU WIIM YCTAHOBJICHHOTO CTaHapTa;

nepepadoTKa - IPOBEJICHUE OJJHON MIM HECKOJBKHX CTaJANUN, OTIMYAIOIIMXCS OT YCTAHOBJIEHHOTO
IPOM3BOJICTBEHHOTO IIpoIiecca, € Ieablo 00paOOTKM TakoW NPOMEXKYTOYHOM MPOAYKLUH WIH
dapmaneBTHUECKONW CyOCTaHIIMM, KOTOpas HE COOTBETCTBYET CTAaHIapTaM WM chenudukanusM, s
MOJIyYeHUS MPOMEKYTOUHOM MPOAYKUMU WK (hapMaleBTHUECKOW CyOCTaHIIMU MPUEMIIEMOr0 KayecTBa
(HampuMep, NepeKPUCTAILTU3AIMS C TIOMOIIBIO IPYTOr0 PAaCTBOPHUTEINS);

MNOANMMCAHO, MOANMCH - TOAMKUCH JIMIA, KOTOPOE BBINOJHIO OMNpEACICHHOE [EHCTBHE WIH
OCYIIECTBIISIIO POBEPKY. DTa MOJIIMUCH MOXKET ObITh B BUJIC HHULIMAJIOB, ITOJIHOTO PYKOIMCHOTO BapHaHTa
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(dbamuun, UMEHU U oT4YecTBa (TIPU HAJIMYMHU), PyKOITMCHON MOIIKMCH, TUYHON ME€YaTH I ayTEeHTHYHOU U
3AIUUIIEHHON 3JIEKTPOHHOM IOIIINCH;

noapasjaejieHue (moapas/iesieHUsi) KadecTBa - IOJpPa3AeiICHUE, KOTOPOE HE3aBUCHUMO OT
MIPOM3BOJICTBA U BBHIMIOJHAET 00S3aHHOCTH KakK M0 00ECIeUCHHIO KayeCcTBa, TaK U M0 KOHTPOJIIO KauecTBa.
310 MOryT OBITH JHOO OTJENBHBIC MOApa3AeiICHNUs 00EeCIeYeHUs] KauecTBa U KOHTPOJIS KauecTBa, JINOO
OJTHO JIMLIO WJIM TPYTITA JIUI] B 3aBUCUMOCTHU OT MaclITada v CTPYKTYpPbl OpraHU3alluu;

npuMech - Jt00OW KOMIIOHEHT, NPUCYTCTBYIOIIUI B NPOMEXKYTOYHOH NPONYKIHH WIH
(bapManeBTHUECKON CyOCTaHIIUH, HAIMYHE KOTOPOTO HEeXeENATeNbHO;

NPOU3BOAUTE/b, PA0OTAIOMINI 10 JOTOBOPY - IPOU3BOJIUTEIND, BBITOJHSIOIUN ONPEAeICHHBIN
BU/JI TIPOM3BOACTBEHHOM EATEIBHOCTH 10 OPYUYEHHUIO IEPBOHAYAIBHOTO IIPOU3BOAUTENS;

NPOTOKOJ BAJMIALUMM - JOKYMEHTAJIbHO O(QOPMIICHHBIN IUIaH, yKa3bIBAaIOIIUi, KAk CIEayeT
IIPOBOAMTH BaJIUJALUIO, W ONPEACIAIOIUNA KPUTEPUH IPUEMIEMOCTH. B uacTHOCTH, B IPOTOKOJIE
BaJIMJAIMK TIPOU3BOACTBEHHOI'O IpOLECcCca JOJKHBI OBITh YKa3aHbl TEXHOJOTHUECKOE O00O0pyAOBaHHE,
KPUTHYECKHE MapaMeTphl Ipolecca U ero paboune pexuMbl, XapaKTePUCTUKU MPOAYKLUH, OTOOp Mpoo,
JaHHbIE MCIBITAaHUM, KOTOphIE HEOOXOAMMO CcOOpaTh, KOJMYECTBO BAIUAALMOHHBIX LUKIOB H
IIpUEMJIEMBIE PE3YJIBTAThI UCIIBITAHUI;

npopuiib NpuMeceil - onucaHue UACHTUPHUIUPOBAHHBIX M HEUJCHTU(DUIIMPOBAHHBIX MPUMECEH,
MPUCYTCTBYIOIUX B (hapMalleBTHUECKON CyOCTaHINH;

PACTBOPHUTE/b - HEOPIraHUYECKAsl UM OpraHUYeCcKas )KUJKOCTh, UCIOIb3yeMasi B KAUE€CTBE CPEIbI
JUI TIPUTOTOBJIEHUS PAacTBOPOB MJIM CYCHEH3UN NpU MPOM3BOACTBE MPOMEXKYTOUHOM MPOAYKLUU WIN
(bapMareBTHUECKON CyOCTaHIIUMY;

CTAaHIAPTHBINA 00pa3el, BTOPUYHBIH - CyOCTaHIIUS YCTaHOBJIEHHOTO KayecTBa M YHMCTOTHI, YTO
JI0Ka3aHO TIOCPEJCTBOM CPaBHEHUS C TMEPBUYHBIM CTAaHAAPTHBIM O0Opa3LOM, HMCHOJb3yeMasi B KauecTBE
CTaHJApTHOTO 00pasla JJsl TeKyIIUX J1a00paTOPHBIX aHAJIH30B;

CTAaHJIAPTHBINA 00pa3ell, MEPBUYHBIN - cyOCTaHIMA, KOTOpas SIBISETCS MOAJMHHBIM BEIIECTBOM,
YTO OBUIO JOKA3aHO C MIOMOIIBIO PACHIMPEHHBIX aHAIUTHYECKUX MCIIBITAHUN M KOTOpas JOJKHA 001a1aTh
BBICOKOM CTENEHBI0 YMCTOTHL. JTOT CTaHIAPT MOXKET ObITh: 1) ModydeH U3 oUIMaAIBbHO MPU3HAHHOTO
HCTOYHUKA WIH 2) MOIY4YEeH MOCPEICTBOM HE3aBUCUMOIO CHHTE3a, WIN 3) MOJIyYEH U3 HUCIIOJIb3YEMOTO B
IIPOM3BOJICTBE BELIECTBA C BBICOKOM CTENEHBIO YHCTOTBHI, WM 4) MPUTOTOBIEH IOCPEACTBOM
MOCJIEAYIOIIEH OUMCTKH BEIIECTBA, UCIIOJIb3YEMOTO B IPOU3BOJICTBE;

papmaneBTuueckue cyocranuuu (P®C) - ekapcTBEHHbIE CpeACTBa B BHUAE JCHCTBYIOLIUX
BEIIECTB OMOJIOTMUYECKOro, OMOTEXHOJIOTUYECKOT0, MHHEPAILHOTO I XUMHYECKOTO MPOUCXOXKICHHS,
obmanaromue GpapMaKoJIOTHUECKOM aKTUBHOCTBIO, MpEIHA3HAUYEHHBIC JJIS MPOU3BOACTBA, M3TOTOBJICHUS
JIeKapCTBEHHBIX MPENapaToB U omnpeaessoniie ux 3ppextuBHocTs*(10).

(1)* Ilynkr 1 crateu 4 ®enepanbHoro 3akona ot 12 ampenst 2010 . N 61-@3 "O6 obpamennn
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoarenscTBa Poccuiickoii @eneparun, 2010, N 16, ct. 1815).

*(2) Ilynkr 14 craten 4 ®@enepanbHoro 3akoHa ot 12 ampens 2010 . N 61-®3 "O6 obparienun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoarenscTBa Poccuiickoii @eneparun, 2010, N 16, ct. 1815).

*(3) Cobpanme 3akoHogaTenbcTBa Poccniickoii @eneparun, 2010, N 16, cr. 1815.

*(4) Ilynkr 31 crateu 4 ®@enepanbHoro 3akoHa ot 12 ampens 2010 . N 61-®3 "O6 obparuenuun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoarenscTBa Poccuiickoii @eneparun, 2010, N 16, ct. 1815).

*(5) Ilynkr 13 crateu 4 @enepanbHoro 3akoHa ot 12 ampens 2010 1. N 61-®3 "O6 obparienuun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoarenscTBa Poccuiickoii @eneparun, 2010, N 16, ct. 1815).

*(6) Yacts 7 crateu 45 ®enepanpHoro 3akoHa ot 12 ampens 2010 . N 61-®3 "O6 obparienun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoarenscTBa Poccuiickoii @eneparun, 2010, N 16, ct. 1815).

*(7) 3neck u panee no tekery [IpaBuin B ckoOKaxX MPUBOAUTCS HyMepalus CTPYKTYPHBIX €IMHUI]
TeKcTa, cooTBeTcTBYIOMmas npasuwiam GMP EC.

*(8) Ilpuka3s MuHUCTEpPCTBA 3APAaBOOXPAHEHUS U COLMAIBHOTO pa3BUTUs Poccuiickoit @enepanuu
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or 28 pexabps 2010r. N 1222 "OO6 yrtBepxnaeHuu [IpaBui ONTOBOM TOProBIM JIEKAPCTBEHHBIMU
CpEICTBaMU AJI1 MEAULIMHCKOTrO puMeHeHus" (3apeructpupoBad B MuHHMCTEpCTBE OCTUIMM Poccuiickoit
@eneparun 04 pespanst 2011 r., peructparmonssii N 19698).

*(9) CnpaBouno: PykoBoncTtBo MexayHapoaHo KoHgepeHIMH TO TapMmoHu3anuu "M3ydeHue
CTaOMIIBHOCTH HOBBIX JIEKapCTBeHHBIX cyOcTanuuii u npenapaTtoB” (ICH Q1A) omy6nukoBaHO 1Mo aapecy
B MH(POPMALMOHHO-TEIEKOMMYHHUKAITUOHHON ceTu "NuTepuer":
http://www.ich.org/fileadmin/Public Web_Site/ICH_Products/Guidelines/Qual
ity/Q1A_R2/Step4/Q1A R2 Guideline.pdf.

*(10) ITynxr 2 crateu 4 ®@enepanbHoro 3akoHa ot 12 ampens 2010 . N 61-®3 "O6 obparienun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoarenbcTBa Poccuiickoii @eneparun, 2010, N 16, cr. 1815).

Hudopmarus 06 H3MEHEHHSX:

Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
IIpuiaoxenne N 1
K [IpaBunam Hamekamen
NPOU3BOJACTBEHHON MPAKTUKH

HpOHZiBO)ICTBO CTCPUIBHBIX JICKAPCTBCHHBIX CPEACTB

C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
L. ITpuHun

1. K mpou3BOACTBY CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEJICTB MPEABSIBISIOTCS 0cOObIe TpeOOBaHUS,
yTOOBI CBECTH K MHUHUMYMY PpPUCK KOHTAMHUHAIIlUKU MHKPOOpraHU3MaMH, 4YaCTHIAMU W NIHUPOTrCHaAMHU.
VYKazaHHBIE TOJIOKEHUS 3aBHCAT OT KBIM(UKAIUHM MPOU3BOJCTBEHHOTO IEPCOHANA, €ro OOy4YeHUs H
oTHomeHUs K pabore. Jlns oOecneueHHs KadyecTBAa MpPHU TPOU3BOACTBE CTEPUIIBHBIX IPErapaToB
HGOGXOI[I/IMO NpUACPKUBATHCA TIHATCIBHO p8.3pa6OTaHHbIX U BAJIMAUPOBAHHBIX c11oco0oB MMpOnU3BOACTBA
u npoucayp. Koneunas cTagud TPOU3BOJACTBA WM KOHTPOJIb TOTOBOM NpoaAyYKIHUU HC SABJISIIOTCA
CAUHCTBCHHBIM CPCIACTBOM obecreyeHust CTCPUJIBHOCTU UJIN APYTHUX nokazaTeJiei KauecTBa MpoaAyKIHH.

2. JletanbHble METOIBI OIPENEICHUS YHUCTOTHI BO3/yXa, MOBEPXHOCTEH M JPYTUX OOBEKTOB
MOHHUTOpHHTA II0 MUKPOOpraHudMaM W 4YacTulaM OIpPCACICHbBI HOPMATHBHBIMU IIPABOBLIMU aKTaAMU
Poccuiickoit @enepanumu.

I1. O6mue TpedoBanus

3. (1) CrepunpHy10 TPOAYKIMIO HEOOXOJUMO MPOU3BOAUTH B YHCTHIX 30HAX, JOCTYI B KOTOPBIC
nepcoHana u (Win) MOCTyIUIEHHEe 000pYAOBaHU, UCXOAHOTO CHIPbS U YIIAKOBOUHBIX MaT€PHAJIOB JOJKHBI
OCYIIECTBIIATHCS YEPE3 BO3AYIIHBIE IITIO3bl. B UMCTBIX MOMEIIEHUAX (30HAaX) JOHKEH MOIAECPKUBATHCS
YPOBEHb YUCTOTHI, OTBEYAIOLINI COOTBETCTBYIOIIEMY YPOBHIO YHCTOTHI, B HUX HEOOXOIUMO IOJIaBaTh
BO3/YX, KOTOPBI mporien yepe3 GuiIbTpbl COOTBETCTBYIONIEH 3 (EKTUBHOCTH.

4. (2) Paznuusble omepauuy IO IOATOTOBKE KOMIIOHEHTOB, IPUIOTOBJICHHUIO HPOAYKIMH M
HAIlOJHEHUIO JIOJKHBI OCYILECTBIATHCS B OTHENbHBIX 30HaX (IIOMEIIEHHAX) BHYTPU UUCTOW 30HBI
(momemenust). TexHOJIOrMYecKkue onepanuu AENATCS Ha JBE KAaTerOpuu: IepBas, KOIZAa MNPOAYKIHIO
MoJBEpraroT (UHHUIITHONW cTepuin3anuu (B TEPBHYHOW YNAKOBKE), M BTOpas, KOrJa OIepalud Ha
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HECKOJIBKUX MJIM BCEX CTAUSAX BBIIOJIHAIOT B ACENITUYECKUX YCIOBUSAX.

5. (3) Yuctsbie 30HbI (MOMEIICHNUS) IS TPOU3BOICTBA CTEPUILHON MPOIYKIIMH KIAaCCUDUITUPYIOTCS
B COOTBETCTBHM C TpeOyeMbIMH  XapaKTepUCTHMKaMHU TMPOM3BOJACTBEHHOM  cpenbl. Kaxkmas
MIPOM3BOJICTBEHHAs Olepauus TpeOyeT ONpeAeNICHHOTO YPOBHS YMUCTOTHI HMPOHM3BOJCTBEHHOH Cpelbl B
IKCITyaTUPYEMOM COCTOSIHUM C LIENIbI0 CBEACHHUS K MUHMMYMY pHUCKAa KOHTaMUHAIMM YacTULAMHU WU
MHUKPOOpPIraHU3MaMH NMPOJYKTa WM 00pabaThIBAEMOr0 UCXOAHOTO ChIPhSl M MAaTEpUAIIOB.

6. [l obecrieueHHst COOTBETCTBHSI TPEOOBAHUAM B "IKCIUTyaTUPyeMOM" COCTOSTHUH, YUCThIE 30HBI
(momereHust) TOJKHBI OBITH CIPOEKTUPOBAHBI TaK, YTOOBI 00ECHEUNUTh TOUHO OINpPENEICHHBIH YPOBEHB
YUCTOTHI BO3yXa B "OCHAILIEHHOM" COCTOSTHUM.

7. "OcHalleHHOE" COCTOSIHME - COCTOSIHUE, B KOTOPOM YHCTO€ IIOMELIEHHE IIOCTPOEHO H
(YHKIMOHUPYET, TEXHOJOTHYECKOe OOOpYJOBAHME TIOJTHOCTBIO YKOMIUIEKTOBAHO, HO IE€pPCOHAI
OTCYTCTBYET.

8. "Dkcmiyatupyemoe" COCTOSSHUE - 3TO COCTOSIHHE, MPU KOTOPOM YHUCTOE IOMEIICHHE U
TEXHOJIOTUYECKOe 000pyZOoBaHHE (PYHKIMOHUPYIOT B TpeOyeMOM pEKXUME C 3aJaHHBIM KOJINYECTBOM
paboTaroliero nepcoHaa.

9. TpeboBanust k "ocHameHHOMY" U '"IKCIUTyaTHpyeMOMY" COCTOSIHUSIM JIOJDKHBI OBITh
YCTaHOBJIEHBI JJI KayKJOT0 YUCTOIO NOMELIEHUS WJIN KOMIUIEKCA YUCTBIX IIOMEIIEHUH.

10. Yucteie 30HBI (MOMEIIEHUS]) TPHU MPOU3BOJACTBE CTEPWIBHBIX JIEKAPCTBEHHBIX CPEACTB
MOZIpa3eIIAI0TCS Ha YEThIPE Kilacca:

KJ1acc A - JIOKajJbHas 30Ha JUIs NPOBEICHMS ONepanuil, NPEICTaBISIIOIIMX BBICOKUN PHUCK JUIS
KayecTBa MPOJYKIMH, B YAaCTHOCTH, 30HBI HAIOJHEHMS, YKYIOPKH, 30HBI, TJ€ amIiysbl U (HIaKOHBI
HAXOJATCS B OTKPBITOM COCTOSHHM U BBITIOJHSIOTCS COCTUHEHHUS YacTeil 000pyIOBaHUS B acENTHUECKUX
ycnoBusix. Kak mpaBumiio, Takue yclioBHsI 0OECIIEUMBAIOTCS JJAMHUHAPHBIM MOTOKOM BO3[yXa Ha pabodem
Mmecte. CHCTEeMBI JAMUHAPHOTO TIOTOKA BO3/lyXa JOJKHBI 00€CIeYnBaTh PABHOMEPHYIO CKOPOCTh BO3/AyXa
B nuamnaszoHe 0,36 - 0,54 m/c (HOpMaTWBHOE 3HAuYEHHE) HAa paboueil MOBEPXHOCTH, HAXOJSIIICHCS B
OTKpBITON 4yuCTO# 30HE. [lonaepkaHne TaMUHAPHOCTU JIOJDKHO OBITH JIOKa3aHO W MPOBAIMIUPOBaHO. B
3aKpBITBIX HM30JIATOpaX M OOKcax ¢ mepyaTKaMH JOMYCKAaeTCsl MCIOJIb30BATh OAHOHANPABICHHBINA MOTOK
BO3/lyXa C MEHBIIMMU CKOPOCTSIMU;

Kiacc B - 30Ha, HENOCPENCTBEHHO OKpyXKarollas 30HY Kiacca A, INpeIHa3HAYEHHYIO JUIS
aCeNTUYECKOT0 IIPUTOTOBJICHUS U HAIIOJHEHMS,

kinaccel C u D - uMcThle 30HBI AU BBINOJIHEHHWS MEHEE KPUTUYHBIX CTaJui MIPOM3BOACTBA
CTEPWIBHOU MTPOIYKIIHH.

III. Kitaccnpukanusi YMCTHIX OMELEHHI U YUCTHIX 30H

11. (4) Yuctple momemieHHss W YHCTble 30HBI Kiaccuuuupyrorcs®. [loarBepikaeHue kiacca
YHUCTOTHI HEOOXOAWMO YETKO OTAEIATh OT MOHUTOPHMHIA IMPOU3BOJICTBEHHON Cpelbl MpPU MPOBEICHUH
mpouecca. MakcuManbHO JONMYCTHMas KOHLEHTpAlUs a’po30JIbHBIX YacTUI[ Ul KaXJ0ro Kiacca
npuseaeHa B Tadsuie N 1.

Ta6auma N 1
30Ha MaxkcumanbHO JOMYCTUMOE YUCIIO YyacTUll B 1 Ky0. M BO3yXa IpU pa3Mepe YacTUll, paBHOM
WH OOJbIIEM

B ocHallleHHOM COCTOSIHUH B skcrutyatupyeMoM COCTOSIHUU

0,5 MKM 5,0 MKkM 0,5 MKM 5,0 MKM
A 3520 20 3520 20
B 3520 29 352 000 2900
C 352 000 2900 3520 000 29 000
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‘ D ‘ 3520 000 ‘ 29 000 ‘ He pernamentupyercs ‘ He pernamentupyercs ‘

12. (5) Hns ueneii knaccuukanuy B 30HaX Kjacca A MUHUMAJIBbHBIA 00beM OTOMpaeMoi MpoOsI
3
M .
BO3/yXa JOJIKEH OBITh HEe MeHee | JUTSL Kax 10l Touku otbopa mpob. Kitacc A COOTBETCTBYeT Kitaccy

NCO 4.8 no nokasaremnto NpeaebHOr0 KOJIMYECTBA YACTHUL] B BO3AYXE pa3MepoM =5,0 MKM.

Krnacc B (B ocHaIlIeHHOM COCTOSIHMH) 10 KOJIMYECTBY a3pO30JIbHBIX YACTHI] COOTBETCTBYET KJIACCy
NCO 5 no konu4ecTBy 4acTULl 000UX yKa3aHHBIX Pa3MepOB.

Knacc C (B ocHaIIEHHOM M 9KCILTyaTUPYEMOM COCTOSIHHSIX) IO KOJUYECTBY a3pPO30JbHBIX YACTHI]
cootBercTByeT Kitaccy MCO 7 u UCO 8 coOTBETCTBEHHO.

Kitace D (B ocHalieHHOM COCTOSIHMM) IO KOJIMYECTBY a3p030JIbHBIX YACTHUIl COOTBETCTBYET KJIACCy
NCO 8.

Jlyis oNTBEpIKIIEHUST KJlacca YHCTOTHI MPUMEHSETCS METOAMKA™, B KOTOPOW pEeriaMeHTHPOBAHBI
KaK MUHUMAJIBHOE KOJIMYECTBO TOYEK I 0TOOpa mpod, Tak U 00beM MPOOkI C YYETOM MPEAETIOB JAHHOTO
KJlacca Ui KOJIMYECTBA YACTHII HAMOONBIIEr0 W3 YKAa3aHHBIX pPAa3MEPOB, a TaKXKe METOJ] OIECHKHU
MOJTyYEeHHBIX JaHHBIX.

13. (6) [nst monTBepskaeHUS Kilacca HeOOXOIMMO UCTIOIb30BATh MOPTATUBHBIC CUCTYMKHU YACTHII C
KOPOTKHUMH TpyOkamu Jjsi oTOOpa Mpo0 M3-3a OTHOCHTEIHHO BBICOKOTO YPOBHS OCAKICHHS YaCTHIL

pazMepoM =5,0 MKM B JUCTaHIIMOHHBIX CHCTeMax AJsi oTOopa mpob ¢ UIMHHBIMU TpyOkamu. B ciydae
CUCTEM OJIHOHANPABIEHHOI'O IOTOKA BO3AyXa JOJDKHBI MCIIOJIB30BATHCS M30KMHETUYECKUE HACAAKU JUIS
otOopa mpoo.

14. (7) lloaTBepxaeHUe Kiacca B IKCIUTyaTUPYEMOM COCTOSIHMM JOIYCTHUMO IPOBOJIUTH BO BPEMs
paboThl WM TPU MOAETHPOBAHUU pabOYMX ONepanuid, WiIM NPU HAMOJHEHUH MHUTATEILHBIMU CpelaMH,
Kak TOro TpeOyeT MOJEIMPOBAHUE CHUTYalMM, MPH KOTOPOM HMHUTUPYIOTCS HPEAEIbHO JOIyCTUMBIE
napaMeTpbl BeJICHUS TEXHOJIOTHYECKOTO Mpoliecca MPH CaMbIX HEOJIaronpHsITHRIX (aKTopax U YCIOBHUSX
(manee - HAaUX YN ciTydait)™*,

IV. MOHUTOPHHI YMCTHIX MOMELIEHNUH U YUCTHIX 30H

15. (8) HeobxonumMo MpOBOAUTH TEKYIIMH MOHUTOPHHI YHCTHIX MOMENICHUH W YHCTBIX 30H B
NepuoJl UX JKCIuTyatauumu. Touku oTrOopa mpoO A TEKyLIEro MOHHMTOPMHIA BHIOMpPAIOT Ha OCHOBE
aHaJM3a PUCKOB U Pe3yJIbTaTOB, MOJYUYCHHBIX NMPH KIACCHU(PUKALMN YUCTHIX TMOMEIIEHUH U (MJIN) YUCTHIX
30H.

16. (9) Jna 30H kiacca A MOHUTOPMHI YacTHIl JOJDKEH INPOBOJUTHCS HENPEPHIBHO HA BCEM
NPOTSDKEHUHM KPUTUYECKOTO Ipoliecca, BKtoyas coopky obopynoBanus. [Ipu HamnexameM 000CHOBaHUH
UCKJTIOUEHHE COCTABJISIIOT MPOLECCHI ¢ TPUMEHEHHEM 3arps3HAIONINX BEIIECTB, KOTOPBIE MOTYT IMTOBPEIUTh
CUETYMK YACTHMIl MM TPEACTaBIATh COOOM OMacHOCTb, B YAaCTHOCTH, >KUBBIE OpPraHU3MbI WU
pazuoIorHuecKasl OMacHOCTh. B TakuX ciy4yasiX MOHHUTOPUHT CIIEAYET OCYIIECTBIISATh BO BpeMs OOBIYHBIX
orepalyii mo HacTpoiike 00OpyAOBaHUs JO MOMEHTA MOSBIEHUS pucka. Takke HEOOXOIUMO MPOBOIUTH
MOHHUTOPHHT BO BpeMs MOJICTUPOBaHM orepanuii. B 30Hax kiacca A MOHUTOPHHT JOJKEH MPOBOIUTHCS
C TaKOM 4YacTOTOW M NIPU TakoM o0BbEeMe OTOMpaeMbIX MPOO, YTOOBI MOXKHO ObUIO 3a(UKCHUPOBATH BCE
BMEIIIATENIbCTBA, CIydaiiHbIE COOBITUS U JIIOOBIC MOBPEXKACHUS CUCTEMBI, a B CIIydae BBIXOJA 3a Mpeel
NPeayNpekACHUsT - MOTHATH TpeBOry. HemocpeacTBEHHO B MeCTe HANOJHEHUS HE BCeria BO3MOXKHO

MIPOJIEMOHCTPUPOBATh HU3KUE YPOBHU YACTHI] PazMepoM = 5,0 MKM B mpoIlecce HAOTHEHHs H3-3a
o0pa30oBaHMs YACTHI] WU Kamelb U3 CaMOT0 MPOAYKTA.

17. (10) Pexomenmyercs, 4TOOBI Takas k€ CHCTeMa MPUMEHSUIAch IS 30H Kiacca B, xoTs wacrota
oT0opa pod MOXKET OBITH MEHBIIEH. BaXKHOCTh CHCTEMBI MOHUTOPUHTA YaCTHUIL JODKHA OBITH ONpeeieHa
3¢ (HEeKTUBHOCTBIO pa3/IeTICHHs] MEXIy PaCloOIOKEHHBIMH PsIZIOM 30HaMu KiaccoB A u B. B 30Hax kiacca
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B MOHHUTOpUHI NOJIKEH NMPOBOAUTHCS C TAaKOW YAaCTOTOM M COOTBETCTBYIOIIUM OOBEMOM OTOMPACMBIX
npo0, 4yTOOBl MOXXKHO OBUIO 3a(h)UKCHPOBATH M3MEHEHMS YPOBHS KOHTAMHUHAIMHM M JIIOOBIC YXYALICHHS
paboThI CUCTEMBI, a B CITyyae BBIX0/1a 32 YPOBEHb TPEBOTH MOXKHO OBIJIO ObI IPUHSTH SKCTPEHHBIE MEPHI.

18. (11) Cuctembl MOHUTOPHHIA a’pO30JIbHBIX YaCTUI[ MOTYT COCTOSITh M3 HE3aBHCHMBIX
CUETYMKOB YAaCTHI, U3 CHCTEMbl IIOCJIEJOBATEIbHO pPACIOJIOXKEHHBIX TOYEK oTOopa mpoo,
MPUCOECTUHEHHBIX TPYOOIIPOBOIOM K OJTHOMY CUETUYHMKY YaCTHII, WJIM OOBEIUHATH 3TU JBa noaxona. [Ipu
BbIOOpE CHCTEM KOHTPOJISI TOJDKHBI YUUTBHIBATHCS TpeOOBaHUS K pa3MepaM yacTull. [Ipu Mcrosib30BaHUH
yJaJCHHBIX CHCTEM 0TOOpa Mpod HEOOXOIUMO YUUTHIBAThH JJIUHY TPYOOK M paguychl U3rHOOB TPyOOK C
Y4eTOM BO3MOXHOCTH OCEIaHus dacTHil B TpyOkax. Ilpu BeIOOpe cHCTEMBl MOHHUTOPHHIa HEOOXOAMMO
TaKXKe YYUTHIBATh JIO00M PHUCK, MCXOMAIIUMI OT MaTepuajoB, HCHOJIb3YEMbIX B TEXHOJOTHUECKOM
mporecce, HampuMmep, HAJIWYME JKUBBIX MHUKPOOPIaHM3MOB WM PAJMOAKTHBHBIX JIEKAPCTBEHHBIX
MpernaparosB.

19. (12) Ilpu uCHOIB30BAHUU ABTOMATU3MPOBAHHOW CHUCTEMBI TEKYIIETO MOHHTOPUHIA O0BEM
npo0® 3aBHUCUT, KaK MPaBHUJIO, OT CKOPOCTH OTOOpa Mpod ucmoib3yeMoil cucteMbl. OObeM mpob mpu
TEKyILlEM MOHHUTOPUHIE MOXET OTIUYAThCS OT 0oObeMma Mpo0 MpH MPOBEACHUU KBATH(PUKALUU YUCTHIX
MOMEIICHUH 1 YHCTHIX 30H.

>
20. (13) B 30Hax kiacca A 1 B MOHUTOPUHI KOHLIEHTPALIUK YaCTHUI] Pa3MEPOM  — 3,0 MKM HMeEeT
oco0oe 3HaueHHE, IOCKOJBbKY OTO SBISETCS BaKHBIM MHCTPYMEHTOM JUArHOCTUKU [UIi PaHHEro

BBISIBJIEHMSI HECOOTBETCTBU. VIHOT1a OKa3aTeNn KOJIMYECTBA YaCTULl pa3MepPOM = 5,0 MKM MOTYT OBITh
OMOOYHBIMU U3-32 3JEKTPOHHOTO IIyMa, IIOCTOPOHHETO CBETA, CIIY4alHOTO CTEUEHHs] 00CTOSTEIbCTB U
npounx ¢akropoB. OJHAKO €CIU CUYETYMK MOCIEIOBATEIBHO M CHUCTEMAaTHYECKU PETUCTPUPYET Maioe
YHCII0 YacTHI], TO 3TO YKa3bIBACT Ha BO3MOXKHOCTh KOHTaMHUHAIIMHU, 4TO TpeOyeT paccienoBanus. Takue
Cllyuad MOTYT 3a0JlarOBPEMEHHO yKa3blBaThb HA HEHMCIPABHOCTb CHUCTEMbl BEHTWIAIMU U
KOHJUIIMOHUPOBAHHUS, YCTAHOBKYM HAIOJHEHMsI WIK CBUJETENbCTBOBATH O HAPYLIEHUM IPaBUJ BO BpeMs
HaJIaJIKU 000PYAOBAHUS UM €r0 SKCIUTyaTalHH.

21. (14) JomycTUMOE KOJMYECTBO YACTHIL JUIsl OCHAIIEHHOTO COCTOSIHUS, YKa3aHHOE€ B TalJuIle,
JOJDKHO JIOCTHIaThCsl IIOCJIE KOPOTKOTO IEpPUOJa OYMCTKH MPOJOJDKUTENBHOCThIO 15 - 20 MHHYT
(HOpMaTHBHOE 3HaUEHHE) IIPU OTCYTCTBHM MEPCOHANA MOCTIE 3aBEepIICHUS paOOTHI.

22. (15) MonutopuHr 30H kiacca C u D B 3KCIUTyaTUPYEMOM COCTOSIHUM JOJIKEH OCYILECTBISATHCS
B COOTBETCTBHUHU C NMPHUHLUIIAMU YIPABJICHUS PUCKaMM JUII KadecTBa. TpeOoBaHMS K YPOBHIO TPEBOTH H
YPOBHIO ACWUCTBUS OYyAyT 3aBHUCETh OT XapaKTepa BBIMOJHAEMBIX ONEpaluii, OJHAKO B JIIOOOM ciyyae
JOJKHO OBITH IOCTUTHYTO PEKOMEHJOBAHHOE 3HAUCHHUE "Mepro/ia OYUCTKU".

23. (16) dpyrue nokasaTenu, Takue Kak TEMIIepaTypa U OTHOCUTENIbHAs BIAKHOCTb, 3aBUCAT OT
NPOAYKIMM M XapakKTepa BBINOJHIEMBIX ONEpalMid. DT mapaMeTpbl HE JOJDKHBI BIUATH Ha
YCTaHOBJIEHHBIE HOPMATUBBI YUCTOTHI.

24. (17) Ilpumepsl omnepauuid, KOTOpPHIE CJIEAYET BBIIOJIHATH B 30HaX C Pa3HbIMM KJaccaMu
YUCTOTHI, IpUBeIeHbl B Ta0unie N 2, a Taxoke B ImyHKTax 35 - 42 Hacrosiuero [IpunosxeHns.

Taéamna N 2
Knacc [Tpumeps! oneparuii 11t IpOLyKIMH, TIOIeKAaeH GUHUIIHON CTepUIIN3aluH (ITyHKTHI
35 - 37 nacrosiiero [lpunoxenus)
A HanosiHeHue npoayKuuu, KOTOPYIO HENb3sl NOJIBEPTraTh PUCKY KOHTaMUHALIMH
C [IpuroTtoBneHne pacTBOPOB, KOTOPHIE HEJNB3sl IOABEPraTh PUCKY KOHTAMUHALIMY.
Hanosinenue npoaykuuu
D IIpurorosineHue pacCTBOPOB U MOATOTOBKA IEPBUYHOM YIIAKOBKH, MaTEPUAJIOB IS
ITOCJICIYIOILEr0 HAIIOIHEHUS
‘ Knacc ‘ [Ipumepsl onepanuii 1Ji1 IPUrOTOBIEHHS B ACENITUYECKUX YCIOBUAX (ITYHKTHI 38 - 42 ‘
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HacTosuero Ilpunoxxenus)
A AcenTuieckoe NPUroTOBICHUE U HAIIOJHEHUE
C [TpuroroBieHHE PacTBOPOB, MOJUISKAIUX DUIBTPALIUU
D Onepanuu ¢ MaTepuaIaMy 0cjI€ MOMKHU

25. (18) Ilpu BBIOJHEHUH ACENTUYECKHX IIPOLIECCOB HEOOXOAMMO TOCTOSHHO MPOBOJIUTH
MHUKPOOHOJIOTUYECKHI MOHUTOPHUHT C HCIIOJIb30BAaHHEM CEAMMEHTAIIMOHHOTO M aCITUPAIIOHHOTO METOIOB
otrOopa mpob Bo3ayxa, oTOopa Mpod C MOBEPXHOCTEH METOJOM CMBIBOB TAMIIOHOM U C MCIOJIh30BAaHUEM
KOHTAKTHBIX IUTACTUH. MeToasl oTOopa mpoO, HCHONb3yeMble B O3KCILUTyaTUPYEeMOM COCTOSIHUH, HE
JOJKHBI HAHOCUTB BPEJl 3aIUTE 30HbI. Pe3ylIbTaThl MOHUTOPUHIA JOKHBI YUUTBIBATHCS IIPU IPOBEACHUN
0030pa J10Che Ha CEpUIO IS BbIJIAUM Pa3pelIeHUs] Ha BBITYCK rOTOBOM Mpoaykiuu. [locie BHIIOIHEHUS
KPUTHYECKHX OIepauuii HeoOXOIUMO MPOBOJUTH MOHHUTOPHUHI TOBEPXHOCTEW W mepcoHana. Taxxke
JOJDKEH TPOBOJUTHCS JOMOJHUTEIBHBI MHKPOOUOIOTHYECKU MOHUTOPHHI BHE TEXHOJOTHMYECKOTO
npoliecca, B YaCTHOCTH, IOCJIE BAJIMAALNU CUCTEM, OUYUCTKH U Ae3UH(EKINN.

26. (19) Pexomenmyemble Tpenenbl MPU MHKPOOHOIOTHYECKOM MOHUTOPHHIE YHCTHIX 30H B
AKCILTyaTUPYEMOM COCTOSIHUM IIpUBEAEHBI B Ta0iuie N 3.

Ta6amna N 3
Kunacc PexoMeHyeMble mpeesibl MUKPOOHON KOHTAMHUHAIIUY (2)
B Bo3nyxe, CenumeHnTanys Ha KoHTakTHBIE OtneuyaTok nepyaTku
KOE/ky0. m YallKy JMaMETPpOM | IUIACTUHBI JUAMETPOM (5 nanbues),
90 mm, KOE 3a 4 4 55 mwm, KOE/nepuarka
(b) KOE/mnactuna
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -
IIpumeyanue:
(a) IIpuBeneHbl cpeiHUE 3HAUEHUS.
(b) OTnenpHbBIC MIACTUHBI ISl CEAUMEHTAIIMH MOTYT SKCIIOHUPOBATHCS MeHEe 4 4acoB.

27. (20) ITo pe3yapTaTaM MOHUTOPHHTA YaCTUI] U MUKPOOPTAaHU3MOB JIOJKHBI OBITH YCTaHOBJICHBI
COOTBETCTBYIOIIME IIPENEibl: YPOBEHb TPEBOIM M YPOBEHb JEHCTBUA. B omepalmoHHBIX INpolexypax
JOJDKHBI OBITH OMMCAaHBl KOPPEKTHPYIONIUE EHCTBUS B CITydae MPEBBIIICHUS 3TUX MTPEICIIOB.

V. U30aupywomias TeXHOJIOTUs

28. (21) Hcnonp3oBaHME H30JUPYIOLIEH TEXHOJIOTMM CBOAMT K MHMHHMYMY BMELIATEIbCTBO
YeJloBeKa B IPOM3BOJICTBEHHBIX 30HAaX, B pe3yJbTaTe 4Yero 3HAUYUTEIIbHO CHUXKAETCS PUCK MHKPOOHOM
KOHTaMHUHAlMM MPOIYKIUH, TPOU3BEACHHON B aCENTUUYECKUX YCJIOBHAX, U3 MPOU3BOACTBEHHON CpEIb.
Cy1iecTByeT MHOTO TUIIOB M30JISITOPOB M IEPENATOYHBIX YCTPOHCTB. M30/TOp M €ro KOMIUIEKTYIOLIUE
JOJDKHBI OBITh CKOHCTPYMPOBAaHBI TaKMM 00pa3oM, 4TOOBI B COOTBETCTBYIOIEH 30HE OOECIIeYMBAIIOCH
HE00X0/IMMOE KauecTBO BO3Ayxa. M30JIATOpbI, U3rOTOBIEHHBIE U3 Pa3HBIX MAaTEPHAJIOB, B OOJBIICH WIH
MEHBUIEH CTENEHU IIOABEPKEHBI MOBPEKICHUIO H30JSIMUMM M pasrepMmerusanuu. llepenarounsie
YCTPOUCTBA MOTYT OBITh PAa3HBIMH: OT KOHCTPYKIMH ¢ OJMHAPHOW WJIM ABOWHOW JABEPHIO A0 MOJIHOCTHIO
IrepMETU3UPOBAHHBIX CUCTEM, BKIFOYAIOIINX YCTPONCTBA ISl CTEPUIIM3ALUH.

29. (22) [lepenaua MaTepraioB BHYTPb U HApYKy HU30JIATOPA SIBISETCS OJHUM M3 CAMbIX OOJIBIINX
MOTEHIMATIBHBIX HCTOYHUKOB KOHTaMHMHAIMH. OOBIYHO NPOCTPAHCTBO BHYTPH H30JIATOpA SBISETCA

91/218

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

| ‘C %EM‘HHII:-II-!Q CtaHpapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

OTPaHUUYEHHOW 30HOW MJI NPOBEACHMS ONepaluil, MPeICTaBISAIONIMX BBICOKME PHUCKHM Ul KayecTBa
OpoayKuu. B To ke Bpems Oomyckaercs, 4To B pabodeil 30HE BCEX TAaKUX YCTPOMCTB MOMKET
OTCYTCTBOBATb JJAMUHAPHBIN ITOTOK BO3yXa.

30. (23) TpeOoBaHus K YHCTOTE BO3AyXa B Cpele, OKPYXKAIOMIEH H30JATOp, 3aBHCAT OT
KOHCTPYKLIMU H30JIATOpPa M €ro HazHadeHus. YHcToTy 3TOi cpelbl He0OOXOAMMO KOHTPOIUPOBATH, M JUIS
acCeNTHYECKOT0 IIPOM3BOACTBA OHA JI0JIKHA COOTBETCTBOBATH, 110 KpaliHEH Mepe, Kiaccy YucToThl D.

31. (24) WzonsaTopsl MOryT OBITH BBEICHBI B OKCIUTyaTallMIO TOJIBKO TOCJIE IPOBEACHHS
COOTBETCTBYIOLIEH Banmuganuu. Bamupanuss JO/DKHA  yYUTHIBATH BCE  KPUTHYECKHE  (aKTOPHI
M30JIMPYIOIIEH TEXHOJOTUH, B YAaCTHOCTH, KAaue€CTBO BO3AyXa BHYTPU U CHApYXHU H30JIATOPA, MOPSIOK
Ne3UH(EKINU U30JATOPA, IPOIECCHI MIEPeaun 1 LEIOCTHOCTh U30JIATOpA.

32. (25) Heo6xomumo MpOBOIUTH HEMPEPBIBHBI MOHHTOPWHT, BKIIOYAIONUII B ceOs YacThle
UCIBITaHUSI TEPMETUYHOCTH U30JI5TOpa U y3JI0B '"IEpUaTKu - pykasa'.

VI. TexHoJiorust ""BbllyBaHue - HANIOJIHEHHE - repMeTH3anus'

33. (26) VYcrpoiicTBO "BblIyBaHME - HANOJHEHHE - TepMeTH3anusa’ TMpeacTaBiIseT co0oi
YCTPOMCTBO CHEUAIBHON KOHCTPYKIMM, I'/I€ B OJIHOM aBTOMAaTH4YECKOM KOMIUIEKCE B TEUEHHE OIHOIO
HETPEPHIBHOTO TEXHOJIOTMYECKOTO IMKJIA M3 TEPMOIUIACTUYHOIO TpaHylsTa (POPMUPYIOTCS YMAaKOBKH,
KOTOpBIE HAIOJHAIOTCA NPOAYKTOM M T'€pMETU3UPYIOTCA. YCTPOMCTBO "BBIAYBAaHHWE - HAIOJHEHHUE -
repMeTusanus’, HCIONb3yEMOE B aCENTUYECKOM IIPOM3BOJCTBE U HMEIOLIEE 30HY Kiacca A ¢
3¢ EKTUBHBIM MTOTOKOM BO3AyXa, MOXKET OBITh YCTaHOBJICHO, MO KpaiiHe#l mepe, B 30He kiacca C mpu
YCIIOBUU HCIIOJNBb30BaHUs OACKIbI, IPUMEHAEMON B 30HaX A KiaccoB A u (wim) B. IIpousBoncTenHas
Cpella B OCHAIICHHOM COCTOSIHUHU JIOJI)KHA COOTBETCTBOBATh YCTAHOBJIEHHBIM HOpPMAaTHUBaM I10 YaCTHIIAM U
MUKpPOOPTraHu3MaM, a B DKCIUIyaTUPYEMOM COCTOSIHUM - TOJIBKO IO MHKpPOOpIraHHW3MaMm. Y CTPOWCTBO
"BBIIyBAaHUE - HAIOJHEHUE - TepMeTh3alus'’, UCMOoJIb3yeMOe B MPOU3BOJICTBE MPOIYKLUHU, MOJJIexKAaIIen
(UHHUIITHON CTepHITU3AINH, JOJDKHO YCTaHABIMBATHCS, IO KpaifHell Mepe, B 30He kiacca D.

34. (27) YuutbiBas OCOOCHHOCTH YyKa3aHHOW TEXHOJOTWH, HEoOXoammo oOpamars ocoboe
BHUMaHHE Ha:

KOHCTPYKIHIO U KBATH(UKALUIO 000PYI0BaHUS;

BAJIMJALIMIO U BOCIIPOM3BOIUMOCTH IIPOLIecCcoB ""ouncTka Ha MecTe" U "crepuiuzanus Ha MecTe";

IIPOCTPAHCTBO YHUCTOI'O IIOMEIIEHUS, KOTOpOE SIBISAETCS IPOU3BOJACTBEHHOW cpenon Uit
pa3MeIeHHOro TaM 000pY/J0BaHUS;

o0y4yeHHe ONepaTopoB U UX OJCIKIY;

JEeWCTBUS B KpUTHUYECKOW 30HE 000PYAOBaHUs, BKIIIOUAs BHIIOJIHEHHUE MOICOCTIUHEHUN U COOPKH B
ACENTUYECKUX YCIOBHSIX /10 Hayalla HallOJTHEHHUS.

VII. Ilpoaykuus, noagsepraemMas (PMHUIIHON CTEPUIH3ALMUT

35. (28) IloaroroBKka KOMIOHEHTOB MIEPBUYHOM YNIaKOBKU M APYTHUX MATEPHUATIOB M MPOU3BOJICTBO
OOJIBIIMHCTBA BUIOB MPOAYKLUHU JOJDKHBI IPOBOJUTHCS B MPOM3BOJICTBEHHOM cpene, MO KpaitHel mepe,
kinacca D, 4roObl oOecneunTh JOCTaTOYHO HU3KUKA YpPOBEHb PHCKOB KOHTAMHMHAIIMM YacTULAMH H
MHUKPOOPTraHU3MaMH, TMOAXOIAMIMN Ui (GUIBTPAMK U cTepuin3anui. Ecin MukpoOHas KOHTaMUHAIMA
NPEJCTABISET BHICOKHE UM OCOOCHHBIE PUCKH IS POAYKIMH (B YACTHOCTH, KOTAA MPOIYKIIUS SABISCTCS
XOpOIIeH MHUTATENbHOW CpeJod Al pocTa MHUKPOOPTaHU3MOB JHMOO €€ CTepMIIM3aLUU TPEALIeCTBYET
JUTUTENBHBINA NIEPUOJT BPEMEHH, JTU0O0 TEXHOJIOTUYECKHIA MPOLECcC BEAETCS MO OOJbIIeH YacTH B OTKPBITHIX
€MKOCTSIX ), [IPUTOTOBJIEHUE CIIEYET OCYIIECTBIISATh B IPOM3BOJACTBEHHOM cpefe Kiacca C.

36. (29) Hamonnenwe mNpOAYKTaMHu, NOMJISKANMMHA (DUHUIIHON CTEpUIM3AMU, JOJKHO
IIPOBOAMTHCS B IPOU3BOJICTBEHHOM cperie, o KpaliHeil Mepe, kiacca C.
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37. (30) Ilpu NOBBIIEHHOM pUCKE KOHTAaMHHALIMM HPOAYKTa OT IMPOU3BOJCTBEHHOW CpEXbl, B
YaCTHOCTH, €CJIM ONEpPALMU HAIIOJHEHUS IPOXOAAT MEAJIEHHO UM YIIAKOBKU UMEIOT IIUPOKOE TOPJI0, WU
UX HEOOXOIMMO JEpKaTh OTKPBITBIMU 00JIee HECKOJIBKUX CEKYHJ 10 TepMETU3aIIH, HAlIOJHEHUE JOKHO
IIPOBOAMTHCS B 30HE Kjlacca A ¢ OKpyXKarollel cpenol, no kpaiHeil mepe, kinacca C. Ilpurorosnenue u
(acoBKy Maseil, KpeMOB, CYCIECH3MHA M 3MYJIbCUI nepel (GUHUIIHON cTepuian3alueld HeoOX0IuMo, Kak
IIPaBWJIO, OCYLLECTBIISITH B IPOU3BOJICTBEHHOM cpene kiacca C.

VIII. AcenTnyeckoe NpoOU3BOICTBO

38. (31) Onepauuu ¢ KOMIOHEHTaMH NIEPBUYHON YIIAKOBKHU M IPYTMMH MaTepHalaMu IIOCIE MOMKH
JIOJDKHBI IPOBOJIUTHCS B IMTPOM3BOICTBEHHOM cpeie, o KpaifHel Mepe, kiacca D. O6paboTKy cTepHIIbHOTO
UCXOJHOIO CBhIpbsi M KOMIIOHEHTOB, €CJIM B JaJbHEHIIEM HE IPEeAyCMOTpEHa CTEepWIM3alMs WIn
crepuiusyromas  puiabTpanys, HEOOXOAMMO OCYIIECTBIATH B paboyeil 30He Kiacca A ¢
IIPOU3BOCTBEHHON Cpeloy Kiacca B.

39. (32) IlpuroroBieHue pacTBOPOB, KOTOPbIE B XOJ€ TEXHOJOTMYECKOTO Mpolecca MOoAIexaT
CTepwiIn3yromed (QuibTpamuu, JOMHKHO MPOBOAUTHCS B MPOM3BOJACTBEHHOW cpene kmacca C. Ecmm
cTepuiu3yomas (GuiabTpanys He MPOBOAUTCS, TO MOJArOTOBKAa MaTEpUANIOB U MPOU3BOJCTBO MPOIYKIUU
JI0JDKHA OCYIIECTBIIATHCA B pabodeii 30He kiacca A ¢ MpOU3BOICTBEHHOM cpenioil kiacca B.

40. (33) OOpaboTKy M HAINOJHEHHE MPOIYKIMH, MPUTOTOBICHHOW B aCENTHYECKUX YCIOBHSX,
HE00X0IMMO MPOBOJIUTH B paboueii 30He Kinacca A ¢ MPOU3BOJCTBEHHOMN cpeoi Kinacca B.

41. (34) Ilepenauy (TpaHCIIOPTUPOBKY) HE OKOHUYATENIBHO YKYINOPEHHBIX MEPBUYHBIX YIAKOBOK C
NPOAYKIHUEH, Hampumep, JIHOQWIN3UPOBAHHOW, MO 3aBEpIICHHs Ipolecca YKYHOPKH HEo0X0IuMO
OCYIIECTBIIAATh WM B 30HE Kjacca A, Haxozsllelcs B IPOU3BOJICTBEHHOW cpele kiacca B, wim B
repMETUYHBIX [I€PEIaTOUYHBIX KOHTEHHEpPaxX B IPOU3BOJICTBEHHON cpenie Kiacca B.

42. (35) IlpuroToBieHrue M HANOJIHEHHE CTEPHIBHBIX Ma3eil, KpeMOB, CYCIIEH3UH W SMYJIbCHH
HE00XO0/IMMO OCYILECTBIIATH B 30HE Kjlacca A, HaXOAsIIeics B IPOU3BOJACTBEHHOM cpefie kiacca B, ecin
MIPOAYKIMS HAaXOJUTCS B OTKPBITBIX €MKOCTSX M B JAJbHEHIIEM HE IOJABEPraercs CTEPUIM3YIOILEH
¢bubTpanum.

IX. Ilepconau

43. (36) B uymcTBIX 30HaxX [OMYCKaeTCs HAXOXKJICHHWE TOJIHKO MHHHUMAIBHO HEO0OXOIUMOTo
KOJIMYEeCTBAa IIEPCOHANA, YTO OCOOCHHO BaXXHO JJISI AacENTHYECKOro Mpou3BojacTBa. IIpoBepku u
KOHTPOJIbHBIE OIEpPaliy, MPU HAIWYHMM BO3MOXKHOCTH, CJIEIyeT HPOBOJUTH, HAXOMIACh 3a MpeAeiamMH
YHCTBIX 30H.

44. (37) Bech mepcoHan (B TOM YHCIE€ MEPCOHAN, 3aHATHIA OYUCTKOM M TEXHHUYECKUM
o0cCITy’)KUBaHHEM), pabOTAOUIN B TAKUX 30HAX, JOJDKEH MPOXOIUTH PEryJIsipHOe 00y4YeHHUE 10 BOMpPOCcaM
HAQ/IJISKAIIET0 IPOU3BOJICTBA CTEPHJIBHOW NPOAYKIMH, BKIIOYas BOMNPOCHl TUIHEHbBI M  OCHOBBI
MuKpobuonoruu. Eciam cymecTByeT HEOOXOIUMOCTh TOTO, YTOOBI IOCTOPOHHHE JIUIIA, HE MPOIIEAIINE
Takoro o0y4eHus (Hampumep, pabOTalOMIME IO JOTOBOPY CTPOUTEIH WM HalaauyuKu 00OpyOBaHUs),
HAXOJWINCh B YHCTOM MOMEIICHUH, TO YKa3aHHBIC JIMLA JOJDKHBI IMPOUTH MOAPOOHBIH MHCTPYKTAX U 32
HUMH JIOJDKHO OBITh YCTaHOBJIEHO CTPOTO€ HAOIIOACHHUE.

45. (38) Bxox B 30HBI CTEPHIIBHOTO NTPOU3BOICTBA MIEPCOHATA, pAOOTAIOMIETO C CHIPhEM M3 TKaHEH
KUBOTHBIX MJIM  KYyJbTYpaMH MHUKPOOPTaHM3MOB, KOTOpBIE HE HCIOJB3YIOTCS B  TEKyLIeM
TEXHOJIOTUYECKOM IIPOIIECCe, TOIMYCKACTCS TOJIBKO B CIIydae, €CJId MEePCOHAN COOJII0aeT yCTaHOBJICHHBIC
MpOIelyphl B OTHOILICHUH BXOJIA.

46. (39) Heo6xoauMo BBIIOIHATH TpeOOBaHMS K JIMYHOM TUTHEHE U uucToTe. [lepconan, 3aHATHIH
B MPOU3BOJCTBE CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEACTB, JOJDKEH OBITh MPOMHCTPYKTUPOBAH O TOM, YTO OH
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00s3aH cooOmiaTh O JIOOBIX OOCTOSTENBCTBAX, KOTOPbIE MOTYT OBITh MPUYMHON pPACHpPOCTPaHECHUS
HE/IOMYCTHUMBIX KOJHMYECTBA WM BUIOB KOHTAMHHAHTOB; NPH BO3HHUKHOBEHHUH TAaKUX OOCTOSITEIHCTB
HEOOXO/UMBI MEPUOANYECKHE MEIMIUHCKUE OCMOTPBI COTPYAHUKOB. J[eHCTBHS, KOTOpBIE HEOOXOIUMO
NPENPUHATh B OTHOIICHUH MEPCOHANA, KOTOPBI MOXKET CTaTh HCTOYHUKOM MUKPOOHON KOHTaMHUHAIUH,
JOJDKHBl  ONPENENATbCS  CHeNMaIbHO  HA3HAYCHHBIM  JIUIIOM,  OOJIQJAIoUMM  HEOOXOIMMBIMH
MIOJTHOMOYHSIMH.

47. (40) B 4ducTHIX 30HAaxX 3alpellaeTcss HOCUTh Hapy4HbBIE 4achl U FOBEIMPHBIE YKpAIICHMs, a
TaKXe UCIOJIb30BATh KOCMETHUKY.

48. (41) IlepeomeBaThCsi W MBITBCS HEOOXOAWMO B COOTBETCTBUH C YTBEP)KICHHBIMH
MIPOU3BOJIUTENIEM MHCTPYKIHUSIMH, pa3pabOTaHHBIMU TaKHUM 00pa3oM, YTOOBI CBECTH K MHHMMYMY PHUCK
KOHTaMUHAIMK OJICKIbI JJIs1 paOOTHI B UUCTHIX 30HAX MJIM BHECEHUS] KOHTAMHUHAHTOB B UHCTHIC 30HBI.

49. (42) OnexJa U ee KaueCTBO JOJKHBI COOTBETCTBOBATH TEXHOJIOIMUECKOMY MPOLECCY U KIaccy
paboueii 30Hb1. E€ HYy>KHO HOCUTH TaK, 4TOOBI 00ECTIEYUTh 3aALIUTY MPOJYKIUN OT KOHTAMHUHALIUH.

50. (43) Onucanue HEOOXOTUMOM OJIEHKIBI JUTSI KXKAOTO Klacca YHCTOTHI MOMEIICHUN TPUBEICHO
HIDKE!

kiacc D: Bosochl, a Takxke 0opoja M ycbl (IIpU HaJMYMHU) TOJDKHBI OBITH 3aKpbIThl. HeoOxoanmo
HOCUTH OOBIYHBIN 3aIIUTHBIN KOCTIOM M COOTBETCTBYIOLIYIO 00YBb MJIM Oaxuibl. J{OJKHBI OBITH MPHHATHI
COOTBETCTBYIOILIME MEPHI JUIS IPEIOTBPAILCHH TF000H KOHTAMHHAIIUHN YHCTOM 30HBI U3BHE;

kiacc C: BOJIOCHI, a Takke 00posia ¥ ycsl (U UX HAJIMYMK) TOJDKHBI ObITh 3aKpbIThl. Heo0xoanmo
HOCHTh KOMOWHE30H WJIH OpIOYHBIA KOCTIOM, IUIOTHO OOJICTarOIIMid 3arsiCThsi M UMEIONINA BBICOKUIN
BOPOTHHUK, a TaKXe€ COOTBETCTBYIOIIYI0 OOyBb MIM Oaxuibl. OT ofexXabpl U OOyBH MPAKTUYECKH HE
JOJDKHBI OTIENSATHCS BOJIOKHA MITH YaCTHUIIBL;

kiacc A/B: ronoBHO# yOOp I0JKEH MOJTHOCTBIO 3aKPBIBATH BOJIOCHI, a Takke 00poay U ycbl (IIpH
UX HAJINYMK), U JOJDKEH OBITh BCTABJICH B BOPOTHUK KOCTIOMA, HA JIMIIE HEOOXOIUMO HOCUTH MACKy IS
NPEJOTBPAILCHUS PACIIPOCTpAaHEHUs KameseK. Takke HeoOXOJMMO HOCHTh COOTBETCTBYIOIIUM 00pa3zoM
MIPOCTEPHIIN30BAHHbIE U HEOIYAPEHHBIC PE3UHOBBIC WM TUIACTUKOBBIC MEPYATKH U MPOCTEPUITU30BAHHYIO
WK TIpoAe3uH(pUIpoBaHHYI0 00yBb. HiKHME Kpasi IITaHUH TOJKHBI ObITH 3ampaBiieHbl BHYTPh 00yBH, a
pyKaBa OJSXKIbl - B MEpUaTKU. 3alUTHAs OACKAAa NPAKTUUYECKU HE JOJDKHA BBIIEIATH BOJOKOH WM
YacTUI] U JOJDKHA 3a/IePKUBATh YaCTUIIBI, OT/ACISIOIIUECS OT Tela.

51. (44) Yinunyro ofex 1y 3anpeniaeTcss BHOCUTh B KOMHATHI JUJIsl IEPEO0IEBAHNs, KOTOPBIE BEAYT B
nomemieHust kinaccoB B u C. Kaxnwiii paboTHUK B 30HE Kiacca A/B nmomkeH ObITh 0OecriedeH YUCTOU
CTepHJIbHOW (IIPOCTEPUIIM30BAHHON WJIM TPOLIEAIIe COOTBETCTBYIOIIYI0 CAaHUTAPHYIO 00paboTKy)
3alIUTHOM OEXI0M Ha Kaxkayto pabouyio cMmeHy. IlepuaTku Bo BpeMmsi pabOThl HEOOXOAMMO PETrYIISIPHO
ne3uHpUIUpoBaTh. Macku U nepyaTku HEOOXO0AUMO MEHSTh, IO KpaiHel Mepe, KKyl CMEHY.

52. (45) Opexnmy JUisi YUCTHIX TOMEIIEHWH HEOOXOAUMO OYHMINATh U 00padaThiBaTh TaKUM
0o0pa3om, YTOOBI OHA BIOCJIEACTBUN HE CTAHOBWJIACH MPUYMHOM KOHTAMUHAIMU. DTH ONEPalMy JOJDKHBI
BBITTOJIHATECS. B COOTBETCTBUHM C YTBEPXKIECHHBIMH WHCTPYKIMAMHU. JIJIi MOATOTOBKM TaKOM OIEXKIIBI
JKeNIaTeIbHO MMETh OTHEeNbHble NpadyeuyHble. HempaBuibHas oOpaboTka OeXkIbl MOBPEXKIACT BOJOKHA
TKaHH, YTO YBEJIMYUBACT PUCK OT/EICHUS YACTHII.

X. [Tomemenus

53. (46) B uyHCTBIX 30HaxX BCE OTKPBITBIE IMOBEPXHOCTH JOJDKHBI OBITh  IJIAAKUMH,
HETMPOHUIIAEMBIMHU M HEMIOBPEKICHHBIMH, YTOOBI CBECTH K MUHUMYMY 00pa30BaHHE U HAKOIJICHHUE YaCTHII
WIA MUKPOOPTaHU3MOB, a TaKKe MO3BOJSATH MHOTOKPATHO MPUMEHSATh MOIOLIUE U, TIPU HEOOXOJUMOCTH,
Ne3uH(UIMPYIONIUE CPECTBA.

54. (47) Jnst yMeHbIICHHs] HAKOTUICHUS! TIBUTH U 00JerdyeHus: yOOpKH B TIOMEIIECHUSX HE JTOJIKHO
OBITh HE MOAJAIOIIMXCSI OYMCTKE YIIyOIeHUH U JOKHO OBITh KaK MOKHO MEHBIIIE BHICTYIAIOMIUX KPaeB,
nojiok, ImkagoB u oOopynoBaHus. JIBepu MOIKHBI OBITh CKOHCTPYMPOBaHBI 0e€3 yIiayOJIeHHH,
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HEIOCTYIHBIX JJI1 OYMCTKH, UCIIOJIb30BaTh Pa3ABIKHBIC IBEPH HEXKETATEIbHO.

55. (48) IlonmBecHble TOTOJNKM JOJKHBI OBITh TEPMETUYHBIMH C IEJIbI0 MPEJOTBPALICHHS
MIOTIAJIaHNsl KOHTAMUHAHTOB U3 MIPOCTPAHCTBA HA/l HUMH.

56. (49) MonTaxx TpyOOIpPOBOIOB, BO3AYXOBOAOB U JPyroro 0oOOpYZOBaHUS HEOOXOIUMO
BBIMOJIHATh TaK, 4TOObI HE ObLIO YyriyONeHW W HE3aKPBITBIX OTBEPCTHIl, a TaKKe OTCYTCTBOBAJIH
MOBEPXHOCTH, HE JOCTYITHBIE JIUIsl OUUCTKH.

57. (50) 3ampemiaeTcs ycTaHaBIMBAaTh PAKOBUHBI M CIUBBI B 30HaX Kiacca A u B, ncnonb3yeMbix
JUISL ACETITUYECKOT0 IPOU3BOACTBA. B pyrux 3oHax HEOOXOAMMO MpeayCMaTPUBATh Pa3pbIB CTPYU MEXTY
000pYyJOBaHUEM U KaHAJIM3aIIMOHHON TpyOoil (BopoHkoii). CTOKM B MOy B YHCTHIX KOMHaTax ¢ Ooisee
HU3KUM KJIACCOM YHUCTOTHl JOJDKHBI OBITH oOOecredeHbl cu(OHAMHM WM THIPO3aTBOPAMH IS
NPEJOTBPALCHUs 00PATHOTO MOTOKA.

58. (51) KomHuaTs!l 151 epeoieBaHusl TOJIKHBI ObITh CKOHCTPYHPOBAHBI KaK BO3IyIIHBIC IITIO3bI U
JIOJDKHBI MICTIONIB30BAThCS U1l 0OeCTieYeHusT (PU3MUECKOro Pa3/eIeHUs] pa3HbIX TAlOB CMEHBI OJCKIbI H,
TakuM 00pa3oM, CBOAMTH K MHUHHUMYMY KOHTAMHHAIMIO 3AIIUTHOM OJEXKIbl MHUKPOOPTaHU3MaMH H
yacturiamu. OHu 10JKHBI 3()(HEeKTUBHO 00TeKaThCs OT(HUIBTPOBAHHBIM BO31yXOM. 30HA MEpe BbIXOJIOM
U3 KOMHATHl (IOMEIIEHUs) AJISl MIEPEeoIeBaHUsl B OCHAILICHHOM COCTOSIHUU JOJDKHA MMETh TOT XK€ Kilacc
YHCTOTHI, YTO M 30HA, B KOTOPYIO OHA BEJET. B HEKOTOPBIX ciydasx Ui BXOJA B UUCTHIC 30HBI U BBIXO/1A
U3 HHUX LIEJIecO00pa3HO MMETh OTIeNbHbIe KOMHATHI (IIOMEIICHUs) Uil mepeojeBanus. Kak mpasuio,
YCTPOWCTBA JUISI MBIThSI PYK JOJDKHBI OBITh TOJIBKO B HaUaje KOMHAT JJIsl TIEPEO/IeBaHMUS.

59. (52) OOGe naBepw BO3AYUIHOTO MUII03a HE MOTYT OBITH OTKPBITHI OAHOBpEeMEHHO. Jlns
NPEJOTBPAICHUS OAHOBPEMEHHOI'O OTKpBIBaHUS 0ojiee OAHOM JBEpH NOJKHA paboTaTh OJIOKUPOBOYHAS
crcTeMa UM CUCTeMa BU3YalbHOTO U (MJIM) 3BYKOBOT'O MPEAYIPEKICHHS.

60. (53) Ilomaya oT(UIBTPOBAHHOTO BO3AyXa JOJDKHA MOJAEP)KUBATH MOJOKUTEIbHBIN Mepernan
JaBJICHHUs] OTHOCUTENILHO MPOU3BOJCTBEHHBIX 30H C 00JIee HU3KUM KJIACCOM IPH BCEX pabouux YCIOBUSX,
a BO3JYLIHBIH MOTOK JOJDKEH 3(PPEKTUBHO 00TeKaTh 30HY. CMEXHbIE MOMELICHHUS C Pa3HBIMH KJIACCAMU
YHCTOTHI JOJDKHBI UMETh pasHuily B faBieHun 10-15 ITa (HopmatuBHOe 3HaueHue). Ocoboe BHUMaHHE
ClleAyeT YJIeNATh 3alluTe 30HBl HAWOOJBIIMX PHUCKOB JUIA KauecTBa MPOJYKIHMHU, TO €CTh
MIPOM3BOJICTBEHHON cCpejie, HEMOCPEACTBEHHOMY BIIMSHHUIO KOTOPOHM IOABEpPraeTcsl MNPOAYKIMS WIH
OYMILECHHBIE KOMIIOHEHTbI, KOHTAaKTUpYIOIIME ¢ Mpoayknued. JlomyckaioTcsi pa3Hbleé BapHaHTHI B
OTHOIICHUU MOJAYM BO3AyXa W Iepenasa AaBICHHMA, KOTOPble MOTYT MOTPEOOBATHCS U3-3a MPHUCYTCTBUS
HEKOTOPBIX MaTEpUaloB, B YAaCTHOCTH, IMATOTCHHBIX, BHICOKOTOKCHYHBIX, PaJMOAKTHBHBIX WJIH KHUBBIX
BUPYCOB MJIM OAaKTEPHAIBHBIX MAaTEPHUAIOB, WIM MPENapaToB U3 HUX. [ HEKOTOPHIX OINEpanuii MOXeT
OBITh HEOOXO0IMMA JIEKOHTAMHUHAIIMS TTOMEIICHU U 000py0oBaHusS U 00paboTKa BO3ayXa, YAAIIEMOTO U3
YUCTOU 30HBI.

61. (54) HeoOxonuMo MOATBEpAMTH, YTO HANPABICHHUE BO3IYIIHBIX IOTOKOB HE MPEICTABISET
PUCKOB JUIsI KOHTAaMHHALMU TPOAYKTa, B TOM YHCJE, CJEIyeT YAOCTOBEPUTHCS, UYTO B 30HY,
NPEJCTABISAIONIYI0 HAaUOOJNBIINE PUCKH JAJS KadecTBa MPOAYKTA, C BO3AYIIHBIM IMOTOKOM HE MOCTYHAIOT
YacTUIIbl, MCTOYHUKAMH BBIICTICHUS KOTOPBIX SIBISAIOTCS OOCTYXHBAIOIIMM I€PCOHAJ, BBIOIHSIEMAs
orepanus Wi 000pya0BaHHE.

62. (55) HlomkHa OBITH MPEIyCMOTPEHA CHUCTEMAa aBApUWHOTO OIOBEIICHHUS 00 OTKa3e CHUCTEMBI
BeHTHISIMK. Eciiu pasHuIa B 1aBJICHUU MEXKIY ABYMS IIOMEIICHUSMHU SBIISCTCS KPUTHUHON, MEKIY HUMH
HEOO0XO/IMMO YCTaHOBUTh JAaTYMKU MeEpenaja JaBjiIeHUs. 3HAYCHHs Iepernajga AaBlIeHHs HEo0X0IUMO
PEryJIsipHO 3aUCHIBATh WK O()OPMIIATH JOKYMEHTAIBHO UHBIM CIIOCOOOM.

XI. O6opynoBanue

63. (56) He momyckaetcsi, 4TOOBI 4epe3 MEPEropoaKy, OTACISIONIYI0 30HY Kiacca A umu B ot
MIPOM3BOJICTBEHHON 30HBI ¢ Oojiee HHM3KOW UMCTOTOW BO3[yXa, MPOXOJWJIa JIGHTAa KOHBEiepa 3a
UCKIIIOYEHUEM CJIy4yacB, KOTJa caMa JIEHTa IMOJBEPracTcsi HENPEPHIBHOM CTEpUiIM3aluu (HalpuMmep, B
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CTEPHJIN3AIMOHHOM TYHHEJIE).

64. (57) ObopynoBanue, GUTHHTU (MECTa COCINMHEHUS) U 30HBI OOCTY>KWBAaHUS PEKOMEHIYETCS
MPOEKTHPOBATh M yCTAHABIMBATh TaKUM 00pazoM, 4ToObI paboThl ¢ 0OOPYAOBAaHHEM, €TO0 TEXHHUECKOE
o0CITy’)KUBaHHE M PEMOHT MOXXHO OBUIO NPOBOJUTH CHApPYX M 4YHUCTOW 30HBL Ecnmn HeoOxommma
CTepUJIM3AIHs, TO OHA JOJDKHA OBITH IPOBECHA MTOCIIe MAKCUMAJIBHO MOJIHOM cOOpKH 000PYIOBAHHUS.

65. (58) Ecnu Texnuueckoe o0cmyKuBaHHE 000PYAOBaHMs ObUIO TPOBEIECHO BHYTPU YHCTON 30HBI
U HEeoO0XOAWMBIE HOPMBI YHUCTOTHI U (WJIM) aCENTUKH ObLTM HapyIIEHBI BO BpeMs 3TOH paboOThl, TO 30HA
JOJDKHA OBITH OUMINEHA, POAC3UH(UITMPOBaHA U (MIIH) MPOCTEPUIN30BaHa (B 3aBUCUMOCTH OT TOTO, YTO
MOJIXOAUT) 10 BO30OHOBIICHHS MTpOIECca.

66. (59) YcTaHOBKM /17151 IOATOTOBKY BOJBI M CUCTEMBI €€ PaclpeesIEHUs CIelyeT IPOEKTUPOBATh,
KOHCTPYUPOBaTh M OKCIUIyaTHpPOBaTh TakK, 4YTOOBI OO0ECNe4YnTh HaJEeKHOE O0OecleueHue BOJOU
COOTBETCTBYIOIIETO KauecTBa. VX HeNb3sl 3KCILTyaTHpOBATh CBEPX NPOEKTHOM MomHocTH. Bony ms
MHBEKIUNH HEOOXOAUMO MPOU3BOANTE, XPAHUTh U PACHPEACTATh TAKUM 00pa3oM, 4TOObI MPEIOTBPATHTD
POCT MUKPOOPTraHU3MOB, HAIIPUMEP, 33 CUET €€ MOCTOSTHHOM MUPKYJISIIKU IpU TeMiepatype Boime 70°C.

67. (60) Bce obopynoBaHue, Takoe KaK CTEPUIM3ATOPBI, CUCTEMBbI OOpaOOTKH U (QHUIBTpAILUH
BO3/yXa, BO3/YIIHbIE U Ta30Bble (PUIBTPHI, CHCTEMBI 00pabOTKH, MMOIyUYeHHs], XPAaHEHUs ¥ pactpeaeIeHHs
BOJIbI JIOJDKHBI TIOJUIEKATh BANUJAIMY M TUIAHOBOMY TEXHHYECKOMY OOCIYKHBAaHUIO, a HA UX MOBTOPHOE
BBE/JICHHE B JKCIUTyaTalMIO JIOJDKHO OBITh BBIJAHO pa3pelIeHHE JHIIOM, MMEIOUIMM COOTBETCTBYIOLIHE
MIOJTHOMOYHSI.

XII. CannTapHas o0padoTka

68. (61) CanurapHas o0pabOTKa YHUCTHIX 30H UMEET 0C000 Ba)KHOE 3HAUYCHHE. 30HBI HEOOXOIMMO
TIIATEIbHO OYMIIATh B COOTBETCTBUU C YTBEP)KICHHOM NPOU3BOJAMTEIEM MHCTpyKIHMed. B cmyuae
NPOBEACHUS JIe3UH(PEKIUHN JOKHBI TPUMEHITHCS HECKOJIBKO THIIOB JI€3WHHUIMPYIONUX CcpeaAcTB. s
BBISIBJICHUS Pa3BUTHUSl PE3UCTEHTHBIX HITAMMOB MHUKPOOPTraHM3MOB HEOOXOAMMO MPOBOAMTH PETYJISPHBIMA
KOHTPOJIb.

69. (62) Moromue u Ie3nHPUIHPYIONIHE CPECTBA HEOOXOIUMO KOHTPOJIUPOBATH B OTHOIICHUH
MHUKPOOHOJIOTUYECKOH YUCTOTHL. WX pacTBOpBHl HEOOXOAMMO JepXkaTh B MPEIBAPUTEIBHO OYHUILEHHBIX
KOHTeWHepax (Tape) M XpaHUTh JIMIIb HAa MPOTSDKEHHHM YCTAHOBJIGHHBIX CPOKOB, 32 HCKIIIOUEHHEM TeX
pacTBOpOB, KOTOpBIE MPOCTEPHIN30BaHbl. Moromue U Je3uHPUIHMPYIONIUE CPEICTBA, UCIOIb3yeMbIe B
30Hax Ki1accoB A u B, mepen ucronp30BaHUEM JOJKHBI ObITh CTEPUIIbHBIMU.

70. (63) dns cHIDKEHUsSI MUKPOOHOM KOHTAaMHHAIIUHM B HEJOCTYITHBIX MECTaX MOKET OBbITh MOJIe3HA
(dymuranus YuCThIX 30H.

XIII. TexHos0rn4ecKuii mpouece

71. (64) Ha Bcex cragusx MpOMU3BOJACTBA, B TOM 4MCIE HA CTaAMAX, NPEAIIECTBYIOLIUX
CTEpHIIN3AIINH, HEOOX0IMMO IPUHUMATh MEPBI, CBOJAIINE K MUHUMYMY KOHTaMUHAIIUIO.

72. (65) IIpou3BOACTBO JEKAPCTBEHHBIX CPEACTB MHUKPOOHMOIOTMYECKOTO MPOUCXOXKICHHUS WIH
HATOJIHEHUE WUMHU B 30HAX, HCIOJb3YEMBIX Ui MPOU3BOJICTBA JAPYIHX JIEKaPCTBEHHBIX CPEICTB, HE
nomyckaercsi. BakimHel, cogepxaniiue youTsle MUKPOOPTaHU3MBbl WM OaKTepHUaIbHbIe SKCTPAKTHI, OCTE
WHAKTHBALlUK MOTYT OBITb pacacoBaHbl B TeX K€ TIOMEIIECHHUSIX, YTO U JPYrHe CTepUIIbHBIC
JIeKapCTBEHHBIE CPEJICTBA.

73. (66) Bamumpauus npoueccoB, NPOBOJMMBIX B aCENTHYECKHX YCIOBHUSX, JOJDKHA BKIHOYATH
MOJICIMPOBAaHUE TIpoLecCa C HCMOJIb30BAHUEM IHMTATENBHONW Cpelbl (HAMOJHEHHE MUTATEIbHBIMU
cpenamu). IluratenpHylo cpeny HeoOXOAMMO BBIOMpAaTh C Y4YETOM JICKAPCTBEHHOH  (OpMBI
JICKapCTBEHHOTO Tpernapara, a TaKKe CEJIeKTHBHOCTH, MPO3PAYHOCTH, KOHIEHTPALUH WU MPUTOJHOCTH

96/218

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

| ‘C %EM‘HHII:-II-!Q CtaHpapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

MUTATEIBHOM CPeIbl ISl CTEPUITU3ALHH.

74. (67) MonenupoBanue mporecca I0KHO Haubosiee TOUHO UMHUTHUPOBATh CEpUIHBIN IMpolece
aceNnTUYeCKOro MPOM3BOJCTBA M BKIIOUATh B CeOs €ro mocienoBaTelbHbe KpUTHYECKHE cTaauu. Taxke
HEOO0XO/IMMO YYHUTHIBATh Pa3UYHbIE BMEIIATEIbCTBA, KOTOPhIE MOT'YT BO3HHUKHYTH BO BpeMsI OOBIYHOTO
IIPOU3BOJCTBEHHOTO MTPOLIECCA, a TAKKE CUTYallMH "HauXyALIero ciy4qas'.

75. (68) MogaenupoBaHue mpolecca NMpU MEpBOHAYAIbHOW BaJIMJalMU JOJDKHO BKJIKOYATH TPU
MOCTIeIOBATEIbHBIX YAOBICTBOPUTEIBHBIX UCTBITAHUS JUIS KaXKJI0W CMEHBI onepaTopoB. B manmbHelimem
UX HEOO0XOIMMO MOBTOPATh YEPe3 YCTAHOBJICHHbBIE MPOMEKYTKH BPEMEHH, a TaKKe IOcCie JII00Ooro
CYILIECTBEHHOT'O M3MEHEHUS B CHCTEME BEHTWJIAILMM M KOHIUIIMOHUPOBAHMS BO3JyXa, B 00OPYAOBaHHH,
npolecce Wik KolndecTBe cMeH. Moaenpyoye Mpouecc NCIBITaHUs JOJKHBI TIOBTOPSITHCS JIBAXK/IbI B
TOJ I KaX/10i CMEHBI ONEPaTOPOB U KaXK0T0 MpoIiecca.

76. (69) KomnyecTBO KOHTEHHEpPOB (MEPBUUHBIX YIMAKOBOK), MpeIHa3HAUYEHHBIX 7S (PaCOBKH
MUTATENbHBIX CpPel, AOJDKHO OBITh JOCTATOYHBIM, YTOOBI 00ECIEUUTh JIOCTOBEPHYIO OICHKY. B ciyuae
HEOOJIBIINX CepUil KOJIMYECTBO KOHTEHHEPOB Uil (pacOBKU NMUTATEIBHBIX CPEJ JOJDKHO, KaK MHHHUMYM,
COOTBETCTBOBATh pa3Mepy cepuH MNpoAyKuuu. HeoOXoaumo CTpeMUTbcs K OTCYTCTBHIO pOCTa
MHUKPOOPI'aHU3MOB, ITPHU ATOM MOAJIEKAT MPUMEHEHHUIO CIIEAYIONINE HOPMBIL:

a) ecnu HamonHsaum MeHee S5 000 eauHUI] TPOAYKIUH, HE JOJDKHO OBITh HHU OJHOM
KOHTAMUHUPOBAHHOM €JMHULIBI;

0) eciu HanonHsTH OT 5 000 10 10 000 enuHUIT TPOAYKIIUH, TO:

onHa (1) KOHTaMMHHpPOBaHHasl €AMHUIA SBISETCS OCHOBAHMEM JUISl PACCIEIOBAHUS NPUYUH H
MIOBTOPHOM (haCOBKH MUTATEIBHBIX CPE;

nBe (2) KOHTAMHUHUPOBAHHbIE E€AMHUIBI - TPOBOAMTCS paccieloOBaHUE NPUYMH U TOBTOPHAS
BaJIMJAIINS;

B) eciu HanoJHsu cBbiiie 10 000 enuuui, To:

onHa (1) KOHTaMUHMPOBAaHHAs €IUHHIIA SBJISIETCS OCHOBAHUEM JUISL PACCIeIOBAHUS IPUUHH;

nBe (2) KOHTaMHUHUPOBAHHbIE E€IMHUIBI - TPOBOAMTCS paccielOBaHHE NPUYMH U TOBTOPHAS
BaJIMJIALIHSL.

77. (70) ITpu m1060M KOJIMYECTBE MEPBUYHBIX YMAKOBOK C MUTATEIBHON CPENoW MEepHOANYECKHE
cllyyau OOHapyXeHHs MUKPOOHON KOHTaMHMHAIMM MOTYT yKa3blBaTh Ha HaJM4Yue HEOOJBIIUX ypOBHEH
KOHTAMUHAHTOB, 4YTO JOJDKHO OBITH pacciefoBaHo. [Ipu oOHapyKeHUHM 3HAYUTEIBHOM MHKPOOHOM
KOHTaMUHAIMM HEOOXOJMMO PacCMOTPETh BO3MOXHOE BIHMSHHE HAa CTEPUIBHOCTH CEpUH, BBIMYIEHHBIX
1ocye MPOBEACHNUS TOCIEIHUX YCICIIHBIX UCIIBITAHUN C HAITOTHEHUEM MHUTATEeIbHBIMU CPEIaMHu.

78. (71) Heobxomumo obecnieuuTs YCIOBUS, IPU KOTOPBIX J1I00ast BaIMIAIMS HE CO3AAaeT PUCK IS
TEXHOJIOTUYECKUX MPOLIECCOB.

79. (72) Wcrounuku BomocHaOXeHUs, 000pyIOBaHHUE JJIsl MOJATOTOBKH BOJBI M MPUTOTOBIICHHAS
BOJIa MOJAJICKAT PETYIIPHOMY MOHUTOPUHTY HA HAIWYHE XUMHUYECKUX U OMOJIOIMYECKMX KOHTAMHHAHTOB
U B HEOOXOIUMBIX CIIydasX Ha HSHIOTOKCHUHBI. Pe3ynbTaThl MOHMTOPWMHTA M JIIOOBIX MPEIIPUHATHIX
neicTBuil He0OXOIMMO 0(OPMIIATH JOKYMEHTAIBHO.

80. (73) B wuucThIX 30HaX, OCOOCHHO B XOJ€ IHpOIlecca ACENTUYECKOTO IPOM3BOJCTBA,
JesITeIbHOCTD MepCcoHala JI0JKHA ObITh MUHUMAIIBHOM, a €ro mepeIBIKEeHHUE JOKHO OBITh Pa3MEpPEHHBIM
U KOHTPOJHPYEMbIM BO H30ekaHWE W30OBITOYHOTO BBIIEICHUS YaCTUI M MHKPOOPTaHU3MOB,
00YCJIOBJICHHOTO TMOBBIIIEHHON JIBUTaTeIbHON aKTUBHOCTHIO. TemmepaTypa U BIQKHOCTb OKpY’Karomien
cpeabl JODKHBI OBITh HE OUYEHb BBICOKMMH, YTOOBI HE CO3/aBaTh IHCKOM(pOpPTa C YYETOM CBOWCTB
HCIIOJIB3YEMOM OJEHKIBI.

81. (74) MukpoOHasi KOHTaMUHAIUA MCXOAHOTO CBIPbSI M MAaTE€pHajoOB JIOJDKHA OBITh
MuHUMaNbHOU. CriennuKanuu Ha HUX JOJDKHBI BKIIIOUATh B ce0si TpeOOBaHUS K MHKPOOHOIOTHYECKON
YHCTOTE.

82. (75) B wumcThIX 30HaX HEOOXOOUMO CBOIUTh K MHMHUMYMY HaJH4Ue KOHTCHHEPOB U
MaTepHasIOB, OT KOTOPHIX BO3MOXHO OTAEJICHUE BOJOKOH.

83. (76) HeoOxomuMo npUHUMATh MEpbl IO MPEIOTBPALICHHIO KOHTaMUHAIIMM TOTOBOU
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MPOAYKIIUHN YaCTULIAMH.

84. (77) Ilo oxoHYaHMHU TpOLIECCAa OUYUCTKH KOMIIOHEHTOB, KOHTEHHEPOB U 00OPYJIOBaHUS ¢ HUMHU
HE00X0IMMO 00XOAUTHCS TaK, YTOOBI HE POUCXOMIIA UX MIOBTOPHAS KOHTAMUHAIIHS.

85. (78) HHrepBanbl BpeMEHM MEXIYy MOWKOW, CyIIKOW M CTEPWIN3aLMEd KOMIIOHEHTOB,
KOHTEHHEPOB U O0OPYIOBaHUS, a TAKXKE MEXKIYy UX CTEpWIM3ALMEH U MOCIEAYIONIMM HCIIOJIb30BaHUEM
JOJDKHBI OBITh MHUHUMAIBHBIMH W HMETh OrpaHHYEHHE II0 BPEMEHM, COOTBETCTBYIOIIEE YCIOBHSM
XpaHEHHUSI.

86. (79) Bpems Mexay HadagoM MPUTOTOBIEHUS pacTBOpa M €ro CTepwiIM3aluedl win
CTepUIM3yIomel QuibTpanueil MODKHO ObITh MHUHUMANbHBIM. J[Mg Kaxaoro BHIAa NPOSYKIHUU
HEOO0XO/IMMO YCTAaHOBUTh MAaKCHMAJIbHO JOMYCTUMOE BpEMsl C YYETOM €€ COCTaBa U YCTaHOBJIEHHOTO
MOpsiIKA XpaHEHHS.

87. (80) [Ilepen crepunmu3anueii HEOOXOAMMO KOHTPOJIUPOBATH YPOBEHb MHUKPOOHOU
KOHTaMUHAIMHU. [I0JKHBI OBITh YCTAaHOBJICHBI pabo4re TPaHUIlbl KOHTAMHUHALMN HEMOCPEICTBEHHO Tepes
CTepHIIN3aINeH, KOTOPbIEe COOTHOCATCS C 3()(HEKTUBHOCTHIO UCTIONIB3YEMOr0 METOa. Y POBEHb MUKPOOHOH
KOHTAMUHAIIMM HEOOXOIUMO KOJIMYECTBEHHO OMNpPENeNATh JUIS KaXA0H cepurd Kak MpOIyKIHH,
HATOJHEHHOW B aCENTHUYECKUX YCIOBUAX, TaK M MPOAYKIUH, IOABEPraeMoi (PMHUIIHON CTEpHIIN3AIIUH.
Ecnu s ekapcTBEHHBIX IMPENaparoB, MOJABEpraeMbIX (PMHUIIHON CTEpHIIM3allMK, YCTAaHOBJIEHBI Oojee
KECTKHE TapaMeTpbl CTEPWIM3ALMM, YPOBEHb MHKPOOHOW KOHTaMUHALIMM MOXXHO KOHTPOJHPOBATH
TOJIBKO Yepe3 COOTBETCTBYIOIIME MHTEPBAJIBI BPEMEHH cOrjacHO rpaduky. [Ipu ucrnons3oBaHMM CHCTEM
BBIITyCKa [0 TTapaMeTpaM OIpeie]IeHne MUKPOOHOH KOHTAMHUHAIIMM HEOOXOIUMO MPOBOAUTH JUTS KAk IOH
CepUM U paccMaTpHUBaTh KaK HCOBITAaHHE B Ipolecce MPOU3BOACTBA. [IpM HEOOXOAMMOCTH OIHKEH
OCYIIECTBIISATHCSI KOHTPOJIb YPOBHSI HJOTOKCHHOB. Bce pacTBOphl, 0COOCHHO MH(Y3MOHHBIE KUIKOCTU
Oompmioro  o0beMa, HEOOXOIMMO TMOJBEpraTb CTEPUIM3YIOLIEH (QUIbTpAalMM IO BO3MOXKHOCTHU
HETIOCPEICTBEHHO IePe/] HAITOTHEHUEM.

88. (81) KomnoHeHThI, KOHTEIHEPHI, 000pyI0OBaHKE U JIOOBIE APYTUe NPeAMEThI, HeOOXOAUMbIE B
YHCTOW 30HE, OCOOCHHO TpU padoTe B ACENTUYECKUX YCIOBUAX IOJDKHBI OBITH NMPOCTEPUIM30BAHBI H
nepeanbl Ty/la yepe3 BMOHTHPOBAHHBIN B CTEHY NMPOXOJHON CTEPHIIN3ATOP C JBYCTOPOHHUM JOCTYIIOM
WIA UHBIM CIIOCOOOM, TIPEAOTBPAIIAIONUM KOHTaMUHAIHI0. Heroproyne ra3sl JODKHBI IPOXOAUTH Yepes
GUIBTPBI, 3aAEPKUBAIOIINE MUKPOOPTaHU3MBI.

89. (82) D dexTHBHOCTH JII0O0T0 HOBOTO MpoIiecca A0KHA ObITh MOATBEPKACHA MTPU BaJIHIAIIH,
KOTOPYIO HEOOXOJUMO pETYJIIPHO TOBTOPSATH B COOTBETCTBHM C IUIAHOM, YYHTBHIBAIOIIUM Tpaduk
HKCIUTyaTalliy, a TAKXKE MPH JII0OOM 3HAUUTEIbHOM U3MEHEHUH B MpoLIecce Wik 000pyI0BaHUU.

XIV. Crepunianzanus

90. (83) Bce mporeccsl crepwiHM3alie  JODKHBI MpoiTH Banmupganuio. Ocoboe BHUMaHHE
HE00X0/IMMO, €CIM MPUMEHSIEMbI MeTOJA CTepuiu3aluu He omucaH B ['ocynapcTBeHHO# (apmakonee
Poccuiickoit denepanuu WIM HUCIONb3YETCA I NPOAYKTA, HE SIBIIAIOLIETOCS IIPOCTHIM BOAHBIM HIIU
MAacJIIHBIM PacTBOPOM. IIpeamouTuTenbHbIM SBISIETCS METOJA TEPMUYECKOH crepuiauzanuu. B mobom
ClIydae METOJ CTEPHIIN3ALUH JIOJHKEH COOTBETCTBOBATD JIMLIEH3UU HA MIPOU3BOJICTBO U PETHCTPALIUOHHOMY
J0CBE.

91. (84) Ilepen BrIOOpPOM ITFOOOTO TpOIECCa CTEPUIIM3ANMUA HEOOXOIUMO MPOJAEMOHCTPUPOBATH C
MOMOIIBI0 (PU3NYECKUX M3MEPEHHUN U, €CIIM BO3MOXHO, OMOJIOTHUECKUX WHAWKATOPOB, YTO OH MOAXOUT
JUIsL TaHHOW MPOAYKIMU U 3(P(HEKTUBEH ISl TOCTHKEHUS HEOOXOIUMBIX YCIOBUI CTEPHIIM3AIMH BO BCEX
YacTAX KaXJO0To TUMa 3arpy3ku. Bamupanuio mporecca HE0OXO0IUMO MOBTOPSATH Yepe3 YCTaHOBJICHHBIC
rpaduKOM TIPOMEXYTKH, HO HE pEXe OJHOr0 pa3a B TOJA, a TaKKe BCErja B CIlydyae BHECCHHS
CYLIECTBEHHBIX U3MEHEHHI B 000pyaoBanue. Heo0XoauMo XpaHUTh 3alUCH C Pe3yIbTaTaMH.

92. (85) [Ana s¢d¢exTuBHON CTEpHIIM3ALUN BEChb MaTepuall B LEJIOM JIOJKEH OBITh MOABEPTHYT
HE00X01MMOi 00paboTKe, a MPOLECC OPraHN30BaH TaKUM 00pa3oM, YTOOBI TapaHTHPOBATh, YTO JOJDKHAS
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3G HEKTUBHOCTH OyIET JTOCTUTHYTA.

93. (86) [lna Bcex MpOLECCOB CTEPUIM3AIMU JOJDKHBI OBITH pa3padOTaHbl U JOJDKHBI MPOUTH
BaJTUIAIHIO CTIOCOOBI 3arPy3KH.

94. (87) llpumeHeHune OHMOJOTHYECKMX HHIMKATOPOB JOJHKHO pPAacCMaTpPUBATBCA TOJBKO Kak
JOTIOJTHUTEIBHBIN METOA KOHTPOJIS CTepUIIM3alnu. bruomornyeckue MHAMKATOPbl HEOOXO0AUMO XPaHUTh U
UCTOJIb30BaTh B COOTBETCTBHM C HMHCTPYKIUSAMH TPOM3BOJMTENS, a HMX KayecTBO KOHTPOJIHPOBATH
METOJAaMHU MO3UTHUBHOTO KOHTPOJS. B ciyyae Mcmosnb30BaHus OMONIOTHYECKUX WHAUKATOPOB HEOOXOIMMO
IPUHATH CTPOTHE MEPBI, TPEA0TBPALIAIOIINE MUKPOOHYIO KOHTAMUHAIMIO OT CAaMUX MH/IUKATOPOB.

95. (88) JlomxHBI OBITH YETKO OINpENeIeHbl Mephl, 00ECIEUNBAIOLINE pa3elieHUe MPOTyKIIH,
MpoLIEeAUIe U HE Ipolleuei crepunuszanyio. Ha kaxIol KOp3uHE, JOTKE WIM APYrOM €MKOCTH IS
NPOAYKIUHN WM KOMIOHEHTOB JIOJDKHA OBITh YeTKasl 3TUKETKAa ¢ HAaMMEHOBAaHUEM MarepHaja, HOMEpOM
CepuM M YyKa3aHHMEM, IMpolLIeNl OH CTepuiau3anuio uiaxn HeT. [lpu HeoOXomaumMocTd MOTyT OBITh
MCTIOJIb30BAaHbl TAKUE WHAMKATOPHI, KaK aBTOKJIABHAs JICHTA, JUIsl YKa3aHUs TOTO, MPOILIA JIU cepusi (WiIH
YacTh CEpUH) MpOIlecC CTEPUWIN3ALUHU, OJHAKO OHU HE al0T JOCTOBEPHOTO MOATBEPXKICHHS TOTO,
JEMCTBUTENLHO JIU CEpUs CTEPHIIbHA.

96. (89) [lnst xaxxa0ro 1MUKIa CTEPUIM3ALUNA HEOOXOIUMO COCTABIATH 3aIMCH, KOTOPHIE JOJKHBI
OBITH YTBEPKJICHBI B paMKaXx MPOIeyphl BbIIAYX PAa3pEIICHUS Ha BBIITYCK CEPHH.

XV. TepMuueckasi crTepuIn3anus

97. (90) Kaxxaplif UK TEPMUYECKON CTEPUIIM3AIMU J0JDKEH OBITh 3allMCaH B BHJE JTUArpaMMbl B
KOOpJAMHATaX BpeMs-TeMIIepaTypa B JOCTATOYHO OOJBIIOM MaciiTabe WM OBITh 3apeTUCTPUPOBAH C
MOMOIIIBIO JIPYTOTO COOTBETCTBYIOLIETO OOOPYAOBAaHUS, HMMEIOUIET0 HEOOXOAMMYIO MpPaBUIBHOCTh H
TOYHOCTh. MECTO PpacCHOJIOKEHUSI TEMIIEPATyPHBIX IaTYMKOB, HCIOJB3YEMbIX Ui KOHTPOJsA U (WIN)
3aIlUCH, TOJKHO OBITH OIPEENIEHO BO BpeMsl BAIMAALINU U B Clydae HEOOXOJMMOCTH TaKKe MPOBEPEHO C
MOMOIIBIO APYTOTO HE3aBUCHMOTI'0 TEMIIEPATYPHOT'0 IaTYHKA, PACHIOJI0KEHHOTO B TOM KE MECTE.

98. (91) [omyckaercs MCHOIB30BaTh XUMHUYECKHE W OMOJIOTMYECKHE WHAWKATOPHI, HO OHU HE
JOJDKHBI 3aMEHSTH TPOBEACHUE (PU3HMUECKUX U3MEPEHUI.

99. (92) JJomxHO OBITH MPETYCMOTPEHO JOCTATOYHOE BpeMsl, YTOOBI BECh 00BEM 3arpy3KH JOCTHUT
HEOO0XOIMMOW TEeMIIepaTyphl 10 TOro, Kak OyIeT HayaT OTCYET BPEMEHU CTEPHIIM3ALUHU. DTOT MEPHO
TOJDKEH OBITH OIpeIesieH sl KaKIO0Tr0 TUIA CTEPHIIN3YEMO 3arpy3KH.

100. (93) Ilocne 3aBepuieHHs BBICOKOTEMIEPAaTYpHOH (pa3bl IMKIA TEPMUUYECKOW CTEPHIU3AINH
JIOJDKHBI  OBITh  OPUHATBL  MEPbl  NPEAOCTOPOXKHOCTH,  NPEAOTBpALIAIOIIME  KOHTAMHUHAILIUIO
MPOCTEPHIIM30BAHHOM 3arpy3ku BO BpeMms oxjaxiaeHus. Jlro0as oxnaxparomas >KMIKOCTh WIH Tas,
KOHTAKTUPYIOUIME C MPOAYKIHUEH, JOMKHBI OBITh MPOCTEPUIM30BAHBI, KpPOME CJIydaeB, KOI/a
BO3MOKHOCTh HCIIOJIb30BaHMsI HET€PMETUYHBIX YIIAKOBOK HCKIIIOYEHA W MPUBEICHBI COOTBETCTBYIOLIHE
JI0Ka3aTeIbCTBA.

XVI. Crepuianzanus napom

101. (94) Ilpu crepmwinzanuy mapoM HEOOXOJMMO KOHTPOJMPOBATH TEMIEpPATypy U JaBJICHUE.
Pexomenayercs, yTOOBI CpeACTBa yIpaBlieHHUs OB HE3aBUCUMBI OT CPEJCTB KOHTPOJIS U 3aIHChIBAIOIINX
ycTpoiicTB. Eciin 17151 3TOM 1€y MCOIb3yITCS aBTOMAaTHUECKUE CUCTEMBI YIIPABIECHUS U KOHTPOJIS, OHU
JOJDKHBI MPOUTH BAJIMAALMIO, YTOOBI TapaHTHUPOBATh MX COOTBETCTBUE TPEOOBAHHSIM K KPHUTUYECKOMY
npoueccy. Hapymenus B Xone mpolecca JOJKHBI PETMCTPUPOBATHCS CUCTEMONM M HAXOAMTHCS IOJ
HaJ30pOM oneparopa. B xozxe mpolecca crepuiin3alvy MOKa3aHUs HE3aBUCUMOTO JaTYMKa TEMIIEpaTyphbl
HEOOXO/MMO TIOCTOSIHHO CBEpSATh C JaHHBIMH JMarpaMMbl 3alMCBIBAIOLIETO ycTpoicTBa. Jlns
CTEpHJIN3aTOPOB, MMEIONIMX CTOK B JHE KaMepbl, MOXET BO3HHUKHYTh HEOOXOIUMOCTH PETHCTpalUU
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TEMIIEPaTypbl B 3TOM TOYKE B TE€UYEHHE BCETO IMKJA CTEpUIIM3alMi. ECiM B LUK CTEPHIM3ALUU BXOHUT
3Tan BaKyyMHUPOBAHUS, TO HEOOXOAUMO PETyJISPHO POBOAUTH IMIPOBEPKU KaMEPhl HA TePMETUYHOCTb.

102. (95) Crepunuzyembie MpeIMEThI, HE HAXOSAIIUECs B TEPMETUYHBIX YIIAKOBKAX, JOKHBI OBITH
3aBEpHYTHl B MarTepual, MNPOMYCKAIOMUN BO3AYX W Tap, HO MNPEAOTBPAILAIOIIUA TOBTOPHYIO
KOHTaMUHAIIMIO 3THUX MPEAMETOB mocie crepuiansanuu. Heo0xoanuMo o0eceuynTbh KOHTAKT BCEX YacTel
3arpy3KH CO CTEPIM3YIOIIUM areHTOM IPH 33/IaHHBIX TEMIIepaType U BPEMEHHU.

103. (96) Heobxomumo obecrneunTh, 4TOOBI Ul CTEPUIIM3ALMHU NPUMEHSJICS Map HAJIEKAIIEro
Ka4yecTBa, HE COJCPIKAIIMIA TAKOTO KOJIUYECTBA MPHUMECEH, KOTOPOE MOTJIO ObI BHI3BIBATh KOHTAMUHAIIUIO
NPOIYKIUHU WIA 000PYI0BaHUS.

XVII. CyxoxapoBasi cTepH/In3alus

104. (97) IIpu cyxoxapoBoil CTepMIIN3aLUHU JOKHBI ObITh PEAYCMOTPEHBI IIUPKYJIALUS BO3IyXa
BHYTPH KaMephl U MOAJEpKaHUE W30BITOYHOTO JIABJICHUS Ui MPENOTBpAICHHs MONaJaHus BHYTpPh Hee
HECTePHJIBHOTO Bo3ayxa. JIio0o# mocTynaromuii BHYTpb BO3AYX JOJDKEH MPOXOAMTH Yepe3 (PHIbTPHI
Bbicokoi ¢ dextuBHOCTH (HEPA-Qunbtp). Eciam crepuwnmsanusi mnpeaycMaTpuBaeT —YCTpaHEHHE
IMUPOTEHOB, TO KaK 4YacTh BaJWAALMU JOJDKHBI OBITH IMPOBEACHBI HCIBITAHUS C MpPEeJHAMEPEHHBIM
MCTIOJIb30BAHUEM SHAOTOKCHUHOB.

XVIII. PagnanuonHasi crepujin3anus

105. (98) PanmanuoHHYIO0 CTEpUIIM3AIMIO HCIIOJB3YIOT TJAaBHBIM 00pa3oM JUIs CTEPHIU3ALNH
TEPMOUYYBCTBHUTEIBHBIX MAaTEPUATIOB M NPOAYKIUH. MHOTHE JIEKapCTBEHHBIE CPEACTBA M HEKOTOpHIC
YIaKOBOYHBIE MaTepUaNIbl UyBCTBUTEIbHBI K MOHU3UPYIOUIEMY H3JIYYEHUIO, CIIEIOBATENFHO, STOT METOJ
JOMYCTUM TOJIBKO TOT/A, KOT/Ia ObUIO SKCIEPUMEHTAIBHO MOATBEPKACHO OTCYTCTBUE BPEAHOTO BIUSHUA
Ha npoaykuuio. Kak mpaBuio, obaydeHue ynbTpadHoNeTOBBIM H3IYYCHUEM HE SIBIISCTCS MPUEMIIEMbIM
METOIOM CTEPHIIU3ALHH.

106. (99) Bo Bpemst mpoliecca CTEPHIM3ALUU JIOJKHO MPOBOAUTHCS H3MEPEHHUE MOIJIOUIEHHOMN
J103b1 HOHU3UPYIOIIETro U3IydeHus. [ 3Toro cieayeT ucroab30BaTh JO3UMETPHI, TOKa3aHUs KOTOPBIX HE
3aBUCAT OT HUCIOJIb3YeMOW MOITHOCTH JI03bl M3IYYEHHUsS, HO KOTOPbIE 00ECIEUHMBAIOT KOJIWYECTBEHHYIO
pPEeruCTpaIfio J103bl HW3IY4YEeHHs, IOTJIONICHHYI0 caMoil mnpoaykiuend. J{o3uMeTpsl JOIKHBI OBITH
pasMeIeHbl cpeu 3arpy3ku B JOCTAaTOYHOM KOJIMYECTBE U HA JIOCTaTOYHO OJIM3KOM PACCTOSHUH JAPYT OT
apyra, 4ToObl TapaHTUPOBaTh HAJIWYME JIO3UMETPOB BO BCEX MECTaX, MOJBEPracMbIX OOIyUCHHIO.
[TnmacTMaccoBble JO3MMETPHI JOJDKHBI IPUMEHSATHCS JIMIIb B Mpeeiax Cpoka JACHCTBUS UX KaTUOPOBKH.
[ToxazaHus J03MMETPOB HEOOXOMMO CHUMATh B TEUEHUE KOPOTKOTO OTPE3Ka BPEMEHH I10CIIe 00IyUeHHS.

107. (100) B xauecTBe CpeaCTBA JOMOJIHUTEIBLHOTO KOHTPOJISI MOTYT HCIIOJIB30BATHCA
OMOJIOTHYECKHE UHIUKATOPHI.

108. (101) IIpouenypsl BamuaanMM MAOJKHBI TapaHTUPOBATh, UYTO YUYTEHO BIMSHHE pPa3HOU
TUIOTHOCTH YKJIAJIKU CTEPUITM3YEMOM MPOLYKIIUH.

109. (102) Ilpouenypsl oOpalieHus ¢ MaTepHajaMH JOJDKHBI MPEAOTBPAIIATh MEPeryThIBaHHE
MEXy 00JIydeHHBIMU U HEOOIy4eHHBIMU MaTepuanaMu. Ha Kakayio ynakoBKY JOJIKHBI OBITh HAHECEHBI
YyBCTBUTEIbHBIE K M3JIyYCHHIO LBETOBBIC WHAMKATOPHI Ui TOTO, YTOOBI pa3iuyaTh YHaKOBKH,
MPOIIEIIINE U HE MPOLIEIINE 00IydeHHE.

110. (103) CymmapHas morJiomeHHas 103a U3JIy4eHus J0JDKHA ObITh HaOpaHa B TE€UCHUE BPEMEHH,
OTBEJICHHOT'O Ha MPOLIECC CTEPUITH3AIIHH.

XIX. Crepuansanusi OKCHI0M 3THJICHA
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111. (104) Drtor MeTom MOXKET OBITh HCHONB30BaH TOJBKO TOT/A, KOTJAa HEBO3MOXKHO
UCTOJIb30BaHUE Jpyroro cmocoba. Bo Bpemst Bamupmanmuu mpoiecca AODKHO OBbITH JI0Ka3aHO, YTO
OTCYTCTBYET MOBPEXIAIOIIEEe BIUSHUE HA MPOAYKIHMIO, a MPEAYCMOTPEHHBIC /ISl JIera3alliu YCIOBUS U
BpEMsSl TAKOBBI, YTO KOJHMYECTBO OCTAaTOYHOIO Tra3a W NPOAYKTOB pPEaKIUU OyAeT HaXOTUThCS B
JOMYCTUMBIX MpeeNiaX, yCTAHOBICHHBIX U JAaHHOTO BHUJA MPOAYKIIUY WM MaTepuana.

112. (105) CymecTBeHHOE 3HAUEHHUE HWMEET HEMOCPEICTBEHHBIM KOHTAaKT MEXAYy Ta30M H
MUKpoOoprann3mMamu. HeoOXoaumMo mpuHATE MEPBI IPEIOCTOPOKHOCTH OT BKJIFOUECHUS MUKPOOPTaHU3MOB
B Marepuan (HampuMep, B KPHCTAUIBl WM BBICYNIEHHBIM O€NoK). BUI M KOJIMYECTBO YHMaKOBOYHBIX
MaTEpHUaIOB MOTYT CYIIECTBEHHO MOBJIUATH HA TPOIIECC.

113. (106) Ilepen 06pabOTKOI Ta3oM AOKHO OBITH OOECTEUEHO COOTBETCTBHUE BIAXKHOCTH H
TeMIepaTypbl MaTepHajoB TpeOoBaHUsAM mporecca. TpeOyemoe st 3TOrO BpeMs JOJDKHO OBITh, IO
BO3MO>XHOCTH, MUHUMAJTHHBIM.

114. (107) Kaxnapii 1uKI CcTEpWIM3alUMUd  JOJDKEH KOHTPOJUPOBAThCA C  IMOMOIIbBIO
COOTBETCTBYIOIIUX OHOJOTMYECKHX HHIWKATOPOB, HEOOXOAMMOE KOJIMYECTBO KOTOPBIX IOJKHO OBITh
pPaBHOMEpHO pacIpeeieHo o Bcel 3arpyske. [lomydeHHast mpu 3ToM WHGOpMAaIUs JOHKHA COCTABIIATH
YacTh JI0ChE HA CEPHIO TOTOBON MPOTYKIIHH.

115. (108) Jnis kaxaoro HUKIA CTEPUIM3ALUH JOJDKHBI OBITH O(OPMIICHBI 3allUCH C YKa3aHHUEM
BPEMEHH IIOJIHOTO 3aBEpPIICHUS IMKIA, NABICHUS, TEMIEPAaTypbl U BIAKHOCTH B KaMepe BO BpeMs
mporecca, a TakkKe KOHIICHTpAlMM W OOIIero KOJMYECTBA HCIIOJIB30BAHHOTO rasa. JlaBmeHue u
TEeMIIepaTypy HEOOXOIUMO PErHCTPUPOBATH HA MPOTSHKCHHHM BCETO IMKJIA HA JUarpamMme. JTH 3alucu
JOJKHBI COCTABJIATh YACTh IOChE HAa CEPHUIO TOTOBOM MPOAYKIIHH.

116. (109) 3arpy3ky mocie CTepUIM3aliud HEOOXOIWMO XPAaHUThH TOJ] KOHTPOJEM B YCIOBHSX
BEHTWISIIIK, 4TOOBI OOECIEUNUTh CHUKEHHE COJEP’KaHUS OCTATOYHOIO ra3a WU MPOIYyKTOB PEAKIMH JI0
YCTaHOBJIEHHOTO TIpesiesia. ITOT MPOIECC A0JDKEH MPONTH BaTUIAIMIO.

XX. q)I/IJ'IpraIII/Iﬂ JIEKAPCTBCHHBIX CPEACTB, KOTOPbIC HE MOTYT ObITh MMpoCTEPUIU30OBAHbI B
OKOHYATEJIbHOM YiiakoBKe

117. (110) IlpoBenenue crepuiau3youmel (UIbTpaLUU HE SBISETCS JOCTATOYHBIM YCIOBHEM
CTEpUWIM3ALUH, €CIU BO3MOXKHO IPOBEICHHE CTEPWIM3ALMU IPOIYKLIUU B OKOHYATEIBHOM YIIAKOBKE.
[IpeanoYTUTENbHBIM = SIBISICTCS METOJA CTEpWIM3allMd TapoM. Eciu mpomykuus HE MOXXET ObITh
NPOCTEPUJIN30BaHA B OKOHYATENbHOW YNAaKOBKE, TO pPACTBOPHl WM JKUAKOCTH MOTYT OBITH
npoMIBTPOBAHBI Yepe3 CTEPUIIbHBIN (PHIBTP ¢ HOMHHAIBHBIM pazMepoM mop 0,22 MKkM (WM MeHee) WK
yepe3 (QWIBTP € aHAJOTHYHOW CHOCOOHOCTBIO 33J€pPKUBATh MHKPOOPTaHU3MBI B MPEIBAPUTEIHLHO
MIPOCTEPUIIN30BaHHbIE KOHTEHHEPHI (yIakoBKH). Takue GUIbTPBI MOTYT YAAIATh OONBIIMHCTBO OAKTEPHA
U ITUIECHEBBIX TpHOOB, HO HE BCE BHPYCHl HJIM MHKOIIa3Mbl. [loaTOMy nomkHa OBITH paccMOTpeHa
BO3MOKHOCTb JIOTIOJIHEHHSI ITpolecca (UIbTPALUU TEPMUUYECKON 00pabOTKOM ONpeeTIeHHOM CTeNeH .

118. (111) B cBsi3u ¢ TeM, 4YTO IpU CTEpUWIM3YIOUICH (QUIBTPAIIMM 1O CPABHEHHUIO C APYTHMH
IIPOLIECCAaMHU  CTEPUIIM3ALUN CYILIECTBYET IOTEHIMAIbHBIA JTOMOJIHUTEIbHBIH PHUCK, HENOCPEACTBEHHO
nepes; (GacoBkoil peKOMEHAyeTCs MOBTOpHAS (QHUIBTpALUs Yepe3 JOMOJHHUTEIbHBIN CTEPUITH3YIOUIHA
GuIbTp, 3a1epKUBAIOIINNA MUKPOOPraHU3MBbl. [loCiIeHIO CTEPMIN3YIOMYI0 (UIBTPALMI0 HEOOXOIUMO
OCYIIECTBIISATh KaK MOXHO OJIFKE K MECTy (DaCOBKH.

119. (112) Heo6x0oauMo ucnoabp30BaTh (GMIBTPH ¢ MUHUMAJIBHBIM OT/IEJICHUEM BOJIOKOH.

120. (113) INepexn ucronp30BaHUEM CTEPUIM3YIOLIETO (QUIBTPA U CPa3y MOCIE ero MCIOIb30BaHU
HEOOXO/MMO TIPOBEPATH €ro IEJIOCTHOCTh TAaKMM METOAOM, Kak "Todka ITy3bIpbKa', METOJIOM
(G Py3MOHHOTO TMOTOKA WM HUCHBITAaHWEM O JaBieHueM. [Ipu Bamumanuu JOJDKHBI OMpPEAeTSAThCS
BpeMsi, HeoOXxoauMoe i (pUiIbTpalMy pacTBOpa 3aJaHHOTO 0O0beMa, U TMepemnaj JaBieHuil Ha (QuibTpe.
JltoOble cyliecTBEHHBbIE OTKJIIOHEHUS OT YKa3aHHBIX I[apaMeTpPoOB BO BpeMsl TEKYLIEro HpPOHM3BOJCTBA
HEOO0XO/MMO PETHUCTPHPOBATH M UCCIEAOBATh. Pe3ylnbTaThl 3THX MPOBEPOK JOJKHBI OBITH BKIIOYCHBI B
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JIochke Ha cepuro mponaykiuu. Cpasy Mmocie UCHOJIb30BaHUS HEOOXOAMMO IMOATBEPKAATH IEJIOCTHOCTH
KPUTHYECKMX Ta30BbIX H BO3AYIIHBIX GuibTpoB. llenmocTHOCT, apyrux (QUIBTPOB  TOJDKHA
MOATBEPKIATHCS YEPE3 COOTBETCTBYIOIIUE MHTEPBAJIbI BPEMEHHU.

121. (114) He nmomyckaercs MCHONB30BaTh OJWMH U TOT k€ (UIBTp B TeueHue Ooyiee OTHOTO
pabodero AHs, 32 UCKIIOUYEHUEM CITydaeB, KOTJa BO3MOXHOCTh 0oJiee JUTUTEIHHOTO €r0 MCIOIb30BaHUS
MOATBEPKICHA BaTUAALUCH.

122. (115) ®unbTp HE AOMKEH OKA3bIBATh BIMSHUE HA MPOAYKIIMIO, 3aJCPKUBAsI €€ UHTPEIUCHTHI
WJIU BBIJEIISAS B HEEe KaKUe-IMOO BEIECTBA.

XXI. OxoHuaHnue npouecca NPOU3BOACTBA CTEPUIbHON NPOAYKIUHA

123. (116) YactuyHO YKyHOpeHHbIE (PIAaKOHBI MOCIE 3aBEPIICHHS JTUO(UIBHOTO BBICYIIUBAHUS
JIOJDKHBI HAXOJIUTHCS B 30HE KJlacca A /10 UX OKOHYATENbHOTO YKYHOPHBAHUS IPOOKOH.

124. (117) KonreiiHeps! (EpBUYHBIC YIIAKOBKU) JOJKHBI OBITh YKYHOPEHBI COOTBETCTBYIOIIUMHU
croco0amMu, KOTOpble TMPONUTM Bamuaauuio. IIpy HCMONb30BaHMM METOAA 3amaiiku, HampuMmep,
CTEKJSIHHBIX WJIM IUIACTMAacCOBBIX aMIlys, BcsA mnpoaykuus nomiexkuT 100%-HoMy KOHTpoOIO Ha
LEJIOCTHOCTh. B Apyrux ciydasx KOHTPOJb LEJIOCTHOCTU MPOIYKUUH JODKEH HPOBOJUTHCS
YCTaHOBJIEHHBIMU METOJIAMHU.

125. (118) Cucrema ykymopuBaHHs (PIAKOHOB, HANOJHEHHBIX B ACENTHYECKUX YCIOBHAX, HE
ABIISICTCS TIOJTHOCTBIO LIEJIOCTHOM 10 TeX IMOp, MOKa Ha YKYIOPEHHOM MPOOKoi ¢iakoHe He OyneT oOxat
(3aKaTaH) aJIOMUHHUEBBIA KONMAYOK (KpHIKa). B CBs3M ¢ 3TUM 00XKHMM KOJIMayka Mocjie YKyHOpPHBAHUS
poOKOH HEOOXOIUMO BBIMTOTHATH KAK MOXKHO paHbIIIE.

126. (119) IlockonbKy mpu OOXKHME KOJMAYKOB MOKET BBIIENATHCS OOJBIIOE KOIUYECTBO
MEXaHUYECKUX YacTHl, 00OpyIoBaHHE A O00XKHMMa HEOOXOAMMO pa3MellaTh OTIACIBHO U CHAOXKaTb
CUCTEMOH BBITSKKH BO3.1yXa.

127. (120) O6xuM KONMAyKOB Ha (IaKOHaX MOXKET MPOBOAMTHCS KaK YacTh ACENTHYECKOTO
IIpOLIECCa C UCTOIb30BAHUEM IPOCTEPUIM30OBAHHBIX KOJIIIAYKOB WM B YCIOBUSAX YHCTOTO IOMELIEHUS BHE
acenTu4ecKoil 30HbI. B mociennem ciryyae (1akoHbI JOJDKHBI ObITH 3alllMIIEHBI 30HOM Kilacca A, TOKa He
MOKMHYT aCeNTUYECKYI0 30Hy, M B JaJbHEHIIEM YKYNOpPEHHbIE MpOoOKaMu (PIaKkoHbI IOJKHBI OBITH
3alUIIEHBI IyTeM M0JIa4X YHCTOro BO3/AyXa Kiacca A, MoKa Ha HUX He OyAyT 00KaThl KOJIAuKH.

128. (121) ®nakonsl 6e3 MPOOKK MU CO CMEIIEHHON MPOOKO HEOOXOAUMO yNAIATh 10 00KUMa
Koimavyka. B cimyuyae ecnu mpu 0OKMMeE KOJIMAYKOB HEOOXOIMMO BMEILIATENLCTBO YEIOBEKa, JUIA
UCKJTIOUEHHs TIPSIMOTO KOHTaKTa ¢ (plakoHaMH M MHUHUMH3AIMM MUKPOOHOH KOHTaMHHAILMHU JIOJKHA
HCII0JIb30BaThCSl COOTBETCTBYIOIAsI TEXHOIOTHSL.

129. (122) Dd¢ekTUBHBIM CpPEeICTBOM 3aIIUTBl MOTYT OBITH Oapbepbl WIM H30JSATOPSI,
OrpaHUYMBAIOLINE JOCTyN B pabouyio 30HY, oOecneuuBaromue TpeOyeMmble YCIOBUS M CBOASIINE K
MUHHMYMY TPSMOM JJOCTYII 4eJI0BEKa K ONepaluu 00Kuma.

130. (123) IlepBuuHbIE YIIAaKOBKH, T€pMETU3MPOBAHHBIC 1O/ BaKyyMOM (BaKyyMHbIE YIaKOBKH),
JIOJKHBI IIPOBEPSITHCSI HA COXPAaHEHHUE BaKyyMa I10CIIE 3apaHee ONPENIEICHHOIO IPOMEKYTKA BPEMEHHU.

131. (124) IlepBuuHble YNAaKOBKU C MPOAYKIMEH AJS MapeHTEPaTbHOIO BBEACHUS HEOOXOIUMO
NPOBEPATh HMHIUBUAYAIbHO (TMOIMITYYHO) HAa HAJIWYME TOCTOPOHHUX BKJIIOYEHUH WM JpPyrux
HECOOTBETCTBUI 110 KadyecTBY. Bu3yasbHbIII KOHTPOJb [OJDKEH IPOBOJUTHCS IPU YCTAHOBJIEHHBIX
YPOBHSIX OCBELICHHOCTHU U (hoHE pabouero noist. Heo0xoauMo perynspHoO IpoBEpsATh 3peHHE ONEepPaTopoB,
BBINIOJHSIOUINX BHU3yaJIbHBII KOHTPOJIb (€CIM OIEpaToOpbl HUCIOJIB3YIOT OYKH, TO IPOBEpPKA 3pEHUs
IIPOBOAMTCA B OYKax). B Xone BH3yaabHOrO KOHTPOJSA MPOAYKIUH PEKOMEHIYETCS JIOCTATOYHO YacTo
OpPraHU30BBIBAaTh IEpepbIBbl B pabore omepaTopoB. Ilpyn MCHONB30BaHWUU APYTHMX METOIOB KOHTPOJIS
nporecc KOHTPOJIsI HEOOXOAUMO BaJMIMPOBATh, COCTOSHUE OOOPYAOBAaHHUS HEOOXOAMMO IMEPUOANYECCKH
MPOBEPATH. Pe3yabpTaThl BU3yallbHOTO KOHTPOJIS TOJKHBI OBITH O()OPMIIEHBI JOKYMEHTAIBHO.
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XXII. KonTpoab kayecTrsa

132. (125) UcnpiTanue roTOBBIX MPOAYKTOB HAa CTEPUIBHOCTh HEOOXOAUMO PACCMAaTPUBAThH TOJIBKO
KaK 3aBEpIIAIOUINi 3Tall B CEPUM KOHTPOJBHBIX MEPONPUSATHH, TapaHTUPYIOUIMX CTEPUIBHOCTD.
MeToarKa UCTIBITAHUS Ha CTEPUIIBHOCTD JIOJKHA OBITh BAIMAMPOBAHA JJIS KQKOTO POIYKTA.

133. (126) B cunyuasx, korga MOJy4YeHO pa3pelieHHe Ha BBIMYCK CTEPHJIBHOW MPOIYKIMH IO
napametrpam (IIpunoxenne N 17 k nHacrosmmm [IpaBunmam), ocoboe BHUMaHHE OJDKHO YACTATHCA
BaJIMJAIMU U KOHTPOJIIO BCETO TEXHOJIOTUYECKOT0 Mpoliecca.

134. (127) Bri6opka 006pa3ioB NpoayKIKH, KOTOPbIe OBUIM OTOOPaHbI 7Sl IPOBEACHUS UCIIBITAHHS
Ha CTEPUJIBHOCTD, OJDKHA OBITh PENPE3EHTATUBHON JIJIsl BCEH cepuu, U 0043aTeNbHO BKIIIOYATh 00pasLibl,
0oTOOpaHHBIE U3 TE€X YaCTeH CepHH, IS KOTOPBIX MpEAINoyaraeTcsi HauOOoJbIINKA PUCK KOHTAMUHALIUH, B
YaCTHOCTH:

a) (a) A7 TPOAYKTOB, HANOJHEHHBIX B ACENTHMUYECKUX YCIOBHSIX, 00pa3lbl JOJDKHBI BKIIOYAThH
KOHTEWHepbl (NMEpBUYHBIC YIAKOBKH), B KOTOpPbIE IMPOMCXOAWIO HANOJHEHHE B Hayaje U B KOHIIE
MIPOM3BOJICTBA CEPHHU, a TAKXKE MOCIIE JII0OOr0 3HAUUTEILHOTO BMEIIIATEIbCTRA;

6) (b) 1 MpOAYKTOB, MPOMIEAIINX TEPMUUYECKYIO CTEPHIIM3ALMIO B OKOHYATEIBHOW YIaKOBKE,
JOJDKHO OBITH YAETICHO BHUMaHUE 0TOOpY MpOo0 M3 MOTEHIMAIBHO CAMbIX XOJIOJHBIX YaCTeH 3arpy3Ku.

* CopaBouno: ['OCT P MCO 14644-1 (EN ISO 14644-1).
** CrpaBo4yHO: YKa3aHMA MO NPOBEACHUIO HCIBITAHUN Ui MOATBEPXKACHHUS IOCTOSHHOTO

COOTBETCTBUS 33a/IaHHOMY KJaccy 4ucToThl npuBeneHbl B ctanaapre ['OCT P MUCO 14644-2 (EN ISO
14644-2).

Hudopmarus 06 H3MEHEHHSX:

Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a207106KA 8 Npeobloyuiell peoaKyuu
IIpniaoxenne N 2
K [IpaBunam Hammekamen
NPOU3BOJACTBEHHON MPAKTUKH

HpOI/ISBOZ[CTBO 0HMOJIOrNYeCKHX (B TOM 4YHCJIEC HMMyHOﬁI/IOJIOFI/I‘leCKI/IX) q)apMaueBanecmlx
CyﬁCTaHHI/Iﬁ N JIEKAPCTBCHHLIX IPerapaToB

C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
I. Ob6aacTh NpMeHeHHsA

1. Texuomorus mNPOW3BOACTBA OHONOTHYECKUX (B TOM YHCIE HWMMYHOOHOJIOTHYECKHX)
(dapmaneBTHUECKUX CYOCTaHIINI U OMOJOTHYECKHX JIEKapCTBEHHBIX MPermapaToB (faiee - "OMoJoruaeckue
¢dapmarieBTHUECKHE CYyOCTaHIIMM M JICKApCTBEHHbIE Ipenaparthl) sBISETCS KPUTHUYECKHM (DaKTOPOM,
OTIPENICNIAIONIUM COOTBETCTBYIOLINI PEryIATOPHBIA KOHTPOdb. PapMaleBTHYECKHE CYOCTaHIMU U
JIeKapCTBEHHBIE IMpenapaTbl MOTYT OBITH OMpEAETICHbI KaKk OMOJOTHYECKUE B 3HAYUTEIHLHON Mepe UCXOAs
U3 TEXHOJIOTUU uX mpowu3BojcTBa. Hactosimee [IpuoskeHne Ciy>KUT pyKOBOACTBOM JJISi BCETO CIEKTpPa
OuosIornueckux (papmManeBTUYeCKUX cyOCTaHIIMKA U OMOJIOTMUECKUX JIEKapCTBEHHBIX MpenapaToB.

2. TpeOGoBanusi, ycTaHOBIECHHBIE HacTOSIUM [IpuoxeHnem, pacpoCcTpaHsIOTCS Ha aHTUOUOTUKH

103/218

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

| ‘C %EM‘HHII:!I-!Q CtaHpapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

Ha OWONIOTMYECKUX CTaJAMAX HMX HpOHM3BOACTBA. [IpaBuia MpoOW3BOACTBA JEKAPCTBEHHBIX MNpPENapaToB,
MOJIyYCHHBIX U3 (PpaKIMOHUPOBAHHOM JOHOPCKON KPOBU WM IIJIa3Mbl, ycTaHOBIeHHI [Ipunoxennem N 14
K HacrosmuM IlpaBunam, a [ HETPAHCIEHHBIX PACTUTENIBHBIX JIEKAPCTBEHHBIX IIPENapaTroB -
[Tpunosxxenuem N 7 x Hacrosum lIpasunam.

3. Hactosmee [Ipunoxenue pa3aeneHo Ha JB€ OCHOBHBIE YaCcTH:

a) (a) O6mee pykoBoacTtBo (Yacth A) - COOEPKHUT JOMOJHUTEIbHBIC IMPaBWIa TPOU3BOACTBA
Ouosornueckux (hapManeBTHUECKUX CYOCTAHIIMI M JICKapCTBEHHBIX MpEnapaToB, HAYMHAs OT KOHTPOJIS
MIOCEBHBIX KYJIbTYp W OaHKOB KJIETOK M 3aKaHUYMBAs 3aKIIOYMTEIbHBIMHU ONEPALMSIMH M IPOBEICHUEM
HCIIBITAHMI;

0) (b) CrmenuanbHOE PYKOBOACTBO IO OTAETbHBIM THIaM mpoaykuuu (Yacts B) - comepxkut
JOTIOJTHUTEIBHOE PYKOBOJCTBO ISl OTJICJIBHBIX THUIIOB OMOJIOIMYECKHX (DapManeBTUUECKUX CyOCTaHIMHA 1
JIEKapCTBEHHBIX IIPENapaToB.

4. Obnactp npUMeHEeHHUs HacTosero [IpuioskeHus BKIIIOYAET JiBa acleKTa:

a) (a) cragWs TPOU3BOJCTBA: JO TOrO MOMEHTA, IMOKa OWOJOrHYeckrne (apMarieBTHUICCKHE
CyOCTaHIIMM HE CTAaHYT CTEpHJIbHBIMU, OCHOBHBIM JOKYMEHTOM JUIsI HUX SIBJsieTcs riasa [V HacTosmmx
[TpaBuz. [IpaBuna A MOCIEAYIOUINX CTaUi MPOU3BOACTBA OMOIOTUYECKHX JIEKAPCTBEHHBIX MpEnapaToB
conepxkarcs B riase [ Hacrosmux Ipasun;

6) (b) Bux npoaykuuu: Hactosmee [lpunoxenue ABIseTcsS pyKOBOISIIUM JOKYMEHTOM ISl BCETO
CreKTpa OMOJIOTMUECKUX JIEKApCTBEHHBIX MpenapaToB.

5. Otu aBa acnekrta npeactasieHsl B Tadauie N 1. YpoBeHb TpeOOBaHUI yCHMIHMBAETCS MO Mepe
nepexofa OT paHHUX K TO3JHUM CTagusiM TPOU3BOJACTBA OHOJOrMYECKHX (hapMaleBTHUECKUX
cyOCTaHIM, 0JTHAKO MPUHIUIBI HacTOSAIMX [IpaBri JOMKHBEI COOMIONATHCS BCET 1A,

6. Eciiu HopMaTHBHBIMU IIPaBOBBIMU akTaMu Poccuiickoii @enepanuy yCTaHOBIIEHBI CIIEIUAIbHBIE
TpeOoBaHUS:

a) (a) U1 TKaHel U KJIETOK, UCIIOJIb3YEMBIX ISl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB, KOTOPHIE
CTaHOBSTCA  OMOJIOTMYECKMMHU  (PapMalleBTUYECKUMU  CYOCTAaHIMSIMM s HEKOTOPBIX  BHUJIOB
OMOJIOTMYECKUX JICKAPCTBEHHBIX MPENapaToB;

6) (b) B OTHOIIEHUH BBHICOKOTEXHOJOTHYHBIX JICKAPCTBEHHBIX MPENApaToB, B KOTOPHIX KPOBb WIH
KOMITIOHEHTBI KPOBHU HUCIIOJIb3YIOTCSI B Ka4€CTBE MCXOJHOTO CHIPbs B YacTH yCTAHOBIICHHS TPeOOBaHUU K
oTOOpY JOHOPOB, K KadecTBY M 0€30MacHOCTH NpH 3abope, TeCTUPOBAHWHU, OOpabOTKE, XpaHEHHH WU
TPaHCIIOPTUPOBKE YEJIOBEUECKON KPOBU U €€ KOMIIOHEHTOB;

B) (C) a7 TPOM3BOJICTBA M KOHTPOJS T'€HETUYECKH MOAM(DULIMPOBAHHBIX OPraHU3MOB, B
OTHOILICHUH KOTOPBIX JOJDKHA OBITH oOecreueHa W COOJIIOJICHa COOTBETCTBYIOIIAsS M3OJSALUS M IpyTue
Mepbl 3alMThl Ha OOBEKTaxX, TJe OCYIIECTBIAETCS Kakas-Tu0o paboTra ¢ TIeHETUYECKH
MOJU(UIMPOBAHHBIMA MUKPOOPTaHU3MAMH, B IIEJISX YCTAHOBJICHUS U COOJIOACHUS COOTBETCTBYIOIIETO
YPOBHSI OMOJIOTUYECKON OE30MaCHOCTH, - TAKHE TPEOOBaHMUS JOKHBI COOIIOIATHCS.
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I\AMEAMAHA
OUNBTP

Tun Mpumep npoaykuum Mpumererue HacToALLMX [paBun k CTagusam NPON3BOACTEa
" UCTOYHUK (BbigeneHo cepbim hoHOM)
MaTrepuanos
1. XXuoTHoro FenapuH, nHcynun, Cb6op pacrenuit, | Peska, cMewmsanune | Msonauus u ouncrka | lpurotosnesve,
unu epmenThl, 6enku, OpraHos, TkaHel ¥ (Unu) nepsuuHas HanonHeHune
PacTUTenbHOro | 3KCTPaKThl anneprexos, WM KUAKOCTEH' obpaboTka
NPOUCXOXAEHWUA: | BbICOKOTEXHONOIUUHbIE
HeTpaHCreHHbie neKapcTBeHHble
npenaparsl, IMMYHHbIE
CbiBOPOTKM
2.Bupychi unn BupycHbie unu CosnaHue v KyneTypa knetok u Wnaxrusauws npy | Mpurotosnenne,
Bakrepun/cep- 6akTepuanbHble nogaepxanue (unu) hepmeHTayms HeobxogumocT, HanonHexne
MeHTauMa/kynb- | BaKUMHbI, GepMEHTHI, rnasHoro’ u N30NAUNSA U OHUCTKA
TYpb! KNETOK 6enku pabouero Gatkos
KMETOK, FMaBHOrO M
pabouero BUpYCHbIX
NOCEBHbIX
marepuanos
3.BuotexHonorus PekomM6uHaHTHEIE CosgaHue u KynbTypa knetok u | Vsonauus, ouncrka, | flpurotoenexue,
IepmeHTaumus/ NPOAYKTbl, MOHOKNO- nojpepxanue (unn) bepmetTaymn mopudukauns HaRonHeHne
KYNbTYPbl KNETOK HanbHble aHTUTENa, NaBHOTO 1
anneprembl, BakLUHb!, pabouero GaHkos
NekapcTBeHHble KNETOK, TNaBHoM 1
npenapartbl reHHoi paboueit NoceBHbIX
Tepanuu (BUPYCHble U KynbTyp
HEeBUPYCHbIE BEKTOPbI,
nnasmugbl)
4. XXnsoTtHoro PekoM61HaHTHbIE nasHbiil u paGouuit Wsonsauus, ouynctka | Mpurortosnexue,
NPONCXOKASHUA: 6enkn, TpaHcreHHui 6ank | Pesxa, cmewinsanue 1 moaucukauma HanonHexHue
TPaHCreHHbie BblCOKOTEXHONOrMYHbIE 1 {unu) nepBuuHan
nexapcTBeHHble obpaboTka
npenaparbl
5.PacturenbHoro Pexom6GuHaHTHbIe 'masHbiii n pabounii MepBuutan, NpuroToBnexue,
NPONCXOXAEHURA: 6ernku, BakUUHbI, TpaHcreHHbl# Gakk BbipalmBame, BKCTPAKLMS, HanonHeHue
TpaHCreHHste annepreHs c6op pacreHuit’ V3ONALMS, O4UCTKA,
MoandhuKauus
6.Yenoseveckoro depmMeHTbl, Coop kuakocTen Cwmewmsanue M3onauus n ouncrka | purotosnexne,
NPOUCXOXKAEHUA | MONYHEHHbIE U3 MOYM, 1 (nv) nepsBUsHan HanonHexHne
rOPMOHbI oBbpaboTka
7.Yenoseueckoro JlekapcTeeHHble HoHauus, noctaska MpoussoacTso leHeTuveckasn TipuroToBneuve,
n (unm) npenaparbi reHHo# W UCNLITaHUs BeKTOpoR*, Moaubukauvs krie- HanonHexue
XUBOTHOTO Tepanuu: MCXOAHbIX OYUCTKA KNETOK ¥ | TOK BHE OpraHusma,
NPOMCXOXAEHURA reHeTUYecKn TKaHel/ oBpaborka co3sgatue rnasHoro
MOAUULMPOBAHHbIE KNeToK QOuucrra u v pabouero 6axkoB
KNeTku oBpaboTka KNEToK unu
NpOU3BOACTBERHBLIX | KNETouHOro 3anaca
BEKTOPOB® 1 KNETOK
JlekapcTeeHHble LoHauus, noctaeka | Cosgaxwe rnasHoro | Wsonsuus knetok, | Mpurotosnedye,
npenapatrbi Tepanum ¥ UCNBITAHNA u pabouero 6aHxos OMUCTKA KyNbTYP, coeauHeHme,
coMaTUUYecKuMu MCXOAHBIX KNETOoK nu COEANHEHue C HanonHekne
KneTkamu TKaHewn/ KneToyHoro 3anaca HEKNEeTOUHbIMY
knetok® KOMMOHEHTam#
TNekapcTeeHHble [Hoxauun, noctaska flepsuyHan Wsonauus knetox, | MNpwrotoBneHve,
npenaparb! W UCNbITaHUA obpaborTka, OMUCTKA KYTBTYP, coeguHeHmne,
TKaHEBOW UHXXEHEPUK UCXOAHBIX M30nALMR U coepuHeHne ¢ HanonHeHue
TKaHen/ OYUCTKA, CO3faHne HEKNeTOMNHbIMU
knetok® rNaBHOro 1 KOMMOHEHTaMu
pabouero GaHkoB
kneTok, 3anaca
nepBUYHLIX KNeToK
L Ycunenue Tpe6oBanwit >

TCpMHHBI IIPUBECIACHDBI B HACTOAIICM HpHJIO)KCHHH.

' TlynxTs! 87-94 nacTosmero IIpuioxenus.
2 [IynxTsI 54-62 HacTosmero ITpunoxerHs.
3 Ilna BhIpammBaHug, YOOPKM U TIepBHYHON 06paGoTKH, KOTOPHIE OCYIIECTBILIOTCS B TOJEBEIX YCIOBHAX, MOXET
NPHMEHATECS PYKOBOACTBO 1O IpaBiilamM HauleKallero BhIpaliHBaHUA H cOOpa MCXOZHOTO CBHIPbA PACTHTENBHOIO

NPOHACXOXKACHUA.

* Korna 310 BHPYCHBIE BEKTOPEI, IPAMEHAETCA CTPOKa 2 TaGIHIBI.
’ Tpe6oBaHMsA K YENOBEIECKMM TKAHAM M KIETKAM, HCIOJIb3yeMBIM MPH MPOM3BOJCTBE JIEKAPCTBEHHBIX CPENCTB,
conepkarcs B HOpMaTHBHBIX NTPaBOBBIX akTax Poccutickol Pepepanum.

a N 1. O6nacte npumeHenus Hacrosero [Ipunosxxenus"
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I1. IIpuHIMI

7. IIpon3BoACTBO OMOJIOTHYECKUX (hapMaEBTHUECKUX CYOCTAaHIMIA M JIEKAPCTBEHHBIX MpenapaToB
UMEET CBOI0 CIEHU(HUKY, OINpeNeIIeMyl0 XapaKTepoM NPOAYKIHMH W TEXHOJOTHMEeW MpPOM3BOJICTBA.
Xapakrep IpOU3BOJICTBA, KOHTPOJIS M IPUMEHEHHUsI OMOJIOTHUECKUX JIEKAPCTBEHHBIX IpenapaToB TpedyeT
0COOBIX MEp MPETOCTOPOKHOCTH.

8. B ornuunme OT OOBIUHBIX JIEKAPCTBEHHBIX CPEACTB, MPOHM3BOIUMBIX C HCIIOJIb30BaHUEM
XMUMHUYECKHX U (U3NYECKUX METOJOB, CIIOCOOHBIX JEMOHCTPUPOBATH BBICOKYIO CTENEHb HAJACKHOCTH,
MIPOM3BOJICTBO OMOJIOTHUYECKUX (PapMaleBTUUECKUX CYyOCTaHIIUI M JIEKAPCTBEHHBIX MPEnapaToB BKIIOYAET
B ce0sl MCIOJIb30BaHNE OMOJIOTMUECKUX MPOLIECCOB U MAaTEPUANIOB, TAKMX KaK KyJIbTHBHPOBAHUE KIIETOK
WINA SKCTPAarMpoBaHUE MaTepHaja M3 KUBBIX OPraHU3MOB. YKa3aHHbIE OMOJOTHYECKUE MPOIECCHl MOTYT
JEMOHCTPUPOBATh CBOMCTBEHHYIO MM HW3MEHYMBOCTb, YTO IPUBOAUT K CYIIECTBEHHOMY JUala3oHy
NOOOYHBIX MPOAYKTOB pa3IHMYHONW HpupoAbl. [1o3TOMY HNpUHIMNBI YIpaBIeHUS PUCKaMM Uil KayecTBa
0CcOOEHHO Ba)XKHBI JJIs1 JAHHOTO Kjacca MaTepUalioB MU JIOJDKHBI COOMIONATHCS MpU pa3paboTKe METOA0B
KOHTPOJII Ha BCEX CTAagusAX NPOM3BOJACTBA [UIi MHUHMMHU3ALUU BapuaOEIbHOCTH W YMEHbBLICHHS
BO3MO>XHOCTH KOHTaMUHAIIMU U IEPEKPECTHON KOHTAMHUHALIUY.

9. Marepuanbl, NUTAaTEJIbHBIE CPEABI U YCIIOBUS KYJIBTUBUPOBAHMSI LIEIEBBIX MHKPOOPIaHU3MOB,
KYJIBTYp KJIETOK, BUPYCOB BO MHOTOM CIIOCOOCTBYIOT BO3MOKHOCTH POCTa KOHTAMUHHUPYIOIIUX areHTOB.
MHorue nexkapCcTBEHHbIE Ipenaparbl MMEIT OIPaHUYEHHYI0 YCTOWYMBOCTh K IIHPOKOMY CIEKTPY
METOJIOB OYUCTKH, B OCOOCHHOCTH K METOJaM, MpeIHa3HAUYCHHBIM JJIsi MHAKTUBALUU WU YCTPAaHCHHS
IIOCTOPOHHUX BHUPYCHBIX KOHTAMMHAHTOB. /[l cBeJeHMS K MHMHUMYyMY BO3MOXKHOCTH TaKOMH
KOHTaMHUHAalMK POU3BOANTENb AOKEH YAEIATh OCHOBHOE BHUMAHUE IUIAHUPOBAHUIO TEXHOJIOTMUYECKOTO
nporiecca, KOHCTPYKIMU 000pyA0BaHMsI, IIOMEIIEHHH, CUCTEM O00EeCIIeYeHUs], YCIOBHUSIM IMPUTOTOBICHUS U
nob6asnenus 0ydepoB u peareHTOB, 0TOOPY MPOO 1 00yUEHHIO TEpCoHAIa.

10. Cremudukanuy Ha TPOAYKIHIO (B YaCTHOCTH, CHeMUpUKANUKA B OOMMX (hapMaKOMEHHBIX
CTaThsAX, (hapMaKOMEHHBIX CTAThAX, PETUCTPALIMOHHOE JI0ChE) JOJDKHBI ONpPENeNiTh, MOTYT JIM (U €clu
MOTYT, TO 1O KaKOM CTENEHHU U J0 KaKOi CTaJnu) BELUIECTBA U MaTEpHUajbl UMETh OIPEIEICHHbBIN yPOBEHD
OMOHArpy3KH MM K€ OHH JOJDKHBI ObITh CTEpHIIbHBIMU. [IpOM3BOACTBO TaKke JOIKHO COOTBETCTBOBATH
ApyruM TpeOOBaHMSAM, H3JIOKEHHBIM B PErHCTPALMOHHOM J0Che JMOO B IMPOTOKOJE KIMHHUYECKOTO
UCCIIeIOBaHMsl (HarpuMep, KOJIMYECTBO IeHepanui (yIBOCHUH, maccaxeil) MexXly TOCEBHON KyJIbTYypOu
WU OAaHKOM KJIETOK).

11. Ans OMONOTHYECKUX MaTEepHalioB, KOTOpble HE MOTYT OBbITh IMPOCTEPHIN30BAHbI (HAIIpUMeED,
nyTeM (GuiIbTpanyn), IPOMU3BOJICTBO JOJKHO NMPOBOAUTHCS B ACENITUYECKUX YCIOBUAX I MUHUMHU3AINH
pUCKa BHECEHHsS KOHTAMMHAHTOB. JlJI1 perylaMEeHTaluu ONPECIIEHHBIX IMPOU3BOACTBEHHBIX METOOB,
HampuMmep, Uil yAaJeHWs WIM  WHAKTUBAllMM  BHPYCOB, HEOOXOIUMO  PYKOBOACTBOBATHCA
COOTBETCTBYIOIIMMHU YTBEP)KAEHHBIMH Ipoueaypamu. IIprMeHeHHe COOTBETCTBYIOLIErO KOHTPOJS M
MOHHUTOPHMHIA 3a COCTOSSHUEM IIPOU3BOJCTBEHHOW CpEIbl, U, TJE ITO SBISIETCS BO3MOXKHBIM, CHUCTEMBI
yOOpKH U cTepuiau3anuu "Ha MecTe" BMECTE C UCIOJIb30BAHUEM 3aKPBITHIX CHCTEM MOXKET 3HAYUTEIHHO
YMEHBIIUTh PUCK CIy4YalHOM KOHTAMUHALIMK U NIEPEKPECTHON KOHTAMUHALIUH.

12. KonTponp BkiIHOYaeT B ce0sS OWONOTHMYECKHE AHATMTUYECKHE METOIBI, KOTOPHIC
XapaKTepU3ylTcsi 0ojiee BBICOKON CTENEHBbIO BapHaOEIbHOCTH, YeM (PH3UKO-XUMUYECKUE METO/IBI.
[TosToMy mpu mpOM3BOACTBE OHONOTHYECKUX (PapMaleBTHUECKUX CyOCTaHIMHA U JIEKapCTBEHHBIX
IPEerapaToB KIOYEBYIO POJIb UIPACT HAJIEKHBIN MPOU3BOICTBEHHBIH Mpolece, 1 0c000e 3HaUeHUE UMEET
KOHTPOJIb B NIPOLIECCE IPOU3BOCTBA.

13. buonoruueckue JIeKapCTBEHHBIE MPENapaThl, B COCTaB KOTOPBIX BXOAST JOHOPCKUE TKaHU WM
KJIETKH, KaK HalpuMep, OIpPENEICHHbIE BBICOKOTEXHOJIOIMYHBIE JIEKAPCTBEHHBIE IpENapaThl, JOJIKHBI
COOTBETCTBOBATH TPeOOBaHUAM 3aKOHOAATENbcTBAa Poccuiickoit depepannu B 4acTu MPOCICKUBACMOCTH,
YBEIOMJICHHS YIIOJTHOMOUYEHHOTO (heiepabHOrO OpraHa UCIIOJHUTENILHONW BJIAcTH O HEOIArompusTHBIX
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peaknMsIX U KIMHUYECKUX CIIydasX B XOJ€ TEpaluH, a TaKkKe B 4YacTH TEXHUYECKHX TpeOOBAaHUU IO
uAeHTUGUKAIH, 00paboTKe, MPEJOXPAaHCHHIO, XPAaHECHHIO M TPAHCIIOPTHPOBKE JOHOPCKHX TKaHEH H
KJIETOK. 3a00p MaTepHasoB U MPOBEACHUE UCTIBITAHUHN JOJKHBI IPOBOIUTHCS B COOTBETCTBHU C CUCTEMOM
Ka4yecTBa, JIJIsl KOTOPOH OIpe/IesIeHbl CTaHJAPThl M TEXHUYECKHE TPeOOBaHUSI.

14. Bbuonoruueckue ¢papManeBTHUECKHE CYOCTAaHIIMM M JICKapCTBEHHBIE NpenapaThl JOJKHBI
COOTBETCTBOBATH TPEOOBaHHMSIM HOPMATHUBHBIX NMPaBOBBIX akTOB Poccuiickoir denepanyy B OTHOLICHUU
YMEHBIICHUS pUCKa Meperadyn Bo30yuTens ry0uyaroil sHnedanonaTuy >KUBOTHBIX U JIATEHTHBIX BUPYCOB
qepes3 JEKapCTBEHHbIE MPenapaThl 11 MEAULUHCKOTO IPUMEHEHUS U 111 IPUMEHEHUS B BETEPUHAPHH.

ITI. O6mee pykoBoacTo (Hacts A)

Ilepconan

15. (1) Ilepconan, pabortatomuii B 30HaX MPOU3BOJACTBA M KOHTPOJIS OMOJOTHUECKUX
(dapMareBTHUECKUX CyOCTaHIMH M JIGKAPCTBEHHBIX IIpenapaToB (B TOM 4YHCIE IEPCOHAN, 3aHSATHINA
OYHMCTKOM, 00CTYKMBaHUEM HJIM KOHTPOJIEM KadyecTBa), JOJDKEH MPOXOAUTH O0yUYeHHE U MEPHOAMYECKOE
MOBTOpPHOE OOY4YEHHE B COOTBETCTBHM CO CBOMMH OOS3aHHOCTSIMH U CHEIM(PHUKON MPOU3BOAUMOM
NPOAYKIUH, BKIOYas Bce 0COObIe MEpbl MPEIOCTOPOKHOCTH JUIS 3aLUTHI MPOJYKLMH, MEpcoHala H
OXPaHbI OKPY>KAIOILIEN CPEJIBI.

16. (2) dns obecnieuenus: 6€30MacHOCTH MPOIYKIMH JOKHO IPUHUMATHCS BO BHUMAHHE 3/I0POBbE
nepconana. COTpPYIHHMKH, 3aHSATHIE B TPOM3BOJCTBE, TEXHHUYECKOM OOCIYKUBAaHUH, IPOBEICHUH
UCTIBITAHUN M YXOJI€ 32 JKUBOTHBIMH (B TOM YHCII€ OCYLIECTBISIOIINE KOHTPOJIb), IPU HEOOXOJUMOCTH
JOJDKHBI OBITh BaKIIMHUPOBAHBI COOTBETCTBYIOIIUMH CHEIM(DUYSCKMMU BaKIMHAMHU, a TAKXKE OJDKHBI
IIPOXOJUTH PErYJISIPHBIE MEAULIMHCKUE OCMOTPBI.

17. (3) JIroOble 3ab0eBaHus MepcoHana, KOTOpble MOTYT HEOJIArONpUsATHO MOBIHUATH Ha Ka4eCTBO
NPOAYKTa, JOJDKHBI TPENsITCTBOBaTH padOTe€ TaKOro TMepcoHajla B IPOM3BOACTBEHHON 30HE, a
COOTBETCTBYIOILIME 3aIIUCU COXpaHAThCA. B mpousBoactee Bakuuubl BIDK 1 nexkapcTBeHHBIX ITpenapaToB
TyOepKyJIMHa MOTYT OBITh 3aHSATHI TOJBKO COTPYIHHUKH, KOTOPBIE PETYJSPHO MPOXOAAT IPOBEPKY
MMMYHHOTO CTaTyca WJIHM PEHTT'€HOJIOTHYECKOoe oOciiefioBaHUE TpyAHOH KieTkH. COTPYAHUKU JOJKHBI
IIPOXOJUTh MEIULUHCKUNA OCMOTpP C yYE€TOM PHUCKA, KOTOPOMY OHH MOJBEPKEHbl. MEAUIIMHCKUIT 0CMOTpP
TpeOyeTcs It mepcoHana, paboTaloUIero ¢ ONACHBIMU OpraHU3MaMHU.

18. (4) C uenpl0 MUHUMH3AIUU BO3MOXKHOCTH MEPEKPECTHOW KOHTAMHUHAIIMH HEO0OXO0IUMO
KOHTPOJIMPOBATh OTPAHWYCHHUE JBWKECHUS NEepcoHana (B TOM YHUCIE COTPYAHUKOB CIY>KOBI KOHTPOJIA
Ka4yecTBa, CHEIHAINCTOB MO0 0OCITYy)KHUBAaHUIO U YOOpKE) Ha OCHOBE NMPHHILIUIIOB YIIPABICHHUS PUCKAMU IS
kauecTBa. Kak mpaBuiio, HE JOIYyCKaeTcs MEPeXoJ] COTPYIHUKOB M3 30H, IZl€ BO3MOXEH KOHTAKT C
KUBBIMH MHKPOOPTaHU3MaMH, TE€HETUYECKH MOAM(DUIMPOBAHHBIMH OpraHU3MaMH, TOKCHHAMHU WIH
KUBOTHBIMH, B 30HBI, TJI¢ TPOBOAATCA pabOTHI C APYrod MpOAyKUUEH, MHAKTUBUPOBAHHON MPOAYKIHEH
WIN APYTUMH Oopranu3mMaMiu. Eciu mogoOHbIX epexo10B n30ekaTh HEBO3MOXKHO, JOJKHBI ObITh IPHHATHI
MEPBI I KOHTPOJISI KOHTAMHHALIMH COTJIACHO MPUHLIUIIAM YIIPABJICHUS PUCKAMU JUTS KAUeCTBA.

IHomemenus u 06opyaoBaHne

19. (5) Cremnenb KOHTPOISI MPOU3BOJACTBEHHON Cpe/ibl B OTHOIICHHH KOHTAMHHAIIMY YaCTUIIAMU U
MUKpPOOpPTaHM3MaMH B  TPOU3BOJICTBEHHBIX  IMOMEMICHUSAX  JODKHA  COOTBETCTBOBATH  BUAY
(dapmaneBTHUECKON CyOCTaHIIMU, MPOMEKYTOYHOW M TOTOBOW MPOIYKIIMH U CTaIUU TEXHOJIOTUYECKOTO
nporecca. [Ipu 3ToM He0OX0IMMO YUYUTHIBATH YPOBEHh KOHTAMHHAIIUY MCXOIHBIX MAaTEPHAJIOB U CTENEHb
pHUCKa JJii TOTOBOTO MPOJyKTa. B mporpamMmy MOHUTOPHHTA MPOW3BOJCTBEHHOW CpENbl JTOJDKHBI OBITH
JIOTIOJTHUTENHHO BKJIFOUEHBI METOBI IS OMPEISICHHS MPUCYTCTBUS CIENU(DPUUECKUX MUKPOOPTAaHU3MOB
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(B 4aCTHOCTH, OpraHU3Ma-Xx03sMHA, POXIKEBBIX, IJIECHEBBIX I'PUOOB, aHA’POOHBIX MUKPOOPIaHU3MOB),
€CJIM Ha 3TO YKa3bIBAaeT IIPOLIECC YIIPABIECHUS PUCKAaMU J1JIs Ka4ecTBa.

20. (6) IIpou3BOACTBEHHBIE U CKJIAJICKHAE MOMEIICHUS JOJKHBI OBITH CHPOCKTHPOBAHBI C YYETOM
TpeOOBaHMI K KJIacCaM YHUCTOTHI, a MPOLECCH CIUIAHUPOBAHBI TaKMM 00pa3oM, YTOOBI NPEAOTBPATUTH
KOHTaMHUHAlMI0 NPOAYKIHMHM MOCTOPOHHMMHM BelecTBaMu. IIpenoTBpaiiieHMe KOHTAMMHALUU SBIISETCS
6onee >pPeKTUBHBIM, YeM ee OOHapyKeHHE M YCTpaHEHHE, XOTs KOHTAaMHHALIUS MOXKET HPOSIBUTHCS BO
BpeMsI TAaKUX MPOU3BOICTBEHHBIX MIPOIIECCOB, KaK (PepMEHTAIUS U KyJIbTUBUPOBAHHUE KICTOYHBIX KYJIBTYD.
KoHTtponbHble H3MepeHHs], BKIIIOYash KOHTPOJIb CHUCTEM OOeCHeueHHs U KOHTPOJIb MPOM3BOJCTBEHHOM
Cpelibpl, JOJDKHBI IPOBOAUTHCA B COOTBETCTBUU C IPHUHLUIIAMHU YIIPABICHMsI PUCKAMHU Ul KauecTBa Ha
ydacTKaX, TJe MpOXOAAT OTKPBIThIE TPOLECChl M MPOAYKLIHS MOXKET OBbITh IOJBEp)KeHa
HETOCPEJICTBEHHOMY BO3JCHCTBUIO TPOM3BOJCTBEHHON Cpenabpl (Hampumep, BO BpeMs J00aBICHHA
BCIIOMOTATENIbHBIX ~ BEWIECTB, cpen, OydepoB, Ta3oB, pabOT BO Bpems  INPOU3BOACTBA
BBICOKOTEXHOJIOTMYHBIX JICKApCTBEHHBIX MpenaparoB). [Ipu BeIOOpe mocae10BaTeNbHBIX KJIACCOB YHCTOTHI
B IIPOU3BOJICTBEHHBIX IOMELIEHUSX U COOTBETCTBYIOIIMX METOJOB KOHTPOJS IPUHLUIIBI YIPaBICHUS
pUCKaMU JUId KadyecTBa [OJKHBI YUYWUTHIBATh IPUHLUIIBI, WU3JI0)KEHHBIE B COOTBETCTBYIOIIMX ITyHKTax
[Tpunosxenus N 1 x Hacrosuum IIpasunam.

21. (7) PabGora ¢ XHUBBIMH KJIETKaMH, YCTOWYMBBIMH K Cpele MPOM3BOJCTBEHHBIX MOMEIICHUH,
JOJDKHA OCYIIECTBIATHCS B CHEIUAJIBHO IPEIHA3HAYEHHBIX MPOU3BOJCTBEHHBIX NoMelleHuax. Eciu B
IIPOU3BOJICTBE IPUMEHSIOTCS TATON€HHbIE MUKPOOPTaHU3MBbI (Harpumep, | u 2 rpymnmsl NaTOr€HHOCTH), TO
TaKkXke HE0OXOAUMO HCIOJIb30BATh TOJBKO CIEHUAIBHO NPEIHA3HAYCHHbIE I 3TOTO MPOU3BOICTBEHHbIC
IIOMEILEHUSI.

22. (8) Hcnonp3oBaHHE OJHOTO NOMELIEHUS JUISl NPOU3BOJCTBA HECKOJBKHUX JIEKAPCTBEHHBIX
IpernapaToB MOXeT OBITh pa3peuieHo, ecld NEepeuHCICHHBIE HUXKE MM HKBUBAJICHTHBIC (DAaKTOPHI H
MEpPONPUATHS (COOTBETCTBEHHO PacCMaTPUBAEMbBIM THIIaM MPOAYKIIUH) SBISIOTCS 4acThio 3()(eKTuBHOM
CTpaTEruy KOHTPOJISI, HAIIPABJIEHHOM Ha IPEIOTBPALIEHUE IEPEKPECTHON KOHTAMUHALIUU:

a) (a) 3HaHHME OCHOBHBIX XapaKTEPUCTHK BCEX KJIETOK, OPraHU3MOB M JIIOOBIX MOCTOPOHHUX
areHToB (HampuMep, MaTOreHHOCTh, BO3MOXHOCTh OOHApY)KEHHUS, YCTOMYMBOCTH, BOCHPUUMUYUBOCTH K
MHAKTHBALMN), pad0Ta C KOTOPHIMHU OCYLIECTBISETCSA B OJHUX M TEX XKe MOMEUICHHUSX;

6) (b) mpu mpou3BOACTBE MPOAYKIMU U3 MHOTOYHMCICHHBIX MaJCHbKUX CEpUH, MOTy4yaeMbIX U3
pa3IMYHOTO MCXOJHOTO ChIpbS (HANpUMEp, JIEKApCTBEHHBbIE Ipenaparbl Ha OCHOBE KJIETOUHBIX
TEXHOJIOTUI) Ha CTaguM pa3pabOTKHU CTPAaTETMU KOHTPOJS JOJDKHBI YUHUTBHIBATHCS TakHe (DaKTOpBI, Kak
COCTOSIHUE 3/10POBbsI JOHOPOB C LIEJIbI0 CHUKEHUS PUCKA MTOJIHOM MOTEPU NPOAYKIIMH;

B) (C) mpenoTBpalleHUE MONaJaHusl XUBbIX MHUKPOOPTraHU3MOB M CIIOP B CMEXHbBIE ITOMELICHUS
wii Ha oOOpyloBaHHME IIyTEM OINpPEAETCHUs BCEX IOTCHLUUANbHBIX MAapUIpyTOB MEPEKPECTHOM
KOHTaMHUHAallUM ¥ HCIOJb30BaHUS OJHOPA30BBIX KOMIIOHEHTOB M COOTBETCTBYIOIIMX WHKEHEPHBIX
MEPOIPUATHH (HapUMep, 3aKPBIThIX CUCTEM);

r) (d) Hamumume MeEpONpPHUATUH KOHTPOJSA IO YAAJCHUI0O MHUKPOOPTaHHM3MOB M CIIOp Iiepen
MOCJEAYIOIUM IPOU3BOACTBOM Jpyrod npoaykuuu. IIpoueaypsl OUMCTKM W JAEKOHTaMUHALMU OT
MHUKPOOPIaHU3MOB U CIOp JOJDKHBI OBITH OTBIMIAMPOBAHBI (B TOM YHCIE Ui CHCTEM OTOIUICHHS,
BEHTWISILIMM U KOHAULIIMOHUPOBAHUS BO3yXa);

1) (€) eciii MUKPOOPIaHU3MBI SIBJIIOTCS] YCTOMUMBBIMH K YCJIOBUSIM IIPOU3BOJICTBEHHON Cpe/ibl U B
paclopsDKEHMM  HMMEIOTCA  COOTBETCTBYIOIIME  METOJABI, KOHTPOJb  IPOM3BOACTBEHHOM  CpPE.BI,
ceun(pUUYecKuid s MOJIy4aeMOro MHKPOOpPTraHu3Ma, HEO0OXOAWMO IMPOBOJUTH B CMEXKHBIX 30HAaX BO
BpEMs NPOU3BOJICTBA U IIOCIE 3aBEPLICHUS OYUCTKU M JEKOHTAMMHALMU. Takke HYXHO NPUHUMATh BO
BHUMAaHUE PHUCKH, CBA3aHHBIE C HCIIOJIB30BAHMEM OINPEIECIIEHHOTO KOHTPOJIbHO-U3MEPUTEIBHOTO
o0opynoBaHusi (HarmpuMep, JUIs ONpeAeNCHUs YacTHUIl B BO3JyXe) B 30HAX, IJie MPOBOIATCS pabOTHI C
KHUBBIMH U (MJTH) CIOPOOOPA3YIOUIMMHA MUKPOOPTaHU3MaMHU;

e) (f) nponykums, o00opyI0BaHUE, BCIIOMOTaTeIbHOE 000pyI0BaHKE (HAIIpUMED, AJIsl KAINOPOBKYU U
BaJIM/IALIMN) U OJHOPA30BbIE MaTepUalbl JOJDKHBI NIEPEMEIAThCS B MpEAeax MpeIHa3HAUYEHHBIX 30H U
JOJDKHBI yIANATBCS U3 ATUX 30H TaKUM 00pazoM, 4TOOBI MPEAOTBPATUTh KOHTAMMHAIMIO JPYTHX 30H,
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Apyroil TMPOAYKUMU HA PA3TUYHBIX CTaIusAX IPOU3BOACTBAa (B YAaCTHOCTH, CIEAYeT INPEeIOTBPATHTh
KOHTaMUHAIIMIO NHAKTUBUPOBAHHBIX MPOIYKTOB WM aHATOKCHHOB HEMHAKTUBUPOBAHHBIMH MIPOAYKTAMH);

K) (g) IpOM3BOJICTBO HAa OCHOBE IMPHHLMIA MPOBEICHHUS OIHOTHUITHBIX IMKJIOB IHPOHM3BOJCTBA
(xaMIaHwuif).

23. (9) HeoOxoauMocTh HaM4Ms CHEIMAIM3UPOBAHHBIX MOMEIIEHUH 11 (puHUIIHON 00paboTKH
(B 4acTHOCTH, AJISl IPUTOTOBIICHUS, HAIIOJHEHHS, YIAKOBKH) Oy/AeT 3aBHCETh OT NEPEUMCICHHBIX BBIIIE
(dakTOpoB, a TaKKe OT MJONOJHHUTENbHBIX (PAKTOPOB B OTHOLICHUU CHEHU(PHUKH OHOIOTHYECKOrO
JICKApCTBEHHOTO TIpenapaTa U XapaKTEepUCTHK JAPYrod MPOMYKIMH, BKIOYas JOObIe HEOMOJIOTHYECKUE
MPOAYKTHI, TIPOU3BOJUMBIE B TEX e MOMENIeHUAX. Ha 3aKII0UnTEeNbHBIX CTAAUAX MOTYT IMOTPEOOBATHCA
Apyrde Mepbl KOHTPOJIS ONpPEJeNICHHOM IOCIEeI0BAaTeIbHOCTH J00aBJICHUSI BELIECTB, CKOPOCTH
NepeMeIIMBaHusl, KOHTPOJIsI BPEMEHH U TEMIepaTypbl, NpPEAeTbHOIO BPEMEHHM BO3JEHCTBHS CBETa H
repMeTu3aluu (U30Js11H), a TAKXKE B MIPOLIEypax OYMCTKH B ClIydae IposiuBa (pacchllaHus).

24. (10) Meponpusitust ¥ TPOLEAYPHl, HEOOXOIUMBbIE s oObOecreueHus: Oe30MacHOCTH
MIPOM3BOJICTBEHHOIN Cpeabl M TMEpCOoHaja, He JOJDKHBI MPOTUBOPEUYHUTH MEPOIPHUATUSAM M MPOLEIypaM,
HEOOXOUMBIM JJIs1 00ECTIEUEeHUs KaueCTBa MPOIYKTa.

25. (11) Cucremsl BO3IyXONOATOTOBKH TOJDKHBI OBITH CIPOCKTHPOBAHBI, CKOHCTPYHMPOBAHBI H
00CITy’)KUBaThCSI TakuM 00pa3oM, UYTOOBI HCKIIOYUTH PHCK MEPEKPECTHOM KOHTAMUHAIMU MEXIY
Pa3NIUYHBIME TPOM3BOJICTBEHHBIMHM 30HaMHU. Takke MOXKET BO3HHUKHYTh HEOOXOIUMOCTh B OTAEIBHBIX
crcTeMax BO3AYyXOMOATOTOBKHU JJIsl ONPEACICHHBIX 30H. PellleHne OTHOCUTENbHO HCIIONB30BaHUS CUCTEM
BEHTHISIIUH 0€3 PELUPKYISIIUN JOJDKHO OBITh MPUHATO Ha OCHOBAHUH HPUHIIUIIOB YIPABJICHUS PUCKAMU
ISl Ka4ecTBa.

26. (12) Paboty co CTepuiIbHOW MPOAYKIMEH HEOOXOAMMO BECTH B 30HAX C W30BITOYHBIM
JaBJIEHUEM, HO B OCOOBIX 30HAX B TOYKAaX JIOKAJTU3AI[MHM MAaTOTCHHBIX MUKPOOPTaHHW3MOB HEOOXOIUMO
co3/laBaTh OTPULIATENFHBIN MEpenaja NaBICHUs Ui MPelOTBpaIleHUs] pacIpOCTPaHEHUsI KOHTAMUHAHTOB
3a mpeaensl 3TuX 30H. Eciau s paboThl B aCENTUYECKHX YCIOBHUSX C MaTepHallaMH, COCTAaBIISIOLIUMH
0coOBIi pUCK (HampuMep, C MaTOreHHBIMH MHUKPOOPTaHU3MaMH) HCIOJB3YIOTCS 30HBI C MOHM)KEHHBIM
JaBJICHUEM WM 0€30MacHble OOKCHI, UX CIeIyeT OKPY)KaTh 30HAMU COOTBETCTBYIOILETO Kacca YHCTOTHI C
M30BITOYHBIM JaBlicHHEM. J[aHHbIE Tepenajabl JaBJICHUS JOJDKHBI OBITh YETKO OIPENENICHBl U JOJKHBI
HaXOJUTBHCSL TOJ TOCTOSHHBIM ~KOHTPOJIEM C COOTBETCTBYIOLUIMMHM HACTPOMKAaMHU  aBapHHHOM
CUTHAJIN3AIUH.

27. (13) KoHcTpykuus 0oOOpyJOBaHUS, HCIOIB3YeMOTO JUis  pabOThl € JKUBBIMHU
MHUKpPOOpPraHM3MaMH M KIETKaMH, BKIIoyas oOopylnoBaHMEe [uis OTOOpa MpoOd, MOJDKHA HMCKIIOYaTh
BO3MOKHOCTh KOHTAMHHAIIUHN BO BPEeMs IIPOBEIeHUs padoT.

28. (14) Kouctpyxkuus, oOecrieuyuBaroiias HNEPBUYHYIO H3OJSALMIO, JODKHA HMCKIIOYATh PHCK
YT€UKH OHOJOTMYECKUX AarceHTOB B HEMOCPEACTBEHHOE pabodee MPOCTPAHCTBO, YTO JOJDKHO OBITH
MOJTBEPXKICHO Pe3yIbTaTaMH TECTUPOBAHUS C OMPEACICHHON MEPUOINIHOCTHIO.

29. (15) Ilpn HanMuMU BO3MOKHOCTH PEKOMEHYETCsl UCII0JIb30BATh CUCTEMBI "OUNCTKH Ha MecTe"
u "o0paboTku mapom Ha mecte" ("'crepunuzanuu Ha mecte"). KoHcTpyKuus BeHTHIIEH Ha (epMeHTaTopax
JOJDKHA TIPeyCMaTPUBATh BO3MOKHOCTD UX CTEPUIIM3ALIUH ITaPOM.

30. (16) Bo3nymnble GUIBTPHl AOIKHBI OBITH TUAPO(POOHBIMH, CPOK UX CIIYKOBI JTOJKEH OBITH
OIpeJIeJIeH B TPOLECCEe BaTUAALUN IIyTEM MPOBEPKU LEIOCTHOCTU C ONPEACTICHHON MEePHOAMYHOCTHIO
COTJIACHO COOTBETCTBYIOLIUM MTPUHLUIIAM YIIPABJICHUS pPUCKAMU [T KaYeCTBa.

31. (17) KoHCTpyKIusi ApEHAXKHBIX CHUCTEM JIOJDKHA IO3BOJSATH NPOBOAUTH 3(P(PEKTUBHYIO
HEHTpanu3anuilo ¢ JCKOHTAMHMHAIIMIO CTOYHBIX BOJA JUIA MCKIIOYEHHS pPHCKAa TEPEeKPECTHOM
KOHTaMuHaIMU. J{oMkKHO OBITh OOECIeYeHO BBINOJHEHHE TpeOOBaHMM 3akoHOJaTenbcTBa Poccuiickoii
@enepany ¢ LENbI0 MUHUMHU3ALUM PHUCKA KOHTAMHHALIMM OKPY)KAIOLIEH Cpelsl B COOTBETCTBUHU C
pHUCKaMH, CBSI3aHHBIMH ¢ OMOJIOTHYECKON OMAaCHOCTBIO OTXOJI0B ITPOM3BO/ICTBA.

32. (18) BBuay u3MeHUYMBOCTH CBOWCTB OMOJIOTMUECKUX JIEKAPCTBEHHBIX CPEICTB HIIM MPOLIECCOB
UX TPOM3BOJICTBA HEOOXOAMMO OTMEPHBATH WJIM B3BELIMBATH KAaKOE-THMOO COOTBETCTBYIOIIEE U (WJIIH)
KPUTHYECKOE MCXOJHOE ChIpbe (Hampumep, MUTATeIbHBIE cpelbl U Oydepsl) B X0A€ TEXHOJIOTHYECKOTO
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mnmpomnecca. B sTux ClIy4dasx B HpOHBBOI[CTBGHHOfI 30HC OOMMYCKACTCA XpPaHCHUC HEOOJIBIINX 3aI1aCOB ATOI'0
HUCXOOHOT'O ChIPbA HAa MPOTAKCHUU CPOKA, YCTAHOBJICHHOI'O HA OCHOBAHWUN COOTBCTCTBYIOIIUX KPUTCPUCB
(HaHpI/IMep, AJATCIIBHOCTD ITPOU3BOACTBA CEPUU UIIU NJIUTCIIBHOCTD KaMHaHI/II/I).

KuBoTHEBIE

33. (19) dns mpou3BojCTBa OMOIIOTHYECKUX JIGKAPCTBEHHBIX MPENapaToB HMCIOIB3YIOTCS pa3HbIe
BUJIBI )KUBOTHBIX. MOKHO BBIICIHTH JIBE OOJBIINE TPYTIIbI HCTOYHHKOB:

a) (a) )xuBbIe KMBOTHBIE, 00BEIMHEHHBIE B TPYIIIBI, cTafa, cTau. Hampumep, 00e3bsHbI (BaKIMHA
MIPOTHB MOJIMOMUEINTA), JIOUIAIU, OBl U KO3bI (MMMYHHBIE CBIBOPOTKH MPOTHUB S70B 3MEH U CTOJIOHSKA),
KOIIKH (aJUIEPreHbl), KPOJIUKY, MBIIIH U XOMSKU (BaKLMHA MPOTHUB OCIICHCTBA), KO3bI, KPYITHBINA POTraThIi
CKOT (TpaHCT€HHBbIE IPOAYKTBHI);

6) (b) TKaHM W KJIETKU KUBOTHOT'O MPOUCXOKIACHUS, U3BJICUCHHBIC U3 YMEPIIBICHHBIX KHUBOTHBIX
(OBLIBI M CBUHBH), UCIIOJIb3YEMBIE /711 IPOM3BOJICTBA BEICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX ITPENAapaTOB
WX KaK ChIpbe Ui (PePMEHTOB, aHTUKOATYJITHTOB U TOPMOHOB.

34. JKuBOTHBIE TaKkK€ UCHOJB3YIOTCA JJI1 KOHTPOJISI KadyecTBa B  COOTBETCTBUU  CO
cneur(puKanusaMy (MTMPOreHHOCTh, TOKCUYHOCTD, O€3BPEIHOCTD, cCrielii(pryeckast akTUBHOCTB ).

35. (20) B nomonHeHHME K BBINOJHEHHWIO HOPMATHBHBIX TPEOOBAHWN B OTHOIIEHHHM TIy04aToi
sHIe(aTONaTUN JKUBOTHBIX, JpPYTME OMNACHBIE areHThl (BO30YyAMTENHM 300HO30B, AHTPOIO300HO30B
KUBOTHBIX) JOJDKHBI KOHTPOJIMPOBATHCS M PETHCTPUPOBATHCS COIVIACHO IIOCTOSIHHO JEHCTBYIOIIEH
nporpaMMe MOHHMTOpWHTA. JIJsi OpraHu3aluy TaKHX MPOrpaMM HEOOXOJMMO MOJy4yaTh KOHCYJbTALIUIO
COOTBETCTBYIOILIETO CcrienuanncTa. B cnyyasx 3a0oneBaHus )KUBOTHBIX-TOHOPOB WJIN KHBOTHBIX, KOTOPBIE
UCTIOJNB3YIOTCS B KAa4eCTBE CHIPbs, JOJDKHBI OBITH MPOBEAEHBI U 3apETUCTPHUPOBAHBI COOTBETCTBYIOLIHE
WCCIICZIOBAaHMS HAa MPEIMET MPUTOJHOCTU STHUX JKUBOTHBIX U NMPHUTOJHOCTH JKUBOTHBIX, IPEOBIBABIINX B
KOHTAaKTe€ C OOJBbHBIM J>KMBOTHBIM, Uil HWCIOJb30BAHUS NPU MPOU3BOJACTBE (B KAueCTBE HMCXOJHBIX
MaTEPUAJIOB WJIM UCXOAHOIO ChIPbs), IPU KOHTPOJIE KayecTBa MPOAYKIMHU U MIPU IPOBEIECHUHN UCIIBITAHUN
Ha Oe3omacHocTh. JlomkHa OBITH pa3paboTaHa Mpoleaypa PETPOCHEKTHBHOTO aHAlM3a, MO3BOJISIOIAS
NPUHUMATh PEIICHHE OTHOCHUTENBHO TOMHOCTH OHOJOTHYECKOW (apMaleBTUYeCKOd CyOCTaHIMU WIH
JIEKapCTBEHHOI'O NIpemnapara, B COCTaB KOTOPOro BXOAMUT WJIM IIPU MPOU3BOACTBE KOTOPOI'O UCIIOJIB30BAJICS
TaKOM MaTepuaj >KUBOTHOTO MPOMCXOKIEHHUS B KaUECTBE MCXOJHOIO MaTepuaia WM UCXOAHOIO ChIPbS.
JI1st yCTaHOBJIEHMSI TOTO, KaKas U3 JOHALUU IOCIEAHEN [T0Ka3ala OTPULIATEIbHbIN PE3yIbTaT HAa HAIMYUE
3a00JeBaHus, TaM TJle IPUMEHUMO, MTPOBOIUTCS MOBTOPHOE TECTHPOBAHUE 00PA3LIOB, COXPAHEHHBIX MPH
IIPEIbIAYIIEM B3I TUM MaTepuaa OT TOT0 )K€ JKUBOTHOI'O-A0HOpA (€CIIM TaKOBBIE UMEIOTCS ), UTO BJIMSAET HA
IIpoLEecC NMPUHATHA JaHHOro pewmeHus. IIpu onpeneneHun nepuoja U3bSITHUS KUBOTHBIX M3 MPOTrPaMMBbI
JOJDKEH YYMTBIBATHCS NEPHUOJ BBIBEIECHUS JIEKAPCTBEHHBIX CPEACTB, HCIIOJIb30BABIIUXCS JJIs BBEICHUS
KHBOTHBIM-JIOHOPAM HJIM >KUBOTHBIM, KOTOpPBIE HCIIOJNB30BATHCh B KAUECTBE CBHIPhS, YTO JIOJDKHO OBITH
o(hopMIIEHO TOKYMEHTAIIBHO.

36. (21) Ocoboe BHMMaHHE HEOOXOAWMO YJIENATH TPEAOTBPAIICHUI0O M MOHUTOPHHTY
MHQPEKIMOHHBIX 3a00J€BaHUN y IKHBOTHBIX, KOTOpPBIE HCIIOJNB3YIOTCSI B KaueCTBE CBIPbS, H Y
KUBOTHBIX-JOHOPOB. IIpHHKMMaeMble Mepbl OJKHBI BKJIIOYAaTh KOHTPOJIb HMCTOYHHMKOB, ITOMEIIEHUH,
nacTOMIL, KOHTPOJb OWONOTHYECKOM Oe30MacHOCTH, PEXHMOB MPOBEACHUS HCIBITAHUN, KOHTPOJb
BCIIOMOTATENIbHBIX MaTEepPHaJIOB M KOPMOB JUISL JKUBOTHBIX. OCOOCHHYIO 3HAUMMOCTb MMEIOT MPOBEPKH
KUBOTHBIX, CBOOOJHBIX OT CHEIU(PHUUECKUX NaToreHoB. JlOIKHBI OBITH ONpejaeieHbl TpeOOBaHUS K
COJIEP’KaHUIO0 U MOHUTOPUHTY 3/I0POBbS APYTUX KUBOTHBIX (HAaIlpUMeEp, )KUBYLIUX B CTasX UM CTajax).

37. (22) Jlns nexapcTBEHHBIX NPENapaTroB, MPOU3BEAECHHBIX C MCIOIb30BAHUEM TPAaHCIEHHBIX
KMBOTHBIX, JIOJDKHA OBITH oOecreueHa OTCIICKMBAEMOCTh MCXOJIHBIX >KMBOTHBIX, MCIIOJIb30BAaHHBIX IS
CO3/1aHUS U3 HUX TPAHCTE€HHBIX )KUBOTHBIX.

38. (23) Ocoboe BHHMMaHHE OJHKHO OBITH YJIENEHO BBINOJIHEHUIO TPeOOBaHUII HOPMATHBHBIX
IIpaBOBBIX akTOB Poccuiickoi denepanny, peryIupyoInX BOIPOCH 3aIUTHI )KUBOTHBIX, UCIIOJIb3YEMBIX
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B DKCIIEPUMEHTAIbHBIX 1IEJIAX, B OTHOIIEHWU BHUBApHEB, B KOTOPBIX COJEPKATCS >KMUBOTHBIC, yXOJa 3a
KUBOTHBIMHU M KapaHTHMHA. BuBapuu, B KOTOPBIX COJEpXKaTcs >KUBOTHBIC, HCIIOJNb3yEMbIE IS
MIPOU3BOJICTBA M KOHTPOJISI KauecTBa OMOJIOTHUECKUX (PapMaleBTUYECKUX CYOCTAHIIUN U JICKAPCTBEHHBIX
MpermapaToB, JOHKHBI OBITh OTACIICHBI OT 30H MTPOU3BOJICTBA M KOHTPOJIS Ka4eCTBa.

39. (24) Ins pa3nuyHBIX BUAOB KUBOTHBIX JOJDKHBI OBITH OIpEIe]IeHbl OCHOBHBIC IMOKAa3aTelH,
KOTOpPbIE€ 3aT€M KOHTPOJIMPYIOT M peructpupyior. [lokasatenn MOryT BKIIOYATh BO3pPACT, MOJ, BEC U
COCTOSIHHE 37J0POBbS ’KUBOTHBIX.

40. (25) Hdns mpenoTBpallleHUs] pHCKa MEPENyThIBAHUS >KUBOTHBIX, OMOJOTMYECKHX arceHTOB H
pe3yJabTaTOB NPOBEACHHBIX MCHBITAHUM M TMPEJOTBPAILICHUS BO3MOXKHBIX OMACHOCTEW, JOJKHA
CYIIIECTBOBATh CUCTEMA MX UACHTU(DUKAIIIH.

JdoxkymeHTauus

41. (26) Hdns MCXOJHOTO CHIPbS M HCXOAHBIX MaTEPUA]OB JJsl MPOU3BOJACTBA OMOJIOTHYECKUX
JICKapCTBEHHBIX MPENapaToB MOXET IOTpeOOBaThCS OMOMHHUTEIbHAS HWHpOpManus 00 HMCTOYHHKE,
MPOMCXOXKACHUH, IIETH TTOCTaBOK, METOJE MPOU3BOJCTBA U MPHUMEHSAEMBIX METOAaX KOHTPOJS KayecTBa
111 o0ecredeHrs He0OX0IMMOro 00beMa KOHTPOJISI, B TOM YHCIIe MUKPOOHOIOTHYECKOTO KOHTPOJIS.

42. (27) JIna HEKOTOPBIX THIIOB MPOAYKLUH MOXKET MOTpeOOBaThCs cnenuduyeckoe OmucaHue
MaTepHasIOB, BXOAIINX B CEPHUIO, B YACTHOCTH, COMAaTHUECKUX KIJIETOK, UCTIOIb3YEMBIX MPU IPOU3BOJICTBE
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IMpEenapaToB. B OTHOIIEHWH ayTOJOTHYHOTO JIEKAPCTBEHHOTO
npernapara ¥ JEKapCTBEHHOTO Mpernapara OT CIEHUalbHO IMOJ00paHHOTO JOHOPA, MPOIYKIHS JTOJKHA
paccMaTpUBaThHCS Kak OHA Cepusl.

43. (28) Mna nekapCTBEHHBIX IIPENapaToB, IIPU IPOU3BOJCTBE KOTOPBIX MCIIOIb3YHOTCS
YeJIOBEYECKHE KJIETKM HJIM TKaHU JOHOPOB, JOJDKHA OBbITH OOecledyeHa IOJIHAsl TMPOCIeKUBAEMOCTb,
HauMHAs OT HCXOJHOTO CBHIPhSl W MAaTepHUajoB, B TOM YHCIE cojiepxamas uHpopmaimio 000 Bcex
BEIIIECTBAX, KOHTAKTUPOBABIIMX C KJIETKAMH MM TKaHSAMH, BIUIOTh 1O MOJTBEPKICHHS IMOTYyYCHHS
JIEKapCTBEHHOTO Ipernapara B MecTe ero npuMeHeHus. OJHOBPEMEHHO C 3THM JOJDKHA OBITh oOecrieueHa
AHOHMMHOCTh MAIlMEHTOB M KOH(UACHIHUAIBLHOCTh MH(pOpMaIu 00 uxX 310poBbe. COOTBETCTBYIOIINE
3aMucH, O00eCHeunBaIoINe MPOCIIECKUBAEMOCTh JIEKAPCTBEHHOTO TIpemnapara, AODKHBI XpPAaHUTHCA B
TE€YEHUE TPUALATH JIET IMOCJe JaThl OKOHYAHHs CpOKa TOJHOCTH JIEKapCTBEHHOro mpemnapata. Ocoboe
BHUMaHHUE JIOJDKHO YAEIATbCA OOECIEUEHUIO TPOCICKUBAEMOCTH CHEIM(PUYECKUX JIeKapCTBEHHBIX
MPerapaToB JUIs UCIOJIB30BAHUS B OCOOBIX ClTydasiX, Kak HalpUMeEp KIETKH OT CIIEHaTbHO MO0J00paHHOTO
noHopa. [Ipon3BOACTBO JIEKAPCTBEHHBIX CPEACTB C HCIIOJIB30BAHMEM KOMIIOHEHTOB KPOBU B KaueCTBE
HCXOJIHOTO CBhIpbsi WJIM MaTepUAJIOB JOJDKHO COOTBETCTBOBATh TPEOOBaHMSAM 3aKoHOJATeNnbCTBa. [lpu
MIPOM3BOJICTBE  BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IMpENapaToB JOJDKHA ObITh oOecredyeHa
IIPOCJIEKUBAEMOCTh YEJIOBEYECKMX KIJIETOK, B TOM YHUCJIE TIE€MOMNOITHYECKHX CTBOJIOBBIX KIIETOK.
Mepomnpusitusa, o00ecneunBalone MPOCIeKUBAEMOCTh M XpaHEHHE JOKYMEHTAllMM B TEUYCHHE
HEOO0XOMMOTO TIepHOJa BPEMEHH, IODKHBI OBbITh BKJIIOYEHBI B TEXHUYECKHE COTJIAIICHUS MEXIY
BOBJICYCHHBIMHU B TaKYIO JESTEIBHOCTh CTOPOHAMH.

IIpousBoacrBo

44. (29) YuutbiBas BO3MOXHYIO BBICOKYIO M3MEHYMBOCTH CBOWCTB OHMOJOIMYECKHX BELIECTB W
MPOAYKTOB, HEOOXOAUMO 00ECIEUNTh Ha Pa3HBIX dTaNax >KU3HEHHOTO IMKJIA MPOIYKIUH (Hampumep, Ha
aTarne pa3padOTKU IMpolecca) MOBbIIIEHHE HAASKHOCTH U YCTOMYMBOCTH HpOIlecca, CHUXKAsT TeM CaMbIM
ero BapHa0eNbHOCTh M TIOBBIIIAS BOCHPOM3BOAUMOCTH. IIOBTOpHas OIIEHKAa JOJDKHA TPOBOJUTHCA B
npolecce 0030pOB KauecTBa MPOIYKLIUH.

45. (30) ITockonbKy cpelbl U peaKTUBBI B YCIOBUAX KYJITUBUPOBAHUS 00€CTIEUMBAIOT POCT KIETOK
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WIA MUKPOOPTaHU3MOB, KOTOpBIE, KaK MPaBUIIO, SBISIFOTCS MOHOKYJIBTYPaMHU, 0CO00€ BHUMaHHUE JOJKHO
YACTATBCS CTPATErMy KOHTPOJIS KauecTBa JJIsi TapaHTHU MPEeAyNpEeXICHUS 1 MUHUMU3ALUU OMOHArPY3KH
U CBS3aHHOTO C HEW 3arps3HeHHus MeTaboNuTaMH M 3HIOTOKCHMHAMHU. JI7s BBICOKOTEXHOJIOTMYHBIX
JIEKapCTBEHHBIX MPENapaToB Ha OCHOBE KIJIETOK, KOTOPBIE, KaK MPAaBUIIO, IPOU3BOISATCS MaJbIMU CEPUSMH,
PHUCK TEPEKpPECTHOW KOHTAMUHAIIMM MEXIY KJIETOUYHBIMU JIEKAPCTBEHHBIMM IIperapataMd OT pa3HbIX
JIOHOPOB C PAa3IMYHBIM COCTOSIHUEM 30POBBS JIOJDKEH KOHTPOJHPOBATHCS COIJIACHO YCTaHOBJICHHBIM
TpeOOBAHUAM U MPOLIEAYPAM.

HUcxognoe ChIPbE€ N UCXOAHBIC MaTEPUAJIbI

46. (31) Crnemgyet 4eTKO ONMpEAEsITh UCTOYHUK, IPOUCXOXKACHUE U MPUTOJHOCTh OMOIOTHUECKUX
UCXOJHOIO CBhIpbS M MCXOJIHBIX MAaTEpUAJOB JJs IOCIEAYIOLIETO WX MHCIIOJIb30BaHUS (HAIpUMeEp,
KPHOIIPOTEKTOPHI, MUTAIOIINE KIETKH, peareHThl, MUTaTeIbHbIE cpeabl, Oydepbl, CBIBOPOTKH, (PEepMEHTHI,
IIUTOKUHBI, (akTopsl pocTa). Eciau mpoBerneHne HEOOXOIMMBIX HMCIBITAHUM 3aHMMAaeT MHOTO BPEMEHH,
JIOIMyCKaeTCsl HAYMHATh 00pabOTKy MCXOJHBIX MaTepPHAaIOB J0 MOJyYEHUs Pe3yJIbTaTOB ITHX MCIBITAaHUM,
HO JJIs1 UCTIOJIb30BAaHUS 3TUX UCXOIHBIX MaTEPUAJIOB JOJDKHO OBITh YUTEHO UX BIMSHUE HA JIPYyTUE CEPHU B
CIly4ae BBISBJICHUS HECOOTBETCTBUS U OLEHEHBI PUCKU COTJIACHO NMPHUHLMIAM YIIPAaBJICHUS PUCKAMHU JUIS
KauecTBa. B Takux ciydasx BblJada pa3pellieHHs Ha BBIIYCK CEpUM TFOTOBOM MPOLYKIUH 3aBUCHUT OT
Y/IOBJIETBOPUTENBHBIX PE3yJIbTATOB HCHBITAHUNA MCXOAHOTO ChIpbs. Ha ocHoBaHuM TpeOoBaHMN K
COOTBETCTBYIOIIUM CTaJIUsM IPOU3BOJCTBA JOJDKHA MPOBOJIUTHCS HACHTH(PHUKAIMA BCEX HCXOMHBIX
MaTepuanoB. JloNmoIHUTENbHBIE TPeOOBaHUS Ui OMOIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB M3JI0KEHBI
B mase [II macrosmmx [Ipasun u [lpwinokennn N 8 k HactosumM [lpaBunam, a amnst OHMOJIOTHYECKHX
¢bapmaneBTHUeCKUX cyOcTaHImii B riase [V Hacrosimux [IpaBuo.

47. (32) I1pu ouieHKE pUCKOB KOHTAMHHALIMKA UCXOJHOTO ChIPbsS U NCXOJHBIX MaTepUaioB BO BpEMs
UX TPOXOXKJCHHUSA MO IIeNM MOCTaBOK 0CO00€ BHUMAaHHE HEOOXOAWMO YNENATh PUCKY, CBA3aHHOMY C
ryouaToil sHuedasonaTueil XUBOTHBIX M JIATEHTHBIMM BUpycamMH. Takke IOMKHO OBITh YJEJIEHO
BHUMAaHUE HCXOJHBIM MaTrepuajaM, HEMOCPEACTBEHHO KOHTAKTHUPYIOUIMM C  TEXHOJOTHUYECKUM
00OpYyJOBaHUEM WU TPOMYKIHMEW (TaKMM KaK MHUTATEJbHBIE CPEIbl, UCIONb3yeMble Il CUMYJIISIIUN
aCeNTHUYECKOT O PO3JIMBa, U CMA304YHbIE MaTEPUAIIbl, KOTOPHIE MOI'YT KOHTAKTUPOBATH C MPOYKTOM).

48. (33) BenencrBre TOro, 4To pUCKM BHECEHHS] KOHTAMUHALIUUA U COOTBETCTBYIOIIKE MOCIEACTBUS
JUIs TOTOBOT'O JIEKAPCTBEHHOTI'O IIpenapaTa HE 3aBUCAT OT CTaJUU NIPOU3BOJICTBA, YCTAHOBJIEHHUE CTPATETUN
KOHTPOJIS IS 3aILUTH POIYKIMH, IPUTOTOBICHHS PacTBOPOB, OypepoB U A00aBIAEMBIX KOMIIOHEHTOB
JIOJDKHO OCHOBBIBAThCSI Ha IMIPUHIIMIIAX M PYKOBOIAIIMX YKa3aHUSAX, CONEPIKALIUXCA B COOTBETCTBYIOILIMX
nyHkrax [lpunoxenus N 1 k Hactosummm IlpaBuinam. OcoOyio BaKHOCTP HMMEIOT KOHTPOJIbHBIC
MEpPONPUATHsI, HEOOXOAUMBIEC IS NMPOBEPKH KAaueCcTBAa MCXOJIHBIX MaTEpHajoB, a TaKkkKe Ui Ipolecca
aCeNTUYECKOT0 MPOM3BOJCTBA MPOAYKUIMH Ha KICTOYHOH OCHOBe, rie (UHHIIHAS CTEpUIN3ALUS HE
ABIISICTCS BOSMOXKHOM, a CIIOCOOHOCTD yAaJIeHUs MUKPOOHBIX TTOOOYHBIX MPOAYKTOB orpanudeHa. Koraa B
PETUCTPALIMOHHOM J0ChE WMJIM MPOTOKOJIE KIMHUYECKUX MCCIIEJOBAaHUM YCTAHOBIJIEH JONYCTUMBIM THUI U
YpOBEHb OHOHArpy3KH, HampuMmep, Ha CTaauHM MOJydeHHs (papmaneBTUUECKO cyOcTaHIMuU, Toraa
CTpaTerusi KOHTPOJIA JOJDKHA TpPEAyCMaTpHBaTh CHOCOOBI, KOTOPBIMH OyJIeT MOAJCPKHUBATHCS
YCTaHOBJICHHBIN YPOBEHb OMOHATPY3KH.

49. (34) Ilpu HEOOXOOUMOCTH CTEPWIIM3ALMU HCXOJAHOTO CBHIPbS M MaTEepHajoB, TaKas
CTEpWIM3alMsl, NpPU HAJIMYUU BO3MOXKHOCTH, JOJDKHA IIPOBOAMTHCA TepMUYECKUM MeroaoM. [lpu
HEO0XOIMMOCTH MOTYT TAaK)K€ UCIIOJIb30BaThCS IPYTHe COOTBETCTBYIOIINE METO/IbI, HCHIOIb3YIOIIUECS IS
MHAKTHBALUU OMOJIOTHYECKUX MAaTEpUAIOB (B YACTHOCTH, paguanus U QUIbTPAIHs).

50. (35) Moxer notpeboBaThcs NPOBEIEHUE APYTUX MEPOIPHUITUH, B YACTHOCTH, HCIIOJIb30BaHHE
aHTUOMOTHKOB HAa PAaHHMX ATalax MPOU3BOCTBA C LIEIbI0 YMEHBIIECHUS OMOHATPY3KH, KOTOpast BO3MOXKHA
IIPU TTOCTABKE JKUBBIX TKAHEH M KJIETOK. PEeKOMEHIyeTCst IO BO3MOKHOCTH M30eraTh TaKMX MEPONPUSTHH,
HO B cily4Yae HEOOXOOUMOCTH HUX HCIIOJIb30BAaHHE JOJDKHO OBITh OOOCHOBAaHO, a UX NPUMEHEHHUE B

112/218

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

| ‘C %EM‘HHII:-II-!Q CtaHpapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

TEXHOJIOTUYECKOM TIPOLIECCE JODKHO OBITh MPEKPAILIeHO Ha CTaJWHU, YKAa3aHHOW B PErMCTPaLlMOHHOM
J0Ch€ WM MTPOTOKOJIE KIMHUYECKUX MCCIEIOBAHNUM.

51. (36) Jlns yenoBeuecKUX TKaHEH U KIETOK, UCIIOJIb3YEMbIX B KaUECTBE MCXOJHBIX MaTepUalIOB
111 OMOJIOTUYECKUX JICKAPCTBEHHBIX CPEJCTB, HEOOXOIUMO YUUTHIBATh CIENyIOIIUe TPeOOBaHUS:

a) (a) ux mnpuoOpeTeHHe, MOHAIMS U MPOBEACHUE HCHBITAHUNA [OJDKHO OCYIIECTBIISATHCS B
COOTBETCTBUM C HOPMATHBHBIMU IIpaBOBbIMM akTamu Poccuiickoit ®enepaunnu. Opranuzanuu,
MOCTABJIIONINE UCXOAHOE ChIPhE, JOJDKHBI MMETh pa3pelieHue YIOJTHOMOUYEHHOTO (eepaibHOTro opraHa
HCIIOJIHUTEIIBHOM BJIACTH B COOTBETCTBUM C 3aKOHOHATelbCcTBOM Poccuiickoii denepanuu. Hanuuume
HEOOXOIUMBIX pa3pelIeHU JOIKHO ObITh IPOBEPEHO B PAMKAX CUCTEMBI YIIPABICHHS TOCTaBKAMU;

6) (b) B ciay4asx MMIOPTHPOBAHUS TAaKUX YEJOBEYECKUX KJIETOK W TKAaHEH M3 APYTruX CTpaH,
JOJDKHBI  OBITH COOJNIOACHBI CTAaHAAPTHI KOHTPOJII KadecTBa M 0O€30IacCHOCTH, COOTBETCTBYIOLIHE
TpeOOBaHUAM HOPMATUBHBIX ITPABOBBIX akTOB Poccuiickoii deneparum;

B) (C) B HEKOTOPBIX Cllydasix paboTa ¢ KJIETKaMUd W TKaHAMH, HCIOJIb3yeMbIMH B KauecCTBE
UCXOJHBIX MAaTepHaIOB sl OMOJOIMYECKHX JICKapCTBEHHBIX IpernapaTroB, OyAeT NPOU3BOAMUTHCS B
OpraHM3alMsIX MO B3SATHIO M (WIM) IPOBEPKE TKAHEH, B TOM YHUCIIE Ui CO3AAHMs HA4aJIbHBIX KJIETOYHBIX
0aHKOB WJIM KJIETOYHBIX JIMHUHU, IPEANIECTBYIOMNX CO3AaHUIO TTIaBHOTO OaHKa KJIETOK. B Takux cioyyasx B
COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccuiickoii ®enepaiuu JOHKHO ObITH Ha3HAUEHO JIUIO, KOTOPOE
OTBEYAET 32 YKa3aHHBIE ATAIbl padoThI;

r) (d) oTBercTBEHHOE IHMII0 B OpraHU3alMM MO B3ATHI0O W (WIM) TPOBEPKE TKAHEW BBHITACT
paspellieHre Ha UCI0JIb30BAHNE TKAHEH M KIIETOK MEpe UX MOCTABKOM MPOU3BOIUTENIO JIEKAPCTBEHHOIO
Ipenapara, I0CJIE€ YEro IPUMEHSAIOTCS CTaHJApTHBIE MPOLEIYypbl KOHTPOJS HCXOJHBIX MaTEpUaOB.
Pe3ynbrarhl HMcnbITaHUNA BCEX TKaHEHW M KIIETOK, MOCTABIISIEMBIX OpraHU3alueld Mo B3SATHUIO U (WIIN)
NPOBEPKE TKaHEH, JOJDKHBI OBITh MPEIOCTABICHBI MPOU3BOJUTENIO JEKApCTBEHHOTO Ipenapata. JaHHas
uHpOpMaLUs JOJDKHA MCIIONB30BAThCA Ui COOTBETCTBYIOIIETO pa3/iefieHHs] MaTEPUAIOB M ONpeAeTICHHS
croco0oB XpaHeHus. B ciydyae HEOOXOIMMOCTH BO3MOXKHA JIOCTaBKAa TKaHEW M KJIETOK HPOM3BOIUTEIIO
JIEKapCTBEHHOI'O Iperapara A0 MNOJyYEHUs! pe3ysbTaTOB MCIBITAHUM OT OpraHU3alyy 10 B3ATUIO U (WJIH)
IIPOBEPKE TKaHEH. DTO BO3MOYKHO IPU HAJIMUYUU COOTBETCTBYIOLIMX MEP KOHTPOJIS JUIsl IPEAOTBPAILEHUS
NIEPEKPECTHOM KOHTAaMUHAIlMM TKaHAMU M KIeTKaMu. Takas JOoCTaBKa BO3MOXKHAa C pa3pelleHus
OTBETCTBEHHOTO JIMLIA B OPraHU3alMHU 10 B3ATUIO U (WJIN) POBEPKE TKaHEM;

1) (€) TpaHCIIOPTUPOBKA YEJIOBEUECKUX TKAHEN M KIJIETOK K MPOU3BOACTBEHHOM IUIOIIAIKE TO0JKHO
OCYIIECTBIIAITECS. B COOTBETCTBUM C  COIVIALIEHHMEM  MEXAY  OTBETCTBEHHBIMH  CTOPOHAMH.
[Tpon3BOACTBEHHBIE IUJIOUIAJKA JOJDKHBI HMETh JOKYMEHTAJIbHOE TIOATBEP)KICHHUE COOJIIOICHHS
COOTBETCTBYIOIIUX CHEUU(PUIESCKUX YCIOBUH XpaHEHHUS U TPAHCTIOPTUPOBKHY;

e) (f) momkHbI cobmoaaThCs TPeOOBAHUS MPOCISKUBAEMOCTH, HAUMHASL C OPTaHU3ALUH 110 B3SITHIO
U (W1K) IpoBepKe TKAHEW 10 TOCTABKHU IIOJIy4aTEI0 U BKIIIOYasl MaTepHalibl, HAXOJUBLIMECS B KOHTAKTE C
KJIETKaMU WM TKaHSIMY;

K) (g) IOMKHO OBITh 3aKJIIOYEHO COTJIAIIEHUE MEX]y OTBETCTBEHHBIMH CTOpPOHAMH (HampuMep,
IIPOU3BOIUTENIIMH, OPTaHU3ALMUAMHU IO B3SATHIO U (WJIM) IPOBEPKE TKAHEH, CIIOHCOPAMM, JIMLIAMHU, Ha UMS
KOTOPBIX BBbIIaHBl PETUCTPAIIMOHHBIE YAOCTOBEPEHUs), KOTOPOE OIpenenseT cepbl OTBETCTBEHHOCTH
Ka)KJJOW U3 CTOPOH (BKJIIOUAsl yKa3aHUE OTBETCTBEHHBIX M YIIOJHOMOYEHHBIX JIULT).

52.(37) B oTHOLIEHNH T€HHOM Tepanuy HEOOXOAUMO YUUTHIBATh CIEAYIOIINE TPEOOBAHHS:

a) (a) Ansg NPOAYKUMH, TPOU3BEACHHON C HCIONBb30BaHUEM BHPYCHBIX BEKTOPOB, HCXOJHBIC
MaTepuasbl SABISAIOTCS KOMIIOHEHTAMM, W3 KOTOPBIX IOJY4YEH BHUPYCHBIH BEKTOp, TO €CTh IJIaBHBIN
BUPYCHBIH IOCEBHOM MaTepuaj WM IUIa3MHIbL, KOTOPHIMH TPAaHCOUIMPYIOT MAKyIOIIUE KIETKH, H
IJIaBHBIA OaHK KJIETOK, UCIIONB3YEeMBbIil ISl TMHUY MAKYIOUINX KIETOK;

6) (b) mns mpoaykuuu, MPOU3BENECHHON C MCIOJIB30BAHMEM IUIA3MUJ, HEBUPYCHBIX BEKTOPOB H
TeHETHYECKU MOAU(UIIMPOBAHHBIX MUKPOOPTaHU3MOB, 32 HCKIIOYCHUEM BUPYCOB U BUPYCHBIX BEKTOPOB,
UCXOHBIMU MaTepHallaMU SIBJISIFOTCSI KOMIIOHEHTBI, UCIOJIb3yEMbIE JUISl CO3JaHMsI KIETOK-IPOIYLIEHTOB,
TO €CTh IJIa3MH/Ibl, OAKTEPHSI-XO3HH U IJIaBHBIA OaHK PEKOMOMHAHTHBIX MUKPOOPTaHU3MOB;

B) (C) AN TEHETUYECKH MOIM(PHUIMPOBAHHBIX KJIETOK MCXOIHBIMH MaTepHallaMH SBISIOTCS
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KOMIIOHEHTBI, HCHOJb3yeMbIe Uil TOJYYCHHS TE€HETHUECKHM MOAM(PUIMPOBAHHBIX KIETOK, TO €CTb
MCXOJIHBIE MaTepPHAaJIbl JJIsl IPOU3BOJICTBA BEKTOPOB, A TAKXKE KJIETKU YEJIOBEKa WM )KUBOTHBIX;

r) (d) npunmmnel Hactosmmx IIpaBui MPUMEHSIOTCS, HAayMHAs OT CUCTEMbl OaHKa KIETOK,
UCTOJIb3YEMOT0 ISl IPOU3BOJCTBA BEKTOPA HIIH IJIa3MU/IbI, KOTOPBIE UCIOIB3YIOTCA AJIsl IIEpEeHOCa TeHOB.

53. (38) Ilpu mnpou3BOJACTBEHHBIX IpOLECCaX, B KOTOPBIX KJIETKM YEIOBEKAa M IKUBOTHBIX
UCTIONB3YIOTCS B KayeCTBE MUTAIOIUX KIETOK, JOJDKEH NPOBOAMTHCS COOTBETCTBYIOIIUM KOHTPOJb
MCTOYHUKOB, WCIBITAaHUH, TPAHCIIOPTUPOBKM M XPAHEHHUS JAaHHBIX MaTepHalioB, BKJIIOYas KOHTPOJIb B
COOTBETCTBUH ¢ TpeOOBAaHUSIMU 3aKOHOIaTeNbcTBAa Poccuiickoit Deneparum.

Cucrema noceBHOM KyJIbTYPbI H 0aHKA KJIETOK

54. (39) [lng npenoTBpalieHNs] HEXENATEIbHOIO U3MEHEHHUS CBOMCTB, KOTOPOE MOXKET MPOU30MTH
BCJIEJICTBHE MHOTOKPATHBIX MEPECEBOB MM OOJBIIOTO YMCIIa TeHEpaLui, MPOU3BOACTBO OMOJIOTHUECKUX
¢dapManeBTHUECKUX CyOCTaHIMH W  JIGKAPCTBEHHBIX IMPENaparoB, IOJYyY4aeMbIX M3  KYJIbTYp
MHUKPOOPIaHU3MOB, KYJIbTYp KJIETOK HJIM Pa3MHOKCHHEM B 3MOPHMOHAX, TKAHAX U OpraHax *XHBOTHBIX,
JIOJDKHO OBITH OCHOBAHO Ha CHCTEME TJIaBHOM M paboueil BUPYCHBIX MOCEBHBIX KYJIBTYp U (MJIH) OaHKOB
KJIeToK. Takas cucreMa MOXKET OBITh HENMPUMEHHMOM KO BCEM THIIAM BbICOKOTEXHOJIOTMYHBIX
JIeKapCTBEHHBIX MPENapaToB.

55. (40) KonnuecTBo reHepanuii (y1BOeHHMH, maccaxeil) MexX 1y IOCEBHOM KyJIbTYypol Win OaHKOM
KJIETOK U OHOIOrn4Yeckoi (hapManeBTHUECKOW cyOcTaHIuel 100 JeKapCTBEHHBIM MpEenapaToM JO0JKHO
COOTBETCTBOBATH TPEOOBAHUAM CIEUM(UKAINI B PETHCTPALMOHHOM JI0ChE WIIM MPOTOKOJIE KIMHUYECKUX
UCCIICIOBAHUM.

56. (41) Co3nanue cuCTEM IMOCEBHBIX KYJIbTYp M OAaHKOB KJIETOK, BKJIIOYAs IJIABHBIE M pabouue
MIOCEBHBIE KYJIBTYPHI, JOJKHO SIBJIATHCS YACThIO YIPABICHUS >KU3HEHHBIM IIMKIOM MPOAYKLUUU H
NPOBOJIUTHCS B HaUIekKAIIUMX yclaoBusAX. [Ipou3BoACTBEHHas cpeda JODKHA HAXOAMTHCS IO
COOTBETCTBYIOIIUM KOHTpPOJIEM Uil oOecreueHus] 0€30MacHOCTH CHUCTEM ITOCEBHBIX KYJIbTYp U OaHKOB
KJIETOK, a TaKKe MepcoHala, padoratomniero ¢ HUMH. Ilpu co3naHun MoceBHBIX KyJIbTYp U OAHKOB KIIETOK
HE JOMYCKaeTCcsi OJHOBpEMEHHas padoTa ¢ JIPYrMMHU KUBBIMH WIM HHOUIHUPYIOIMMH MaTepHaJaMH
(HammpuMep, BUpYyCaMu, JIMHUSMH WM [ITaMMaMH KJIETOK) B OJHOW M TOI )K€ 30HE WJIM OHOTO U TOTO K€
nepcoHana. JlomkHa OBITH JOCTYINHAa JOKYMEHTAIlHs, TO3BOJISIONIAS 00ECHEUUTh MPOCIECKHBAEMOCTD
CTaJuii, MPEAIICCTBYIONIMX I'CHEpPAlU TJIaBHOM MOCEBHOM KyJbTYphl MJIM TJIABHOTO OaHKa KIIETOK, I'Jie
MOTYT OBITh MPUMEHEHBI TOJBKO NPHUHUMIEI HacToAmmx [IpaBun. JlaHHas HOKyMEHTamMs JOJKHA
BKJIIOYAaTh MH(OPMALHUIO OTHOCUTEIHFHO KOMIIOHEHTOB, HCIOJB30BABIIUXCS BO BpeMs pPa3pabOTKU H
BO3MOXKHO BJIMAIOIIMX Ha O€30MacHOCTh TNPONYKIHMHM (HApUMeEp, peareHTbl OHOJOTHYECKOTrO
MIPOUCXOXKACHHUS ), OT HAYAIBHOI'O UCTOYHUKA U JI0 TJIABHOT'O KJIETOYHOTO MJIU TJIaBHOTO TIOCEBHOTO OaHKa,
€CIIM IPUMEHHUMO.

57. (42) Ilocne ¢opmMHpOBaHUS OCHOBHOTO M pabouero OAaHKOB KIETOK M IMOCEBHBIX KYJIBTYD
JOJDKHBI COOJIIOAThCA MPOLEAYPHl MO KapaHTHHY U pa3pelleHHI0 O0aHKOB K MCIOJIb30BaHUIO. [IOMKHBI
OBITH NMPOBEJICHBI COOTBETCTBYIOIIME KBaIM(PUKALMSA W UCHBITAHUA B OTHOUICHHM KOHTaMHUHAHTOB. KX
JanbHeHInasi MPUTroAHOCTD BIIOCIEACTBUH JI0JDKHA OBITh MOATBEPXKI€HA CTAOMIBHOCTBIO XapaKTEePUCTUK H
KayecTBOM TOCJIEAYIOUINX Cepuil MpoayKIuu. JloKa3aTelbCcTBO CTAOMIBHOCTH U BOCIPOMU3BOJUMOCTH
MOCEBHBIX KYJBTYp MM OAHKOB KJIETOK HE0O0X0IuMO opopMIIsTh JOKyMeHTanbHO. ComepikaHue 3amucei
JIOJDKHO TIO3BOJISITH MTPOBOJIUTH OLICHKY TCHICHIINH.

58. (43) IloceBHbIE KyIbTYphl U OAHKHU KJIETOK HEOOXOIMMO CO3/1aBaTh, XPaHUTh M UCIIOJIB30BATh
TaKuM 00pa3oM, YTOOBI PUCK UX KOHTAMHUHAIIMH WM U3MEHEHHs OblJI MUHUMAJIBHBIM (HampuMep, XpaHUuTh
B F€PMETHYHBIX KOHTEHHEpax B JKUAKOM a30Te). B ciydae XpaHeHHs pa3TUYHBIX MMOCEBHBIX KYJIbTYp H
0aHKOB KJIETOK B OJHUX M T€X € 30HaX WJIM C HCIOJIb30BAHMEM OJHOTO M TOTrO e 000pYyIOBaHUS
JOJDKHBI OBITH TMPUHATHI MEPHI 10 MPEAOTBPAIICHUIO MEPENyThIBAHNUS U NEPEKPECTHOW KOHTAMHUHAIMH C
y4eToM UH(EKIIMOHHON MPUPOII MATEPHAIIOB.
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59. (44) JlexapcTBeHHBIE TpenapaThl Ha OCHOBE KJIETOK OOBIYHO MPOM3BOISATCS M3 KJIETOUHOTO
3araca, MoJly4eHHOIO U3 OIpPaHUYEHHOI0 KOJMYECTBA Naccaxkeil. B oTiimyune oT ABYXypOBHEBOM CUCTEMBI
IJIaBHBIX M Pa0o4ynX OaHKOB KIJIETOK, KOJMYECTBO INMPOU3BOACTBEHHBIX IIMKIOB Ha OCHOBE KJIETOYHOTO
3araca OrpaHU4YeHO KOJIMYECTBOM AJIMKBOT, MOJYYEHHBIX IOCJIE POCTAa, U HE PAacCIpOCTpaHsETCs Ha BECh
KU3HEHHBIA IUKJ NpoaAyKUuu. [IpoToKoa Banaanuu JOIKEH YUUTHIBaTh U3MEHEHUS KIETOYHOIO 3a11aca.

60. (45) EMxocTH U1 XpaHEHUs TOJDKHBI OBITh T€PMETHYHO 3aKPBIThI U YETKO MapKHPOBAHBI, UX
HEOO0X0/IMMO coJepKaTh MPH COOTBETCTBYIOIIEH Temmeparype. HeoOxoaumo BecTH AOKyMEHTaIbHBIH
y4eT XpaHSIMXCs eMKocTed. TemmnepaTypy XpaHEHHUs CIEAyeT HENPEPHIBHO DPETUCTPUPOBATh, a B
YCTaHOBKaX C JKUJKAM a30TOM KOHTPOJIMPOBATH €ro YpoBeHb. OTKIOHEHHS IapaMeTpOB XpaHEHMs OT
YCTAHOBJICHHBIX MPEJEIOB U JIIOOBIE MPEANPUHATHIC KOPPEKTHPYIOLINE U MPEAyIPExIaAoNIe 1eHCTBH
TOJDKHBI OBITH 0(OPMIIEHBI JOKYMEHTAJIBHO.

61. (46) PexomenayeTcs pa3aensaTh 3amachl Ha YaCTH U XPaHUTh pa3/elIbHO BO M30eKaHUE IOIHOM
yTpaTtel. KOHTponb MecTopacroyioKeHHsl JOJDKEH O00eCneunBaTh BBIMOJIHEHHE YKa3aHHBIX —BBIIIE
TpeOOoBaHUI.

62. (47) YcnoBus xpaHeHHS U OOpabOTKH 3armacoB JOJDKHBI OMPEACISATHCA COTJIACHO TEM e
caMbIM IpoleypaM U napamerpaM. [lociie B3ATUS KOHTEHHEPOB U3 XpaHWINIIA IOCEBHON KYJIbTYPbI WU
0aHKa KJIETOK He JIOMyCKaeTCsl BO3BPAIIATh UX B XPAHWIHIIE TIOBTOPHO.

IpuHOMIBI padoThI

63. (48) Ilpu ynpaBieHMM U3MEHEHUSIMH C YCTAHOBJICHHOM NEPHUOJUYHOCTHIO JOJIKHBI
paccMaTpuBaThCsl  APQEKTH, BKIOYAas KyMYyJATUBHBIE 3(Q¢eKTsl HM3MEHEHU#l (Hampumep, B
MIPOM3BOJICTBEHHBIX MpOIlECccax), BIUSIONIME HAa KayecTBO, 0€30MacHOCTh M 3(P(EKTUBHOCTH TOTOBOTO
JIEKapCTBEHHOTO Tpernapara.

64. (49) Kputuueckue omepanuoHHbIE (TEXHOJIOIMUECKHUE) WM JIPYrMe HCXOIHBIE MapaMeETphI,
BIMSIOIIME HAa KayecTBO JICKAPCTBEHHOTO Npernapara, JOJDKHBI OBITh ONpEAEICHbI, BaJUAMPOBAHBI,
JOKYMEHTHUPOBAHBI U MOJICPKHUBATHCS B COOTBETCTBHH C YCTAHOBJICHHBIMU TPEOOBAHHUSIMH.

65. (50) Crpateruss KOHTpOJIS NOCTYIUIEHUS HCXOAHOIO CBIpbS W HCXOAHBIX MaT€pUaIOB B
MIPOM3BOJICTBEHHBIEC 30HBI JIOJDKHA OCHOBBIBATHCS HA MPHHLIMIIAX YIPABJICHUS pUCKAaMU s KauecTBa. J{ns
ACENTUYECKUX IPOLIECCOB TEPMOCTOMKHE HMCXOJHOE CBHIPbE M HCXOJAHBIE MaTepUallbl, IMOMAJAloIIue B
YHUCTYIO WJIM YUCTYIO U M30JMPOBAHHYIO 30HY IOJKHBI, P HATMYUH BO3MOXHOCTH, IOCTYHaTh B HUX
yepe3 MPOXOJHOW aBTOKJIAB WJIM CyXxokapoBoi mkad. HerepmocToiikue MCXOJHOE ChIpbE M HCXOJIHBIC
MaTepualbl JOJDKHBI BHOCHTBCS Uepe3 BO3AYIIHbIC IIIIO3bI C OJIOKMPOBKOHM JABepell, mojBepraschb
npoueaypam 3¢hGEeKTUBHOW caHUTapHONH 00pabOTKM TMOBEpPXHOCTH. PazpemiaeTcss cTepuau3anus
NPEeIMETOB M MaTepUaJIOB B JIPYrOM MECTE NpPH YCIOBHM, YTO OHHM COJEp’KaT KOJIMYECTBO OOEpTOK,
COOTBETCTBYIOIUX YUCIY CTaIHi, HEOOXOAUMBIX Ui MPOXOXKJIEHHUS B YHCTYIO 30HY, U BHOCATCS B Hee
yepe3 BO3AYIIHBIN T3 ¢ COOMI0IEHUEM COOTBETCTBYIOIIUX MEP MPEAOCTOPOKHOCTH MTyTEM CAaHUTAPHOU
00pabOTKN OBEPXHOCTEH.

66. (51) JlomxHbl OBITH IMOATBEPXKACHBI POCTOBBIE CBOWCTBA MUTATENBHBIX CpEel C IEINbIO
JI0Ka3aTeNbCTBA UX MPUTOAHOCTU JUIS MPEAINOIAaraeéMoro MCIoib30BaHus. [luTaTenbHble Cpeibl JOKHBI
IpYU HaJIMYUM BO3MOXHOCTH CTEPHIIM30BaThCs Ha MecTe. [Ipu miiaHOBO#M mojaue ra3oB, NMUTATEIbHBIX
Cpea, KHCIIOT WIH IIeNIoueH, eHoracutesei K pepMeHTepam Npu HAIMYUKA BO3MOKHOCTH PEKOMEHTYeTCs
UCTIOJIb30BaTh CTEPHIU3YIOIIUE (PUIBTPBI, BCTPOCHHBIE B JINHUH TOJIAUH.

67. (52) JobaBieHune BeUIECTB WIK KYJIBTYp B JepMEHTEPHI M IPYTHE COCY/IbI, a TAKXKE 0TOOp Mpod
U3 HHUX HEOOXOAMMO NPOBOJUTH B THIATEIBHO KOHTPOJUPYEMBIX YCIOBHUSX IJIsI MPEJOTBPALICHHS
KoHTamuHaimu. [Ipu BHeceHuun 100aBOK MM 0TOOpe MpoOd HEOOXOIUMO KOHTPOIMPOBATH MPABUIBHOCTD
MIOJICOEIMHEHUS COCY/IOB.

68. (53) Ecau 310 HE0OXOAMMO, AODKEH OCYIIECTBIATHCS IOCTOSHHBIA KOHTPOJb HEKOTOPBIX
MIPOM3BOJICTBEHHBIX MPOIECCOB (HANpUMeEp, PepMEHTAIIMN) C BHECEHHEM Pe3yJIbTaTOB KOHTPOJISI B 3aITUCH
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[0 TpPOM3BOACTBY cepud. Ilpu TPOM3BOACTBE C  MHCIOIB30BAaHMEM METOAA  HEMPEPHIBHOTO
KyJIbTUBUPOBaHUS HEOO0XOAWMO COONIONATh CIHElHadbHble TpeOOBaHMS K KOHTPOJIIO KauyecTBa,
noJyIeXxanue MPUMEHEHHUIO B pe3yibTaTe BhIOOpa TaKOro MPOU3BOACTBEHHOI'O METO/IA.

69. (54) Ilpoueccel UEHTPU(PYTHMPOBAHUS M CMEIIUBAaHHS MPOAYKTOB MOTYT TIPUBECTH K
00pa30BaHUIO a’pPO30JIeH, MOATOMY BO H30€kKaHHWE TEPEKPECTHONH KOHTAMUHAIIMM TaKHE IPOLECCH
CJIEZyeT MPOBOAUTH B U30JIMPOBAHHBIX 30HAX.

70. (55) Ilpu cmydaiiHOW yTe4yke, B OCOOCHHOCTH >KMBBIX MHUKPOOPTaHU3MOB, IOJKHBI OBITH
MIPUHATHI HEOTIIOKHBIE Mephl 0e30macHOCTU. [l Ka)X10T0 BUAA UM TPYIIITBl MUKPOOPTaHU3MOB JTOJKHBI
ObITh TPEAYCMOTPEHBI CIIEHUAIBHBIE MEPONpPUATHS TO JeKoHTamuHauuu. I[lpu wucnonab3oBaHUU
Pa3NIUYHBIX IITAMMOB OAaKTEpHii OJJHOTO BHJIA MM OYEHb ITOXOXKUX BUPYCOB 3Ta MPOLEAYPA MOXKET OBITH
BAJIMIUPOBAHA B OTHOIICHWH TOJBKO OJHOTO M3 HHUX, €CIM Yy HHX HET CYIIECTBEHHBIX DPa3IM4YUi B
YCTOMUMBOCTU K COOTBETCTBYIOILIIEMY areHTy (areHtam) Iisi IeKOHTaMUHALHH.

71. (56) Ecnu matepuaribl, HCTIONB3YIOUIMECS Ul IPOU3BOACTBA U KOHTPOJIS, BKIIOYasi OyMa)kHbIE
JOKYMEHTBI, SIBHO SIBJISIFOTCS KOHTaMHUHHPOBAHHBIMU, HAIPUMEP MPOJUTBIMU KUAKOCTSIMH, a3pPO30JISIMH
WIA TOTEHIMAJbHO ONAaCHBIMH MHUKPOOPTaHU3MaMH, TO OHHM JIOJDKHBI OBITb COOTBETCTBEHHO
Ne3UH(pUIMPOBAHBI, MM HH(GOPMAIHS JOKHA IepelaBaThCsl JPYTUMH CIIOCOOaMHU.

72.(57) [lpu nHAKTUBAMK WK YJAJICHUH BUPYCOB B XOJI€ IPOMU3BOACTBA HEOOXOIUMO MPUHUMATD
MEpbl MPOTUB TOBTOPHOH KOHTAaMHUHALMK OOpabOTaHHON MNPOJYKLIHMU CO CTOPOHBI HEoOpaboTaHHOM
MPOAYKITUH.

73. (58) nst mpoAyKTOB, MHAKTMBHPYEMBIX IPH MOMOILM 100ABJICHUS peareHTOB (Hampumep,
MHUKPOOPIaHU3Mbl B TpOIlecCe€ MPOM3BOJCTBA BAaKUUH), MpPOIECC JOHKEH TapaHTHPOBATH MOJHYIO
MHAKTHBALIMIO JKUBBIX MHKpOOpraHu3moB. [locrme  TIIaTeNbHOTO  CMEIIMBAHHS — KyJIbTYpHl H
MHAKTUBHUPYIOLIETO areHTa JOJDKHBI YYUTBHIBATHCS BCE KOHTAKTHPYIOLIME C MPOIYKTOM IOBEPXHOCTH,
npeOBIBaBIINE B KOHTAKTE C KYJIbTYpPO.

74. (59) llpm mnpumMeHEHHH XpoMaTorpaUUYecKUX METOJOB HCIOJIB3YIOT pa3Hble BHIIBI
obopynoBanusi. IIpuHIMIBI yIIpaBIeHUsT pUCKaMH JJIsl Ka4ecTBa JODKHBI COOIIOAATHCS NpU pa3padoTke
CTpaTeruy KOHTPOJsSI COPOEHTOB, KOPIYCOB KOJIOHOK M JPYroro o0OpYJIOBaHUS MPH MX HUCIOJIb30BAHUU
JUIE TIPOM3BOJICTBA B PEKUMME KaMIAaHWNW WJIM B TPOU3BOACTBEHHOW Cpele, NpeIHA3HAYCHHOW I
MIPOM3BOJICTBA HECKOJIBKHX THIOB MpoAyKuuH. He pekoMeHayeTcs HCHOJIb30BAHHWE OJHHX M TeX XKe
cOpOEHTOB Ha Pa3HBIX TEXHOJIOTMYECKHUX CTanusx. HeoOXoquMo yCTaHOBUTH KPUTEPUU NMPHEMIIEMOCTH,
YCIIOBHSI pa0bOThI, METOJIbI BOCCTAHOBJICHHUS, CPOK CIY>KOBI M METOJbI CTEPHIU3ALMH WIN Ne3UHPEKINH
KOJIOHOK.

75. (60) /[lomomHUTENbHBIE WHCTPYKIMHM OTHOCHUTEIBHO  MCIIOJNB30BaHMUA  OOJyUYEHHBIX
000pyI0BaHUS M MaTepuasioB u3noxkeHsl B [Ipmnoxenun N 12 k Hactosumm [IpaBunam.

76. (61) [lomkHa CyIIeCTBOBAaTh CUCTEMa, TapaHTHPYIOLIas MEJIOCTHOCTh M TE€PMETUYHOCTD
KOHTEHHEPOB TOCJIC MX HAIMOJHEHMS, M MPEeIyCMOTPEHBI MPOLEAYPbl Ha Ciydyail JIOOBIX yTEUeK WIH
MPOCHITAHUN U MIPOJIMBOB, B CIIydae €CIU MPOAYKT WM MPOMEKYTOUHBIA MPOAYKT MPEACTABISAIOT 0COOBIH
puck. s omepauuii Mo po3iMBY M YNAKOBKE JOJDKHBI CYIIECTBOBATH MPOIEAYPHI MO COOIIOJCHHIO
YCIIOBHI, 00€CIIeUnBaIONINX MOAJepKAHNE MPOAYKTAa B YCTAaHOBJICHHBIX Ipenenax (HarmpuMmep, BpeMs H
(w1n) TemrepaTtypa).

77. (62) Pabora c KoHTeiiHepamu (Hampumep, C amIyiaMu, (IaKOHaAMH), COJCPKALUMH
OMOJIOTMYECKHE areHThI, JOJDKHA MPOBOJUTHCS TaKUM 00pa3oM, 4ToOBl M30€KaTh KOHTAMUHAIIMU JAPYTHX
JICKapCTBEHHBIX IMPENapaToB MM NPOHUKHOBEHHS JKUBBIX AareHTOB B IPOM3BOJACTBEHHYIO WM
OKpY’Karomiyto cpeny. [is NpuHATHS pelieHusl OTHOCUTENBHO YIPABJICHUS JaHHBIMH PUCKAMH JOJDKHBI
ObITh TNPHHATHI BO BHUMAaHHE >KU3HECIMOCOOHOCTh TAaKMX OPraHM3MOB M HX OWoOJIOrHYecKas
Kiaccuukanus (rpymma naToreHHOCTH).

78. (63) HeoOxoaumo yAensTh JOKHOE BHUMAHHUE MOATOTOBKE, TIeUaTH, XPaHEHUIO U HAHECEHUIO
ATHKETOK Ha YIAaKOBKY, B TOM YHCJIe€ HAHECEHUIO HA MEPBUYHYIO U BTOPUUHYIO YIIAKOBKY CIIEIIU(PHUECKOM
uHpOpPMALUU TS MAUEHTCHeNU(PUIECKIX MPOIYKTOB MM 00 HCIOJIBb30BAaHUM METOJOB T'€HETHUYECKOU
WHXeHepuu. B ciydae eciu BBICOKOTEXHOJIOTMYHBIC JICKApCTBEHHBIE IMpenaparhl NMpeaHa3HAYCHBI IS
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ayTOJIOTHYHOTO MPUMEHEHUS], Ha STUKETKE JOJDKHBI YKa3bIBATHCS YHUKAJIBHBINA UACHTU(PHUKATOD MallUeHTa
U HaANUCh "TOJIBKO Ul ayTOJOIMYHOTO mpuMeHeHHs". Eciiu BHEIIHAsS ylnakoBKa OTCYTCTBYET, JaHHas
uHpOpMaLKs JOJKHA YKA3bIBaThCs HAa MEPBUYHON YIIaKOBKE.

79. (64) B ciuywae WHCNONB30BaHMS CBEPXHU3KMX TEMIEPAaTyp XpaHEHUS YCTOWYMBOCTH
MapKHPOBKH K UCIOIb3yEMbIM TEMIIEpaTypaM J0JKHA OBITh MOATBEPKICHA.

80. (65) Korma wHbopmanus O COCTOSHHH 30pPOBBS JOHOpA (UYelOBEeKa WM >KMBOTHOTO),
UMEIolasl 3HA4eHHUE Il KauyecTBa MPOAYKLHH, CTAHOBUTCS JOCTYIIHOM IOCJE 3aKYyINKH, 3TO JOJDKHO
YUMUTBHIBATBHCS B MPOLIEypax OT3bIBA.

KOHTpOJ'Ib KayecTBa

81. (66) Koutpons B mporecce MPOM3BOJACTBA SBISIETCS Oojiee BaKHBIM Ui OOeCTICUeHUs
CTaOMJIBHOCTH KayecTBa OMONIOTHUECKUX (hapMaIleBTHUECKUX CYOCTaHIIMKA M JIEKAPCTBEHHBIX MPENapaToB,
YeM ISl APYTUX JIEKAPCTBEHHBIX MpenapaToB. MexonepaluoHHbIA KOHTPOJIb TOJHKEH OCYIIECTBISATHCS Ha
COOTBETCTBYIOIUX CTAIUsX MPOMU3BOJCTBA C LIEIbIO KOHTPOJIS YCIOBHUI, SBISIOMIMXCS BAXXHBIMH IS
Ka4yecTBa TOTOBOT'O MPOAYKTA.

82. (67) B ciydae eciu NpPOMEKYTOYHBIE IPOAYKTBI MOTYT XPAaHUThCS Ha MNPOTSHKEHUU
JUTUTENTHOTO BPEMEHH (JIHU, HEJIEJIN WX JI0JIbIIE), TOJKHA OBITh pACCMOTPEHa BO3MOYKHOCTD BKJIFOUCHHS
B TEKYIIyI0 IpOrpaMMy MWCIBITaHUS CTaOWJIBHOCTH TaKHUX CEpUil TOTOBOM MPOAYKIUH, KOTOpHIE
NPOM3BEACHBI M3 TMPOMEXYTOUYHBIX IPOJYKTOB C MaKCHMAaJbHBIM IIEPHOJOM XpaHEHHs B Ipolecce
MIPOM3BOJICTBA.

83. (68) Ecnm 3T0 nomyckaercs pEerMCTpallMOHHBIM JOCHE, JUISl ONPENEICHHBIX TUIIOB KIIETOK
(HampuMep, ayTOJNIOTMYHBIX KJIETOK, HCIIOJIB3YeMbIX B  IPOU3BOJCTBE  BBICOKOTEXHOJIOTHYHBIX
JICKApCTBEHHBIX IPEMapaToB), KOTOPbIE MOTYT OBbITh JOCTYMHBI B OTPAaHMYCHHBIX KOJIMYECTBAX,
NIPOBE/ICHUE HCIBITAHUN M TMOPAIOK XPaHEHHsS KOHTPOJIBHBIX OOpa3lOB MOTYT OBITb W3MEHEHBI, UYTO
oopmIsieTcss JOKyMEHTAIBHO.

84. (69) lns KJI€TOYHBIX BBICOKOTEXHOJIOIMUHBIX JIEKAPCTBEHHBIX CPEICTB TECThI HA CTEPUIILHOCTD
JOJDKHBI TIPOBOJIUTHCS Ha KyJIbTYpax KIETOK WM OaHKaxX KJIETOK, CBOOOIHBIX OT aHTUOMOTHKOB, IS
MOJyYeHHUs JO0Ka3aTeIbCTBA OTCYTCTBHUS KOHTAMUHAIMM OakTepusiMH M Trpubamu, a TaKxke Ui
BO3MOYKHOCTH OOHapy’>KEHHUsI OPraHW3MOB, TPEOYIOIIMX CHEIHMATIbHBIX YCIOBUH KyJIbTUBUPOBAHMS (ECIH
IIPUMEHHMO).

85. (70) CootBeTcTByIOIIAs CTpAaTErusi KOHTPOJS IOJKHA OCYIIECTBIATHCS ISl NPOU3BOJCTBA
OMOJIOTUYECKUX JIEKAPCTBEHHBIX IMPENapaToB C KOPOTKUM CPOKOM TOJHOCTH, OIpPEAEIsIeMbIM B
HacrosmeM [IpunoskeHun Kak cpok 10 14 aHei, /Ui KOTOpPBIX TpeOyeTcsl BBIMYCK CEpPHH eIle 10
OKOHYAHHUSI TMPOBEACHUS WCIBITAHMM KadyecTBa BCEH MApTUM TOTOBOM NPOAYKIMH (Hampumep,
HCCIICZIOBAaHUE CTEPUIIBHOCTH). Takol KOHTPOJb JOJKEH OBITh OCHOBaH Ha TJIyOOKOM IOHHMaHHUH
CBOWCTB JIEKapCTBEHHOT'O MpernapaTta U MPOU3BOJCTBEHHOTO MPOLEcca U AOJDKEH YUYUTHIBATH KOHTPOJIb U
XapaKTepHble CBOMCTBA MCXOJHOTO CHIPhS M MCXOJIHBIX MarepuanoB. HeoOXoauMo Hanuyue 4eTKOro H
MOJTHOTO ONHMCAaHUSl BCEW MPOLEAYpHI BBIMYCKa, BKIIIOYAIOIIETO OOS3aHHOCTH OTAEIBHBIX PaOOTHHKOB,
YYacCTBYIOIIMX B OIICHKE IPOU3BOACTBEHHBIX M AaHAJIMTUYECKUX JaHHBIX. JloDkHA TPOBOIUTHCA
HeTpepbIBHas OIEeHKa 3(PPEKTUBHOCTH CUCTEMBbI OOECIICYEeHHUs] KadecTBa, BKJIIOYAs BEJCHHUE 3aIUCEH,
MO3BOJISIIOIIMX OIICHWBAaTh TEHACHIMH. JlOMKHBI OBITH TPEAYCMOTPEHBI AIbTEPHATUBHBIC METOJIBI
(Hammpumep, OBICTpbIE MHKPOOHMOJIIOTHYECKHE METOJbl) MOJYYEHUsI COOTBETCTBYIOIIMX pPE3YJIbTATOB,
MO3BOJISIOMIMX TPOBOIUTH NPEABAPUTEIFHOE IOATBEPKICHUE COOTBETCTBHS CEpUil B ClyyasX, €CIH
HEBO3MOXKHO IMPOBECTH HCIBITAHUS TOTOBOTO JICKAPCTBEHHOI'O Iperapara M3-3a ero KOPOTKOro CpoKa
rogHoctu. Ilporenypa mOATBEP)KACHUS COOTBETCTBUS M BBIITyCKA CEPHUHM MOXKET MPOBOIMTHCSA B JBa U
Oonee yTamna:

a) (a) olleHKa OTBETCTBEHHBIM(-BIMH) TULIOM(-aMH) 3aITUCEN, KacaIOIMIMXCs MPOIecca MPOU3BOICTBA
CepuH, W PE3yJbTaTOB MOHUTOPHHIA MPOU3BOJCTBEHHOW Cpeabl (€CaM NMPUMEHUMO), KOTOPBIE JOJDKHBI
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OXBAaTbIBATh YCJIOBUS IPOU3BOJCTBA, BCE OTKIOHEHHUS OT CTAaHIAPTHBIX IIPOLEAYP M CYILIECTBYIOIIME
AQHAJIMTUYECKUE PE3YNIbTAThI VI IEPBUYHOIO PA3PEILICHNS CEPUM IIPOAYKTA K BBIIIYCKY YIIOJTHOMOYEHHBIM
JIILIOM;

6) (b) orieHKa yrmoJTHOMOYEHHBIM JIMIIOM PE3yJIbTaTOB OKOHYATEIbHBIX aHAIUTUYECKUX UCIIBITAHUH
U Jpyro AOCTYyHHOH WHPOpPMALMU Uil 3aKIIOUYUTENIBHOTO TOATBEPXKIACHUS COOTBETCTBUS CEPHH
YCTaHOBIJICHHBIM TPEOOBaHHSM.

86. JlomxkHa OBITH NpEAyCMOTPEHA MpPOIENypa, OMUCHIBAIONIAS HEOOXOAWMBIE MEPOIPHITUS
(BKiIOuUas B3aMMOJACWCTBHE C MEIUIMHCKMMU pab0OTHHKaMH), B CIIy4ae TIOJy4YECHHUS pe3yJbTaToB
UCTIBITAHUH, BBIXOJSIIMX 3a TpaHULbl criennpukanuii. Takue ciyyan JOJKHBI paccieoBaThCs B MOJHOM
o0beMe, COOTBETCTBYIOIIME KOPPEKTHUPYIOUIME U Mpeaynpexaroliue IeHCTBHs, HalpaBlIeHHbIE Ha
IPEAOTBpPAIllEHUE  BO3MOXKHOCTHM  IIOBTOPEHHs  TaKUX  CIy4aeB, JOJDKHBI  PETUCTPUPOBATHCS
JOKYMEHTAJIBHO.

IV. CnennanbHoe pyKOBOACTBO MO OTAeAbLHBIM TUNAM npoaykuuu (Yacts B)

JlekapcTBeHHBIE IpenapaThl )KUBOTHOT0 NpoucxoxkaeHus (B1)

87. Hacrosiee pykoBOACTBO INPHUMEHSAETCS K MaTepuajaM >KMBOTHOTO IPOMCXOXKJIEHHUS, B TOM
qucie K MaTepuaiaM, MOJTy4eHHBIM U3 TaKUX NPEANPHUATHH, Kak CKOTOOOWHU. I10CKONIBKY 1IenH MOCTaBOK
MOTYT OBITh OOIIMPHBIMH W CIOXHBIMH, JOJDKHBI MPUMEHSATHCS CPEACTBA KOHTPOJIS, OCHOBAaHHBIC Ha
NPUHIUIAX YIPABICHUS pHUCKaMH Ui KaudecTBa. lIpm 3TOM HEOOXOOUMO YUMTHIBATH TpPEOOBaHMSA
locynapctBennoit ¢dapmakomnen Poccuiickoit ®enepanuu, BKIOYas MPOBEACHHE COOTBETCTBYIOIIMX
UCIBITAHUN Ha OINpEeAeNeHHbIX cTaausx. JlokHa BECTUCh COOTBETCTBYIOLIAs JOKYMEHTalus,
o0ecreynBaromas MpOCIeKUBAEMOCTh IIETIH MOCTAaBOK C YETKMM YKa3aHHEM POJHM KaKJOro y4YacTHHKA
LIETH MTOCTABOK, BKJIFOYAsl, KaK MPABHUJIIO, IOCTATOYHO NOJPOOHOE ONMHUCAHUE CXEMBI TOCTABOK.

88. (1) HeobxomumMo Hanmuuue NporpaMM MOHMTOPMHIA ONACHBIX JUIsI dYelloBeKa Oose3Hen
JKUBOTHBIX (BEeTEpUHAPHOE OCBUAETENbCTBOBaHME). [Ipu oneHke (hakTOpoB prCKa JOKHBI OBITH MPHHATHI
BO BHMMAaHHE COOOIICHHUS 3aCTyXHBAIOIIMX JTOBEpHE MCTOUYHHUKOB OTHOCHUTEIBHO PacIpOCTPaHEHHOCTH
3a00JeBaHMsl Ha TEPPUTOPUM TOCYAAapCcTBa, B TOM YHCIE COAepKallue HH(pOpMaluioo O NpoBEpKe
COCTOSIHMS 3[I0OPOBBS KUBOTHBIX U NPOrpaMMe(ax) KOHTPOJS Ha TOCYIapCTBEHHOM U MECTHOM YPOBHSIX,
BKJIIOYAsi MEPONPUATUS KOHTPOJIS UCTOYHUKOB (HarpuMep, (pepmbl MM 3aTOHBI JJIS CKOTA), U3 KOTOPBIX
MIOJTyYEeHbI KUBOTHBIC, U KOHTPOJb BO BpeMsI TPAaHCIOPTHUPOBKU JKUBOTHBIX Ha CKOTOOOWHIO. OmHON U3
OpraHu3alif, OCYIIECTBISIOMEl MOHUTOPHHI 3a00JE€BAEMOCTH IKMUBOTHBIX B MHpE, SBISIETCA
MesxayHapoaHOE SIMH300THYECKOE OI0pO.

89. (2) CkOTOOONHHU IOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM, YCTAHOBJIEHHBIM HOPMATHBHBIMU
nmpaBoBbIMU akTamu Pocculickon denepanuu, Ipy UCHOJIb30BAHUU UX B Ka4€CTBE ITOCTABUIUKOB TKaHEH
JKUBOTHBIX. JIOJDKHBI OBITH IPUHATHI BO BHUMAHUE CBEICHUS OT YIOJIHOMOYEHHOTO (peepanbHOro opraHa
UCTIOJIHUTENIBHOW BIJIACTH, TOATBEpXKAAIONINE CcoONoeHre TpeOoBaHUK O€30MacHOCTH W KayecTBa
KOPMOB, YCTaHOBJIEHHbIE HOPMAaTHBHBIMU NPaBOBBIMM akTamMu Poccuiickoit ®enepauyu u (Win) Ipyrux
CTpaH, U3 KOTOPBIX ChIpbe UMIOpTUpPYETCs B Poccuiickyro denepanuro.

90. (3) MeponpusAtuss MO KOHTPOJIIO MCXOAHOIO CBIPbS M HCXOAHBIX MaTEpPHAJIOB HA TAaKUX
NPENpUATHIX, KaK CKOTOOOMHM, MOJDKHBI BKIIIOYATH OMNPEACICHHbBIC 3JIEMEHTHI CHUCTEMBI YIPAaBICHHS
Ka4ecTBOM JJIsi 0OecrieueH sl YJOBJICTBOPUTEIBHOTO YPOBHS NMPO()EeCCHOHAIBHON IMOATOTOBKH NEPCOHANA,
MIPOCIICKUBAEMOCTH MAaTEPUAJTIOB, KOHTPOJIA U CTAOMIBHOCTH.

91. (4) JomxHbl OBITH MPETYCMOTPEHBI MEPONIPHUATHS 110 KOHTPOIIO MCXOTHBIX MAaTEPHUATIOB WIH
MCXOJIHOTO CBhIpbs, OOEeCHeyuBalolue IMPEeJOTBPAICHHE BMEIIATEIbCTB, BIUAIOIIMX HAa KadyecTBO
YKa3aHHBIX MaTEpUaTOB WM CBIPbs, WIHM, MO MEHbIIEH Mepe, NMPEeAOCTaBIAIONINE HHPOPMALHUIO O
IIPOBEJEHUHU TAaKUX MEPOIPHUITHN NpU MPOJBHKEHUN UCXOAHBIX MATEPUATIOB WM MCXOJIHOTO CBHIPhS IO

118/218

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

| ‘C %EM‘HHII:-II-!Q CtaHpapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

IIPOU3BOJCTBEHHOMN LIETIOYKE WM LIENOYKE ITOCTaBKU. JlaHHBIE MEpONIPHUATHS TOJLKHBI IPOBOAUTHLCS B
OTHOIICHUU TIepEeMEILECHHs YKa3aHHBIX MaTEPUAIOB MU ChIPbs OT MECT NEPBUYHOTO cOopa, MPOBEACHUS
YaCTUYHOM W TIOJHOW OYHCTKH 1O MECT XPAaHEHUs, HAKOIUIEHHUS, pa3MEIEHUS M HAXOXKICHUS Y
nocpeIHUKOB. HeoOXoIuMo OCyIIECTBIATh JETAJIbHYIO PETUCTPALMIO MPOBEIACHHBIX MEPONpPUATHI B
paMKax CHCTEMBI, OOECIeUMBarOIIel MPOCISKUBAEMOCTh MPOIYKIMH, BKIIOYAs PETUCTPAIMIO JIOOBIX
HapyLIECHWUH, CBA3aHHBIX C HUMU PacCiel0BaHUI U IPUHATHIX MEP.

92. (5) HomKHBI TPOBOAUTHCS MOCTOSHHBIC OILICHKH MOCTABIIMKOB UCXOAHOTO CHIPBhSl U HCXOHBIX
MaTepHalioB, MOATBEPKIAIOIIUE COONIO/ICHHE TPeOOBaHUN KOHTPOJS HCXOAHOTO CHIPbS M HCXOJHBIX
MaTepuasioB Ha Pa3HbIX CTaAUAX NMPOU3BOACTBA. IIpon3BOAMTEND NOKEH UMETH IOJIHYIO JOKYMEHTALIUIO
O pacciefOBaHUSAX IIPOUCLIECTBUM, MPOBEICHHBIX C TINATEIBHOCTBIO, COOTBETCTBYIOIIEH 3HAYUMOCTH
npoucmecTBUid. JIOIDKHBI CyIIecTBOBaTh CHCTEMBI, OO0ECIEUMBAIONINE NpoBeneHUE APPEKTUBHBIX
KOPPEKTUPYIOIIMX U IMIPEAYIPERKAAIOIINX JEHCTBUMN.

93. (6) KneTku, TKaHU U OpraHbl, MCIOJIb3yEMbIE Ul MPOU3BOJACTBA KCEHOI'CHHBIX KJIETOYHBIX
JICKapCTBEHHBIX MPENapaToB, AODKHBI OBITH TOJyY€HBl MCKIIOYUTEIBHO OT >KUBOTHBIX, KOTOpBIC
COJIEP/KaTCsl B HEBOJIE B YCIIOBUSX OTCYTCTBHMSI KOHTaKTa C APYTMMH YXUBOTHBIMH M BBIPAIMBAIOTCS
CrenuanbHo Uil 3TuX nened. Hu B xoeM cilydae He JOIyCKAeTCs HCIIOIb30BAHME KIIETOK, TKAHEU M
OpraHOB JIMKUX >KMBOTHBIX MJIM KUBOTHBIX CO CKOTOOOEH. Takke He JOMyCKaeTcsl UCIOJIb30BaHNe TKaHen
KUBOTHBIX-OCHOBATENeH (KUBOTHBIA OpraHM3M, HECYUIMH uykepoaHblii reH). HeoOxomumo BecTH
HaOJI0ICHNE U JOKYMEHTAIIUIO OTHOCUTENIHFHO COCTOSIHUS 30POBbS )KUBOTHBIX.

94. (7) Ilpu KCEHOTEHHOW KJIETOYHOW TEparnuu W OOpalleHUH KCEHOTCHHBIX JIEKapCTBEHHBIX
IpernapaToB JOJKHBI COONII0aThcs TpeOOBaHNSI HOPMATUBHBIX MPAaBOBBIX akToB Poccuiickoii deneparum,
KacaroIllMecs IOCTaBKU U UCIIBITAHUHN KJIETOK KUBOTHBIX.

JlekapcTBeHHBIE penapatsl ajniepresHos (B2)

95. HcxonHble MaTepualibl MOTYT OBITh IMPOU3BEICHBI IyTEM H3BJICUCHHS W3 E€CTECTBEHHBIX
MCTOYHHKOB WJIM C UCTIOJIb30BAHUEM TEXHOJIOTUU pekomOuHanTHoi JTHK.

96. (1) st rapaHTUU COOTBETCTBHSI MOCTABKHU MCXOIHBIX MATEPUAIIOB JIOJDKHO CYIIECTBOBATH UX
OINMCaHMe, BKIIOYAIONIEe HEOOXOMUMBIE AETald, B YaCTHOCTH, OOIIEHNPUHATOEC W HAy4yHOE Ha3BaHHE,
IIPOUCXOXACHNUE, MPUPOAY, NMPEAETbl COJAEp/KaHNUs KOHTAMMHAHTOB, METOJl B3ATUS TAKUX MaTEpUAIOB.
Marepuanbl KUBOTHOTO TPOUCXOXKICHHUS JOJKHBI OBITh TOJYYEHBI OT 370POBBIX XHBOTHBIX. Jlns
KOJIOHUH (Hampumep, KIEIen, )KUBOTHBIX ), KOTOPbIE UCTIOIb3YIOTCS ISl SKCTPAKIMK aJNIEPT€HOB, 10JKHA
CYIIECTBOBATh COOTBETCTBYIOIIAs CHUCTEMa KOHTPOJIA, oOecreunBaoas OnoJOorHuecKyo 6e301acHOCTb.
JlexapcTBeHHbIE IIpenapaThl AJUIEPIE€HOB JOJDKHBI XPAHUTBCS B COOTBETCTBYIOIUX — YCIIOBHSX,
o0ecreynBaroIuX X Ka4eCTBO.

97. (2) Craguu TEXHOJOIMYECKOTO IpOLEecca, BKIIOYAIOUINE TNpPEABAPUTEIbHYI0 00paboTKYy,
SKCTPAKLUIO, (PUIBTpAIHIO, AUATIN3, KOHIICHTPUPOBAHUE WM JHO(QUIN3ALUIO, TOJKHBI OBITH ETalbHO
OIHCAaHbl U BAJIUAUPOBAHBI.

98. (3) Ilpoueccsl MomuduKaUH, HCHIOIb3yeMble MJs MPOHU3BOJACTBA MOAM(PHUIMPOBAHHBIX
HKCTPAKTOB aJUIEPreHOB (HAmpuMep, ajuIeprouJ0B, KOHBIOTATOB), JOJUKHBI OBITH ONHCaHBl B
COOTBETCTBYIOIIEH TOKyMeHTauuu. [IpoMexyTouHble IPOAYKTHI B TEXHOJIOTMYECKOM IPOLECCE AOKHBI
OBbITh NACHTU(UIIMPOBAHBI U IPOKOHTPOIUPOBAHBI.

99. (4) Cmecu IKCTPAKTOB AJJIEPI€HOB JIOJDKHBI OBITH IMPUTOTOBJICHBI M3 OTICIBHBIX 3KCTPAKTOB
MCXOJIHBIX MaTE€pPHAaJIOB, MOJYYSHHBIX U3 OJHOTO UCTOYHHUKA. Kakblit OTIeNbHBINA SKCTPAKT AOJDKEH OBITH
OIpeJIesieH KaK OTAeNbHast (papmaneBTHUeCKast CyOCTaHIHs.

JlekapcTBeHHbIE MpenapaTbl MMMYHHBIX CHIBOPOTOK *KMBOTHBIX (B3)
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100. (1) IlpousBomuTens [ODKEH YAEHSATH 0cO00€ BHUMAaHHE KOHTPOJIO AHTHICHOB
OMOJIOTUYECKOTO MPOUCXOXKIACHUS JIJIsl TapaHTUM HMX KauyecTBa, MOCTOSHCTBA M OTCYTCTBUS MOOOYHBIX
areHToB. IloaroTroBka MmaTepuanoB, UCHOJIB3YEMBIX M HMMYHM3AallMM JKUBOTHBIX (HaIpUMep,
UCTOJNb30BaHUE M (WJIM) BEJACHHWE AHTUTCHOB, TalTEH-HOCUTENEH, aabIOBAaHTOB, CTAOMIM3HPYIOIIUX
areHTOB), M XpaHEHHE TaKUX MaTepUaAIOB HENOCPEICTBEHHO Iepe]] HMMYHM3AalUEed JOJKHO
MIPOU3BOJIUTHCS B COOTBETCTBUU C JJOKYMEHTAIBHO O()OPMIIEHHBIMHU MPOLIETYPAMHU.

101. (2) IIpoueaypbl UMMYHHU3AIUH, UCCIEIOBAHUS KPOBH U OTOOpa KPOBU JTOJIKHBI TPOBOIUTHCS
B COOTBETCTBUU C PETMCTPAL[MOHHBIM JIOCHE.

102. (3) VYcnoBus mpou3BOACTBA JIEKAPCTBEHHBIX IpEMapaToB M3 CyO(PparMeHTOB aHTHUTEIN

!
(Hampumep, y4acTKU CBSI3bIBaHUs aHTUreHa Fab u F( ab )2 ) u Jo0ble AanbHEHIe MOAU(HUKAIIIN
JOJDKHBI  COOTBETCTBOBATh BalMAMPOBAHHBIM M YTBEP)KIEHHBIM Tapamerpam. Ecmu depmeHTsl,
UCIIOJIb3YEMBIC TIPH MPOU3BOJICTBE, COCTOSIT U3 HECKOJIBKUX KOMIIOHEHTOB, JIOJDKHA OBITH OOecreueHa ux
CTaOMILHOCT.

Baknunbi (B4)

103. (1) IIpu ucnonb30BaHUU SMOPUOHOB NTHII JOKHO OBITH 00ECIIEUEHO 37J0POBBE BCEX CTail,
MCTIOJIBb3YEMBIX JUIsl UX TOIY4eHUs (U1 cTail, CBOOOIHBIX OT crielu(UIECKUX MaTOTCHOB, U I 3I0POBBIX
cTai).

104. (2) HdomxHa NpPOBOAWUTHCA BAIMJALUS LEIOCTHOCTH KOHTEMHEPOB, HCHOJIB3YEMBIX IS
XpaHEeHHUsI IPOMEKYTOUHBIX MPOJYKTOB, U BPEMEHHU UX XPaHEHHS.

105. (3) B 3o0Hax, coumepKaliuxX >XUBbIE OMOJIOTMYECKHE areHTHI, 3aIpEIIAeTCsl OTKPHIBAaHHE
COCYJIOB, COJIEPKAIMX HHAKTHBHUPOBAHHBIE JICKAPCTBEHHBIE NIPENapaThl, 1 OTOOp MpoO U3 HUX.

106. (4) IlocnemoBaTenbHOCTh MPHOABICHUS AKTHBHBIX KOMIIOHEHTOB, aJbIOBAHTOB W
BCIIOMOTATENIbHBIX BEIIECTB B MIPOIECCE MPOU3BOJICTBA MPOMEKYTOYHOTO HIIM TOTOBOTO MPOAYKTA JIOJIKHA
COOTBETCTBOBATH TEXHOJIOTMYECKUM UHCTPYKIIHSM.

107. (5) B cinydae wucnonb3oBaHMsl A NPOU3BOJACTBA WM HCIBITAHUH MHKPOOPIaHM3MOB,
KOTOPBIM MIPUCBOCH BBICUIMKA YPOBEHb OMOJIOTMYECKON OMACHOCTU (HAampuMep, MaHAEMUYECKUE IITaMMBbI)
JOJDKHBI OBITH O0O€cTeYeHbl HEOOXOAUMbIE Mephbl U30JSIUH. J{OMKHO OBITH MOJYYEHO JOKYMEHTAIbHOE
MOJTBEPXKICHUE pa3peIIeHUs] Ha MPOBEACHUE YINOMSIHYTBIX MEPONPHUSITHHA OT COOTBETCTBYIOIIUX
YIOJIHOMOYEHHBIX (peiepabHbIX OPraHOB UCTIOJIHUTENFHON BIacTH. [laHHAs JOKyMEHTAIHs TOJKHA OBITH
B HAJIMYUU U JOCTYTIHA JIJIsl IPOBEPKH.

PexomOnHaHTHBIE MPOAYKTHI (BS)

108. (1) [na obecriedeHusi MOCTOSHCTBA CBOMCTB JIGKAPCTBEHHOT'O IpenapaTa, COAEPIKaIlero
JOMyCTUMBIE TIPUMECH B ONPEAETICHHOM JHUamna3oHe, JOJKHBI COOMIOAATHCS BAIMUIMPOBAHHBIC YCIOBHS
TEXHOJIOTUYECKUX MPOIECCOB IMPH POCTE KIETOK, IKCIpeccHuu Oenka u oyHucTke. s obecneueHus
OTCYTCTBHSI BUPYCHOM KOHTAMMHALIUU B OINPENEICHHBIX TUIAX KIETOK, UCIOJIb3yEMBIX B IIPOU3BOJICTBE,
MOTYT NOTPeOOBAThCS JOMOTHUTEIbHBIE MEPHI. J{JIs1 JIeKapCTBEHHBIX MpEnapaToB, IPOU3BOJICTBO KOTOPHIX
IpeayCMaTpUBACT MHOTOKpPATHBIE COOpBI KJIETOK NpPH KYyJIbTHBHPOBAHUHU, €r0 MPOJIOJIKHTEIBHOCTD
JOJKHA HaXOJUTHCS B YTBEP)KIECHHBIX MpEeIax.

109. (2) Ilpouecchl OUMCTKH OT HEXKENATEIbHBIX MPOAYKTOB, UCTOYHMKOM KOTOPBIX SIBIISIOTCA
KJIETKH XO35fMHA, B YaCTHOCTH OT OENKOB, HYKJICHHOBBIX KHCJIOT, YTJIEBOJIOB, BHPYCOB U JpPYyTUX
IIPUMECEN, JOJKHBI IPOBOJUTHCS B paMKax OINPEAEIECHHBIX BAJIMIUPOBAHHBIX IIPEEIIOB.

JlekapcTBeHHbIE MPeNnapaThl MOHOKJIOHAIbLHBIX aHTHTE (B6)
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110. (1) MoHOKJIOHAJIbHBIE AHTUTENA MOTYT OBITh MPOM3BEJCHBI U3 MBIIINHBIX WIN YEJIIOBEUECKUX
ruOpuIOM WM C MOMOIIbI0 TexHonorui pekomOuHanTHOW JIHK. Jlns oGecnedeHus Oe30mMacHOCTH U
KauecTBa JIEKApCTBEHHOIO Mpenapara A0KHbBI IPOBOIUTHCS COOTBETCTBYIOIINE MEPOIIPUSITHS KOHTPOJIS B
OTHOIIIEHWU MCXOJHBIX KJIETOK (B TOM YHCJE, NUTAIOIIMX KIETOK, B CIIy4ae MX MCIIOIb30BaHUS) U
MCXOJIHBIX MaTEpHUajoB, UCIOJIb3YEMBIX Ul CO3/IaHUs TMOPUAOMBI M (WIK) TMHUH KiIeToK. Heobxonumo
YIOCTOBEPUTHCS, YTO JTAHHBIE MEPONPUSATHS MPOBOAATCS B YTBEpKIEHHBIX mperenax. Ocoboe BHUMaHHE
JOJDKHO — yZIEJSAThCSL  J10Ka3aTeNbCTBY OTCYTCTBHS BHPYCOB B JIEKAPCTBEHHOM mpenapare. Jlus
JI0Ka3aTeNIbCTBA IPUTOJHOCTH JIEKAPCTBEHHBIX IPENapaToB, MPOM3BEACHHBIX HAa OJHOM M TOM ke
TEXHOJIOTMYECKOH OCHOBE, BO3MO)KHO HCIIOJIb30BAHUE JAHHBIX, NIOJYUYEHHBIX IIPU UCIIBITAHUU OJHOTO U3
HUX.

111. (2) HomxkHa ObITH POBEJCHA MPOBEPKA TOTO, YTO KPUTEPUU HA POMEKYTOUHOW U KOHEUHOU
CTausAX MPOU3BOACTBEHHOTO IPOLIECCA KOHTPOIUPYIOTCS M HAXOATCS B YTBEPKICHHBIX IIPEEIaXx.

112. (3) IIpousBoAcTBEHHBIC YCIOBUS AJIS PUTOTOBJICHUS CyO-(pparMeHTOB aHTUTEN (HAmpUMep,

F( ab’)
Fab, 2 scF V) ¥ MOOBIX OpyTuX MOIU(HUKAIMKA (HampuMep, BBEICHHUS PaTUOAKTUBHBIX METOK,
KOHBIOTallMH, XMMUUYECKOTO CBS3bIBAHUS) IOJIKHBI COOTBETCTBOBATh BAJIMUPOBAHHBIM [TapaMeTpaM.

JlekapcTBeHHBbIe MpenapaThl TPAHCTeHHbIX ;KUBOTHBIX (B7)

113. OOecneueHne MOCTOSIHCTBA MCXOJHOTO MaTepHajja, MOJYYEeHHOTO W3 TPAHCTEHHOTO
MCTOYHHUKA, ABIsETCA Ooyiee MpoOIeMaTUUYHBIM, Ye€M MPU MCIOJIB30BAHUM CTAHAAPTHBIX HETPAHCTEHHBIX
OMOTEXHOJIOTMYECKHX HMCTOYHHKOB. Cle0BaTENbHO, TOJIKHBI COONIONATHCS MOBBIIIEHHBIE TPeOOBAaHUS
JUI JOKa3aTeNNbCTBA TOCTOSHCTBA BCEX CBOMCTB JIEKAPCTBEHHOIO Npenapara OT CEPUU K CEPHH.

114. (1) Jdnst mpousBoAcTBa OHMOJIOTMUYECKUX JIEKAPCTBEHHBIX MPENApaToB MOTYT HCIIOJIB30BATHCA
pa3nuYHbIe BUABI KMBOTHBIX, B TOM YHCJE€ MOTYT MPOBOIUTHCS B3ATHE M OYHCTKA OMOJOTHYECKUX
KUAKOCTEH (Hampumep, Moiioka). JKuMBOTHBIE JOJIKHBI MMETh YETKYI0 M YHHKAJIbHYIO MapKHUpPOBKY, U
JIOJDKHBI ~ OBITh  TPEAYCMOTPEHBl  AyONupylollMe Mepbl Ha  Cllydall  yTpaThl  NEPBHYHOTO
UACHTU(PHUIHMPYIOLIETO MapKepa.

115. (2) YcnoBusi conmepkaHus M yXOJAa 3a JKUBOTHBIMH JIOJDKHBI 00eCIeYrBaTh HAWMEHBIIIHIA
BO3MOJKHBIH KOHTAKT *KMBOTHBIX C MATOI€HHBIMU areHTaMu U 300HO3aMH. JlOJDKHBI OBITH pa3paboTaHBI
COOTBETCTBYIOIIIME MEPbI 3alIUTHl OKpyKaromied cpeapl. JlomwkHa OBITH pa3paboTaHa mHporpamMma
HAOJIOACHUST 32 3/I0pOBHEM JKMBOTHBIX C COOTBETCTBYIOIIMM BHECEHHMEM 3alMCe B JOKYMEHTAIHIO.
Taxoke mMOMKHBI OBITH paccieOBaHbl JTIOObIE WHIMICHTH U ONPENEICHO WX BIUSHHE Ha BO3MOYKHOCTH
JaTbHEHUIero HCIOJIb30BaHUS >KMBOTHOTO M paHEe IOIYy4eHHBIX cepuil mnpoxaykuuu. Heobxomumo
YIOCTOBEPUTHCS, UTO JIHOOBIC JIGKAPCTBEHHBIE IMPENapaThl, MIPUMEHSBIINECS Ul JICUCHUs )KUBOTHBIX, HE
IIPUBEAYT K KOHTAMMHALIUK IPOU3BOJUMOrO JEKAPCTBEHHOI O IIpernapara.

116. (3) omkHa cyliecTBOBaTh JOKYMEHTALUsA C POAOCIOBHOM OT >KMBOTHOIO-OCHOBATENsS [0
KUBOTHBIX, UCIOJB3YIOLUXCA JUIsl IPOM3BOACTBA. 3alpeliacTcs CMEIIMBAHUE MaTEpUAJIOB, MOJYyUYEHHBIX
U3 pa3HbIX TPAHCT€HHBIX JTUHUM )KUBOTHBIX, TAK KAK OHU IIPOUCXOMASAT OT Pa3HbIX KUBOTHBIX-OCHOBATEIEH.

117. (4) YcnoBus, npu KOTOPBIX MPOU3BOAUTCS B3ATHE MATEPUAJIOB, JOJIKHBI COOTBETCTBOBATH
HOpMaM PEruCTPALMOHHOTO JI0ChE U MPOTOKOJIAa KIMHUYECKUX UcchenoBaHuid. ['paduk B3sTHS MaTepuana
U YCIOBHA, IpPHU KOTOPBIX JKUBOTHBIE MOTYT OBITh HCKJIIOYEHBI U3 TIpolecca IPOU3BOACTBA
JIEKapCTBEHHOI'O IIpernapara, JODKHBI COOTBETCTBOBATH YTBEPXKACHHBIM MpOLEAypaM U KPUTEPUAM
IIPUEMJIIEMOCTH.

JlekapcTBeHHbBIE penapaThl TPAHCTeHHBIX pacTeHuii (B8)

118. OOecneueHne MOCTOSIHCTBA MCXOJHOTO MaTepHajga, MOJYYEeHHOTO W3 TPAaHCTEHHOTO
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HCTOYHHUKA, ABIsETCA Ooyiee MpoOIeMAaTUYHBIM, Ye€M MPU MCIOJIB30BAHUM CTAHAAPTHBIX HETPAHCTEHHBIX
OMOTEXHOJIOTMYECKMX HMCTOYHHKOB. Cle0BaTENbHO, TOJIKHBI COONIONATHCS MOBBIIMIEHHBIE TPeOOBAaHUS
JUIS JOKAa3aTeNNbCTBA TOCTOSHCTBA BCEX CBOMCTB JIEKAPCTBEHHOIO Npenapara OT CEPUU K CEPHH.

119. (1) Jns mpenoTBpalleHHs KOHTAMUHALIMM TJIABHBIX M paboO4MX TPAaHCTEHHBIX OaHKOB
IIOCTOPOHHUMH MaTepuajgaMi PACTUTENBHOIO IMPOUCXOXKIACHHUS M COOTBETCTBYIOIIMMHU ITOCTOPOHHUMU
areHTaMM MOTYT TIOHAJOOUTHCA JOMOJIHUTENbHBIE MEphl, MPEAUISCTBYIOIINE WM CIEIYIONe 32
MEpPOIPHUATHIME, yKa3aHHbIMH B OOmieM pykoBojcTBe (IMyHKTHI 15 - 86 Hacrosimiero I[lpumoxenws).
KoHTponbs cTaOuibHOCTH TeHa JODKEH NPOBOJUTHCA HA TNPOTSHKECHUM ONPEICNICHHOTO KOJIMYEeCTBa
reHepanui.

120. (2) dnsa obecrieueHUs] MOCTOSHCTBA cOOpa ypokas OT Pa3HbIX KyJbTyp PacTeHUI pacTeHHS
JIOJDKHBl MMETh YETKYI0 M YHUKaJIbHYIO MapKHpPOBKY, W JOJDKHBI OBITh yKa3aHbl WX OCHOBHBIC
XapaKTepUCTHKU. B 4YacTHOCTH, COCTOSHUE 310pOBbS PACTEHUMN, BXOJAIIMX B KYJIbTYPY, HODKHO
KOHTPOJIMPOBATHCS C ONPEAEIICHHOM IEPUOINYHOCTBIO HA POTSHDKEHUN NIEPUOA BBIPAILIMBAHUS.

121. (3) HomxHBl OBITH YCTaHOBJEHBI MEpPbI MPEIOCTOPOKHOCTH Ui 3aIIUTHl KynbTyp. Ilo
BO3MOYKHOCTH HEO0XOIMMO MHHHMHU3UPOBATh UX KOHTAMHHALMUIO MHUKPOOHMOJOTHMYECKUMH areHTaMu H
NEPEeKPECTHYI0 KOHTAMUHAIIMIO PACTEHHSIMH JApYroro BHAA. JIODKHBI OBITh TPUHATHL MEpHI UL
IIPEIOTBPALLEHUS] KOHTAMUHAIMKU JIEKAPCTBEHHOI'O Ipernapara TaKUMU MaTepualaMM, KaK NECTULMIbI U
ynoopenus. JlomkHa ObITh pa3zpaboTaHa MporpaMma MOHUTOPHHIA C COOTBETCTBYIOIIMM BHECEHHEM
3amuceil B JTOKYMEHTAIMIO, TAKKE JOJDKHBI OBITH pacciieIoBaHbl JIOObIE MHIUACHTHI M ONPENEICHO UX
BJIMSTHUE HA BO3MOXKHOCTD JAJIbHEMIIIETO UCII0JIb30BAHUS KYJIbTYPBI B IPOM3BOJCTBEHHOM IIPOLIECCE.

122. (4) JomxHbI OBITH YETKO ONHMCAHBI YCIOBHUS, ONPEACISIONINE CayYan, KOTr/la paCTeHUSI MOTYT
OBITh MCKIIIOYEHBI U3 NMPOU3BOACTBEHHOrO Mpolecca. HeoOX0oaumMo ycTaHOBUTE TpEAesbl IPUEMIIEMOCTH
JUIE MaTepuanoB (HampuUMep, OCHOBHBIX OEJIKOB), KOTOpBIE MOTYT IOMENIaTh HPOLEAYpe OYHCTKH
npoayKuuu. JIoJKHO OBITH MOATBEPKACHO, YTO PE3yIbTaThl HAXOAATCS B IpeeiaxX YTBEPKICHHBIX HOPM.

123. (5) JomxHbl ObITh 3a(MKCUPOBAHBI YCIOBUSI OKpY’KAaIOIIEH cpeibl (TemmepaTypa, JOXKIb),
KOTOpBbIE MOTYT MOBJUATh Ha Kaue€CTBEHHBIE XapaKTEPUCTHKHU JIEKAPCTBEHHOrO Ipenapara, a TakkKe Ha
MIPOM3BOJICTBEHHBIN BBIXOJ PEKOMOMHAHTHOTO O€lika, HauWHash OT BPEMEHH I0CeBa, HAa MPOTSHKEHUH
KyJIbTUBUPOBAHHUS M 10 MOMEHTa cOopa M IPOMEKYTOUHOTO XpaHEHHUs COOpaHHBIX Marepuaios. [Ipu
oopMieHNN yKa3aHHOW JOKYMEHTAIlMM JOJDKHBI COONMIOAAThCs TpeOOBaHHMS HOPMATHUBHBIX IPABOBBIX
aktax# Poccuiickoit @enepannu, peryJIupyomux BOIPOCH BEIPALIUBAHNS U cOOpa pacTeHUil.

JlekapcTBeHHBIe penapaTel reHHoi Tepanun (B9)

124.  CymecTByeT HECKOJIbKO THIIOB JIEKAPCTBEHHBIX IpENaparoB TE€HHOM  Tepanuu
(;IexapcTBEeHHBIE TpENapaThl TEHHOM TEpanuy, COACPIKaIINe MOCIeI0BATEIbHOCTH(TH) PEKOMOUHAHTHBIX
HYKJIEMHOBBIX KHCJIOT WJIM TEHETHYECKH MOIU(PHUIIMPOBAHHBIN(BIE) MUKPOOPTaHU3M(MbI) MU BUPYC(BI), U
JIeKapCTBEHHBIE IPenapaThl TEHHOW Teparnuu, COAEpIKallue IeHeTHUYeCKH MOIU(PHUIIMPOBAHHBIE KIETKH),
KOTOpble OXBaTblBatoTCAd IyHkTamu 124 - 136 nHacrosmero Ilpunoxkenus. [lns JekapCTBEHHBIX
IIpENapaToB TE€HHOM TepalMd Ha OCHOBE KIETOK MOIYT IPUMEHSATHCS HEKOTOpBIE IIOJIOKEHUS,
U3JI0’KEHHBIE B nyHKTax 137 - 144 nacrosmero [Ipunoxenus.

125. (1) BcnenctBue TOro, uyTo KIETKHM, MCIOJIB3YEMbIE MAJI INPOU3BOJCTBA JIEKAPCTBEHHBIX
IIpENapaToB T'€HHOM Tepanuu, MOJY4YeHbl WM OT JItoJAed (ayTOJIOTMYHBIE WJIM AJUIOTE€HHBIE), WIM OT
KHUBOTHBIX (KCEHOTECHHBIE), CYIIECCTBYET MOBBIIICHHBI PUCK MX KOHTAMUHAIIMM MOOOYHBIMH areHTaMH.
Jlnist M30JSIMK ayTOJIOTHYHBIX MaTepHANIOB, MOTYYCHHBIX OT UH(QUIIMPOBAHHBIX TOHOPOB, JOJKHBI, OBITH
IPeIyCMOTpPEeHbl  0coOble  MepompuAtus. [l  TakuX HMCXOJHBIX MaTepHalioB, a Takke JUId
KPUONPOTEKTOPOB, MUTATENbHBIX CPEM, KIETOK U BEKTOPOB, HAJIEXKHOCTh KOHTPOJIbHBIX M HCIIBITATEIbHBIX
MEpPONPUATHIA TOKHA OBITh OCHOBaHA Ha MPHUHLMIAX YMPaBICHUS PUCKAMHU JUI KauyecTBa M JIOJDKHA
COOTBETCTBOBATh PErMCTPALIMOHHOMY J10che. CO3/1aHHbIE KIETOYHbIE JIMHUN JUIsl IPOM3BOACTBA BUPYCHBIX
BEKTOPOB U IIPOBEJEHUS KOHTPOJBHBIX U UCTIBITATENBHBIX MEPONIPUATUN JOJDKHBI TAKXKE OCHOBBIBATHCS HA
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NPUHIUNAX YIPaBICHUs PUCKaMH JUId KadecTBa. B ciydyae HE0OXOAMMOCTH, TOJIKHBI HCIIOJIB30BATHCA
BUPYCHBIE TIOCEBHBIE KYJIBTYPbI U CUCTEMbI OAHKOB KJIETOK.

126. (2) Ha Bo3MOXxHOE cojlep:KaHHUE MpUMEced, MOCTOPOHHUX AareHTOB M MEPEKPECTHYIO
KOHTAMUHAIMIO BIIMSAIOT Takue (aKTOpbl, Kak MpHpoJa TEHETHMYECKOro MaTepuasia, THII BEKTOpa
(BUpYCHBI WMJIM HE BUPYCHBIH) M THII KJIETOK, YTO JOJDKHO OBITH YYTEHO INpH pa3paboTke oOrien
CTpaTeTMM MUHUMM3AalMM pucka. Ha oOCHOBe [aHHOM cTpaTermu JOJDKHBI OBITh  pa3paboTaHbI
TEXHOJOTMYECKUM IPOLECC, CIPOEKTUPOBAHBl IPOU3BOJCTBEHHBIE U CKJIAJACKHE IIOMEIIEHUS U
o0opynoBanue, pa3paboTaHbl MPOLEAYPHl YOOPKU U JEKOHTAMHHALIMH, a TAK)KE YIaKOBKH, MAPKUPOBKU U
pean3anuy.

127. (3) IIpou3BOJACTBO M HCHBITAHHE JICKAPCTBEHHBIX IPENapaToB T'€HHOW Tepamuu Tpedyer
peneHus crnenn(puIeckux BOMPOCOB 0€30MacCHOCTH M KayecTBa TOTOBOTO JIEKAPCTBEHHOI'O Iperapara u
BOMPOCOB 0€30MaCHOCTH MALMEHTOB M TepcoHana. J(OMKEeH NPUMEHSTbCS MOAXON, OCHOBAaHHBIA Ha
YIpaBJICHUU PUCKaMH, Ui oOecriedeHns: 0€30MacHOCTH MepcoHala, OKpYsKalollel cpesibl U MaIlleHToB, a
TaKXe MPUHATHI MEPbl KOHTPOJISI COOTBETCTBEHHO YCTAHOBJIEHHOMY KJacCy OMOJIOTMYECKOI OMacHOCTH.
Mepsl o obecnieueHHI0 O€30MaCHOCTH JI0JKHBI COOTBETCTBOBATh TPEOOBAaHUAM HOPMATHUBHBIX MPABOBBIX
aktoB Poccuiickoi Penepanunm.

128. (4) llepensumxenue mnepcoHana (BKIOYas INEPCOHAN, 3aHATBHIA KOHTPOJEM KadecTBa, U
OOCITy’)KMBAIOIIMKA TEepCOHA) M MOTOKM MAaTepHajioB, BKIIOYAs TE, KOTOPHIE XPAHAT W HCHBITHIBAIOT
(HampuMep, MCXOAHbIE MaTepHajbl, O0pa3lbl A BHYTPUIIPOU3BOJCTBEHHOTO KOHTPOJIA, OOpasIibl
TOTOBOTO JICKAPCTBEHHOTO MIpernapara U MpoObl MPOU3BOJCTBEHHON Cpe/bl) JOKHBI OPraHHU30BHIBATHCS
Ha OCHOBE IPUHILMIIOB YIPAaBJIEHUS PUCKaMHU A KauecTBa. 110 BO3MOXHOCTH IPH 3TOM HUCIOJB3YIOT
OJITHOHAIPABJICHHbIE TOTOKU. JOJDKHO YYMTBIBAThCSA MEPEMELIEHUE MEXKIY 30HAMH, COJEpKalUMHU
pa3NuYHbIe TEHETHYECKH MOJU(PHUIMPOBAHHBIC OPraHU3MBI, U 30HAMH, COJEP)KAIIUMHU T'€HETHYECKU He
MOJU(UIIMPOBAHHBIE OPTAHU3MBI.

129. (5) Ilpu mnpoeKkTHpOBaHMHM MOMEIIEHWH U OOOpYIOBaHUS JOJDKHBI OBITH YUYTEHBI BCE
BO3MOJKHBIC CIICLMANbHBIE MPOLEAYphl, TpeOyrommecs Uil JCKOHTAMHHALUU WMIM OYHCTKH OT
OpPraHM3MOB, KOTOpBIE HCIIOJIB3YIOTCSI NpPU IPOU3BOJICTBE JIEKAPCTBEHHOro mpenapara. lIporpamma
MOHHUTOPHHTA COCTOSHUS TPOU3BOACTBEHHOW CpEIbl, €CIM 3TO BO3MOXKHO, JOJDKHA OBITH JOMOJHEHA
METOZAaMHU OTPENAEICHUsI MPUCYTCTBUS CHEUU(PUIECKUX MHKPOOPTraHU3MOB, KYJIbTUBUPOBAHHE KOTOPBIX
IIPOU3BOJUIIOCH.

130. (6) IIpu ucnoab30BaHUN BUPYCHBIX BEKTOPOB C OTPAHMYCHHOM CIIOCOOHOCTBIO K PETUTUKAIIMH
JOJDKHBI IIPUHUMATBCS. MEPBI 110 NMPEAOTBPAILEHUIO MOMAJaHUs BUPYCOB IUKOIO THUIA, KOTOPOE MOKET
MIPUBECTH K BOSHUKHOBEHHUIO PEKOMOMHAHTHBIX BEKTOPOB, CIOCOOHBIX K PEIUIMKALIUH.

131. (7) J[omxeH OBITb TNPEeAyCMOTPEH IIJIaH AaBapUHHBIX MEpONPHUIATHH Ha Cciaydai
HETPEeABUICHHOTO BBIOpOCA >KUBBIX MHKPOOPraHu3MoB. [lmaH 1oMKeH BKIIIOYATh OMMCAHWE METO/IOB U
nporenyp IO H30JSLIMM  MHUKPOOPTaHM3MOB, 3alllUTe OINepaTopoB, yOOpke, IO MPOBEACHUIO
JICKOHTAMHMHAIIMK U 0e30MacHOMYy BO300HOBJICHHIO SKCIUTyaTalMu. JIOJKHO OBITH OLIEHEHO BIUSHHE
BbIOpOCa Ha JIGKApCTBEHHbIC MpenapaThl, HaXOAALIMECs B HEMOCPEICTBEHHOW OJIM30CTH, M Ha JIOObIe
ApyTHUe JeKapCTBEHHBIE MPETapaThl, HaXOAAUINECs B 30HAX, MOJIBEP>KEHHBIX TAKOMY BBIOpOCY.

132. (8) JlomxkHbl OBITH MPEIYCMOTPEHBI MEPHI AJS OTACICHHS MOMELICHUN A HMpPOHM3BOJACTBA
BUPYCHBIX BEKTOPOB OT JPYruX 30H. D(P(PEKTUBHOCTH MEp, UCIIOIB3YEMBIX Ul pa3AeieHus, JODKHA ObITh
noka3aHa. Beszge, riae 3TO NMPUMEHHMMO, CIEAYyeT HCIOJIb30BaTh 3aKpbIThle CHCTEMBI. JlommkeH OBITH
MPEeIOTBpAIEH BHIOPOC BHUPYCHOIO Marepuayia mpu otbope oOpasloB, BBEIEHWH NO00ABOK U IMepeaaye
MaTEpUaJIOB.

133. (9) He nomyckaeTcsi cOmyTCTBYIOIIEE MPOU3BOICTBO Pa3IMUHBIX BEKTOPOB T'€HHOM TEpaInu B
OJTHOM U TOH ke 30He. OTHOBPEMEHHOE ITPOU3BOJICTBO HEBUPYCHBIX BEKTOPOB HAa OJHOM YYaCTKE JIOJIKHO
KOHTPOJIMPOBATHCS COTIACHO NMPUHIMIIAM YIpPABJICHUs pUCKaMH Jjs KadecTBa. JloykHa OBITH NOKa3aHa
3¢ HEKTUBHOCTH MPOLEAYP MEPEX0oaa MEXy KaMIIaHUSIMH.

134. (10) [dns obecrieyeHus: MPOCIESKUBAEMOCTH JIEKaPCTBEHHOTO IpenapaTa OT HadajJbHBIX
cTaguil (TIa3Mubl, IefeBble TeHbl U PETYJISITOPHBIE TOCIEI0BATEIIbHOCTH, OAHKH KJIETOK, a TaKXKe 3arac
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BUPYCHBIX WM HEBUPYCHBIX BEKTOPOB) MU J0O TOTOBOTO JICKAPCTBEHHOTO Ipenapara JOJHKHO OBITh B
HAJIMYMHU JETANTbHOE OMMCAaHUE MPOU3BOICTBA BEKTOPOB U T'€HETUYECKH MOIN(DUIIMPOBAHHBIX KIETOK.

135. (11) IlepeBo3ka neKapCTBEHHBIX IPENapaToB, COAEPKAIIMX WM COCTOSIIUX U3 T€HETHYECKH
MOJU(UIIMPOBAHHBIX OPraHU3MOB, JI0JIKHA COOTBETCTBOBATH TPEOOBAHUAM 3aKOHOIATENILCTBA.

136. (12) K nepeHocy reHOB B KIIETKU-PELUIINEHTHI, KOTOPBIA IPOBOJUTCS BHE OpraHHU3Ma,
NPEIbSBISIOTCS CIEAYIOMNE TPEOOBAHMS:

a) (a) Takoil mporecc IODKEH NMPOUCXOAUTH B TOMEIIEHUSIX, MPEAHA3HAYCHHBIX IS JTaHHBIX
JNEUCTBUN U UMEIOIIMX COOTBETCTBYIOLIUN YPOBEHb U30JISLIUN;

6) (b) HeoOXoAMMO HPUHATH MEpHI (BKIIOYasi TpeOOBAaHUS, yKa3aHHbIE B IMyHKTE 24 HACTOSAIIETO
ITpuno>xeHus) s yMEHbUIEHHS] BO3MOXHOCTH MEPEKPECTHON KOHTAMMHALIMU U NEPEMYThIBaHUS KIIETOK,
MOJYYEHHBIX OT Ppa3HbIX MaUeHTOB. JIOMKHO OBITH TakXke MPEAyCMOTPEHO HCIIOJIb30BaHHE
BaJIMJAUPOBAHHBIX NPOLEAYpP OUMCTKU. OJHOBPEMEHHOE MCIOJIb30BAaHUE DPA3HBIX BHUPYCHBIX BEKTOPOB
JOJDKHO KOHTPOJIMPOBATHCA B COOTBETCTBMM C NPUHIMIAMHU YIPABJIECHUS pUCKaMM g KauyecTBa. He
pa3peraeTcss UCIOIb30BaHUE HEKOTOPHIX BUPYCHBIX BEKTOPOB (HAIIPUMEP, PETPO- U JIECHTUBUPYCOB) IS
MPOM3BOJICTBA TEHETUYECKH MOJIU(HUIMPOBAHHBIX KJIETOK [0 JO0Ka3aTelbCTBA OTCYTCTBUSI B HHUX
MIOCTOPOHHETO BEKTOPA, CIIOCOOHOT0 K PEIUIUKALINY;

B) (c) TpeOoBaHHMS TPOCICKUBAEMOCTH JOJDKHBI OBITH coOMoneHsl. Heobxommmo ueTkoe
OIIpEAEIICHUE CEPUM MPOIYKIMH, HAYMHASI OT KJIETOUHOT'O ChIpbs M 3aKaHYMBAas KOHTEWHEPOM C FOTOBBIM
JIEKapCTBEHHBIM IIPENapaToM;

r) (d) ¢pusHMKO-XUMHUECKHE CBOICTBA JIGKAPCTBEHHBIX IPENapaToB, MPHU MPOU3BOJCTBE KOTOPHIX
UCTIONB3YIOTCS  HEOMOJOTMYECKHE CpEACTBa JOCTaBKM TIeHa, JOJDKHBI OBbITh  HCCIENIOBaHBl H
JOKYMEHTAJIbHO TIOATBEPKICHBI.

JlekapcTBeHHbIE NIPeNnapaThl TEPANUN COMATHYECKUMH KJIETKAMHU H JIEKAPCTBEHHbIE NMPenapaThl
TKaHeBOM nH:keHepuu (B10)

137. Jlna nexapcTBEHHBIX NpenapaToB N€HETUYECKH MOAM(DUIMPOBAHHBIX KIIETOK, KOTOpPhIE HE
OIpezieNieHbl KaK JEKapCTBEHHBIE NpEnapaThl TEHHON TepanuM, MOTYT IPHUMEHATbCA NYHKTHI 124 - 136
Hacrosuero Ipunoxenus.

138. (1) [Ana npousBoOACTBa NaHHBIX JIEKAPCTBEHHBIX MPENapaToOB MO BO3MOKHOCTHU JIOJKHBI OBITH
HCIIOJIb30BaHbl Pa3pelIEHHbIE HCTOYHMKHU (HAIpUMEp, PaspelEHHbIE K NPUMEHEHHIO JIEKAPCTBEHHbIE
CpPEICTBA WJIM MEAMLIMHCKHE W3AEIUs) JONOJIHUTEIbHBIX MaTepuanoB (B YAaCTHOCTH, KIIETOYHBIX
MIPOAYKTOB, OMOMOJIEKYJ, OOMaTepHaIoB, OJACPKUBAIOIINX CUCTEM, MAaTPUI).

139. (2) B ciuywae ecnu wuzgenusi, BKJIOYas T€, KOTOPbIE IMPOM3BOJAT Ha 3aKa3, SBISIOTCS
COCTaBHOM YacCThIO TOTOBOM MPOIYKIIMH, TOJKHBI COOIOAATHCS CIEAYIOMINE TPEOOBAHMS:

a) (a) MeXIQy NPOM3BOAMTEIEM JIEKAPCTBEHHOI'O Ipernapara U MPOU3BOAUTEIEM MEAMIIMHCKOIO
U3JeNnusl JOJDKHO OBITh 3aKJIIOUYEHO COTJIAIlleHHe, COJepiKallee JOCTAaTOYHYI0 HH(POpMAIHIO O
MEIULUHCKOM HM3JENUH, JUIS TOro, YTOObI M30ekKaTh M3MEHEHHs €ro CBOWCTB BO BpEMs MPOU3BOACTBA
BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOIO IIpernapaTa. YKa3aHHOE COIVIALIEHHE JOJDKHO COJEp’KaTh
TpeOOBaHUE O KOHTPOJIE U3MEHEHUH, MPEATIOAKESHHBIX JJIS1 MEUIIMHCKOTO U3JICIIHS;

6) (b) cormamenue NPOU3BOIUTENEM JICKAPCTBEHHOTO TIpemapara W MPOU3BOJUTEIEM
MEJULMHCKOTO M3JeNHs JIOJDKHO TaKkKe IpeaycMarpuBath oOMeH uHGopmanueii o0 OTKIOHEHUSX,
MMEBILINX MECTO IIPH MPOU3BOICTBE MEAUIIMHCKOTO U3/IETHSL.

140. (3) BenencrBue T0oro, 4To COMaTUYECKUE KIIETKU IOJIYYEHBI WIH OT JIIOAEH (ayTOJIOTHMYHBIE
WIM AJUIOTEHHBIE) WM OT KUBOTHBIX (KCEHOTEHHBIE), CYIIECTBYET NOBBILIEHHBIN PUCK UX KOHTAMHUHALIUU
NOOOYHBIMU areHTaMu. il M30JSIMU ayTOJOTHYHBIX MAaTEpUANIOB, MOJYYEHHBIX OT MH()PUIMPOBAHHBIX
JIOHOPOB JIOJKHBI, OBITH MPEIYCMOTPEHBI 0COObIe MeporpusThs. JlomkHa ObITh 0OecrieueHa HaeKHOCTh
KOHTPOJIBHBIX U UCIIBITATENbHBIX MEPOIIPUATHI ISl TAKMX UCXOAHBIX MaTEPUAIIOB.

141. (4) Ecniu HEBO3MOKHO IPOBECTH CTEPUIM3ALIMIO TOTOBOIO JIEKAPCTBEHHOI'O Ipenapara Ipu
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MOMOIIIM CTAaHJAPTHBIX METOJO0B, HaIpUMeEp (QUIbTpaLnel, CTaIuN TEXHOJOTHUYECKOT0 MPOoIecca JOKHBI
OBITH TPOBEACHBI B ACENITUYECKUX YCIOBHUSIX.

142. (5) JomkHOoe BHUMaHHE HEOOXOIMMO YACNATh Crenu(PUYecKuM TpeOOBaHUSM ISl BCEX
CTaauil KPUOKOHCEPBALMHU, HAIPUMEpP, CKOPOCTH M3MEHEHHs TEMIepaTyp BO BpeMs 3aMOPaXHUBAHUSA U
pasMopakuBaHus. Tun KaMepbl XpaHEHUs!, CIIOCOOBl pa3MENEHHsI MAaTEPUaIOB U MPOLECCHl U3BICUCHHS
JIOJDKHBl CBOAMTH K MHUHMMYMY pPHCK TEPEKPECTHOM KOHTAaMHHALIMM, OOECIeYMBaTh KadyecTBO
JICKapCTBEHHBIX INpenapaToB M CIOCOOCTBOBATh HMX IPABWIBHOMY WH3BIeUYeHHUIO. [[ng oOecrneueHus
06e30macHOCTH paboOThl C JIEKAPCTBEHHBIMU IpenapaTaMy, B COCTaB KOTOPBIX BXOIST TO3UTHUBHBIC
CEepOJIOTHUECKUE MAPKEPHI, a TAK)KE XPAaHEHHUS ATUX JICKAPCTBEHHBIX MPENAapaToB JOHKHBI HCIOIB30BATHCS
JTOKYMEHTaIbHO 0()OpMIIEHHBIE TIPOLIEYPHI.

143. (6) [JdomxHbl OBITH TNPOBEACHBI HCIBITAHUS CTEPUIBHOCTH HAa TMPEAMET OTCYTCTBHSA
OaKkTepHaIbHON MM TPHOKOBON KOHTAMUHAIIMY B KYJIbTypaX KJIETOK WIIM OaHKaX KJIETOK, HE COJEepPIKAIIIX
aHTUOMOTHKHU. JlOJDKHA  TakXkKe  yYUTBIBATHCS ~ HEOOXOAMMOCTh  ONpENeNeHHs — Ccreru(uyecKux
MHUKPOOPIaHU3MOB, TPEOYIOLINX CIIEHUAIBHBIX YCIOBUH KyIbTUBUPOBAHHUS.

144. (7) B cmnyuyae HEOOXOIUMOCTH JOJDKHA TMPOBOJUTHCA IpOrpaMMa MOHUTOPHHIA
CTaOMIIBHOCTH, BKJTIOYAIOIAsi HAIMYME KOHTPOJIBHBIX U aPXUBHBIX 00Pa3lIOB B KOJUYECTBE, TOCTATOUHOM
JUISL IPOBEJICHUS JAIbHENILNX UCTIBITAHUM.

V. TepMI/IHI:-I U ONpeacjJacHusd

145. [Ina ueneit Hacrosimero [IpunoxeHus KpoMe TEPMUHOB M ONIPENEIEHUN, TPELyCMOTPEHHBIX
ragoi [ HacTosiumx [IpaBui, UCIIOIB3YIOTCS TaKKe CIEAYIOIINAE OCHOBHBIE IIOHATHS:

ATBIOBAHT - XMMUYECKOE WM OMOJIOTHYECKOE BEIIECTBO, YCUIIMBAIONIEE UMMYHHYIO PEaKLUIO Ha
AHTUIEH;

aJulepreHbl - BEUIECTBA aHTUTCHHOM WJIM TalTEHHOW MPHUPOJIBI, CIIOCOOHBIE CEHCHOUIM3UPOBATDH
OpPraHM3M U BBI3BIBATh AJIJIEPTHIO;

aJUIeprouibl - XUMHUYECKM HW3MEHEHHBIE QJUIEPreHbl C IOHMKEHHOM pPEaKTHMBHOCTBIO
ummyHornooynuHa E (IgE);

AHTUTeHbI - BellecTBa (HANpHUMEp, TOKCHHBI, Yy>KEpPOAHbIE OeNkd, OaKTepuH, KICTKH TKaHH),
CTIOCOOHBIE BBI3BATH CHEUU(UIECKHE UMMYHHBIE PEaKIuH;

AHTHUTEJIA MOHOKJIOHAJIbHbIE - TOMOTEHHAsI MOIYJISALUS aHTUTEN, CHOCOOHBIX MPHUCOCTUHATHCS K
€IMHCTBEHHOMY DJIHTONY (AHTUI€HHOM JETEpMHUHAHTE), IIOJy4YyeHHass W3 €AUHCTBEHHOI'O KJIOHA
TUMQOIMTOB WIH C TOMOIIBbIO TeXHONIOTUU pekoMOuHanTHOH J[HK;

AHTHUTeJIa MOJUKJIOHAJIbHbIE - AaHTUTEINA, MOJyYeHHBIE OT HECKOJIbKUX KJIOHOB JHUM(OIUTOB H
(unm) BeIpaOOTaHHBIEC YETIOBEYECKUM WIIM )KMBOTHBIM OPraHU3MOM B OTBET Ha BBEICHUE AHTUTCHA,;

AHTUTEJIO0 - OeNKu, Mpou3BeneHHbIe B-mumdonutamMu, KoTopele crnenu(uyecku CBA3BIBAIOTCS C
OIIpeIeICHHBIMUA aHTUIeHaMHU. Ha OCHOBE KIIIOUEBBIX paziauuMii B METOAAX UX MPOU3BOACTBA BBIIEISIIOT
7IBa TJIaBHBIX TUIIA AHTUTENI: MOHOKJIOHAJIbHBIE aHTUTEIA U TIOJIMKIOHATIbHBIE aHTUTEA;

0aHK KJIETOK - COBOKYIIHOCTb COOTBETCTBYIOUIMX KOHTEHHEPOB, XPAHSIIUXCS B ONPEIEIECHHBIX
YCIIOBUSIX, COJEPKMMOE KOTOPBIX HMMEET OJHOpPOAHBIM cocTaB. ComepkMMOE€ KakJIOro KOHTEHHepa
NPEJCTaBIsAeT CO0O0M KPaTHBIM €AMHBIN Myl KIIETOK;

ouoJsiornyeckasi (papmauneBTHYeckass cyOcTaHuMsi - (QapmaneBTHdeckas CyOCTaHIIHS,
NPOM3BEACHHAS C HCIIOJb30BAaHMEM OHOJOTMUECKOT0 HWCTOYHMKA MM  OKCTpAarMpoBaHHas U3
OMOJIOTMYECKOTO MUCTOYHHKA, KOTOPas AOJDKHA OBITh OXapaKTepU30BaHA C UCIOJIb30BAHUEM (PH3UUECKUX,
XMUMHAYECKHX U OMOJIOTHMYECKUX HMCIBITAHUM M KayecTBO KOTOPOHM OMpeAessieTCss STUMH UCHBITAHUSAMU B
COUYETAaHHUH C KOHTPOJIEM IIPOLIECCOB €€ IPOU3BOJICTBA;

O0MOJIOTMYeCKHUIl JIeKapCTBEHHBIN TNpenapar - JIEKapCTBEHHBIN Ipemapar, (papmareBTudecKas
CyOCTaHIIHsI KOTOPOTO SBJISETCSI OMOIOTUYECKON (papMarieBTUIEeCKOl CyOCTaHITHEH;

OMOHaArpy3Ka - ypoBeHb M BHJI MUKPOOPIraHM3MOB (HampuMep, HEMPUEMIIEMBIE WIH JIOIYyCTUMBIE
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MUKpPOOPTraHu3Mbl), KOTOpbIE MOTYT NPUCYTCTBOBATH B MCXOJHOM CBhIPbE, MCXOJHOM CBIpbE MJIs
MIPOM3BOJICTBA (hapMaIeBTUYECKON CYOCTaHIIUH, MTPOMEKYTOUHOM MPOIYKIHUU WK B (hapMaleBTHUECKOM
cyOcraniuu. buoHarpy3ky He cleayeT CYMTaTh KOHTaMHMHAIlMEH, €CIM €€ YpPOBHM HE IPEBBIMIAIOT
YCTaHOBJICHHBIC TpPEJENIbHBIE 3HAYCHHUS WM HE OOHapyXEHbl MHKPOOPTaHU3MBI, ONpeAesieMble Kak
HEZOIyCTUMBIE;

BEKTOP - areHT TPAaHCMHUCCUH, IEPEHOCAIINNA TeHETUYECKYI0 HH(POPMALIUIO OT OAHOM KIETKU WIH
OpraHusma K Jpyroil, HapuMep IIa3MH/Ibl, TUTIOCOMBI, BUPYCHI;

BHPYCHBII BEKTOP - BEKTOP, IPOU3BEACHHBIN IMyTeM MOIU(PHUKAIIMH BUPYCa C TOMOIIBI0 METO/IOB
MOJICKYJISIPHOM OMOJIOTHH JUIS yAEP)KUBAaHUS HEKOTOPBIX, HO HE BCEX, MAaTEPUHCKUX I'eHOB Bupyca. [Ipu
yJlaJIeHUU T€HOB, OTBETCTBEHHBIX 32 CIOCOOHOCTH BHpYCa K PEIUTUKAIMH, CO3JaHHBIM BEKTOp SBISCTCS
HECIOCOOHBIM K PETUTUKAIINY;

BHE JKHBOT0 OPraHM3Ma - IIPOLECC, IPU KOTOPOM MpOLELYpbl IPOBOAATCA HAa TKAHAX WIH
KJIETKaX BHE KUBOT'O OPraHM3Ma ¢ MOCIEAYIOIMM BO3BPAaTOM TKaHEH WM KJIETOK B )KUBOM OpPraHu3M;

BHYTPH KHBOI'0 OPTraHU3Ma - IPOLEAYPBI, IPOBOJANMBIE BHYTPH KUBBIX OPIraHU3MOB;

BCIIOMOraTeJIbHbIC  BellecTBA -  BEIIECTBA  HEOPraHWYECKOTO  WJIM  OPraHM4eCKOro
IIPOUCXOXKACHUS, UCIIOJIb3YEMBIE B MPOLIECCE NPOU3BOJCTBA, U3TOTOBIEHUS JIEKAPCTBEHHBIX MPENapaToB
IS IPUJAHKUST UM HEOOXOMMBIX (PU3MKO-XUMHUYECKUX CBOMCTB*, KpoMe (papMalieBTUUEeCKUX CyOCTaHIIHMA
U YIIaKOBOYHOI'O MaTepHaa;

ranTeH - MOJIEKYJIa ¢ HU3KOM MOJIEKYJISIPHOM MAacCOM, HE SBIAIOINAACS AHTUICHOM II0 CBOEH
MIPUPOJIE 10 MOMEHTA KOHBIOTALlMU € ""MOJIeKyJIoi-HOCuTEeneM "

reH - nocienosarenbHocTh JIHK, koaupyromast o1uH MM HECKOJIBKO OEJIKOB;

reHeTu4eckn MoaupuuupoBanHblii opranusm (I'MO) - mo6o0it opranusM, 3a UCKIIOUYEHHEM
OpraHu3Ma 4ejioBeKa, B KOTOPOM I€HETHYEeCKHi MarepHai ObUT U3MEHEH TaKHMM O0pa3oM, 4TO JOCTHYb
TAKOTO M3MEHEHHUSl B Pe3yJIbTaTe €CTECTBEHHOTO CKpPEIIMBAaHUS W (MJIM) €CTECTBEHHOH pPEKOMOMHAIMH
HEBO3MOKHO;

rudpugoma - uMmMmopranuzoBanHas ("'OeccMepTHas') MWHHS KIETOK, MPOU3BOJSIIAS KEIAEMbIC
(MOHOKJIOHAJIbHBIE) aHTUTENIA U OOBIYHO IMOJyyaeMas IMyTeM MCKYCCTBEHHOTO CIMAHUS B-mumdounTtos ¢
OITyXOJIEBBIMU KIJIETKaMU;

IJ1aBHBIH 0aHK KJIETOK - aJJMKBOTA OJTHOTO ITyJia KJIETOK, KOTOPBIA OBLIT MOIy4eH U3 KOHKPETHOTO
KJIOHa KJETOK IpU ONPEIEICHHBIX YCIOBUAX, pAcCIpeAcieHHass BO MHOJKECTBO KOHTEHHEPOB U
XpaHsLIascs NpHU ONPEAEIEHHBIX YCIOBHSIX;

IJ1aBHbIH BHPYCHBIH NMOCeBHOW MaTepuas - aJMKBOTa OJHOTO ITyJla BUPYCOB, KOTOPBIH OBLI
II0JIy4€H U3 KOHKPETHOrO KJIOHAa BUPYCOB IIPH OINPEAEIEHHBIX YCIOBUAX, paclpeieIeHHasl BO MHOXKECTBO
KOHTEIHEPOB M XPaHSILIAsACSA IPU ONPEAEIECHHBIX YCIOBUSX;

IJIABHBIN TPAHCTeHHbIH 0aHK - aJMKBOTAa OJHOIO IIyja KJIETOK TPAaHCTE€HHBIX PACTECHHH WM
JKUBOTHBIX, KOTOPBI OBLI MONYy4YeH W3 KOHKPETHOT'O KJIOHA KIETOK MpPU OIpPEAesICHHBIX YCIOBHSX,
pacnpeesieHHas BO MHOXKECTBO KOHTEHHEPOB M XPAHSILAsACA IPU ONPEECIICHHBIX YCIOBUIX;

3aKpbITasi CHCTeMA - CUCTEMa, B KOTOpoH (hapmareBTHUECKasi CyOCTaHIUS WM JIEKapCTBEHHBIN
IIpernapaT He UMEIOT HEMOCPEACTBEHHOIO KOHTAKTA C IPOU3BOJICTBEHHON Cpeoi;

30HA - ONpE/eNICHHBII Ha0Op MOMEUICHUH B Mpesenax OAHOTO 3/1aHusl, B KOTOPHIX IPOU3BOIUTCS
OJIMH WIA HECKOJIbKO JIEKapCTBEHHBIX IIPEMAapaTOB M KOTOpPbIE MMEIOT OTAEIbHYIO CHCTEMY

BO3/yXOIOATOTOBKH;
300H03 - MH(EKIIMOHHbIE U UHBa3UOHHBIE 3a00JI€BaHMS )KUBOTHBIX, KOTOPBIE MOTYT NE€peIaBaThCs
YEJI0BEKY;

HCIIOJIb30BAHUE B YCJOBHAX M30JIALUUM - JH00as OEATETbHOCTb, NMPH KOTOPOH TE€HETHYECKH
MOJIU(UIMPOBAHHBIE OPraHU3MBI IIOJIYYAIOT, KYJIbTUBUPYIOT, XpaHSIT, TPAHCIOPTHUPYIOT, pa3pylLIaioT,
YHUUYTOXAIOT WIM UCHOJB3YIOT KAKMM-TH00 CrIocOO0OM U MPU KOTOPOH MCTIONIB3YIOTCS CIIEUATbHBIC MEPHBI
M30JSIIUN  JUIS OTPAHUYEHHUS PACHPOCTPAHEHHUS OSTUX OPraHU3MOB U obecredeHus Oe30MacHOCTH
HACEJICHUS U OXPaHbl OKPYKAIOLIEH CPEIbI;

HCXOJHbIe MaTepHajJbl - BCE MaTEpPUANIbl, M3 KOTOPBIX JIEKAPCTBEHHOE CPEICTBO WM
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(dapmarieBTHUECKasT CyOCTaHIMSI MPOU3BOAMUTCS WM SKCTPArUpyeTcs, 32 HCKIIOYEHHUEM YIaKOBOYHBIX
MaTtepuanoB. [l OMONOrMYECKHX JIEKAPCTBEHHBIX NpPENapaToB HCXOAHbIE MaTEpUalbl MPEACTABISIOT
coboii mo0ble CyOCTaHIIMU OMOIOTHYECKOTO NMPOUCXOKICHHS, TaKUe KaK MHUKPOOPTaHU3MBI, OPTaHbl U
TKaHU PACTUTEIBHOIO MJIHM >KMBOTHOTO MPOMCXOXKACHUS, KIETKH WM XHIKOCTH (BKJIIOYash KPOBb H
IUIa3My) YeJOBEYECKOI0 HIIM JKUBOTHOTO MPOUCXOXKACHUS, a TakKe OMOTEXHOJIOTMYECKHE KJIETOYHBIC
cyOcTpathbl (peKOMOMHAHTHBIE U IPUPOHBIC), BKIIIOUAsi IEPBUYHbIEC KICTKH;

KJETOYHBIN 3amac - MepBUYHBIC KIIETKH, Pa3MHOXKHMBIIUECS 10 3aJaHHOTO KOJUYECTBA KIIETOK,
pa3eneHHble HAa aJUKBOTHI M HCIOJb3yEeMble B KAaueCTBE HCXOJHOTO MaTepuana sl HpPOHU3BOJCTBA
OrPaHUYEHHOI0 KOJIMYECTBA CEPHIi JIeKapCTBEHHBIX IPENapaToB HAa OCHOBE KJIETOK;

OTBETCTBEHHOE JHMIO - CICHUAIBHO HAa3HAYCHHOE JIMIO0 B OPTraHU3alMH IO MPOU3BOJICTBY
Ouosornyeckux (B TOM 4YHCI€ HMMYHOOMOJOTHUYECKHX) (apMalleBTUYECKHX CyOCTaHIMA U
JIEKapCTBEHHBIX MPENapaToB, KOTOPOE HECET OTBETCTBEHHOCTD 3a:

o0ecrievueHrne Toro, 4To OMOIOTHYECKUi MaTeprall (B TOM YUCIe KIETKU U (MIK) TKaHU YeIOBeKa)
MOJIy4YeH, NpPOBEpPEH, HCIOJb30BaH B IPOLECCE IMPOU3BOJACTBA JIEKAPCTBEHHOTO CPEICTBAa BKIIOYAS
KOHTPOJIb KayecTBa TOTOBOI'O MPOAYKTA, a TaKXKE XpaHWICH W OBbLI OTIYIIEH B COOTBETCTBUU C
3aKoHOJaTenbCcTBOM Poccuiickoi denepannu;

NPEOCTaBICHUE  YIOJHOMOYEHHBIM  (peepanbHbIM ~ OpraHaM  HCIIOJIHUTENBHOW — BIIACTH
HEOOX0UMOW  MH(OpPMAIMM  OTHOCHUTENBHO  NPEANHUCAHUHM, pa3pelieHH, aKKpeOuTalud  WIH
JIMIIEH3UPOBAHUS;

BBIMIOJIHEHHE B  OpPraHM3allMd 1O  TPOM3BOJACTBY  OMOJIOTMYECKMX (B TOM  YHCIE
MMMYHOOHOJIOTHUECKUX) (apMaleBTHUECKUX CyOCTaHIMHA ¥ JIGKAPCTBEHHBIX IPEnapaToB, BCeEX
TpeOoBaHui 3aKoHOAaTeNbeTBA Poccuiickoit deneparyu.

OTBeTCTBEHHOE JIUIIO JOJKHO OTBEYATH CIEAYIOUIMM yCIOBUAM B OTHOLICHUN KBaJTH(PUKALINN:

UMETb BhICIIIEE MEAUIIMHCKOE, (hapMaIleBTHYECKOE WM OUOJIOTHYecKoe 00pa3oBaHue;

UMETh CTaX paboThl HE MEHee [JBYX JIeT B OJHOM MM HECKOJBbKMX OpraHM3aLusaX
COOTBETCTBYIOIIETO MPO(HUIISL.

VYKa3zaHHbIE BBIIIE O0S3aHHOCTH OTBETCTBEHHOI'O JIMIIA, MOTYT OBITH MEpelaHbl JPYyTruM JIHLAM,
MMEIOIINM COOTBETCTBYIOLIYIO KBATHU(PHUKAIIMIO U CTaX pabOTHI IS BHIIOIHEHUS 3TUX 00s3aHHOCTEH.

OpraHu3anuu 1O TPOU3BOACTBY OHOJOTHMYECKHMX (B TOM 4YHCIE HMMMYHOOHOJIOTUYECKHUX )
(bapManeBTHUECKUX CyOCTaHUIUI M JIEKapCTBEHHBIX MPETapaToB JOJDKHBI COOOIIATh B YIIOJIHOMOYEHHBIN
denepanbHBIi  OpraH HCIOJHUTENBHONW BIACTH (aMMIMIO, MM W OTYECTBO (IIPU  HAIWYHH)
OTBETCTBEHHOTO JIUIIA, & TAKX€ JIUI], KOTOPHIM MepeAaHbl 00s13aHHOCTH OTBETCTBEHHOI'O JIMIA, BMECTE C
nHpOpManrei 0 KOHKPETHBIX 0053aHHOCTAX, KOTOPbIe HA HUX BO3JIOKEHBI.

Ecnu OTBETCTBEHHOE JIMIIO0 WIIM JIMLA, KOTOPBIM TepeiaHbl 005S3aHHOCTH OTBETCTBEHHOI'O JIMIIA,
3aMEHSIOTCS] Ha TOCTOSHHOW WJIM BPEMEHHOH OCHOBE JIPYI'MM JIMIIOM, OpPraHU3alys 10 MPOU3BOJCTBY
Ouosornyeckux (B TOM UHCI€ HMMYHOOMOJOTHUYECKHX) (apMalleBTUYECKHX CyOCTaHIMA U
JICKapCTBEHHBIX NpPENapaToB JOJUKHA cCpa3dy YBEIOMHTH YIIOJIHOMOYEHHBIH (QelepaibHblil  opraH
MCTIOJTHUTENIHOW BJIACTH O (haMHJIMU, UMEHU M OTYECTBE (IIPU HAJMYMHU) HOBOTO OTBETCTBEHHOTO JIHMIIA U
JaTe ero Ha3HAYeHUs;

NMepeHoc TeHOB - Tpolecc IepeHoca TI'eHa B KIETKH, BKIOYas CHUCTEMY OKCIPECCHH,
COJZIepKAIylocd B CHCTEME [JOCTaBKH, KOTOpas Ha3bIBaeTCs BEKTOPOM. BekTop MokeT OBITh Kak
BUPYCHOTO, TaKk MW HEBHUPYCHOro mpoucxoxaeHus. Ilocme mepeHoca TEHOB TI'E€HETHYECKH
MOJU(UIMPOBAHHBIE KJIETKH TaK)Ke€ MOTYT Ha3bIBAThCS "TPaHC(HOPMHUPOBAHHBIC KIETKH';

MUTAKOIINEe KJIETKHU - KJIETKU, HCIOJIb3yeMble B KOMOMHUPOBAHHOW KYJbType AJS MOAJIEPKAHUS
IUTIOPUTIIOTEHTHOCTU (CTIOCOOHOCTH (B (HEPEHIIMPOBATECS B MHOXKECTBO CIEIIMATU3UPOBAHHBIX THUIIOB
KJIETOK) CTBOJIOBBIX KJIETOK. /IJIsl Ky/lbTyphl YeTOBEUECKUX YMOPHOHAIBHBIX CTBOJIOBBIX KJIETOK TUITUYHBIC
MUTAIONIUE CJIOU COCTOAT U3 AMOpHOHANBHBIX (PuOpobracToB Mbimm (OPM) unum 3MOPHOHATIBHBIX
¢ubpodnacToB yenoBeka (DY), B KOTOPHIX CIEIUATBHBIMU METOAAMH MPEIOTBPAILICHO JICTICHHE;

niaasmuaa - yactb JIHK, oObryHO cymiecTByromas B OakTepHaabHOM KIIETKE B BHJE KOJIBLIEBOM
CTPYKTYpBI, OTJICJIEHHON OT KJIETOUHOU XpoMocoM. [Inazmuia MoxeT ObITh MOAUDUITUPOBAHA C TIOMOIIBIO
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METOI0B MOJICKYJISIPHOM OMOJIOTHH, BBIAETICHA N3 OAKTEPHAIbHON KIETKH U UCIIOJIb30BaHa JJIs IEpeHoca U
BcTpauBanus ee JIHK B reHoMm apyroil kieTku;

noaaep:;xuBawmasn cucrema (scaffold) - cpenctso nognepxku, cpeACTBO AOCTABKU WM MaTpHIIa,
KOTOpBIE 00€CTIeUNBAIOT CTPYKTYPY WM COJCHCTBYIOT MUTPALIMH, CBSI3BIBAHUIO MIIM TPAHCIIOPTY KJIETOK U
(vn) OMOJIOTUYECKU aKTUBHBIX MOJICKYIT,

NMoMelleHue JJisi MPOU3BOACTBA HECKOJBKHUX JEKAPCTBEHHBIX NMPENapaToB - OMEIICHUE I
MIOCJIEI0BATEIBHOIO TPOU3BOACTBA WJIM NPOM3BOACTBA IO NPUHLMUIY KaMIIAHUN pa3iIM4YHBIX TPYIII
Ouosorn4ueckux (papMareBTUYECKUX CYOCTaHIM W JIGKAPCTBEHHBIX IPENapaToB, B KOTOPOM KOMIUIEKT
HCTIOJIB3YEMOro 00OPYZOBaHUS MOXET OBITh CHELHMATM3MPOBAHHBIM WM HECIEUUAIN3UPOBAHHBIM IS
KaX/101 OTENBbHOM IpynIibl CyOCTaHIMN MK JIEKAPCTBEHHBIX MIPETapaToB;

NpeJHAMEpPeHHbI BBIOPOC - NpPEAHAMEPEHHBIH BBIIYCK B OKPYXAIOIIYI0 Cpely I€HETHYECKH
MOJU(UIMPOBAHHBIX OPraHU3MOB, JJISI KOTOPBIX HE HCIIOJIB3YIOTCS CIIEUATbHBIE MEphl M30JISALUN IS
OTpaHUYEHHUS PACIPOCTPAHEHHS HTUX OPraHM3MOB U obOecreyeHus: Oe30MacCHOCTHM HACEleHUs U
OKpY>KarollIeu Cpebl;

MPOMU3BOACTBO MO NMPUHLMITY KAMIIAHMI - [TOCJIEI0BATEIBLHOE IIPOU3BOACTBO PsAla CEpUN OAHOTO
U TOTO K€ JICKapCTBEHHOI'O IIpernapara B TEUEHUE OIPEAEICHHOIO IIEPUOJia BPEMEHH, IIOCIE KOTOPOro
IIPOBOJATCS CTPOTME KOHTPOJIBHBIE MEPOIPHUATHUS IEpe]l INEePEKIIOYEHUEM Ha IPOM3BOJCTBO IPYroro
JIEKapCTBEHHOI'O IpenapaTa. JlekapcTBeHHbIE IpenapaThl HE MPOU3BOJATCS OJHOBPEMEHHO, HO Ul MX
MIPOM3BOJICTBA MOXKET OBITh UCTIOIB30BAHO OJIHO U TO K€ 000PYIOBAHUE;

Nnpoueaypa PpeTPOCNEeKTHBHOIO AaHAAM3a - JIOKyMEHTaJIbHO O(GOpMIIEHHas Mpoueaypa,
o0ecreynBaromas OTCISKUBAaHNUE OMOJIIOTHYECKUX (hapMaleBTHUECKUX CYOCTaHIMH MU JEKapCTBEHHBIX
IpernapaToB HECOOTBETCTBYIOLIETO Ka4eCTBA BCIIECICTBUE MCIIOJIBb30BAaHUS 3a0paKOBaHHBIX KUBOTHBIX WM
4eJI0BEYECKMX MAaTEPHAIOB M3-3a MPUCYTCTBUS B 3TUX MaTepHagaX KOHTaMUHUPYIOLETro(11KX) areHTa(oB)
WIN TIPU BBISIBIEHUM HETaTHUBHBIX (PAKTOPOB Y JKMBOTHBIX WM JIIOJEH, SBISAIOMUXCA MCTOYHHUKOM 3THX
MaTepUasos;

padoumii 0aHK KJIETOK - TOMOTEHHBIM IyJl MHMKPOOPIaHM3MOB WJIM KJIETOK, IOJYYEHHBIX W3
IJIaBHOTO 0aHKa KJIETOK M OJHOPOJHO PacHpeieNICHHBIX B ONPEACICHHOE YUCIIO KOHTeHHepoB. Paboumii
0aHK KJETOK XpaHUTCS B YCIOBUAX, OOECIEUMBAIOIIMX €ro CTAaOMIBHOCTH W HCIIOJNB30BaHHE B
IIPOU3BOJICTBE;

padoumii BUPYCHBI INOCeBHOH MaTepHaJ - TOMOIEHHBIH IIyJl BHUPYCOB, IMOJIYYEHHBIX W3
[JIABHOTO BHUPYCHOI'O IIOCEBHOI'O0 MaTepuajlla U OAHOPOJHO PACHpPEACIICHHBIX B OIPEIAEICHHOE 4YHCIIO
KOHTelHepoB. Pabounii BUpPYCHBI MOCEBHOH MaTepHall XpaHUTCS B YCJIOBHUSX, 00ECIIEUMBAIOIIUX €TO
CTaOMJIBHOCTB M UCIIOJIb30BAHUE B IPOU3BOCTBE;

padoumii TPaHCTeHHBbIH 0AHK - TOMOTE€HHBIN IyJI KJIIETOK TPAHCT€HHBIX PACTEHUN WJIM )KUBOTHBIX,
MOJIYYCHHBIX M3 TJABHOTO TPAHCTEHHOro OaHKa W OJHOPOJHO PACHPEAETICHHBIX B OINpPEICIIEHHOE YHCIIO
KOHTelHepoB. Pabouuii TpaHCTeHHBII OaHK XpaHUTCA B YCIOBUSIX, 00ECIICUYMBAIOIINX €T0 CTAOUIBHOCTD U
HCIIOJIb30BaHUE B IIPOU3BOJICTBE;

cBO0OJHBIC OT cHenM(UUYECKHX MATOTeHOB - >KUBOTHBIE MaTepuaibl (HAIpUMEpP, Kypbl,
SMOPHOHBl WM KYJBTYPbl KJIETOK), HCIOJB3YIOIIMECS MJIsi MPOU3BOJICTBA WIJIM KOHTPOJS KayecTBa
OMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENaparoB, MOJyYeHHbIE M3 TPYII JKUBOTHBIX (HalpUMep, CTal WIN
CTaii), CBOOOJTHBIX OT OIpEICNICHHBIX MaToreHoB. Takue cTaja WIM CTau ONPEACISIOTCS KaK TPYIIIBI
KUBOTHBIX, KOTOpPBIEC JKUBYT B OOLICH Cpeie M MMEIOT yXa)KMBAIOUIMH 32 HUMH MEPCOHAJ, KOTOPBIA HE
peOBIBaeT B KOHTAKTE C )KUBOTHBIMH, HECBOOOAHBIMH OT CHEIM(PUIECKHUX TATOTECHOB;

COMaTH4YeCKHe KJIeTKHM - BCE KJIETKHM Tela 4eJIOBEKAa WIHM KMBOTHOTO, KPOME PENPOAYKTHBHBIX
KJIETOK. DTH KJIETKH MOTYT OBITh ayTOJOTMYHBIMHU (OT TOTO K€ MAI[MEeHTa), aJUIOT€HHBIMU (OT APYroro
4eJI0BEKA) UM KCEHOT€HHBIMHM (OT JKMBOTHOTO) COMAaTHYECKMMM >KMBBIMU KJIETKaMH, MaHUIIYJISLUH C
KOTOPBIMM WJIM W3MEHEHHE KOTOPBIX IPOBOJWINCH B YCIOBHUSAX BHE )KMBOI'O OpraHM3Ma C MOCIEAYIOMUM
BBEJIICHUEM B OpraHM3M YEJIOBEKa [UIsl JOCTH)KEHMS TEpPANeBTUYECKOr0, IMAarHOCTUYECKOrO WU
MPOQUTAKTUIECKOTO EHCTBUS;

TPAHCTeHHBI - OpraHW3M, COJEpKalluii B CBOCW OOBIYHOW TEHETUYECKOW CTPYKTYype
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4y KEpPOTHBIN T'eH JUIS SKCIPECCHH OMOIOrHYecKUX (papMaIieBTUYECKIX MaTepHajIoB;

YPOBeHb OHMOJIOTMYecKoil 0e30MaCHOCTH - YCIIOBHS H30JIALMH, TpeOyromuecs aAas 0e30macHoM
paboThl ¢ MUKPOOPraHW3MaMH Pa3HBIX YPOBHEH MaTOr€HHOCTH, HauWHAas OT 4-il TPYIIbI MaTOr€HHOCTH
(HaUMEHBIIUI PUCK, MAJOBEPOSITHO NPUBOMALIMKA K 3a00JE€BaHUIO 4YeloBeKa) M 10 1-i rpymmsl
NaTOr€HHOCTH (HAUBBICIIMN PUCK, BBI3BIBAIOIININ TSDKEINbIE JIETKO paclpoCcTpaHsieMble 3a001eBaHus);

yHuCcTasgd KyJbTypa (AKCeHMYHAsl KyJbTypa) - KyJbTypa, COJAEp)Kallas OJWHAKOBBIE
MHUKPOOPIaHU3MbI U HE KOHTAMUHUPOBaHHAS JTIOOBIMU APYTUMH OpTaHU3MaMHU.

* Ilynkr 3 crateu 4 @enepanpHoro 3akoHa ot 12 ampens 2010r. N 61-®03 "O6 obparmenun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoarenscTBa Poccuiickoii @eneparun, 2010, N 16, ct. 1815).

Hudopmarus 06 H3MEHEHHSX:

Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCceHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a207106KA 8 nNpeobloyuiell peoaKyuu
IIpniaoxenne N 3
K [IpaBunam Hammekamen
NPOU3BOJACTBEHHON MPAKTUKH

HpOI/IBBO)ICTBO paunoq)apMaueBTuqecmlx JICKAPCTBCHHBIX CPEACTB

C n3MeHeHHSIMH H JOIMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
L. ITpuHun

1. TTpou3BoacTBO pannodapMaleBTUYECKUX JICKAPCTBEHHBIX CPEJICTB OJKHO OBITh OPraHU30BaHO
B COOTBETCTBUM C IpUHLUINAMH, NpuBeaeHHbIMU B riasax [II-IV Hacrosmux IIpaBwi. Hacrosmee
[TpunoxeHue yCTaHAaBIMBAeT CIEUUANbHbIE NpaBWiIa JIs TNPOU3BOJACTBA pPagHO(papMaleBTHUECKUX
JIEKapCTBEHHBIX CPE/ICTB.

2. Ilpu npumeHenun Hactosmux [IpaBuin HEOOXOAUMO YUUTHIBATH CIEAYIOIIEE:

a) nmanHoe IlpuioxkeHne He pacHpOCTPaHATCS HAa W3TOTOBICHHE pPaguodapMaleBTHUECKUX
JIEKapCTBEHHBIX CPE/ICTB B allTEYHBIX OPraHU3aLUsAX U BETEPUHAPHBIX allTEUHBbIX OpraHU3alMsIX;

06) mHacrosimee IlpunoxeHue pacrmpocTpaHseTcs Takke Ha  paauodapMarieBTUYECKHE
JIEKapCTBEHHBIE CPEJICTBA, UCIIOJIb3YIOIIMECS B KIIMHUUECKHUX HCCIIEA0BAHUSAX;

B) TpPAaHCHOPTHPOBKA paauo(apManeBTUUYECKUX JIEKAPCTBEHHBIX CPEJICTB BBINOJHIETCS B
COOTBETCTBUHM C TpPeOOBaHUSAMHM IO paJHAlMOHHON Oe3omacHOoCTH MEXIyHapOJAHOTO areHTCTBa I10
atromHo# sHeprun (MAT'ATO) u TpeOGoBaHMAMU HOPMATUBHBIX MPABOBBIX akTOB Poccuiickoit @enepanny;

I) JONYCKAaeTCcsl HCIOJb30BaTh METOABI, OTJIMYAIOIIMECSd OT TPUBEIEHHBIX B HACTOSLIEM
[TpunoxeHuu, HO TMO3BOJIAIONINE BHITOIHATH TPEOOBAHUS 10 00ECIICUCHUIO KauecTBa MPOayKIHuu. Takue
METOAB! JOJDKHBI OBITh BAJIMIMPOBAHBI M O0ECIEUMBATH YPOBEHb KauecTBa, HE HIDKE, YEM YpPOBEHb
Ka4yecTBa B COOTBETCTBUH C TPEOOBAaHHUSIMHU, YCTAaHOBJICHHBIMU HacTOSIIUM [IpuiioskeHueMm.

I1. BBenenne

3. (1) IIpousBoacTBo paarohapMareBTHUECKUX JICKAPCTBEHHBIX CPEJCTB U OOpaIlleHUE C HUMH
MPEJICTaBIsSeT TMOTEHIMAIBHYI0 OMACHOCTh. YPOBEHb PHUCKOB 3aBUCHT, B YaCTHOCTH, OT THUIA
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I\AMEAMAHA
OUNBTP

MOHU3UPYIOUIETO W3IY4YCHHs, HHEPTUU H3Iy4YEHHUS M IEepHojAa Moiypacnaja paauoHykKiaunoB. Ocoboe
BHUMaHHE HEOOXOIMMO YHENIATh MPEIOTBPAIICHUIO NMEPEKPECTHON KOHTaMUHAIIMU, XPAaHEHHUIO OCTaTKOB
PaZAMoOaKTUBHBIX MAaTEPUAJIOB U yIaJI€HUIO OTXO/O0B.

4. (2) BcnenctBue TOro, YTo HEKOTOPBIE PAJUOHYKIMABI MMEIOT KOPOTKHH CpPOK XpaHEHMS,
JIOMyCKAaeTCsl BBIyCKaTh B OOpalleHHEe COJepKallue HX paanodapMaleBTUYECKHe JEKapCTBEHHbIC
CPEICTBA /10 3aBEPIICHUS HCIBITAHUN KOHTPOJIA KadecTBa. B 3TOM ciydae B crenuaibHOH IpOLEAype
JOJDKEH OBITh YETKO W TMOAPOOHO OIpEenesieH MOPSAJOK BbIIAYM pPa3pelleHUs] Ha BBIMTYCK, BKIIOYAs
OTBETCTBEHHOCTb IIEPCOHANA U HEMIPEPBHIBHYIO OLIEHKY APPEKTUBHOCTH CUCTEMBI 00ECTIeUeHHsI KauecTBa.

5. (3) OGnacteio npuMeHeHus: HacTosmero [punoxenus ABIseTcs AeITeIbHOCTD TPOMBIIUICHHBIX
IIPOU3BOJICTB, SACPHBIX LEHTPOB, HHCTUTYTOB U IIOT-1IeHTpOB 1O MPOU3BOACTBY U KOHTPOJIIO KayecTBa
CJIEYIOIINX TUIIOB IPOAYKIIMHU:

pannodapmaneBTHYeCKUX JIEKapCTBEHHBIX CPE/CTB;

panuodapmManeBTHYeCKUX JIeKapcTBEHHBIX cpeactB it [I9T  (mMo3uTpOHHO-3MUCCHOHHOMN
TOMOTpadun);

ParMOaKTUBHBIX
JIEKapCTBEHHBIX CPE/CTB;

PaAMOHYKJIMIHBIX T€HEPATOPOB.

MIPEAIIECTBEHHUKOB JUIS MIPOU3BOJCTBA panunodapmaneBTHIeCKUX

Bun npousBoacTsa Hacrosmue Heob6xonumo BeIoNnHATE TpeboBanus riias [11-1V
IIpaBuiia He Hacrosmux [IpaBun (1o Mepe npuOIMKEeHUs CTa N
pacpoCTpaHsIo MPOM3BOJICTBA K TOTOBOMY MPOAYKTY TpeOOBaHUS
Tes * YCWJINBAIOTCs]), BKJIIOUasi cooTBeTcTBYOomueE Ilpunoxkenus
Pagnodapmanestuue | [Ipomyxius Xumnuec | Craaun O6paboTka, AcenTuiecko
CKHE JIEKApCTBEHHBIE | PEAKTOPOB U KM OUUCTKU | IPUTOTOBJICHUE, e
cpencrsa LIUKIOTPOHOB(1) | cuHTE3 JO3UPOBaHUE IIPOU3BOJCTB
PamnodapmarneBruue 0 WiIn
CKHE JIEKapCTBEHHBIE buHMIITHAS
cpenctpa aist [19T CTepUIM3alu
PagnoaxkTuBHBIE s
IIPEIUIECTBEHHUKHI
Pannonyknuansie IIponyxkuus TexHonornueckuii mpornecc (cOopka KOJIOHKH, TeHEpaTopa,
reHEepaTOphI pEaKTOpOB U 3apsjKa reHeparopa)
HUKJIOTPOHOB(2)

* MuIieHb U cucTeMa nepegadr oT IUKJIOTPOHA K yCTAaHOBKE CHHTE3a MOTYT PacCMaTpUBAThCs Kak
nepBasi CTaus MPOU3BOACTBA (PapMaleBTHUECKUX CYyOCTaHIIUI.

(1) - Ilponykuus, noaydyeHHass B pe3yjbTaTe pagMOXMMHMUYECKOTO BBIIEICHMS PAAUOHYKIMIA U3
00JIydeHHON paoaKTUBHON MUIICHHU;

(2) - Ilpomykuusi, mojlyue€HHass B PE3yJIbTaTE PAaJTUOXUMHUYECKOTO BBIJECIECHUS MAaTEPUHCKOIO
panuoHyKIMIA U3 00JIYyYEHHOM palnoaKTUBHON MUIIEHU

6. (4) IlpousBoauTeNnb rOTOBOrO paanodapMaIieBTUYECKOrO JICKApCTBEHHOTO CPEACTBA JIOJDKEH
UMETh ONKCAHHE TEXHOJOTMYECKOTo MpoIlecca MPOU3BOACTBA (apMalleBTUYECKON CyOCTaHIMH, TOTOBOTO
JIEKapCTBEHHOTO CpEJICTBA U yKa3aTb, Kakue TpeOoBanus Hactosimux IlpaBun (rnasa III wnwm rnasa IV
HacToauux [IpaBuin) pacpocTpaHsIOTCS Ha pa3IUYHbIE TEXHOJIOTUYECKUE ONEPALIUU U (UJIN) CTAIHH.

7. (5) IIpousBonacTBO paguodapManeBTHUIECKUX JEKAPCTBEHHBIX CPEACTB JOJKHO BBITOIHATHCS B
COOTBETCTBHUH C TPEOOBAHUSIMHU HOPM paIMAIIMOHHON 0€30acHOCTH.

8. (6) IIpousBomacTBO pamuodapMaleBTUIECKUX JIEKAPCTBEHHBIX CPEICTB, MPEIHASHAYCHHBIX IS
MapeHTEePAILHOTO BBECHHS, JOJDKHO BBIIOJIHATHCS B COOTBETCTBUU C TPEOOBAHUSAMHU, MPEIBIBISIEMBIMU K
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CTEPWJIBHOCTH TaKHUX JICKAPCTBEHHBIX CPEICTB, C COONIOACHHEM B COOTBETCTBYIOIIMX CIy4asx
aCeNTUYECKUX YCIOBHUU ITPOU3BOJACTBA B COOTBETCTBUH ¢ [Ipuiioskennem N | k HacTosiuM ITpaBuiam.

9. (7) Cnemuduxanuy ¥ METOABI KOHTPOJII KauecTBa paano(apMalieBTUYECKUX JICKapCTBEHHBIX
cpeactB ycraHoBineHsl B ['ocynmapctBenHoit  Qapmakomee Poccuiickoir @enepaumu  uim - B
PEruCTPALIMOHHBIX TOCHE HA ITH JIEKAPCTBEHHBIE CPECTBA.

Kinunn4veckue uccjiaeaoBaHus

10. (8) Ha mpousBoacTBO pamuodapManeBTHIECKUX JIEKaPCTBEHHBIX CPEICTB, MpeTHA3HAYCHHBIX
U KIMHUYECKUX MCCIIENOBAHUHM, pacHpoCTpaHsioTcs Takxke TpeboBanus [lpunoxenuss N 13k
HactosmuM [IpaBunam.

III. OGecneuenue KayecTBa

11. (9) Obecnieuenue kadecTBa MPH MPOU3BOJACTBE paarodapMaleBTHUECKUX JIEKAPCTBEHHBIX
CpeACTB UMeeT 0coboe 3HaYCHHE B BUAY MX CIEHU(PUUECKUX OCOOCHHOCTEH, MalbIX 00BEMOB CEpHl U B
HEKOTOPBIX CIIy4asx HEOOXOIUMOCTH MX MEIMIMHCKOTO NPUMEHEHHUS IO 3aBEpIICHUs OInepauuil Mo
KOHTPOJIIO Ka4uecTBa.

12. (10) 3amuTa NpOAYKUMU OT KOHTAMHHALMHU M MEPEKPECTHOM KOHTAMMHAIMM JOJDKHA OBITH
obecrieyeHa Tak e, KaKk M TMPH TPOU3BOJCTBE JIIOOBIX JIEKAPCTBEHHBIX CPEJICTB. B nanHOM ciydae
NPEIbSBISETCS JOMOJHUTEIbHOE TpeOOBaHME MO 3aIIUTE NMPOU3BOACTBEHHOW CpeAbl M MEpCoHaja OT
MOHU3UPYIOLIETO U3TyUYCHHUS.

13. (11) bonbiioe 3HaueHNE NMEET HaJUIEXkKAIAsl PETUCTPALIUS TaHHBIX MOHUTOPUHIA IIOMELICHUN
u npoueccoB. OIEHKa ATUX TaHHBIX SBJSETCS YaCThIO MPOLIECca BBIIYCKa CEpUH B 0OpaleHHe.

14. (12) Ilpu npousBoAcCTBEe paauodapMaleBTUUYECKUX JEKAPCTBEHHBIX CPEACTB CIEAYET B
HE00X0IMMOM 00beMe MPOBOJUTH KBaju(uKanuio U Banuaanuio. /s ompenenenus oobema pabot mo
KBAJTM(HUKAIMKA U BAJIUAALMU JOJDKCH HMPUMEHSTHCS MOJIXOJA, OCHOBAHHBIM HAa YIpPABICHUU PUCKAMH, C
0coObIM BHUMaHHEM K KOMOMHaIMu TpeboBaHuii Hactosmux [IpaBui u paguaimoHHON 0€30MacHOCTH.

IV. Ilepconan

15. (13) Bce TexHOMOTHYECKHE OIEPALUU JOJDKHBI BBINOJIHATHCA MEPCOHAIOM, HMMEIOLINM
CHELUANbHYIO TOATOTOBKY IO paJManMoHHON Oe3omacHocTH. llepcoHan, 3aHATHIE B TPOM3BOJICTBE,
KOHTpOJIE KadecTBa M BBIMYCKE paanopapMalieBTHUECKUX JICKaPCTBEHHBIX CPEACTB, JOJDKEH MPOUTH
o0y4yeHHe, CBSI3aHHOE C OCOOCHHOCTSMM CHCTEMBI OOeCHeueHHUs] KadecTBa paanodapMarieBTHUECKUX
JEKapCTBEHHBIX  CPEACTB.  YTNOJIHOMOUYEHHOE JIMIO  SIBJISIETCA  OTBETCTBEHHBIM  3a  BBINYCK
panunodapmaneBTHYECKUX JIEKapCTBEHHBIX CPE/CTB.

16. (14) [Ilepconan, paOortaromii B 30HaX MPOU3BOACTBA PagUO(phapMaleBTHUCCKUX
JICKapCTBEHHBIX CPEACTB (BKJIOYAs IMEPCOHAl, 3aHATBIA YOOPKOW M TEXHHYECKUM OOCITY>KUBaHHEM),
JIOJDKEH TMPOUTH TOTIOJIHUTENbHOE 00yUYeHHE, CBSI3aHHOE CO CIICIU(PHKON MPOIIECCOB U MPOITYKIUH.

17. (15) Ecau npou3BOACTBEHHBIE TOMEIIEHUS M OOOPYAOBAaHHE HCHOJB3YIOTCA TaKkKe IS
MIPOBE/ICHUS UCCIIEIOBAaHUI, TO MEpCOHAl, yYaCTBYIOUIMH B HCCIICAOBAHUIX, JOJDKEH MPOUTH OOydeHHe
HacrosmuM [IpaBunam. JlelicTBus o oOecreueHHI0 KauecTBa 3aKI0Yal0TCsS B PACCMOTPEHHM U BbIaye
paspelieHrss Ha TpoBeleHHe paldoT, CBS3aHHBIX C HCCIEAOBAHHMSMM, JUISI TOTO YTOOBI HCKIIOUUTH UX
OIIaCHOE BJIMSHUE Ha MPOU3BOJICTBO.

V. Ilomenienus 1 000py/i0BaHue
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OO01ue moJI0KeHu s

18. (16) IIpou3BoacTBO paarodapMareBTHUECKUX JIEKAPCTBEHHBIX CPEJCTB JOIHKHO MPOBOIUTHCS
B KOHTPOJIUPYEMBIX 30HAaX, B KOTOPBIX BBIMOJHSIOTCS TpPeOOBaHUS K IPOM3BOJCTBEHHOW cpene H
panuanroHHON Oe3omacHOCTH. Bce TexHonmornyeckre onepaniy J0JKHBI BBIMOJHATHCS B CHEIHATBHBIX
MOMEIICHUAX W Ha CIEHUaJbHOM O0OpYAOBAaHHH, KOTOpBIE TpEAHA3HAYECHbl I TPOU3BOACTBA
panunodapmaneBTHIECKUX JIEKapCTBEHHBIX CPE/CTB.

19. (17) Heob6xonuMo HpPUHATH MEPHI MO TMPEIOTBPAILICHUIO NMEPEKPECTHONH KOHTAMHMHAIUH OT
NepCoHaja, MCXOAHOTO ChIPhs, MAaTE€PHUAIOB, PAAHOHYKIUAOB. TaMm, rie 3To BO3MOXKHO, HEOOXOIUMO
HCTOJNB30BaTh 3aKPBITOE WIM H30JMpOBaHHOE oOopyaoBaHue. I[Ipu wucmonb30BaHUM 000pYIOBaHUA
OTKPBITOTO TUTIA WU TPU OTKPBIBAHUU 00OPYOBAHUS JOJKHBI OBITH IPUHATHI MEPHI 110 CBEICHUIO PUCKA
KOHTAMUHAIlMM K MHHUMyMy. llpu oOIleHKe pHCKOB HEOOXOJMMO IOKa3aTh, 4YTO YHCTOTa
MIPOM3BOJICTBEHHON Cpe/ibl YAOBJIETBOPSET TPEOOBaHHUAM, NPEABABISECMBIM K THIIY BBITYCKaeMOM
MIPOIYKIIUH.

20. (18) Bxox B NpOM3BOACTBEHHBIE 30HBI JIOJDKEH OCYILECTBISATHCS 4YEpe3 KOMHATBHI JUIS
nepeoieBaHusl (CAaHIPOIYCKHUKH) U JTOJDKEH OBITh pa3pelieH TOJBKO Ui MepcoHala, MMEIOLIEro MpaBo
J0CTyTa B HUX.

21. (19) Heo0xoauMo MpOBOAWTH MOHHTOPUHI PabOYMX MECT U INPOU3BOACTBEHHOW Cpeibl B
OTHOIIEHUU YPOBHS paJualyy, KOHLEHTPAlMM YacTHLl U MHUKpoopraHus3moB. Ilopsanox npoBeneHus
MOHHUTOPHHTA YCTaHABIMBAETCS MPU KBATU(UKALIMHI SKCIUTyaTalllu.

22. (20) Ansa rapaHTUU TOTO, YTO HCIIOJNB3yEeMbIE TIOMEIICHHSI U 000pYJOBaHHE COOTBETCTBYIOT
NOpeIbSBIEMbIM K HUM TpeOOBaHUSM H MPOLUUIM KBIM(UKAUIO, HEOOXOAUMO TMPOBOJHUTH
npopMIAKTHIECKOE TEXHUUECKOE 00CTyKHUBaHNUE, KaTUOPOBKY U KBanupukanuio. Takue paboThl JOKHBI
BBINOJIHATHCS TIOATOTOBJIEHHBIM IEPCOHANIOM, a (DaKT UX MPOBEJACHUS U TIOJTYUYCHHBIEC PE3YIIbTAThI JOKHBI
o(opMIATBECSA JOKYMEHTAIBHO.

23. (21) Heo6xoaumo mpUHUMATh MEPHI 10 3alUTE MPOU3BOICTBEHHON 30HBI OT PaJIMOAKTUBHOTO
3arpsisHeHus. JlomkeH ObITh OpraHM30BaH HAAJISKAIIMNA KOHTPOJIb PaJlMOAKTUBHBIX 3arpsS3HEHUN IPSIMbIM
METOJIOM C ITOMOIIBIO JO3UMETPOB MJIM KOCBEHHO - METOAOM Ma3KOB B YCTAHOBJIEHHOM MOPSJIKE.

24. (22) IloBepxHOCTH 00OPYIOBaHUS, CONMPUKACAIOIINECS C MPOIYKTOM, HE JOJDKHBI BCTYNATh C
HUM B PEaKIMIO, HE JOJDKHBI HUYETO BBLICIATH M HE JIOJDKHBI aOCOpOHMpOBaTH MPOAYKT, YTOOBI TaKHM
00pa3oM He U3MEHHUTDH Ka4eCTBO paJano(apMaIieBTUIeCKOro JIEKapCTBEHHOTO CPE/ICTBA.

25. (23) Penupkynsauusi BO3AyXa U3 TIOMEIIEHUH, B KOTOPBIX BBINOJNHAETCS paboTa C
panunodapmManeBTHYeCKUMHU JIEKAPCTBEHHBIMU CPEJICTBAMH, HE JOMYCKAETCs, 32 MUCKIIOUECHHEM CIIy4yacs,
KOTJ]a IPUMEHEHHUE PELUPKYJSAIUH 000CHOBAHO. B BBITSXKHBIX cHCTEMax MOJDKHA OBITh MPELyCMOTpEHA
3aluMTa  OT 3arpsA3HEHMs] OKpY’KaloLed Cpelpl paJMOaKTUBHBIMM YacTHMIIAMM U Tra3amu. B
KOHTPOJMPYEMbIX 30HAX JOJDKHA OBITh NPEAyCMOTpEHa 3alluTa OT KOHTAMHHALMM YacTHLAMHU H
MUKpPOOPTaHU3MaMH.

26. (24) Ans toro, 4To0Obl HE JOMYCTUTH PACIIPOCTPAHEHUS PAJHMOAKTUBHBIX YAaCTHII, B 30HAX, T/eE
HAXOJIUTCSI OTKPBITHINA MPOIYKT, HEOOXOAMMO MOIEPKUBATh OTPHUIIATEIBHOE JAaBJICHHUE 110 OTHOLICHHIO K
OKpYXXKaloIIMM 30HaM. B To ’xe BpeMsi NpOXYKT JODKEH OBITh 3allMIIeH OT KOHTaMUHAIUK U3
MIPOM3BOJICTBEHHOH CpeJibl, B TOM YMCIIE TIOCPEACTBOM IPUMEHEHUS OapbepHON TEXHOIOTMH M BO3TYLTHBIX
IITI030B, pabOTAIONIUX IO IPUHIUITY KAaCKa/1a JaBJICHHA.

IIpon3BoACTBO CTEPUILHOM NPOLYKIHMHU

27. (25) CrepunbHble panuodapmanieBTHUECKUE JIGKAPCTBEHHBIE CPEJCTBA Pa3leisIIOTCS Ha JBE
IpyNIbl: JIEKAPCTBEHHBIE IIpENaparhbl, BBIIYCKAEMbIE B ACENTHUUYECKHX YCIOBUSAX, U JIEKAPCTBEHHBIE

132/218

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

| ‘C %EM‘HHII:-II-!Q CtaHpapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

npernaparsl, HouIexanie GUHANIHON cTepuian3ali. B Mpou3BoaACTBE JOKEH MOAICPKHUBATHCS YPOBEHD
YUCTOTHl INPOU3BOJCTBEHHOM CpPEAbl, COOTBETCTBYIOLIUN BUJY BBIIOJHIAEMBIX oOlepauui. JlomKHbI
cobmonatbes ycraHoBieHHble [Ipunokennem N 1 x Hactosmmm [IpaBuinam TpeOGoBaHHS K YHMCTOTE
pabounx 30H, B KOTOPHIX NPOJYKIHMS WJIM TEpPBUYHAS YIMAKOBKA MOXET HAXOJUTHhCA B KOHTAKTE C
OKpY’KaIOIIIUM BO3yXOM.

28. (26) lns onpenenenust TpeOOBaHUN K MEpernajaM JaBJIeHUs, HAIIPABICHUIO TIOTOKA BO3/AyXa U
€ro KayecTBa MOT'YT MCIOJIb30BaThCSI METOABI OLIEHKH PUCKOB.

29. (27) B 3akpbIThIX aBTOMaTH3UPOBAHHBIX CHCTEMaxX, MPEACTaBIAIONMX COOOH, KaK MpaBUIIO,
ropsuMe KaMmepbl C pPa3MEIIEHHEM B HHUX YCTAHOBOK XHMHUYECKOI'O CHHTE€3a, CUCTEM OUYMCTKH,
cTepuim3yromeld ¢GuibTpauu "Ha JTUHUH', TOCTaTOYHO oOecmeuuTh Kimace 4uctoTel C. B ropsume
KaMepbl, HaXOJSIIMECs B 3aKPhITOM COCTOSIHUM, JOJDKEH I10/1aBaThCsl BO3AYX IMocjie (UIbTpaluu c
BBICOKOH CTEMEHBIO YHCTOTHI. ACENNTUYECKUE ONIEPALIMU JOJDKHBI BBIIIOIHTHCS B 30HE Kilacca A.

30. (28) o Hauama mpou3BOJCTBA COOpPKA CTEPUILHOIO 00OPYIOBAaHUS M KOMIIOHEHTOB (TPYOOK,
CTEPUIIN3YIOMUX (DUIBTPOB), MOJCOCTUHEHNE TUHUNA TOJau KUAKOCTEH K YKYITOPEHHBIM FepMETHYHBIM
CTEPHJILHBIM (DIIaKOHAM, JOJDKHBI BBIITOJIHATHCS B ACENTUYECKUX YCIOBUSX.

VI. JlokyMeHTaAI M1

31. (29) Bce moKyMeHTBI, Kacalolyecs: MpOU3BOICTBA PagrodapMaleBTHUECKUX JIEKapCTBEHHBIX
CPEACTB, JOJKHBI pa3padaThIBaThCs, COTIACOBBIBATHCS, YTBEPKAATHCSA U PACIIPEICIATHCS B COOTBETCTBUU
C YTBEPKIAECHHOU MPOLETYPOU.

32. (30) TpebGoBaHHs K HCXOIHOMY CBHIPBIO, YIAaKOBOYHBIM MaTepHaliaM, MaTepuajiaM JyIs
MapKHPOBKH, KPUTHYECKOW MPOMEXKYTOUHOW MPOAYKIUMH U TOTOBBIM paanodapMareBTUIeCKIM
JICKapCTBEHHBIM CpPEACTBaM JOJDKHBI OBITh yKa3zaHbl B crneuupukanusax. JlODKHBI OBITh TaKxke
cneun(uKauyl Ha KPUTHYECKHUE MaTepualibl M KOMIIOHEHTHl (B YaCTHOCTH, Ha BCIOMOTaTelbHBIC
MaTepualbl, YIUIOTHEHHUs, HAOOpBl JUIS CTEPHIU3YIOIIEH (UIbTpalnu), HCIOIb3yeMble B IpOIEcce
MIPOM3BOJICTBA U CIIOCOOHBIE OKa3aTh KPUTUYECKOE BIUSHUE HA KAYECTBO MPOAYKIIUH.

33. (31) HAns panmodapmaneBTUUECKUX JIEKAPCTBEHHBIX CPEJACTB HEOOXOIUMO YCTaHOBHTH
KPUTEPHH TPUEMIIEMOCTH, BKJIIOYasi CHelM(UKalMyu Ha MOMEHT BBIITyCKa M Ha MEPUOJ CPOKA T'OJHOCTH
(HampuMep, AN PaAMOXMMHUYECKOH YHCTOTHI, OOBEMHON AaKTMBHOCTH, PAAMOHYKIHIHOW YHMCTOTHI WU
YAEIbHOU aKTUBHOCTH).

34. (32) B 3anmcsax N0 MCHOJb30BaHUIO, OYHUCTKE, JI€3aKTUBALMM WM CTEPHIIA3AIUH,
TEXHUYECKOMY OOCIIYy>)KHBaHUIO OCHOBHOTO 00OpYyIOBaHMSA MJOJDKHBI OBITh yKa3aHbl JaTa M BpeMms
BBITIOJIHEHUS OTEpAlliy, MPOCTaBJICHA IMOANUCH JIMIA, BBIMOJHUBIIETO paboTy, a MpHU HEOOXOIUMOCTH
TaKXe YKa3bIBaIOTCA HAMMEHOBAHUE TPOYKIIMHA U HOMEP CEpHUH.

35. (33) 3amucu HeoOXOAMMO XPAaHUTh B TEUEHHWE HE MEHEE TpeX JET, €CIHM HOPMAaTHBHBIMH
paBoBbIMU akTamMu Poccuiickoit denepanuy He yCTaHOBJIEH HHOM CPOK XPaHEHUS.

VII. IIpousBoacrso

36. (34) OgHOBpEeMEHHOE MPOU3BOJICTBO PA3NUYHBIX PaAHOPapMaAIeBTUYECKUX JIEKApPCTBEHHBIX
CpeACTB B OAHOI paboueill 30He (ropsuell Kamepe, JJaMUHApHOW 30HE WM IKady) HE JOIMycKaeTcs ¢
LIEbI0 CBECHUS K MUHUMYMY PHUCKa NEPEKPECTHOIO 3arps3HEHUs PaJlMOaKTUBHBIMM BELECTBAMHU WU
NepenyThIBaHUSI MaTEPHAJIOB.

37. (35) Ocoboe BHHMaHue HEOOXOIUMO yHAENATh BalWAAINW, BKIIOYAS BaJTHIAIUIO
KOMIIBIOTEPU3UPOBAHHBIX CUCTEM B coOTBeTCTBMM ¢ [lpuioxkenunem N 11 k nHacrosmmm IlpaBuiam.
Hossle mponeccel JOKHBI IPONTH NEPCIEKTUBHYIO BAIUIALUIO.

38. (36) Kpurtnueckue mapaMeTpbl JOJDKHBI OBITH OMpPEENICHBl 10 WK B MpOIecce MPOBEACHUS
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Banuanmu. [Ipu 3TOM crenyeT onpenensaTs A0MyCTUMBIE TpeAeIbHbIC 3HAaUeHUsI N3MEHEHUH TapaMeTpoB,
HE00XOIUMBIE IS CTAOMIIBHOTO TIPOU3BO/ICTBA.

39. (37) Ans mpoayKTOB, HANOJHAEMBIX B AaCENTHUYECKUX YCIOBUSX, JODKEH MPOBOAUTHCS
KOHTPOJIb IIEJIOCTHOCTH MEMOpaHHBIX (PUIBTPOB, MPUHUMAs BO BHUMaHHE HEOOXOAUMOCTh O0ECTICUCHHS
panuanoHHON 0€30IaCHOCTH M COXPAHEHUS CTEPUIIBHOCTH (DUITBTPOB.

40. (38) YuuteiBas pagualMOHHYK0 AKTHBHOCTb TI'OTOBOW IPOAYKIMH, IOIYCKAE€TCd HAHOCHUTH
MapKHpPOBKY Ha MEPBUYHYIO YMAKOBKY J0 Hayala NMpOoW3BOACTBAa. Ha cTepuiibHBIE MyCTHIE 3aKpBIThIC
(1akoHBI MOKET OBITH HAaHECEHAa MAPKUPOBKA C YaCTHUHOW MH(pOpMAaLIKEH 10 ONepalluil HAllOJTHEHUS, IPU
3TOM CTEPHJIBHOCTH HE JIOJDKHA OBITh HapylleHa W HE JOJDKHO OBITh MOMEX JUIS BH3YaJIbHOTO KOHTPOJIA
HATOJHEHHBIX (PIIAaKOHOB.

VIII. KoHTpoJb KayecTBa

41. (39) PagmodapmarieBTHUECKUE JIEKAPCTBEHHBIE CPEACTBA MOTYT OBITh BBIMYIICHBl H
HCIIOJIb30BaHbl HAa OCHOBE OIICHKM JOKYMEHTAllMM Ha CEPHUI0 10 3aBEPILICHUS BCEX XUMHUYECKUX U
MUKPOOHOIOTUYECKUX HCIIBITAHUH.

42. OdopmiieHre paspelieHHs Ha BBIIYCK paano(apMalieBTUYECKHX JIEKapCTBEHHBIX CPEICTB
MO>KET OBITh BBINOJIHEHO B JiBa M 0oJjee 3Tama 10 U MOCIE 3aBEpIICHHs] aHAIUTHYECKOTO KOHTPOJIS B
HOJHOM 00beMeE:

a) (a) OLEHKA YIIOJHOMOYEHHBIM JIULIOM J1I0ChE IIPOU3BOACTBA CEPUH, KOTOPOE JO0JKHO OXBaThIBATh
YCIIOBUSL TPOM3BOACTBA M AHAIUTUYECKUI KOHTPOJb, IMPOBEACHHBIE 1O MOMEHTa pa3pelleHus
TPAHCTIIOPTHPOBKU  pagnuoapMalieBTUIECKOro JIEKapCTBEHHOIO CpEICcTBa B cTaryce "KapaHTUH"' B
KIIMHUYECKOE NOJIpa3elICHUE;

6) (b) ymoinHOMOYEHHOE JHIIO BBIJAET pa3pelleHHe Ha BBITYCK IOCIE TMPOBEICHHS OICHKH
OKOHYATEJIbHBIX PE3yJIbTaTOB aHAJIUTUYECKOTO KOHTPOJISI, BCEX OTKJIOHEHUN OT HOPMaJbHOIO Ipolecca,
KOTOpPBIE JIOJDKHBI OBITh O(OPMIICHBI JOKYMEHTAJIbHO, OOOCHOBAaHBI M YTBEPXKACHBI. ECiIM HEKOTOpbIe
pe3ysbTaThl KOHTPOJISI HEBO3MOXKHO TIOJIYYUTh [JO HCIOJB30BaHUS JIEKAPCTBEHHOIO CPEACTBA, TO
YIOJIHOMOYEHHOMY JIMILY CJIeAyeT 0(hOpMUTH pa3perieHre Ha BBITYCK JIGKAPCTBEHHOTO CPE/ICTBA YCIOBHO
70 Hayajla e€ro MCIIOJIb30BaHUs M OKOHYATEIbHO O(OPMHUTH pPa3pelleHHe Ha BBIMYCK JIEKAPCTBEHHOTO
CPEICTBA MOCJIE MOIYYEHHsI BCEX PE3YIbTaTOB KOHTPOJIS.

43. (40) BonpmuHCTBO paarodapManeBTHUECKUX JIEKAPCTBEHHBIX CPEACTB HCMOIb3YeTCs B
TEYEHHE KOPOTKOIO TEpPHOAAa BpPEMEHH, YTO OOYCIIOBIEHO KOpPOTKMM IE€PHOAOM IMoJypacraja
PalMOHYKIMJOB, IOITOMY CPOK T'OJHOCTH JIEKAPCTBEHHOTO CPECTBA JOJKEH OBITh YETKO YKa3aH.

44. (41) PagmodapmaneBTHUECKUE JIEKApCTBEHHBIE CPENCTBA, COACpXKAIUEe PaJUOHYKIHUIBI C
OONIBIINM TIEPHOAOM TOIYpaclaaa, CiedyeT KOHTPOJIMPOBATh Ha COOTBETCTBHE BCEM TPEOOBAHUSAM 0
oopmieHns pa3perieHus Ha BBITYCK YIOJTHOMOYEHHBIM JIHIIOM.

45. (42) Konrpoabr npo0d MOKeT ObITh NMPOBEJCH HE cpas3y IMocie MX oTOopa, yToOBl 00eCHeuuTh
TpeOyeMoe CHIKEHHE YPOBHS aKTUBHOCTH. Bce BHIBI KOHTPOJIS, BKIIIOYAss KOHTPOJIb Ha CTEPHIBHOCTD,
JOJDKHBI IPOBOIUTHCS KaK MOXKHO OBICTpee.

46. (43) YTBepxkaeHHas MPOU3BOIUTENIEM IpOLEAypa AOHKHA YCTAHABIMBATH MOPAIOK OLIEHKH
MIPOAYKIMU U PE3YJIBTATOB KOHTPOJIS 10 OTIPABKU IMPOAYKIIHH.

47. (44) Ilpomykiusi, HE COOTBETCTBYIOIIAs YCTAHOBJICHHBIM TpPEOOBAHUIM, TOJDKHA OBITH
oTkioHeHa. Ecnu mpenycMorpena nepepaboTka mMarepuana, TO OHA JIOJDKHA BBIMOJIHATHCS IO 3apaHee
YTBEP)KIAEHHON mpoueaype. l'oToBas mNpoayKuus JOKHA COOTBETCTBOBATH  YCTAHOBJIEHHBIM
TpeOOBaHUAM, YTO JOJDKHO OBITH MOJATBEPXAEHO 10 ee Bbimycka. He momyckaercst mnepepaboTka
BO3BPAILECHHON MPOIYKIINH, C KOTOPOH cienyeT o0pamarbes Kak ¢ paAuOaKTUBHBIMHU OTXOJaMH.

48. (45) B cmneuuanpHOW TpoleaAype MJODKEH OBITh ONpENeNeH TOpSIOK JIeHCTBUI
YIOJIHOMOYEHHOTO0 JIMIIa B Ccly4ae OOHApy)XeHHS HECOOTBETCTBHA MPOAYKLUUU TpPeOOBAHHIM
cneun(uUKauy Iocie ee OTTPY3KM OO0 HCTEYCHHs CpOKa TOJHOCTH. Takue ciydyau JOJDKHBI OBITh
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paccienoBaHbl, JOJKHBI OBITh BBIIOJHEHBI HEOOXOIUMBIE MPEIyNPEeKIAOMUEe U KOPPEKTUPYIOLIHE
MEpPONPUATHS s HENOMyIICHUS MONOOHBIX CHTyallMid B OyaymieM. DTOT MpOLEcC JO0JKEH ObITh
JTOKYMEHTaJIbHO 0(OpPMIIEH.

49. (46) Ilpu HEOOXOAUMOCTH TPOU3BOIUTENH J0JKEH HH()OPMUPOBATH OTBETCTBEHHBIH TIEPCOHAI
MEIULMHCKONW OpraHu3auuu. s comelcTBUs 3TOMY JOJKHA OBITH OOecliedeHa MpPOCIIeKUBAEMOCTh B
OTHOIICHUU PagropapMaleBTHUECKUX JEKAPCTBEHHBIX CPEICTB.

50. (47) JJomxeH OBITh YCTaHOBIJIEH MHOPSIOK KOHTPOJS MCXOIHOTO ChIpbS W MaTepuanoB. [Ipu
BbIOOpE U YTBEPXKIECHUH MOCTABIIUKA CIEAyeT YOeIUThCS B TOM, UTO IOCTABISIEMbIE UM UCXOJHOE CHIPHE
¥ MaTepualibl HEM3MEHHO COOTBETCTBYIOT TpeOoBaHUAM cnenudukanuii. icxonHoe chipbe, yIaKOBOUHBIE
MaTepualibl U BCIIOMOTATelIbHbIE MaTepUallbl Ul KPUTUYECKHX IPOLIECCOB JOJDKHBI MPUOOpETaThCA
TOJIBKO y YTBEP)KICHHBIX TOCTABIIUKOB.

IX. KoHTpo/ibHBIC H apXHBHBIE 00pa3LbI

51. (48) Ot xaxxnoi cepun Hepac(acoBaHHBIX paaropapMaIleBTUUECKUX JIEKAPCTBEHHBIX CPEICTB
JOJDKHO OBITH OTOOpPAHO JTOCTATOYHOE KOJIMYECTBO OOPA3LIOB, KOTOPBIE IOJKHBI XPAaHUTHCS HE MEHee
IIIECTH MECSIIEB MOCIIe UCTEUCHHS CPOKa MOJHOCTH TOTOBOM MPOAYKIIUH, €CITH HHOE HE YCTAaHOBJICHO IMPH
MCTIOJIb30BAHUU MPOLIEAYD YIPABICHUS PUCKAMH.

52. (49) OOpasmpl HCMONB3YeMOTO B MPOW3BOJCTBE HCXOJHOTO CBIPBS, 332 HUCKIIOYCHHEM
pacTBOpuUTEINEH, Ta30B U BOABI, JOJDKHBI XPAaHUTHCS HE MEHEE JABYX JIET MOCJE BBITYCKa MPOIYKIMUA. DTOT
CPOK MOXeET OBITh COKpalleH, €Clii B CHeuu(UKaluud Ha ChIphe yKazaH Ooyiee KOPOTKHHA MEpUoJ
CTaOMIIBHOCTH.

53. (50) [Jns orbGopa W XxpaHeHHS TPOO0 MCXOJHOTO ChHIPhS, MaTEPUANIOB, MPOIYKIHH,
MIPOM3BEACHHBIX 110 UHIMBUAYAIBHOMY 3aKa3y WM B MaJbIX KOJIMYECTBAX WM €CIH UX XPAaHEHHE MOXKET
BbI3BaTh 0COOBIE TPYJHOCTH, MOXET OBITh ONPEeNICH HHOW MOPSI0K 0TOOPA U XpaHEHHUSL.

X. Peanuzauns

54. (51) Hnsa pagmodapManeBTHUECKUX JIEKAPCTBEHHBIX CPEACTB JOIMYCKAETCS peau3alys
TOTOBOM MPOIYKIIMM B KOHTPOJHPYEMBIX YCIOBHUSX IO TOJIyYEHHUS PE3yJlbTaTOB BCEX HEOOXOIUMBIX
ucnbITanuid. [1py 3TOM JOKHO OBITH rapaHTHPOBAHO, YTO JICKAPCTBEHHBIHN MpenapaT He OyneT npuMeHeH
B MEIUIIMHCKOM OpraHu3alluy A0 MOJyYEHUs yI0BIETBOPUTEIbHBIX PE3YJIbTATOB UCIIBITAHUN U UX OLIEHKU
YIOJHOMOYEHHBIM JIULIOM.

XI. TepmuHbI ¥ onpeaeaeHus

55. Jlnsa neneit Hacrosuero lIpuinokeHuss KpoMe TEPMUHOB U OIIPENEICHUMN, IIPEIyCMOTPEHHBIX
riagoi [I HacTosiumx [IpaBui, UCHIOIB3YIOTCS TaKKe CIEAYIOINUE OCHOBHBIC IIOHATHS:

ropsiuasi Kamepa - U30JUPOBAHHOE WJIM HEU30JIMPOBAHHOE 3KpAaHHUPOBaHHOE pabouee MeCTo I
MIPOM3BOJICTBA U OOPALICHHUS C PAJAMOAKTUBHBIMHA MaTepHallaMH;

NPUTOTOBJIEHUE - TIOArOTOBKAa HAabOpa B MEIMIMHCKONW OpPraHM3alUU IYyTEM BHECEHHS B HETO
PagUOHYKIIMA, DIIIOMPOBAHHOIO U3 T'€HEPATOPa, WIM C MOMOIIBIO PaAUOAKTUBHBIX IIPEALICCTBEHHUKOB.
HaGopbl, reHepaTopbsl W paJuOaKTUBHBIC MPEAIICCTBEHHUKH JMJOJDKHBI OBITh 3apeTMCTPUPOBAHBI B
YCTaHOBJICHHOM IOPSIKE;

PAAMOAKTUBHBIN TNpeIIIeCTBeHHUK - paJdOaKTHUBHOE BELIECTBO, IPEIHA3HAYCHHOE JUIA
BBCJCHUS PAJUOHYKIUIHOW METKHU B APYro€e BEIIECTBO MIEpE] €r0 IPUMEHEHUEM;

paauoapmManeBTHYECCKHE JIEKAPCTBEHHbIE CPEACTBA - JICKAPCTBEHHBIC CPEIACTBA, KOTOPHIE
coJiepKaT B TOTOBOHM JJISl MCIIOJIb30BaHMs (OpME OIWH PAIHOHYKIUA WM HECKOJBKO PaIHOHYKIUI0B
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(paInoaKkTUBHBIX U30TOMOB)™.

* Ilyuxt 10 crateu 4 @enepanbHoro 3akoHa ot 12 ampens 2010r. N 61-®@3 "O6 obpamenun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoarenbcTBa Poccuiickoii @eneparun, 2010, N 16, ct. 1815).

Hudopmarus 06 H3MEHEHHSX:

Ipuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
IIpuniaoxenne N 4
K [IpaBunam Hamekamen
NPOU3BOJACTBEHHON MPAKTUKH

OcobeHHOCTH NMPpOU3BOJACTBA JEKAPCTBEHHBIX CPEACTB AJISl BETCPUHAPHOIO NIPUMEHCHUA (KpOMe
HMMyHOﬁHOJ’IOFI/I‘lECKI/IX JICKAPCTBCHHBIX CPEACTB AJIsI BETCPUHAPHOT0 HpI/IMeHeHI/Iﬂ)

C n3MeHeHHSIMH H JOMOJTHECHUSIMH OT:

18 mexadpst 2015 r.

1. Hacrosiee IlpuiioskeHne OTHOCUTCS KO BCEM JIEKAPCTBEHHBIM CPEJCTBAM JJIsi BETEPUHAPHOTO
NPUMEHEHHS, 32 UCKIIOUYCHHEM HMMYHOOHOJOTHYECKUX JIEKApCTBEHHBIX CPEACTB Uil BETEPUHAPHOTO
IIPUMEHEHHUs, IPOU3BOICTBO KOTOPBIX perynupyercs [Ipunoxennem N 5 k HacrosmuM [Ipasunam.

L HpOI/IBBO)ICTBO JICEKAPCTBCHHBIX IIPENapaToB MPOTUB 3KTOIIAPa3nuTOB

2. (5) Hecmorps Ha orpaHMuYeHHE, YCTAaHOBJIEHHOE IIyHKTOM 52 Hactoaummx [IpaBui,
JICKapCTBEHHbIC TMpenapaThl IMPOTHUB HSKTOMAPA3UTOB, KOTOPblEe TNpPEAHA3HAYEHbl MJIsi HAPY)KHOTO
NPUMEHEHHS, OTHOCATCS K JICKAPCTBEHHBIM CPEACTBaM Il BETEPUHAPHOTO NMPUMEHEHUsS M BKJIIOUEHBI B
JMIIEH3UI0O Ha TMPOU3BOJCTBO, MOTYT IPOU3BOAUTHCS M (acoBaTbCcs B 30HAX, MpeIHA3HAUCHHBIX IS
IIPOM3BOJICTBA MECTULUAOB, 0 MPUHIUIY Pa3A€ICHHBIX BO BPEMEHHU LMKIJIOB Mpou3BOACTBA. ONHAKO B
3THUX MOMEIEHHIX HE JOKHBI TPOU3BOIUTHCS IPYTHE BU/bI JICKAPCTBEHHBIX CPECTB I BETEPUHAPHOTO
MIPUMEHEHHUSI.

3. (6) Jdus mpegoTBpallleHus MePEeKPEeCTHON KOHTAMUHAIIMU TTPOU3BOAMUTENb JIOJKEH UCTIOIb30BATh
COOTBETCTBYIOIIME BaJUJAMPOBAHHBIE METOAbI OYMCTKUA. HeoOXonumMo MpUHATH Mephl M0 00eCreueHUI0
0€30MacHOT0 XpaHEHHs! JIeKapCTBEHHBIX MPENapaToB Ui BETEPUHAPHOT'O IMPUMEHEHHUSI B COOTBETCTBHH C
TpeGoBaHUAMH HacTOAMX [IpaBuil.

1. HpOI/I3BOlICTB() JICKAPCTBECHHBIX CPEACTB AJISI BETCPUHAPHOTO MIPUMEHCHUS, COACPKALIIUX
MNEeHUIINJIJINHBbI

4. (7) Ucnonb3oBaHre NEHUIMIIIMHOB B BETEPUHAPUU HE TPEJCTABISIET TAKOTO PHCKA C TOYKH
3peHUs] THUIEePCEHCHOWIM3AlMU JKMBOTHBIX, KakK B Cllydae UX HCIOJB30BAHHUS  UYEIOBEKOM.
3aperucTpupoBaHHbIC CIydad THIEPCEHCUOUIN3AMU y JIOMAaae 1 co0ak ObLTH 00YCIIOBJICHBI APYTUMU
TOKCUYHBIMU  BeIIeCTBaMH (HampuMmep, HOHOGOPHBIMH AHTUOMOTHKAMH JUIsl Jomaneit). Takue
JIEKapCTBEHHBIE  Tpenaparbl PEeKOMEHAYETCS TMPOW3BOAWTH B  CHEIHUAIBHO  MPEAHAa3HAYCHHBIX
M30JIMPOBAHHBIX TTOMEIICHHSIX, 32 HCKIIFOUEHUEM CIIyYaeB, KOTa MIOMEIICHHS MPeAHa3HAYCHBI TOJIBKO IS
MPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB JJs BETEPHHAPHOTO TpUMEHeHus. B moboMm ciydae
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NPOU3BOJUTENb JIOJDKEH NPUHATH BCE HEOOXOIMMBIE Mephl MO NPEAOTBPALICHUIO MEPEKPECTHOM
KOHTaMUHAIMK U o0OecrieueHHIo 0€30IacHOCTH MEPCOHaja B COOTBETCTBUH ¢ TPEOOBAHUSMHU HACTOSILIUX
IMpaBun. Ilpu wucnonb30BaHMKM OOIMIMX TOMEIIEHHH TMPOM3BOACTBO MPOAYKIMH, COZAEpIKalIeH
NEHULWUIMHBL, JOJDKHO OBITh OpraHU30BaHO MO MPHHLMIIAM pPAa3/EICHHBIX BO BPEMEHU LUKJIOB
IIPOU3BOACTBA U JOJDKHO COIPOBOXKIATHCA COOTBETCTBYIOIIMMH BAJIUIUPOBAHHBIMU METOJUKAMU
JEKOHTaMUHALIMA U OYUCTKHU.

I11. Xpanenue o0pa3uos

5. (8) B cBa3u ¢ OonpmmMu 00BbEMaMU OKOHYATENBHBIX YMAKOBOK HEKOTOPBIX JIEKAPCTBEHHBIX
CpeACTB JJsl BETEPUHAPHOTO MPUMEHEHHUs (B YACTHOCTH, O00ABOK), JIOIYCKAeTCSd XPAaHUTh 0OpasIibl
KaX/JI0i cepur NPONYKIMM HE B HMX OKOHYATENbHOM ymakoBke. OIHAKO MPOU3BOAUTENH JIOJDKECH
o0ecreynTh XpaHEHHE JOCTATOYHOTO KOJMYECTBA APXMBHBIX OOPA3lOB Ka)XIO0W cepuH MPOAYKLUUHU B
COOTBETCTBUH € TpeboBaHUsIMH HacTosmux [IpaBui.

6. (9) B mr060M citydae ynakoBKa Uil XpaHEHHsI apXUBHBIX 00paslloB JOJKHA OBITH MPOU3BECHA
U3 TOTO )K€ MaTepHala, 4YTo 1 EpBUYHAS YIIAKOBKA, B KOTOPOM 3TOT MPOJIYKT PEeaIn3yeTcsl Ha PhIHKE.

IV. CTepI/IJILHBIe JIEKAPCTBCHHBIC CPEACTBA 1JISI BETCPUHAPHOT'0 IPUMEHCHUA

7. (10) B cnyyasx, NOpeayCMOTPEHHBIX HOPMATHBHBIMH IPAaBOBBIMU akTamHu Poccuiickoii
deneparuy, JIEKAPCTBEHHBIE CPEACTBA Ui BETEPHUHAPHOTO IMPHUMEHEHUs, MoJuIexane (UHUITHON
CTEpPHJIN3AIIUH, MOTYT IPOU3BOIUTHCS B YUCTHIX 30HAX 0ojiee HU3KOTO KJlacca MO CPaBHEHUIO C TeM, Kak
910 omnpexeneHo B [Ipunoxkenun N | k HacTosmmm [IpaBunam, HO He HUXKe Kinacca D.

Hudopmarus 06 H3MEHEHHSX:

Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
Ipunoxenune N 5
K [IpaBunam Hamekamen
NPOU3BOJACTBEHHOI MPAKTUKH

OcobeHHOCTH NMpou3BoOJACTBa HMMyHOﬁI/IOJIOFI/I‘leCKI/IX JICKAPCTBCHHBIX CPEACTB 1JisI BETEPUHAPHOI'0
NMPUMEHECHUSA

C n3MeHeHHSIMH H JOIMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
L. ITpuHuun

1. TIpow3BoACTBO HMMMYHOOHOJIOTUYECKUX JIGKAPCTBEHHBIX CPEACTB [JJIS BETEPHUHAPHOTO
MPUMEHEHHUS UMEET OCOOCHHOCTH, KOTOphle HEOOXOIWMO YUYWUTHIBATh MPH BHEAPCHUU U OICHKE
3¢ (heKTUBHOCTH (papMaleBTUYECKON CHUCTEMBI KAUueCTBa.

2. W3-3a OONBIIOrO KOJWUYECTBA BHUJOB JKUBOTHBIX U COMYTCTBYIOIIUX MATOTEHHBIX
MUKpPOOPTaHU3MOB CIIEKTP MPOU3BOJUMON MPOAYKIIUHA MOXKET OBITh OYEHb MIMPOKHM TPU HEOOIBIIOM
o0BemMe Tpou3BoAcTBa. [Ipon3BOACTBO OOBIYHO OPraHU3YETCs MO MPUHIIUITY OTICIBHBIX HUKIOB. BBHUIY
O0COOCHHOCTEH TaKoro MPOU3BOJCTBA (CTAIUHN KYJIbTUBUPOBAHUS, OTCYTCTBHE (DHHUITHOW CTEPHUIU3ALINY,
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MHBIE 0COOCHHOCTHM) HEOOXOAUMa TIIATENbHAs 3aIlIMTa MPOJAYKIHMU OT KOHTAMHHALMU M MEPEKPECTHOM
KOHTaMuHaMu. [Ipom3BOjACTBEHHAss OKpy’Kalolias cpela JOJDKHA 3alllUINaThCs, OCOOEHHO IMpH
UCTIOJNBb30BAHUU  TATOTEHHBIX  WMJIM  JK30THYECKMX  MHKpPOOpraHuzMoB. [Ipu  HcCHoNIb30BaHHH
MHUKPOOPIaHU3MOB, MATOT€HHBIX JUIsI YeJIOBEKa, 0COOCHHO TIIATEIIEHO HEO0X0AUMO 3alUIATh TEPCOHAI.

3. C yuyeToM yKa3aHHBIX (paKTOPOB, a TaKKe BapuaOETbHOCTH CBOMCTB MMMYHOOMOJOTHYECKUX
JICKapCTBEHHBIX MPENapaToB MU OTHOCUTENBHO HU3KOW A(PPEKTUBHOCTH MPOBOAUMBIX HMCIBITAHUHN IS
MOJyYeHHS JTOCTATOYHON MH(POPMALMU O MPOAYKIMU (B YaCTHOCTH, NMPHU KOHTPOJE KauyecTBa T'OTOBOM
MPOAYKIUH), 0COOEHHO Ba)KHOE 3HaYCHHE UMEET (papMalleBTUIeCcKast CUCTEMa KaueCTBa.

II. ITepconan

4. (1) Bce paboTHuku (BKIIOYAs TEPCOHAN, 3aHUMAIOIIUKCS OYUCTKOM U OOCITyXKUBaHUEM
MOMEIICHUH 1 000pyI0BaHuUs), paboTaroIIKe B 30HAX MPOU3BOJCTBA UMMYHOOMOJIOTUYECKON TPOITYKIHH,
JOJDKHBI TIPOHTH OOyueHHe IO JUYHOM TMrueHe W MHUKPOOHMOJIOTMH M JIOTOJIHUTENbHOE OOyueHHE B
COOTBETCTBHUH CO CIEIUPUKON TPOU3BOIUMON MPOTYKIIHH.

5. (2) Jluma, OTBETCTBEHHBIE 3a IPOU3BOJICTBO M KOHTPOJIb KauyecTBa, B COOTBETCTBUM C
BBIMOJIHAEMBIMA UMM~ (QYHKIMSIMA ~ JIOJDKHBI MMETh TMOJATOTOBKY IO TakUM IpeaMeTaM, Kak:
OaKTepUOJIOTHS, OUONIOTHS, OMOMETpPHsSI, XUMUSI, UMMYHOJIOTHsSI, MEIUIIMHA, Tapa3suToyorus, (Gapmarus,
(apMakoIiorusi, BUPYCOJIOTHS M BETEPHHAPHs, a Takke 001anaTh HEOOXOIUMBIMU 3HAHUSIMH 110 OXpaHe
OKpYKaroILEeH Cpeabl.

6. (3) Ilepconan nomkeH OBITH 3AIUMIIEH OT BO3MOMKHOTO 3apakKeHUS MHKPOOPTraHHU3MaMH,
HCTIOJIb3YEMBIMHU B MPOU3BOACTBE. [IpH MCIIOIB30BaHMM MUKPOOPTaHU3MOB, SIBJISIFOIMXCS BO30YIUTEISIMU
Oosie3Hel uenoBeKa, HEOOXOAMMO MPHUHUMATh OCOObIE MEphI IO 3alIUTe MEepcoHasa, paboTaroLero ¢
THUMHU MUKPOOPTaHU3MaMH WA SKCIIEPUMEHTATbHBIMU KUBOTHBIMH.

7. B ciayyae HeoOXOAMMOCTH NEpPCOHAN JOJKEH OBITh BaKIMHUPOBAaH. PabOTHHKM JOJKHBI
MIPOXOUTH METUIIMHCKOE 00CIIeI0BaHuE.

8. (4) HeoOxomumMo NMpHUHUMATh COOTBETCTBYIOIIME MEpHI NMPOTUB IMEPEHOCa MUKPOOPTaHU3MOB
JIOABMHU 32 TPEAeNbl MPOU3BOACTBEHHOW 30HBL. B 3aBHCHMOCTH OT BHJAa MHUKPOOPIaHHM3MOB K TaKHM
MepaM MOTYT OTHOCHTHCS IOJHOE INEPEoAEeBaHUE U 005A3aTEIbHOE MPUHATHE AyIIa MEepe BBIXOIOM W3
MIPOU3BOJACTBEHHOM 30HBI.

9. (5) Ilpu mpou3BoACTBE UMMYHOOHOJIOTHYECKON MPOAYKIUU OCOOYIO OMACHOCTh MPEICTABISCT
PHUCK KOHTaMHHAILMU U MIEPEKPECTHOM KOHTAMMHAIMH, BbI3bIBAEMON nepcoHanoM. [l mpenoTBpaieHus
KOHTAMUHAIIMM, BBI3BIBAEMON IIEPCOHANIOM, IEPCOHAN JOJDKEH BBINOJHATH DA Mep U INPOLEAyp,
BKJIIOYAIOIIUX B ce0sl HMCIOJIb30BAHME 3AIUTHOM OAEKAbl HA PAa3IMYHBIX CTAIUSAX TEXHOJOTHMYECKOTO
mporecca.

10. Jlns mpenoTBpalieHusi NepeKpecTHOW KOHTAMHHALMHU TMEPCOHAN JOJDKEH IMEepeMeIIaThesl U3
OJHON 30HBI B JPYIYIO0 C COOJIOJCHHWEM IPaBHJI, MCKIIOYAIOUIMX PUCK KOHTAMUHAIMM. DTH TpaBUIIa
JIOJDKHBI OBITH M3JI0’KEHBI B MHCTPYKLMU. B Tedenne pabodyero BpeMeHN epCOHAN HE JI0JDKEH MEePEX0IUTh
U3 30H, IJI€ BO3MOXKHA KOHTAaMHUHALMS XUBBIMH MHKPOOPTaHM3MaMH WJIM COJAEPIKATCs JKUBOTHBIC, B
MOMEIICHUS, T1Ie padoTaIOT ¢ JPYTUMH MPOAYKTAMH MM MUKpOoopraHuzMamu. Eciu Takux nepemerieHui
n30eKaTh HEBO3MOXKHO, TIEPCOHAN, 3aHATHIE B TAaKOM IPOM3BOJCTBE, JOJDKEH CIIEOBaTh YETKO
YCTaHOBJICHHBIM METOJMKaM JEKOHTAMUHAIIMM, B TOM YHCIJIC BBIIOJIHATH CMEHY OJIEXKIbl, OOYBH, U IO
Mepe HeOOXOIMMOCTH IPUHUMATh JTyTII.

11. B uensix npumeneHust Hacrosiero [Ipunoxenus cuuTaercs, 4To MepCOHAN HE CTAJIKUBACTCS C
PUCKOM KOHTaMMHAIIMHM TPU BXOJE B M30JIMPOBAHHYIO 30HY, TJ€ KYJIBTYpPbl HaXOAATCA B T€PMETUUYECCKH
3aKpBITHIX KOHTEHHEPax, MOBEPXHOCTh KOTOPBIX MPOILIa JEKOHTAMHHAIIUIO, €CJIM B ATOM 30HE B TCUCHHE
nocaenHuXx 12 4acoB He BENUCh pabOTHI C OTKPHITHIMH MUKPOOPTaHW3MaMH (32 UCKIIOYEHUEM paloThI ¢
HK30THYECKUMH MUKPOOPTaHU3MaMHU ).
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II1. IHomemenus

12. (6) IIpu npoekTHpOBaHWUHU TIOMEIIEHUH J0JKHA OBITh MPEeyCMOTPEHA 3allUuTa KaK MPOAyKLUH,
TaK U MPOU3BOJCTBEHHON Cpesibl. ITO MOKET OBITh JOCTHUTHYTO 3@ CUET UCIOJIb30BAHUS M30JIMPOBAHHBIX,
YHUCTBIX, YUCTHIX N30JIMPOBAHHBIX WM KOHTPOJIUPYEMBIX 30H.

13. (7) Oneparnuu ¢ >KUBBIMH MUKPOOPTaHU3MaMHU JIOJKHBI IIPOBOAUTHCS B M30JMPOBAHHBIX 30HAX.
YpoBeHb HM30JSAILMH JOJDKEH 3aBUCETh OT MATOICHHOCTH MHUKPOOPTaHW3MOB U OT TOTO, OBUIM JIM OHH
KJIacCU(UITUPOBAHBI KaK 3K30TUYECKHE.

14. (8) Onepanuu ¢ MHAKTUBUPOBAHHBIMU MUKPOOPTaHW3MAMHM JIOJKHBI IIPOBOJAUTHCS B YHCTHIX
30Hax. UncThie 30HBI HEOOXOUMO TAaK)Ke UCIOJIBb30BaTh MPU paboTe ¢ HEMH(DUIIMPOBAHHBIMH KIIETKAMH,
BBIJICJICHHBIMU M3 MHOTOKJIETOYHBIX OpPTaHWU3MOB, W B HEKOTOPBIX CllydasXx Hpu paboTe cO CpeaamH,
MPOIIEAIIUMH CTEPUIU3YIOUTYIO (DUIBTPALIUIO.

15. (9) Onepaunu ¢ OTKPBITEIMU MPOJAYKTAMU MJIM KOMIIOHEHTaMH IIEPBUYHON YIIAaKOBKH, KOTOPBIE
HE TOAJeXaT JaJbHEHIIeH CcTepuiu3alMy, JOJDKHBI IPOBOAUTHCS B Ookce (YCTaHOBKE) ¢
OJIHOHAIIPABJIEHHBIM (JJAMUHAPHBIM) IOTOKOM BO3/yXa Kjacca A, Haxoas1eMcs B 30He kiacca B.

16. (10) Ecium mnpou3BOACTBO HWMMYHOOMOJOTHUECKUX  JICKAPCTBEHHBIX  CPEACTB  JUIA
BETEPUHAPHOIO TNPUMEHEHUS HAXOAMTCA B TOM K€ 3[JaHUM, TO JApyrue ONepauuud C >KUBBIMU
MUKpPOOpPraHu3MaMH (B YacTHOCTH, KOHTPOJb KauecTBa, MCCIEAOBAHUS M [IUArHOCTHKA) JOJIKHBI
BBITNIOJHATHCS B OTJENBHBIX U30JIMPOBAHHBIX NOMEUIEHUSAX. CTENEeHb U30JISLMU 3aBUCUT OT IATOT€HHOCTU
JAaHHOTO BUAAa MHKPOOPTraHM3MOB M OT TOTO, ObUI JIU OH KJacCU(UIMPOBAH Kak 3k3oTHueckuid. [Ipu
BBIIIOJJHEHUM  JIMarHOCTUYECKUX  ONEpalui  CYIIECTBYET PHUCK BHECEHUS  BBICOKONATOTEHHBIX
MUKpOOprann3moB. CTeneHb H30JSIUM I0JKHA COOTBETCTBOBATH BCEM BBILIEIIEPEUMCIEHHBIM PUCKAM.
M3onsauust MoXeT moTpeboBaThcs TakkKe B ClOyyasX, KOTJa KOHTPOJIb KadecTBa W JApPYrHe OIepariu
MIPOBOJIATCS B 3IaHUSIX, PACTIONOKEHHBIX BOJIHM3H MTPOU3BOICTBEHHBIX 3IaHHMA.

17. (11) H3onmupoBaHHbIE TOMEIIEHUS JOJDKHBI OBITH JIETKO NE3WH(QUIMPYEMBIMU U JOJDKHBI
OTBEYATh CJICAYIOUIMM TPEOOBAHUSIM:

a) (a) OTCYTCTBHE NIPSIMOI0 BBIX0/1a BEHTUIMPYEMOIO BO3LyXa HapyXKy;

6) (b) Hanu4KMe BEHTWISIKU ¢ 00ecreueHueM OTPULATENIFHOTO Mepernaja AaBieHus (pa3pekeHus).
Bo3nyx nomxen yaansatbes yepe3 (GuiIbTphl BHICOKOA()(PEKTUBHON OYMCTKM BO3yXa OT YacTHIl (Jajee -
HEPA-¢dunbTpsl). Peuupkynsamus Bo3ayxa He JOIYCKAeTcs, 32 UCKIIOYEHUEM CIIy4yaeB PELUpPKYIISIIHUN B
TOM K€ CaMoil 30He NpHU YCJIOBUHM JOMOJHHUTENbHON ouucTkH Bo3ayxa HEPA-¢punbTpamMu (0OBIYHO 3TO
YCIIOBUE  BBIIOJIHAETCA HPU IHPOXOKIACHUM PELUPKYIMPYIOIIEr0 BO3J1yXa 4Yepe3 IPUTOYHbIE
HEPA-GunbTpel, KOTOpBIE HCIONB3YIOTCS Ui ATON 30HBI). IlocTyruieHne Bo3ayxa W3 OJHOW 30HBI B
IpYTyIO JOIYCKaeTcss B TOM CIIydae, €CIM BBITSDKHOM BO3JyX NPOXOAMUT 4YEpe3 JIBa IIOCIEN0BATEIBHO
ycraHoBneHHbIX HEPA-¢unetpa. [lpu 3TOM NpOM3BOIUTENH JODKEH OCYIIECTBISATH HEMPEPBHIBHBIM
KOHTPOJIb IIEIOCTHOCTH MEPBOro (GUIBTPa U MPELyCMOTPETh CPeICTBA 0€30MaCHOTO YAAJICHUS BBITSKHOTO
BO3/yXa B ClIyyae MOBPEXKACHUS 3TOro (pUIIbTpa;

B) (C) BO3AyX, BBIXOISAIIMHA W3 TNPOU3BOACTBEHHBIX 30H, B KOTOPBIX IPOBOAUTCS paboTa C
9K30TUYECKUMHU MHKPOOpPraHU3MaMu, OJDKEH MPOXOAUTH Yepe3 JBa IOCJIEI0BATEIbHO YCTAaHOBIIEHHBIX
HEPA-¢unbrpa. Ilpm 5TOM pemupKymsanus BO3IyXa MEXKIy MPOU3BOJICTBEHHBIMH 30HAMU HE
JIOITyCKaeTCs;

r) (d) HanMume cucreMbl cOopa U AC3MH(EKINN KUAKUX OTXOJ0B, BKJIIOYasi KOHTAMUHUPOBAHHBIH
KOHJIEHCAT W3 CTEPUIIM3aTOPOB, OMOpEeakTOpoB. TBepible OTXOIbI, B TOM YHCIE TPYMbl KUBOTHBIX,
HEOO0X0AUMO  J1e3MH(HUIMPOBATh, CTEPHIN30BaTh WIM CXKHraTb. KOHTaAMUHUpPOBaHHbBIE (QHUIBTPHI
HE00X0UMO yAaNsATh 0€30MaCHBIM CITIOCOOOM;

1) (€) KOMHATHI JUIsl IEPEOAECBAHUS JOJKHBI IPOEKTUPOBATHCS U MCIOJIb30BATHCS KaK BO31YIIHbIE
IUTI03bI U OBITH 000PYIOBaHbI, TP HEOOXOAUMOCTH, YMBIBAIbHUKAMHU U IyIIEBHIMH KaOuHamu. Cxema
nepenajga JaBjIeHUs BO3AyXa NOJDKHA INPEAOTBpAIllaTh JBMKEHUE BO3AyXa MEXAY IPOU3BOICTBEHHOMN
30HOM UM OKpYXKalollel Cpeao, a TakkKe PUCK KOHTAMUHALMU OJEK[bl, HCIOJb3yEMONW BHE
MIPOU3BOACTBEHHOM 30HBI;
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e) (f) mna mepemerieHuss oOOpynOBaHMS HEOOXOAMMO TPEAYCMOTPETh CHCTEMY BO3IYLIHBIX
LIUII030B, KOHCTPYKLIHMS KOTOpPOM [OJDKHA IPEAOTBpalllaTh ABM)KEHHE KOHTAMMHHMPOBAHHOIO BO3yXa
paboueii 30HBI BO BHEIIIHIOO Cpelly U PUCK KOHTAMHHALMU 000PY0BaHUS BHYTpPHU LLUTI03a. Pazmep muto3a
JOJDKEH TO3BOJIATH NPOBOAUTH 3(P(EKTUBHYIO JEKOHTAMHHALMIO TOBEPXHOCTH IepeMelaeMbIX
MaTepuaoB. PexkoMeHlyeTcsl ycTaHaBIMBaTh Ha JABEPU LUII03a TallMep, MO3BOJISIIOIINNA KOHTPOJIUPOBAThH
BpeMsl, JOCTaTOYHOE JJIsl poBeieHHs 3((HEeKTUBHON JEeKOHTAMHUHAIIH;

k) (g) BO MHOTHX CITy4asx Jjsi 0€30MacHOro yAajJeHUs OTXOJ0B U MOJIa4l CTEPUIIbHBIX MPEAMETOB
HE00XO0IMMO UCTOIb30BATH MPOXOTHON aBTOKJIAB C ABYMS JBEPSIMH.

18. (12) Ilepenarounble NHUTIO3bI M KOMHATHI Ul TNEpEOJCBaHMS JOJDKHBI ObITH 00OPYIOBaHBI
OJOKMPYIONUMH WM JAPYTUMH TOJXOAALUIMMU YCTPONCTBAMH, MPENATCTBYIOUIUMH OJIHOBPEMEHHOMY
OTKpBIBaHUIO Oojiee 4eM OAHOM 1JBepu. B KoMHaTBl Ui TepeojeBaHHs HEOOXOIUMO I10/1aBaATh
OT(UIBTPOBAHHBINA BO3AYX TOW € CTENEHH OYUCTKH, YTO U JIi MPOU3BOJCTBEHHBIX 30H. OHU JOJKHBI
OBITH 000PYZOBAaHBI CUCTEMAMH YJAJIICHUS BO3/IyXa, 00€CIIeYMBAIONIIMH BO3yX000MEH, HE3aBUCUMBIN OT
IIPOM3BOJCTBEHHBIX 30H. [lepenarounble HUIIO3BI JOJDKHBI, KaK IPaBUJIO, BEHTHJIMPOBATHCA TAKUM KE
00pa3oM, O/JHAKO JOIYCKAeTCs MPUMEHSATh HEBEHTHJIUpPYEMbIC LUIIO3bI MM IILUTIO3bI, 00OPYJOBaHHBIC
TOJIBKO IPUTOYHBIMU CUCTEMaMHU.

19. (13) Ctaguu TEXHOJIOTMYECKOTO IMPOLIECCA, MPU KOTOPHIX MOYKET MPOU30MTH KOHTAMHHALIUSA
MPOAYKIMH (HalpUMep, XpaHEHUE KIIETOK, NPUTOTOBIIEHUE CpEA, KyJIbTUBHUPOBAaHUE BUPYCOB), JOJIKHBI
BBITOJIHATHCS B OTIENBHBIX 30HaX. Ocobast mpeaoCcTOpOXKHOCTh TpeOyeTcst Mpu paboTe C )KUBOTHBIMH H
MIPOAYKTaMH )KUBOTHOI'O IIPOUCXOXKIECHNUS.

20. (14) Omepauyu ¢ MHUKPOOPraHHW3MaMHM, MpPOSBISAIOINIMMU BBICOKYIO YCTOMYHMBOCTH K
ne3uH(peKuu (Hampumep, cropooOpasyronme O0akTepuu), 10 UX UHAKTHBALUHU JOJDKHBI BHITIOIHATHCS B
M30JIMPOBaHHBIX 30HAX, CIIELUAIBHO IPEIHA3HAYEHHBIX JUIsl IPOBEICHUS TaKUX ONEPALUH.

21. (15) B npou3BOJACTBEHHOH 30HE JOMYCKaeTCsl OIHOBPEMEHHO MPOBOIUTH paboOTHl C
MUKpPOOPTraHW3MaMH TOJIBKO OJIHOTO BHUJQ, 32 HUCKIIOUEHHEM IPOLIECCOB CMEIIMBAHMS M IOCIEAYIOIIEN
(acoBkH.

22. (16) IlpousBomuTens OOJDKEH MPOEKTUPOBATH IMPOU3BOJICTBEHHBIC 30HBI TaKHUM 00pazoM,
9YTOOBI IPEAYCMOTPETH BO3MOXKHOCTh IPOBEACHUS AC3MH(EKIINN MTPOU3BOICTBEHHBIX 30H B MPOMEKYTKAX
MEX/1y IPOU3BOACTBEHHBIMH IIUKJIAMH C UCIIOJIb30BAaHUEM BAJIMIMPOBAHHBIX METO/IOB.

23. (17) Homyckaercs npou3BOACTBO MUKPOOPTraHM3MOB B KOHTPOJIMPYEMBIX 30HAX IPH yCIOBUH,
YTO OHO OCYIIECTBJISIETCS B MOJHOCTBIO 3aKPHITOM M TEPMHUYECKH CTEPUIM3YEMOM 00OpYHIOBaHHHU, a BCE
COCJMHEHUS TIOCNe 3aBepIIeHUs paboThl M Tepes pa300pKON TakkKe IOABEPraloTcs TEPMHUYECKOU
crepuin3anuu. JlonyckaeTcsi BBIIOJIHEHNE COEIUHEHUM MO/ JOKAJIbHBIM JaMUHAPHBIM ITIOTOKOM BO3yXa
IIPU YCIOBUH, YTO UX KOJIMUYECTBO OTPAaHUUYEHO, UCIOJIb3YIOTCS COOTBETCTBYIOIINE ACENTHUECKUE METOBI
U OTCYTCTBYET OIACHOCTb YyTeukHu. [lapameTpbl mnpouecca CTEpUIU3aLUM, MCIONb3YEMOIO MEPEN
pa3b0pKOi COENMHEHUH, MOJKHBI MPOWTH BaIMIAIMIO JUISI BCEX HCIOJIb3YEMBIX MHKPOOpPraHu3MoB. B
npejenax OAHON 30HBI pa3HbIE MPOAYKTHI MOTYT OBITh 3arpy’KeHbl B pa3Hble OMOPEAaKTOPHI TOJIBKO MPH
OTCYTCTBUHM PHUCKA CIy4yailHOH mepekpecTHOM koHTamuHanuu. OfHako paboTa ¢ MUKPOOpPraHU3MaMH, K
KOTOPBIM TPEIbABISAIOTCS 0coOble TpeOOBaHMS M30JSLMH, JOJDKHA BBIMOIHATHCS TOJNBKO B 30HAX,
CIEIMAJIBHO BBIJEIIEHHBIX AJIS TAKOM MPOTyKIUH.

24. (18) B nomMenieHusIX 1uist coAepkKaHUs )KUBOTHBIX, IPEHA3HAYEHHBIX ISl UCTIONIb30BaHMs (MU
UCTIOJBb3YEMBIX) B MPOMU3BOJCTBE, HEOOXOIUMO MOANEPKUBATH PEKUM H30JIMPOBAHHOW M (MIJIM) YHCTOM
30HBI. Takue momeneHust JODKHBI OBITh OT/AEICHBI OT MOMEUICHUN ISl COACPIKAHUS IPYTUX KUBOTHBIX.
[Tomemienus1, rae comepx arcsl KUBOTHBIE, MCIOIb3yEMbIE JUIsl KOHTPOJII KauecTBa MPOAYKLHU (B TOM
qHcie ¢ MPUMEHEHHEM MATOTeHHBIX MHKPOOPTaHU3MOB), JOJDKHBI OBITH COOTBETCTBYIOLIMM 0Opa3zoM
U30JIMPOBaHBI.

25. (19) doctyn B mpOW3BOACTBEHHBIE 30HBI MOXKET# UMETh TOJBKO PAOOTHUKHU, UMEIOIIUE HA ITO
paspemienne. Heo0XxoauMo UMeTh SICHYI0O M KPaTKyl0 MHCTPYKIHMIO IO PEXHMY JOCTyNa B
IIPOU3BOJCTBEHHBIE 30HBI, KOTOPYIO PEKOMEHIYETCS BBIBECUTDH Ha CTEHE.

26. (20) JloxymeHTanus, coaepKamiasi JaHHbIE O MPOU3BOJACTBEHHBIX TTOMEIIEHUSX, JTOKHA OBITH
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JIOCTYIIHOM B COCTaB€ OCHOBHOTO JIOCHE ITPOU3BOJACTBEHHOM IIIOMIAIKH.

27. JlomxHa ObITH 00ecrieueHa COOTBETCTBYIOMIAS IETATH3AIIHS TIPU OIMMMCAHUU TTPOU3BOJICTBEHHBIX
YYaCTKOB M 3/1aHW# (ITyTeM BKIIOYEHUS IJIAHOB NMOMEIICHUH U UX SKCIUTUKAIIMH ), HA3HAYCHHS U YCIOBUI
WCIIOJIb30BAaHUsI BCEX IMOMEIICHUH, a TaK)Ke BUJOB OHMOJOTHYECKHX areHTOB, C KOTOPHIMH IPOBOJIUTCS
pabota. JIomKHBI OBITH YE€TKO O0O3HAUEHBI TAKXKE HAIPABJICHUS JBIDKCHUS TEPCOHANA W TPOMYKIIHH.
HeobOxomuMo yka3aTh BHIBI JKHBOTHBIX, COJCPIKAIIUXCS B BHBApUAX WM APYTUX TMTOMEHICHHUSX
MPOM3BOJCTBEHHON IUIOMIAJKK, a TakKe BHUIBI PabOT, BBIMOJHSAEMBIX BOJM3M TMPOU3BOJACTBEHHOTO
y4acTka.

28. [1naHpl U30JUPOBAHHBIX U (WJIM) YMCTHIX MOMEIICHUNW W 30H JOJKHBI COAEPKATh OMUCAHUE
CXEeMbl BEHTWIALUU C yKa3aHWEM MECT MPHUTOKA W BBITSDKKH BO3AYXa, MCIOJB3YEeMbIX (DHIBTPOB U UX
cneun(uKanuii, KpaTHOCTEH BO3AyXooOMeHa M mepemnanoB AaBieHHs. HeoOxoaumo ykazaTh, MEXIY
KaKUMU IOMEIICHUSIMH MTPETyCMOTPEH MOHUTOPHUHT TIEPEeTajia JaBIeHUs C IIOMOIIBI0 MAHOMETPOB.

IV. O6opynoBanue

29. (21) Ucnonbzyemoe 000pyJOBaHUE JTOJKHO OBITH CKOHCTPYHPOBAHO U CMOHTHPOBAHO TAKHM
00pa3om, YTOOBI COOTBETCTBOBATH TPEOOBAHUAM JJISl KQXKIOTO BUAA MPOLYKILIUH.

30. Ilepen BBOIOM OOOpYZOBaHHUS B SKCIUTyaTallMIO OHO JOJDKHO MPONTH KBaTM(PUKALUIO H
BaJIMJAIMIO, A 3aTEM IIPOXOAUTH PETYJIAPHOE TEXHUYECKOE 00CITy)KUBAaHUE U TIOBTOPHYIO BATHIAIIHIO.

31. (22) ObopynoBaHue NOHKHO OO0ECIEUMBATH YIOBIECTBOPUTEIBHYIO MEPBUYHYIO H3OJISLIUIO
OMOJIOTHYECKUX areHToB. KOHCTPYKIMS M MOHTaX OOOpPYJOBaHUS MOJDKHBI TPU HEOOXOAMMOCTH
o0ecreynBaTh €ro Jerkyio 1 3h(HeKTUBHYI0 JeKOHTAMUHALIMIO U (WJIN) CTEPUITH3ALIHIO.

32. (23) KoHCTpyKuMsi ¥ MOHTaX 3aKpbITOrO OOOPYAOBaHHS, HCIOJIb3YEMOro IJisi TMEePBUYHOM
M30JIIUN OMOJIOTMYECKHX areHTOB, JOJDKHBI IMpeAyCcMaTpUBaTh NPEJOTBPAILICHUE YTEUeK, 00pa3oBaHMA
Karesb U a3po30Jen.

33. BBOIBI U BBIBOJBI Ta30B JOJDKHBI OBITH 3AIIMIICHBI TaKMM 00pa3oM, YTOObI oOecreyrBaTh
HY)KHYIO CTENEHb M3OJSLUHM, HAlpUMeEp, IIyTeM HCIOJb30BAaHUS CTEPUIM3YIOMHUX TUIPOPOOHBIX
(GUIBTPOB.

34. JInga momauM WM yNAJEHUS MaTepUAIIOB HEOOXOAWMO UCIIONIb30BaTh CTEPUIIN3YEMYIO
3aKpBITYIO CUCTEMY JINOO COOTBETCTBYIOIUIHME YCIOBUS JJAMUHAPHOTO MTOTOKA BO3TyXa.

35. (24) Ilpu HEOOXOOMMOCTH TEpes UCIOIb30BaHUEM 000pYyNOBaHHME JTOHKHO CTEPHIIN30BATHCS
NPENOYTUTEIBHO CYXUM IapoM IOJA JAaBleHHEM. J[pyrue Meronbl MPUMEHUMBI B TOM CIIydae, eCiH
CBOMCTBa 000PYAOBaHMS HE JIOIMYCKAIOT €0 CTEPUIIM3ALUIO TapoM. BaxkHO He pOmyCTUTh IIpU 00paboTKe
TaKue BUIbI 000pyI0BaHUSA, KaK HEHTPU(YTH U BOJSHBIC OaHH.

36. ObopynoBaHue, UCHOIB3YEMOE JJIsI OUYUCTKH, pa3JesieHHUs] WIN KOHIECHTPHUPOBAHUS, JOJKHO,
KaK MUHUMYM, CTEPHIIN30BaThCS WIN Je3UH(PHUINPOBATHCS MPH IEPEX0JIe OT UCIIOIb30BaHUs OHOTO BU/IA
npojaykTa K npyromy. Heobxoammo mcciaenoBath BAMSHAE METOIOB CTEPUIM3AlMU Ha 3 (HEKTUBHOCT U
BaJIMJAIIMOHHBIN CTaTyC 000PYAOBaHUS C LENIBIO ONPEIEICHUS] CPOKa €ro SKCIUTyaTalHH.

37. Bce MeTobI CTepUIIH3AIMU JOJKHBI ObITh BaJHIUPOBAHbI.

38. (25) Kouctpykuus oOOpynoBaHHs MJOJDKHA MCKIIOYATh BO3MOXHOCTH IEPEIyThIBAaHUS
Pa3IUYHBIX OPTaHU3MOB MJIH MPOAYKTOB. TpyOonpoBOb, KianaHbl U (GUIBTPHI JOIDKHBI MAPKUPOBATHCS B
COOTBETCTBHUH C MX Ha3HAUYCHHEM.

39. J11st KOHTEHHEpOB ¢ MHPHUIMPOBAHHBIMU U HEMH(PHUIIMPOBAHHBIMU MaTepHallaMH, a TaKKe, KaK
MPaBUJIO, JUISl Pa3IMYHBIX OPraHU3MOB MJIM KJIETOK HEOOXOJMMO HCIOJIb30BaTh OTJENIbHbIE MHKYOATOPHI.
Conepxanre B OJHOM HHKyOaTope 0ojee OJHOrO THIa OPraHM3MOB MJIM THUIA KIJIETOK JOIyCKaeTcs
TOJILKO B CIIyyae MPHUHATHS HEOOXOAMMBIX MEp MO T'epMETU3alUH, TOBEPXHOCTHON EKOHTAMUHALIUU H
pa3geneHuio KoHTeWHepoB. Cocyasl € KyJbTypaMH U TPOYHM COJACPXKHUMBIM JTOJDKHBI  OBITH
IPOMapKUPOBaHbl UHAWBUAYANbHO. OUHUCTKA M JE3UH(EKIHS 3TUX COCYIOB U MHKYOAaTOPOB MOTYT OBITH
3aTpyIHEHBI U TPeOOBATh 0COOOTO BHUMAHHS.
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40. KoHCTpyKuusi M TOPSAOK SKCIUTyaTallud OOOpYJOBaHUS, HCIOJIB3YEMOIO Uil XpaHCHHS
OMOJIOTHYECKUX areHTOB MJIHM MPOAYKTOB, JOKHBI HCKITIOYATh JII000E BO3MOXKHOE MEPEIyTHIBAaHHE.

41. Bce xpansmuecs: 00pa3ibl JODKHBI UMETh YETKYIO M OJHO3HAUHYIO MAPKUPOBKY U HAXOJIUTHCS
B KOHTEHHEpax, 3aIIMIIEHHBIX OT YTEUKH. 3amachl NOCEBHBIX KYJIBTYp KIETOK M OPraHU3MOB JOJIKHBI
XPaHHUTBHCS B CIIELUAIBHO MTPEeIHA3HAYEHHOM 000pYI0BaHUH.

42. (26) Hexotopble Buabl 00OpyZoBaHUs (HampuMep, 0OOpyAoBaHHE, TpeOyroliee KOHTPOJIS
TEeMIepaTypbl) OJDKHBI OBITh OCHAIEHBl PETUCTPUPYIOIIMMHU YCTpPOHCTBaMH U (WJIM) CHCTEMaMH
curHanmzanun. Bo u3bexaHue OTKa30B Takoro oOOpYyIOBaHMS MPOU3BOIUTENH JOJDKEH COBMECTHO C
aHAJTM30M TEHJEHIMA B PErHCTPUPYEMBIX JAHHBIX OPraHU30BaTh CHUCTEMY MPOQUIAKTUYECKOTO
o0CITyKUBaHUSI.

43. (27) 3arpy3ka Juo(pUIBHBIX CYIIMIBHBIX YCTAHOBOK JIOJDKHA MPOUCXOIUTH B YUCTON M (MIIN)
M30JIMPOBAaHHOM 30He. Omepanyu 1O pasrpy3ke JTHOQWIBHON CYIIMIBHOW YCTaHOBKH TPHUBOIAT K
3arps3HEHUIO OKpY’Kalomled cpelbl. B CBA3UM C 3TUM NpHU HCIOJIB30BAaHUM JTHOQMIBHBIX CYHIMIBHBIX
YCTaHOBOK, OTKPBIBAIOLUXCS C OAHON CTOPOHBI, YACTOE MOMEIICHUE JOJKHO MPOUTH AEKOHTAMUHALMIO
70 TEpEMEIIEHN B 3Ty 30HY JPYrod CepuM NPOAYKLIMH, 3a UCKIIOYEHHEM CEpUM C OAMHAKOBBIMU
opranuzMamu. J[ByCTOpOHHHE JTHO(PWIbHBIE CYIIMIbHBIE YCTAHOBKM JIOJIKHBI CTEPUIIM30BATHCS IOCIIE
Ka)KJJ0TO LIMKJIA IIPOM3BOACTBA, €CJIM TOJIBKO OHM HE OTKPBIBAIOTCS B YHCTYIO 30HY.

44. Crepunu3zaiysi TMOQUIBHBIX CYIIMIBHBIX YCTAHOBOK JIOJDKHA MPOBOIUTHCS B COOTBETCTBUU C
nyHkramu 35 - 37 Hacrosimero Ilpunoxenus. B ciydae opranuzanuu pa®oT MO NPUHLIUIY OTAEIBHBIX
IIUKJIOB TIPOM3BOJICTBA X HEOOXOAUMO CTEPUIM30BaTh, 110 KpalHel Mepe, Mociie KaXI0To IUKIIA.

V. KuBoTHBIC M BUBAPpHHU

45. (28) OOmme TpeOOBaHUS K COACPKAHUIO KUBOTHBIX, MOMEIICHUSM s HHUX, YXOAy H
KapaHTHHY IIPUBEJECHBI B COOTBETCTBYIOIINX HOPMAaTUBHBIX IIPABOBBIX akTax Pocculickon denepanuu.

46. (29) BuBapuu JOKHBI OBITH M30JIMPOBAHBI OT APYTUX MPOM3BOJACTBEHHBIX MOMeIeHHH. OHM
JIOJDKHBI OBITH CKOHCTPYHUPOBAHBI C COOIIOACHNEM HEOOXOJMMBIX TPeOOBaHUIA.

47. (30) CanurapHO€ COCTOSIHHUE >KMBOTHBIX, HCIOJB3YyEMBIX B IPOU3BOJICTBE, HEOOXOAMMO
OLICHUBATbh, KOHTPOJIMPOBATh U PErUCTPUPOBaTh. ECiIM HOpMAaTUBHBIMM MPAaBOBBIMM akTaMu Poccuiickoit
denepay yCTaHOBIJICHBI MpaBHjIa OOpAIIEHUS C OTACIbHBIMH BHJAMH JKUBOTHBIX (HAarpuMep, JTUHUU
KHUBOTHBIX, CBOOOTHBIX OT MATOI'€HOB), TAKHE MPaBUIa JOJHKHBI COOIIOIATHCS.

48. (31) XuBoTHbBIE, OMONOTHYECKHE AreHThl U MPOBOJUMBIC HCIBITAHUS JOJDKHBI OBITH YETKO
UACHTU(UIIMPOBAHBI B COOTBETCTBUU C YCTAHOBJICHHOM CUCTEMOI BO M30eKaHNe pUCKa IEePEIyThIBAaHUS U
C LIEJIbI0 KOHTPOJISI BCEX BO3MOKHBIX BUJIOB OITACHOCTEH.

VI. le3unpexuus. YaajieHue 0TX010B

49. (32) He3undexuus u (UaM) yoaJeHHE TBEPABIX M KHUIKUX OTXOJOB MOTYT MMETh OCOOCHHO
BaXHOE 3HAYCHHUE IMPH MPOU3BOJCTBE MMMYHOOHOJIOTHYECKON MPOAYKUUHU. B CBA3M C 3TUM HEOOXOIHM
TIIATENbHBIA MOAXO0J K METOAaM M 00OpYJOBAaHHUIO, UCIOIB3YEMBIM ISl MIPEJOTBPALICHUS 3arpPs3HEHHS
OKpY’KaroIllel Cpeibl, a TAKXKE K MX BaJIUJALUN.

VII. IIpousBoacreo

50. (33) M3-3a mmpoxoro pasHOOOpa3usi MPOAYKLIMH, OOJBIIOrO KOJUYECTBA CTAIHi IpH
IMPONU3BOACTBE I/IMMYHOGI/IOHOFI/I‘-IQCKI/IX JICKApCTBCHHBIX MPCIIapaToOB IJId BETCPUHAPHOTO IMPUMCHCHUA U
XapakTepa OMOJIOTHYECKHX MPOIECCOB 0c000e BHUMAaHUE HEOOXOIUMO YAETSATh CTPOrOMY COOIIOICHHUIO
BAJIMAUPOBAHHBIX TCXHOJIOTHYCCKUX NPOUECCOB, MOCTOAHHOMY KOHTPOJIIO BCEX TCXHOJOTHUYCCKUX CTa,Z[I/Iﬁ
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MIPOM3BOJICTBA M MPOBEACHUIO KOHTPOJS B Ipolecce mpou3BoiacTBa. Ocoboe BHUMaHHME HEOOXOIUMO
00paTUTh HA HCXOJHOE ChIPbE, CPEIbl KYJIbTUBUPOBAHUS U UCIIOIB30BAaHUE CUCTEM MTOCEBHBIX KYJIBTYD.

VIII. UcxoaHoe cbipbe

51. (34) TpeGoBaHHs K HCXOAHOMY CBIPbIO JOJDKHBI OBITH ONPEAETCHBI B CHEIH(PHUKAIUAX.
Crenudpukanuu AODKHBI COAEpPXKaTh JaHHBIE O TIOCTABIIUKE, METOAC MPOU3BOJCTBA, €r0 MECTe
PaCTONIOKEHUS U BUJIAX JKUBOTHBIX, U3 KOTOPBIX MOJIYYEHO ITO UCXOHOE CHIPhE, a TAKIKE O CIOCO0ax ero
KOHTpOJIs. OCOOCHHYIO POJIb UTPAOT MUKPOOHOIOTHUECKUE METO IbI KOHTPOJIS.

52. (35) Pe3ynbTaThl MCHBITAHUNA MCXOMHOTO CHIPhSI JOJDKHBI COOTBETCTBOBATH CIICHU(DUKAIIHSIM.
Ecnu mpoBeneHre UCIBITAHUN 3aHMMAeT MHOTO BPEMEHH (HANpUMEpP, CBOOOJIHBIE OT CHEIM(PUUESCKHX
natoreHoB (SPF) siitia (3MOpHOHBI) MTHII), MOXKET BO3HUKHYTH HEOOXOIMMOCTH OOpPabOTKH HCXOIHOTO
CBIPBSI IO TIOJyYEHHUsI Pe3yIbTaTOB AHATUTHUECKUX HUCIIBITAHUNA. B 3TUX Cilydasx MonydeHue pa3perieHus
Ha BBIITYCK TOTOBOM MPOIYKITUH 3aBUCUT OT MOJOKHUTEIBHBIX PE3YJIbTATOB UCIIBITAHUS UCXOTHOTO CHIPBSI.

53. (36) Ocoboe BHUMaHHE HEOOXOIMMO YACNATH JaHHBIM O CHCTEME OOECTeueHHUs KadecTBa
MOCTABIIMKA IPU OIIEHKE COOTBETCTBHSI HCTOYHHKOB CBIPhSI M MaTepUATIOB U OO0bEMEe HCIBITAHUH,
TpeOyeMBIX TPU IPOBEJICHUH BXOJHOTO KOHTPOJIS KaueCTRa.

54. (37) lIpu HanMuuu BO3MOXKHOCTH HEOOXOIUMO CTEPUIM30BATH UCXOJHOE CHIPbE TEPMUUYECKIM
MeToioM. JlomycKaeTcsi UCIONB30BaTh U JAPYTHe BAMAUPOBAHHBIC METObI, HAPUMEP, HOHU3UPYIOIIEe
U3ITyYeHUe.

Cpeabt

55. (38) PocToBbie CBOMCTBA cpell JOKHBI 3apaHee MOATBEPKAATHCS COOTBETCTBYIOLIUM 00pa3oM.

56. (39) IIpennmoyTturenbHO, YTOOBI Cpelbl CTEPUIM30BAIMCH HAa MECTE WM Ha JIMHUM.
[IpeanoYTUTENbHBIM SIBISICTCSA METOJ] TEPMHUYECKOW cTepuin3auuu. ['asel, cpeabl, KHCIOTHI, IIEJIOYH,
MICHOT'ACUTEIU U JIPYTUE BEIECTBA, BBOJUMBIE B CTEPUIILHBIN OMOPEaKTOp, JOJKHBI ObITh CTEPUIIbHBIMU.

CucremMa nmoceBHBIX KYJbTYPp K 0aHKOB KJIETOK

57. (40) [1ng npeoTBpalieHHs] HEXENATENbHOIO U3MEHEHHS CBOMCTB, KOTOPOE MOXKET IPOU30MTH
BCJIEJICTBHE MHOTOKDATHBIX IE€PECEBOB WM  OONBIIOrO  4YHCiIa TEHepauud, MpPOU3BOJCTBO
MMMYHOOHOJIOTHUECKUX JICKAPCTBEHHBIX MPENapaToB Uil BETEPUHAPHOTO NMPUMEHEHUS, NOTyYaeMbIX U3
KYJIbTYp MHUKPOOPTaHH3MOB, KYJIbTYp KIETOK, TKaHEW WJIM Pa3MHOXEHHEM B 3MOPHOHAX WM KHBOTHBIX,
JOJKHO OBITH OCHOBAHO HAa CUCTEME MOCEBHBIX KYJIBTYp MM OAHKOB KJIETOK.

58. (41) KonnuecTBo reHepanuii (y1BOeHHMH, maccaxeil) MeX 1y IOCEBHON KyJIbTYpOl Win OaHKOM
KJICTOK ¥ TOTOBOW MPOIYKIMEH JOKHO COOTBETCTBOBATH TPEOOBAHUSAM PETUCTPAIIMIOHHOTO J0ChE.

59. (42) IloceBHbIe KyJNbTyphl U OaHKH KJIETOK HEOOXOIMMO pa3nuyaTb U KOHTPOJIUPOBATH Ha
OTCYTCTBHE KOHTAMHMHAHTOB. J[Js1 HOBBIX IOCEBHBIX KYJBTYp JOJDKHBI OBITH YCTAHOBIEHBI KPUTEPUU
npuemieMoctd. [loceBHble KyJnbTyphl M OaHKM KJIETOK JIOJDKHBI CO3/1aBaThCs, COAECPKATbCA H
UCTIOJIB30BATECS TaKUM O0pa3oM, YTOOBI CBECTH K MHUHMMYMY PUCK MX KOHTaMUHAIIMM WK JIIOOOTO
u3MeHeHus. [Ipu co31aHUM MOCEBHBIX KyJIbTYp MM OAHKOB KJIETOK HE JOMYCKAeTCs OJHOBPEMEHHAS
paboTa B TOil jx€ 30He MM TOTO XKe IMepCoHala ¢ APYTUMH KUBBIMU WIH MHOUIUPYIOIIUMHU MaTepHaIaMu
(Hanpumep, BUPYCaMU WIH KJIETOYHBIMU JTMHUSIMHU).

60. (43) CozpaHue TOCEBHOW KyJIbTyphl WM OaHKAa KIETOK HEOO0XOIUMO MPOBOIUTH C
COOJIFOJICHHEM YCTAaHOBJIEHHBIX TPEOOBAaHUI K MPOU3BOJCTBEHHON Cpesie /sl 3alIUThl TOCEBHBIX KYJIbTYp
u 0aHKa KJIETOK, a TaKke padOoTaIoIIero ¢ HUMU MepCOHaNIa M OXPaHbl BHELITHEH OKPYIKaIOIIECH Cpebl.

61. (44) Ilpoucxoxnaenue, ¢opmMa U YCIOBHS XPAaHEHHS ITOCEBHBIX KYJBTYp JOJKHBI OBITH
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MOJTHOCTBIO OMHCAaHBl B COOTBETCTBYIOLIEH JOoKyMmeHTanmuu. Heo0XoamMo HMeTh [0Ka3aTeiabCTBa
CTaOMJIBHOCTH M BOCIIPOM3BOJMMOCTH TIOCEBHBIX KYJBTYP M KIETOK. EMKOCTH Al XpaHEHUsS JOJDKHBI
ObITh TEPMETHYHO 3aKpPbITHI, YETKO MAapKUPOBaHBI M XPaHUThCA NpuU TpedyeMoil TemmepaType.
[Tpou3BouTENH JOMKEH KOHTPOIMPOBATH YCIOBHS XPaHEHUS! TOCEBHBIX KYJIBTYp U KiIeToK. Heobxonumo
BECTH TIIATEIBHBIM YUYET KaXA0r0 XpaHALIErocs KOHTEHHepa.

62. (45) K pabote ¢ maTepuasoM JOIyCKAarOTCA TOJBKO CIEIUATbHO Ha3HAUYEHHBbIC PAOOTHHKH.
PaboTa nomkHa MPOBOAMTHCS MO KOHTPOJIEM OTBETCTBEHHOTO JiMIAa. Pa3miuHbie IOCEBHBIE KYIbTYPHI U
0aHKM KJIETOK HEOO0XOIMMO XpaHUTh TakuM 00pa3oM, YTOObI HE JOMyCKaThb IEperyThIBAaHUS WIN
NEPEeKPECTHOM KOHTaMHUHAIIMH. PeKoMeHIyeTcs pa3esiaTh IOCEBHBIE KyJIbTYphl U OaHKU KJIETOK U pa3HbIe
YaCTU XPAHUTh OT/IEIBHO BO U30€KaHHE UX NMOJTHOM YTPaThl.

IpuHOMIBI padoThHI

63. (46) B xome TEXHOJIOTHYECKUX MPOLIECCOB HEOOXOAUMO M30eraTb WiIH CBOAUTH K MUHUMYMY
oOpa3oBaHMe Kameiab WM TMeHbl. [lporecchl neHTpuyrupoBaHUs WM CMEIIMBAaHUS, KOTOPBIE MOTYT
NPUBECTH K 00Pa30BaHUIO Kamellb, JOJDKHBI TPOBOJUTHCS B M30JIMPOBAHHBIX €MKOCTSAX MM B YHUCTHIX H
(M) M30TMPOBAHHBIX 30HAX BO U30EKaHHUE MEPEHOCA )KUBBIX OPTaHU3MOB.

64. (47) CayuaiiHple TpPOJMBBI >KUIKOCTEH, OCOOCHHO COJCpXKAIIUX IKUBBIC OPTraHU3MBI,
HE00X0IUMO OBICTPO M OE30MaCHBIM CHOCOOOM JIMKBHIUPOBATh. JIsI KaXI0ro THIIa MHUKPOOPTaHH3MOB
JOJDKHBI  MCIIONIB30BAaThCA  BAJUAMPOBAHHBIC MPOLEAYphl JAeKOHTaMuHaimu. [Ipu  Hcmosib30BaHUM
Pa3NIUYHBIX IITAMMOB OAKTEPHI OAHOTO BUAA UM OYCHb IMOXOKUX BHPYCOB MpOIeIypa AeKOHTAMUHAIH
MOKET OBbITh BaJUAMPOBAHA B OTHOLICHHM TOJIBKO OJHOTO W3 HUX TPU OTCYTCTBUHM CYIIECTBEHHBIX
pa3iInyuil B yCTOMYUBOCTU K BO3JACUCTBUIO JEKOHTAMUHALIMHY.

65. (48) Omepanuy, BKJIIOYAOUIME B ceOs MepeMelIeHHe TaKUX MaTepHalioB, KaK CTEpUIIbHBIC
Cpeabl, KyJIbTYpbl WM IPOAYKTHI, JOJDKHBI IPOBOJIUTHCS B MPEABAPUTEIHHO CTEPUIIN30BAHHBIX 3aKPBITHIX
cucremax. Ecnu 3TO HEBO3MOXKHO, ONeEpalfy M0 MEPEeMELICHUIO MaTEepPUaoB JODKHBI MPOBOAUTHCS B
JAMHHAPHOM IMTOTOKE BO3/yXa.

66. (49) JloGaBienue cpea UK KyJIbTyp B OMOPEaKTOPHI U IPYTHe COCY/IbI TOJIKHO POBOJUTHCS B
TIIATEIbHO KOHTPOJHPYEMBIX YCIOBHUSX, 00€CIEUNBAIONINX HEBO3MOXXHOCTh BHECEHHS KOHTAaMHUHAHTOB.
[Tpu no6aBneHNH KyJIbTYyp HEOOXOIMMO TIIATEIHHO MPOBEPATH MPABHILHOCTh COSAUHEHHSI COCYI0B.

67. (50) Ilpu HeoOXomuMOCTH (HampuMep, Koraa JBa U Oosee (hepMEeHTaTopa pacroyiOKEHb B
OJTHOW 30HE) OTBEPCTHsI AJiI 0TOOpa MPOoO M BHECEHHUs T00ABOK U COCIUHUTEIBHBIE JIEMEHTHI JOJKHBI
CTEpHIIN30BaThCs NapoM (TIociie MOACOeIMHEHHS, TIepel Tofaueii MpoayKTa U nepea oTcoeTuHeHneM). B
APYTUX CIAydasx AOMYCKAeTCsl XUMUYecKas Je3NH(EKIHs BXOJIHBIX OTBEPCTUH U 3aIlUTa COSAMHEHUH M0
JAMUHAPHBIM [TOTOKOM BO3/yXa.

68. (51) OO6opynoBanue, mabopaTopHasi IOCYy/a, BHEIIHHE IOBEPXHOCTH KOHTEHHEPOB ¢
NPOAYKIHUEH U Apyrue MoAoOHbIe MaTepHasbl Mepe] NepeMeIleHueM U3 W30JIMPOBAaHHON 30HBI JOJKHBI
ObITh JE3MH(PUUIUPOBAHBl C HCIOJB30BAHUEM BaJHIUPOBAHHOTO Merona. Ocolyio mpobiemMy MOXKeT
BBI3BIBATh BEJEHHE JOKYMEHTAllMM Ha CEpPHI0 MPOAYKUUH. TOJBKO aOCONIOTHBIA MHHHUMYM
JTOKyMEHTAIUH, He0OXOAUMOM JIst cobmoaenus: TpeboBanuii Hactosiux [IpaBui, MOMKEH MOCTynaTh B
pabouyro 30HY U MokuaaTh ee. [Ipu SBHOW KOHTaAMHMHAIMK (HAIpUMEp, KaIJIIMH WM a3pO30JISIMH) WIH
OpU  HWCHOJB30BAHMM  HK30TMYECKHMX  MHUKPOOPraHM3MOB  OyMakHas  JOKyMEHTAlMs  JIOJDKHA
Ne3MH(PUIUPOBATHCS B LUTIO3€ ISl TIepeMeleHHsT 000pYJOBaHUS WM TEepelaBaThCsl C MCIOJIb30BaHUEM
¢doroxonuu uinu Qakca.

69. (52) XKunkue umu TBEpAble OTXOJbI, TAKUE KaK CKOpIJIyMa Iocie oTOopa MaTepualia U3 SHIl,
OJTHOpa30Bble OyTHUIN VIS KYJIbTYp, HEXKENAaTeIbHbIC KYJIbTYPbl HIIM OHOJIOTUYECKHE areHThl HEOOX0JMMO
CTepUJIN30BaTh WM JAEC3MH(DUIUPOBATh Mepel WX yJaJeHHeM W3 H30JUPOBAaHHON 30HBI. B HEKOTOpPBIX
Cllydasix TPUEMIIEMBIMH CYHMTAIOTCS W JIpPyrHeé METOJbl, HAlpHUMEp HCIOJIb30BaHUE TI'€PMETUYHBIX
KOHTEIHEPOB WIIK TPYOOIIPOBOIOB.
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70. (53) IlpousBomuTenb IOMKEH OCYLIECTBIATh THIATENBHBIM KOHTPOJIb TOTO, 4YTOOBI B
MIPOM3BOJICTBEHHYIO 30HY IOMAJalld TOJBKO T€ MPEAMEThI, MaTepHUaibl, B TOM YHCIE JOKyMEHTAIHs,
KOTOpBIE OTHOCATCA K MPOM3BOJUMON MNpOAYKIMHU. [l KOHTPOJIS 3a COOTBETCTBHEM KOJIMYECTBA
BHOCHMBIX U BHIHOCHUMBIX MPEAMETOB M MaT€pPHaIOB BO M30€kKaHNE UX HAKOIUICHUS B IPOU3BOJCTBEHHOM
MIOMEIICHUH JI0JKHA JeWCTBOBATh CUCTEMA YUeTa.

71. (54) Tepmocroiikue mpeaMETbl U MaTepuajbl JOJKHBI MOCTYNATh B YUCTYIO WIM YHUCTYIO
M30JIMPOBAHHYIO 30HY Yepe3 MPOXOTHbIC aBTOKJIABBI MIIM CYyX0KapOBbIe NeYH. YyBCTBUTENIBHBIE K HATPEBY
IpeaMeThl M MaTepHalibl JOJHKHBI MOCTYINATh Yepe3 BO3AYIIHBIA MUTI03 C OJIOKUPYEMBIMH JBEPSIMH, T
3TH TpPEAMETHl U MaTepuaibl MOJABEpraioTcs ne3uHekinun. Jomyckaercs crepuin3anus MNpeIMETOB H
MaTepHaJIOB B JAPYTrOM MECTE, €CJIM OHM IMOCTYMHAlOT Yepe3 LUI03 B ABOWHOW 000JI0UKe ¢ COOMIOIeHUEM
HEOOXOIUMBIX MEp MPETOCTOPOKHOCTH.

72. (55) IlponsBoauTenp MOIKEH NMPUHUMATh COOTBETCTBYIOIIME MEPBI MPEIOCTOPOXKHOCTU BO
n30exaHnue KOHTAMUHALIMY WK MIEPENyThIBaHUS KYJIbTYpP KJIETOK WJIM MUKPOOPTaHU3MOB Ha MPOTSKEHUH
nepuosna HMHKyOauuu. HeoOXxoaumo yTBEpAUTh METOAMKY OYHCTKH W JI€3MH(EKUUH HHKYOAaTOpOB.
Konrelinepsl, Haxoas1Mecss B KHKy0aTopax, JOJKHBI ObITh YETKO M TIIATEIbHO MapKUPOBAHBI.

73. (56) B ogHOM NOMEIIEHNUH JOMYCKAeTCs OAHOBPEMEHHOE IPOBENEHUE ONEpALUil TOJBKO C
OJTHUM >XHBBIM OMOJIOTHYECKMM areHTOM 32 MCKJIIOUEHHEM ONepaluii Mo CMEIIMBAHUIO M MOCIEAYIOIeH
(hacoBKe WM MIPU MCIIOIB30BAHUHU MOJIHOCTBIO 3aKPBITHIX CUCTEM. B MpoMexXyTKax Mex1y onepanusMu ¢
Pa3NUYHBIMH JKUBBIMUA OMOJIOTHYECKMMHU areHTaMH MPOW3BOACTBEHHBIC TTOMEIIECHUS JO0JDKHBI POXOIUThH
Ne3uH(EKIHIO.

74. (57) IlpomykTel JOJKHBI WHAKTHUBHPOBATHCA IIyTeM J0OABJICHUS HMHAKTHBaTOpa C
MOCTIeIYIOIUM TIIATeIbHBIM NepeMernBanieM. [locie 3Toro cMech JOKHA MEPEHOCUTHCS BO BTOPOM
CTepHJIbHBIA COCY/ 3a HCKIIIOYCHHEM CIIy4aeB, Korga ¢opma M pasMep cocyla MO3BOJISIIOT €ro JIETKO
NEPEeBOPAYMBATh M BCTPSAXMBATH TaKMM OOpa3oM, 4TOObI BCE BHYTPEHHHE IOBEPXHOCTH CMAYMBAJIHCh
KOHEYHOW CMEChIO KyJIbTYphl U HHAKTHBATOPA.

75. (58) Cocynpl, coaepraiye MHAKTUBUPOBAHHBIM NPOAYKT, HE JOIYyCKAaeTcs OTKpbIBaTh. M3
3THX COCYOB TaK)K€ HE JOMYyCKaeTcsi 0OTOMpaTh MpoObl B 30HAX, TJE COJEpIKATCS )KUBbIE OMOIOTMYECKHE
areHThl. Bcio mocnemyronryio oO0paboTKy HMHAKTHBHPOBAHHBIX MPOIYKTOB HEOOXOAMMO MHPOBOIUTH B
YHUCTBIX 30HaX KiaccoB A m B mnm B 3akpeiToM 00OpYIOBAaHWH, CHEIMATBHO IMPEIHA3HAUCHHOM [T
WHAKTHUBHPOBAHHBIX MPOTYKTOB.

76. (59) Heobxomumo ynemsiTb 0co00€ BHUMAHUE BaIHIAIMKA METOJOB CTEPUIH3AINH,
ne3uH(EKINHY, YIaTeHUsI BUPYCOB U X MHAKTHBALIUH.

77. (60) HanonHeHue AOMKHO MPOBOAUTHCS B TEUEHUE KaK MOXKHO 00JIee KOPOTKOTO MPOMEKYTKa
BPEMEHU IOCTIe 3aBEPILICHHs MPOU3BOACTBEHHBIX ornepauuii. EMKocTH ¢ HepacdacoBaHHON MpOayKIUeH
70 Hayajia ONepaluy HAIMOJHEHHS JOJDKHBI OBITh TEPMETHYHO 3aKPBITHI, COOTBETCTBYIOIIMM 00pa3oM
MapKHPOBAHBI U XPAHUTHCS MPH YCTAHOBIICHHBIX TEMIIEPATYPHBIX YCIOBUSX.

78. (61) IlpousBogurtenb JOKEH pa3padoTaTb CHCTEMY, OOECIEYHBAIONIYI0 KOHTPOJb
LEJIOCTHOCTH ¥ TePMETHYHOCTH YIAaKOBOK MOCJIE HATIOJTHEHUSI.

79. (62) ®nakoHbI, COAEpKAIINE >KUBBIE OHUOIOTUYECKUE AareHTHI, TOJKHBI OBITh 3aKPBITHI
KPBILIKAaMH TaKUM 00pa3oM, YTOOBI MCKJIIOYUTH BO3MOXKHOCTh KOHTAMUHALIUU JAPYTOW HPOXYKIUH WIH
MIPOHUKHOBEHUE KUBBIX ar€HTOB B IPYTHE€ 30HbBI UM BO BHELIHIOIO CpEy.

80. (63) Mexny HaloOJHEHHEM IEPBUYHBIX YINAKOBOK, MX MApKUPOBKOM M YNAKOBKOW IIO
Pa3NUYHBIM MIPUYUHAM MOXET MPOMTH OIpeeseHHBI MPOMEXYTOK BpeMeHHu. [Ipou3BoanTeNb JT0JKEeH
YTBEpAUTH TPOLEAYPHI, OMNHCHIBAIOIIME TMOPAJOK XpAaHCHHS HEMAapKUPOBAHHBIX KOHTEHHEPOB I
NPEJOTBPALICHUS BO3MOXHOCTH MX TIEpelmyThIBAaHUS W 00eCleurBaloOuIfe HaJUIekKallue YCIOBHA
xpaHenus. Ocoboe BHUMaHNE HEOOXOIUMO yIIENATh XPAaHEHUIO TEPMOJIAOUILHON M CBETOUYBCTBUTEIBHOM
npoaykuuu [IponsBoauTens J0KEH YCTAaHOBUTD TPEOOBAHUS K TEMIIEPAType XpaHEHHS.

81. (64) Ha xaxmoii TEXHOJIOTHYECKOW CTaguk HEOOXOAMMO TMPOBOJUTH COIOCTABICHHE
(aKTHUECKOr0 M OKUAAEMOro BBIXOJa MPOAYKUMHU. Bce cyliecTBeHHBIE OTKIOHEHHS JOJDKHBI OBITh
paccieioBaHbl.
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IX. KonTpoJb kayecTBa

82. (65) B obecnieueHnu cTabMIBHOCTH KayeCTBa MMMYHOOHOJIOTMYECKHX JIEKAPCTBEHHBIX CPE/ICTB
oco0oe 3HaueHHE HMMEET KOHTPOJb B IMpOIEcce IMPOU3BOACTBA. BHIBI KOHTpOJS, KOTOpPbIE HMEIOT
peliaroniee 3Ha4YeHUE [T OLEHKU KadecTBa (HampuMmep, KOHTPOJIb Ha OTCYTCTBUE BUPYCOB), HO HE MOTYT
ObITh TPOBEJICHHl B OTHOIIEHWHM TOTOBOM NPOMYKIHMH, JOJDKHBI BBIOMHATHCA Ha OAHOM U3
MPEIIECTBYIONINX CTa Ui MPOU3BOICTBA.

83. (66) 1y MOBTOPHOTO MPOBEACHUS KOHTPOJIS KAUECTBA CEPUN MTPOLYKIIMM WM MOATBEPKICHUS
pe3yJabTaTOB TAKOTO KOHTPOJS MOXKET BO3HUKHYTH HEOOXOIMMOCTh XPaHEHHUs JOCTaTOYHOro oObema
00pa31oB MPOMEXYTOUYHBIX TPOAYKTOB IIPH COOTBETCTBYIOIIUX YCIOBHSIX.

84. (67) MoxeT BO3HUKHYTH HEOOXOJUMOCTH HEHPEPHIBHOIO KOHTPOJIL HapaMEeTpoB B XOJIE
mporecca MPOU3BOJICTBA (HANpUMEp, HENPEPHIBHOTO KOHTPOJIS (U3UYECKUX MapaMeTpoOB B XOJe
dbepmeHTanuN).

85. (68) Ilpum HempepblBHOM KyJbTUBHUPOBAHUU OHOJOTMYECKONH NPOAYKIUH HEOOXOIMMO
co0JroaTh crenuaibHble TPEeOOBAHUS K OPraHU3aIMM KOHTPOJIS KauecTBa MPOAYKLIUH.

Hudopmarus 06 H3MEHEHHSX:

Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
IIpuniaoxenne N 6
K [IpaBunam Hamekamen
NPOU3BOJACTBEHHON MPAKTUKH

HpOI/I3BOZ[CTBO MCIUIIMHCKHUX I'a30B

C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
L. ITpuHuun

1. Hacrosimmee IIpuioskeHue peryiaupyeT NpPOHM3BOJICTBO Ta30B Kak (hapMaleBTHUECKUX
cyocranmuii (®C) 1 mpou3BOACTBO ra30B ISl MEIUIIMHCKOTO MPUMEHEHUS (faliee - MEAUIUHCKHIE Ta3bl).
[Tpon3BOCTBO MEIUIIMHCKHX TIa30B, OTHOCSIIMXCS K JIEKAPCTBEHHBIM CpEJICTBAM HEOO0XOJIUMO
OCYLLIECTBIIATH COTIACHO COOTBETCTBYIOIIMM HOPMATUBHBIM IIpaBOBLIM akTaM Poccuiickoit denepanun.

2. Hacrosimee [lpunokeHne He pacrpoCTpaHseTCs Ha MOJMy4YeHHE W OOpaleHHe MEIUIIMHCKUX
ra3oB B MEIMLMHCKMX OpraHu3alusiX, €CJIM TakoW TMpolecc He SABISETCS MPOMBIIIIECHHBIM
IIPOU3BOJCTBOM.

3. Pasrpannuenue Mexay npousBoactsoM ®C u nmpou3BOACTBOM JIEKAPCTBEHHBIX IPENapaToB
JOJDKHO OBITh YETKO OMPEAENICHO B KaXJIOM PETUCTPAIIMOHHOM jaoche. OOBIYHO CTaAMK MPOU3BOJCTBA U
OUUCTKU ra3zoB OTHocATcd K mnpou3BoacTBy PDC. ['a3pl OTHOCATCA K JIEKAPCTBEHHBIM IIpenaparaMm C
MOMEHTA [IEPBOT0 COXPAHEHMs ra3a, IPEeIHA3HAYEHHOIO U1 TAKOTO UCIOIb30BaHUS.

4. B HCKIIOUUTENBHBIX CllydasX HENpPEpBIBHBIE IPOLECCHI, € HEBO3MOXKHO ITPOMEKYTOUHOE
XpaHeHue raza Mexay npousBoacTBoM @C U MPOU3BOJACTBOM JIEKAPCTBEHHOTO Iperapara, Heo0X0IuMo
paccMaTpuBaTh Kak IMPOU3BOACTBO JICKAPCTBEHHBIX MPENapaToB, YTO JOJDKHO OBITH YETKO YKa3aHO B
PEruCTPaLlMOHHOM JIOChE.
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I1. Ilpon3BoacTBO ra3oB Kak (papmManeBTHYECKHUX CyOCTAHIUI

5. T'a3pl Kak (hapmaineBTUUECKHUE CYOCTAHIIMM MOTYT OBITh HPOHM3BEACHBI MYTEM XUMHUYECKOTO
CHHTE3a WJIM U3 HATyPaJbHBIX UCTOYHHUKOB, B TOM YHCIIEC MyTEM MX OYUCTKH (HAmpuMmep, Ha 3aBOAAX I10
BBIJICJICHUIO Ta30B U3 BO3/AYXa).

6. (1) IlpousBoauTENs AOIKEH OCYLIECTBIATH TEXHOJOTWYECKHE IMPOLECCH TMOIYYECHHUS Ta30B
yKa3aHHBIMH BBIIIE CIIOCOOAMU B COOTBETCTBUU C TpeOoBaHUsAMH r1aBbl [V Hactosmmx IlpaBun, mpu
ITOM:

a) (a) TpeboOBaHMS K UCXOJHOMY CHIPBIO JJIsi (papMmanieBTUYecKux cyoctanimii (mynkts 400 - 421
Hacrosmux [IpaBui) He MPUMEHUMBI K IPOU3BOJICTBY (hapMaleBTHUECKUX CYOCTaHIUI - Tra30B METOJIOM
pasneneHns Bo3ayxa (OAHAKO IMPOU3BOJIUTEND JOJDKEH IapaHTUPOBATh, YTO Kadye€CTBO MCIOJIb3YyEMOIO
BO3/yXa COOTBETCTBYET YCTaHOBJICHHOMY M M3MEHEHMs KauyecTBa BO3yXa M3 BHEUIHEW cpensl He OymyT
OKa3bIBaTh BJIMSHNE HA KAYECTBO I'a30B, MPON3BOAUMBIX Kak PC);

6) (b) TpeGoBaHMS K HENPEPHIBHOMY H3YUYCHHMIO CTaOMIBHOCTH Ta30B Kak (hapMaleBTHUECKUX
cyocranimii (myuktel 497 - 503 nHactosmmx IlpaBmi), oCymIeCTBIsSIEMOMY C LENbIO MOATBEPKACHUS
YCJIOBHUH XpaHEHHs] U CPOKA TOJIHOCTH WJIM JaThl MOBTOPHOTO KOHTPOJiA (MyHKTHI 487 - 490 HacTOSIIHUX
[TpaBuiT) HE TPUMEHSIIOTCA B CIydae, €CIIU s IEPBUYHOTO U3YUECHHUs CTAOMIBHOCTH OBUIH MCTIOIb30BAHBI
JaHHbIE, COEPKAIINECS B HAYUHOU JIUTEPATypE;

B) (c) TpeOoBaHUS K KOHTPOJBHBIM M apXUBHBIM oOpasuaM (myHkTel 508 - 510 Hacrosmux
[IpaBuia) He NPUMEHSIOTCS K ra3aM Kak ()apManeBTHYECKUM CYOCTaHIMSM, €CIH HOPMAaTHBHBIMH
npaBoBeIMU akTaMu Poccuiickoit deaepanuu He MPeyCMOTPEHO UHOE.

7. (2) llpom3BoauTens MOJKEH IPOBOAWUTH IIOCTOSIHHBIM MOHMTOPHUHI KadyecTBa Tra30B Kak
(bapManeBTHUECKUX CyOCTaHIUM, MPOU3BOJAMMBIX HEMPEPHIBHBIM METOJIOM (HampuMep, pa3ieieHHEM
BO3/yXa). Pe3ynbTaThl MOHUTOpPUHTa HEOOXOAMMO XPAHUTh B BUJE, MIO3BOJISIONIEM OCYIIECTBISATH OLEHKY
TEHJICHLIUN.

8 (3) (a) VYcmoBus TpaHCHOPTHPOBKM W JIOCTaBKM Hepac(pacoBaHHBIX Ta30B  Kak
(dapManeBTUYECKUX CYOCTAaHIIMI JOJDKHBI COOTBETCTBOBATH TPEOOBAHMSIM, YCTAaHOBJICHHBIM ISt
MEIUIMHCKUX ra30B (1yHKTsl 29 - 31 Hacrosmero [Ipunoxenus);

9. (b) Onepanun HaroysHEeHHUsT OaVIOHOB WJIM TEPEHOCHBIX KPUOTEHHBIX €MKOCTEH razaMu Kak
(bapManieBTHYECKUMH CYOCTaHIIMSAMU HEOOXOJAMMO TPOBOAUTH B COOTBETCTBUU C TpPeOOBAHUIMH,
YCTaHOBJICHHBIMH JUISI MEAMLIMHCKUX Ta30B (MyHKTHI 32 - 48 HacTosmero [Ipunoxxenus), 1 TpeOOBaHUAMH,
ycTaHOBIEHHBIMU ITyHKTamu 450 - 469 nHactosamux ITpasui.

I11. ITpou3BOACTBO MEAUIIUHCKHUX I'a30B

10. IIpou3BOACTBO MEIMLMHCKHMX TIa30B, KaK IPaBWJIO, OCYIIECTBISIETCS B  3aKPBITOM
o0opynoBaHuu. B cBsi3u ¢ 3TUM pUCK KOHTAMHUHAIMHM JAHHON MPOJIYKIMHU U3 MPOU3BOACTBEHHON CpPEIbl
ABJIAETCS MMUHUMaJIbHBIM. OJIHAKO CYIIECTBYET PUCK KOHTAMUHAIMM WJIM NEPEKPECTHOW KOHTAMHUHALUU
APYTUMH razaMu, 0COOEHHO PU TOBTOPHOM HCIIOJIb30BAaHUH EMKOCTEH.

11. (4) TpebGoBanusi, mpuMeHseMble K OasIOHaM, TaK)Ke PACIIPOCTPAHSIOTCS HA TPYMIbI (CBA3KH)
0aJUIOHOB (32 UCKIIIOYEHUEM CITy4YaeB XpaHEHUS U TPAHCIIOPTUPOBKH B CIICIIUATIBHBIX KOHTEHHEPAX).

Ilepconan

12. (5) Ilepconan, 3aHATHII B IPOU3BOACTBE U pealU3aly MEIULUHCKUX Ta30B, T0JDKEH MPOUTH
o0y4yeHHe M0 OpraHU3alUU POU3BOJCTBA U KOHTPOJIS Ka4eCTBA JIEKAPCTBEHHBIX CPEACTB MPUMEHHUTEIHHO
K JIaHHOMY BHUAY Nponaykuuu. llepcoHan noikeH 3HAaTh KPUTUYECKM BAa)KHBIE aCEKThl U BO3MOXKHYIO
ONACHOCTh JIEKAPCTBEHHBIX IpPENaparoB B BHUJE MEIMLMHCKHMX Ta30B. Boaurenu, ocyecTBisioLIve
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NEePEeBO3KY MEIUIIMHCKUX Ia30B, TAK)KE JOJDKHBI IPOMTH COOTBETCTBYIOIEE OOyUEHHE.

13. (6) Ilepconas npUBIEKAaEMbIX IO JOIOBOPY MCIIOIHUTENEH, KOTOPBIA MOXKET OKa3aTh BIMSHHUE
Ha KayecTBO MEAMIMHCKUX Ta30B (Hampumep, MepCOHal, OCYIIECTBISIONINA TEXHUUECKOE 00CTyKUBAaHHE
0aJUIOHOB WJIU KJIAMIAaHOB), TOJDKEH MPOWTH COOTBETCTBYIOLIEEe 00yUCHHE.

IHomemenus u 06opyaoBaHne

IHoMmelenus

14. (7) bannoHsl U IepeHOCHbIE KPUOTEHHbIE EMKOCTH HEOOXOIMMO HPOBEPSATH, MOTOTaBINBATh,
HATOJHATh U XPaHUTh B 30HAX, OTJACJICHHBIX OT 30H PabOThl C HEMEIUIIMHCKUMU Ta3aMU. 3arperiacTcs
oOMeH 0aJsIoOHaMU U MEPEHOCHBIMHU KPUOTEHHBIMU €MKOCTSAMHU MEXJy 3TUMHU 30HaMu. OJJHAKO B OJHHUX U
T€X JK€ 30HaX JOIyCKAeTCs KOHTPOJb, IMOArOTOBKA, HANOJHEHWE M XpaHEHHE MEIUIMHCKUX U
HEMEJUIIMHCKUX Ta30B, €CIM TpeOOBaHMA K HEMEIUIIMHCKHM Tra3aM COOTBETCTBYIOT TpeOOBaHUSIM K
MEIUIMHCKUM Ta3aM, a IPOU3BOJCTBEHHBIEC ONEpalMM C HEMEIUIIMHCKUMU Ta3aMM OCYILLIECTBIISIIOTCS B
COOTBETCTBUH € TpeboBaHUsIMH HacTosmux [Ipasui.

15. (8) IlomemieHusi, B KOTOPBIX BBINOJHAIOTCA OINEpallMd IO IPOU3BOJICTBY, NPOBEACHUIO
UCHBITAHUN ¥ XPaHEHHUIO MEIULMHCKHUX Ta30B, JOJDKHBI UMETh TOCTATOYHYIO IUIOUIAAb JUIsl UCKIIIOUEHUS
pHcKa nepenyTbiBaHud. [lnaHupoBKa MoMeneH i JoKHA 00eCIeunBaTh:

a) (a) oTAEIBHBIE MAPKUPOBAHHBIE 30HBI JUISl PA3JIUYHbIX I'a30B;

6) (b) omHO3HayHOE O00O3HAUYEHHME U pa3JEIEHUE MYCTHIX OAJIOHOB U (WIHM) TMEPEHOCHBIX
KPHOTCHHBIX €MKOCTEH, a Takke 0aJUIOHOB U (MJIH) MEPEHOCHBIX KPHOTEHHBIX €MKOCTEH, HaXOIAIIUXCS Ha
pasHbIX CTAaAMSIX MPOU3BOJCTBA (Hampumep, "0KHUOaeT KOHTpousa", "0KUIaeT HaoIHEeHU'", "KapaHTuH",
"paspermien", "3a0pakoBan", "roToB K OoTHpaBke").

16. CnocoObl pa3zeneHus 3aBUCAT OT Xapakrepa, o0beMa U CIO0XXKHOCTU TEXHOJOTHYECKOTO
nporecca. Mepamu 1o pas3zeieHUI0 MOTYT OBITh 30HBI C pa3METKaMH Ha I0Jy, IEPeropoJIKU, Oaphepsl,
0003HauEHHUS.

17. (9) Ilycteie OanoHBl M (WJIM) TEPEHOCHBIE KPHOT€HHBIE €MKOCTH TIOCIIE€ COPTHUPOBKU HWIH
TEXHUYECKOTO OOCIY>KMBAaHHsS M HaIOJHEHHbIE OaUIOHBI M (WJIM) MEPEHOCHbIE KPUOTCHHBIE E€MKOCTH
HEOO0XOMMO XpaHHUTh II0J] HABECaMHM, 3AIIMIIAIONIMMH HUX OT HEOJarompHsATHBIX MOTOAHBIX YCJIOBHIL.
Hanonnenusie 6ayutoHbl U (WJIK) TIEPEHOCHBIE KPUOTCHHBIE €MKOCTH HEOOXOJUMO XPAaHHUTh B YCIOBUSX,
rapaHTUPYIOLUIUX UX JOCTaBKY B YUCTOM BHUJIE, OTBEYAIOIEM YCIOBHUAM UX UCIOJIb30BaHUS.

18. (10) IlpousBoauTens OOHKEH OOECIEUMBATh OCOOBIC YCIOBHUS XPaHEHMS, COOTBETCTBYIOLIHE
TpeOOBAHUSAM PErUCTPALMOHHOTO JOChe (HampuMmep, UIs Ta30BbIX CMeced, B KOTOPBIX HPOHCXOIUT
pazznenenue a3 B ciiyyae 3aMOPaKUBAHUSA).

OobopynoBanue

19. (11) O6opynoBaHue IOIKHO OBITH CIPOCKTHPOBAHO TaKMM 0Opa3oM, YTOOBI TapaHTHUPOBATh,
YTO ra3 HaIOJHIETCS B COOTBETCTBYIOIIMH KOHTeiHep. Kak mpaBumiio, He JOMKHO OBITH COEAMHEHHMA
MEXIy TpyOONpoBOJaMH, MO KOTOPHIM HPOXOMAT pa3iHyHbIe Taszbl. B ciydae ecnu Takue coelMHEHHS
HEOOX0AUMBI  (Hampumep, O00OpyIOBaHME, HWCHOJB3YeMOE JJIsl HAIOJHEHUS CMECSIMH  Ta3oB),
MPOU3BOJUTENb JIOJDKEH IPOBECTH COOTBETCTBYIONIYIO KBaJH(PHUKALMIO Ui TapaHTUHW TOTO, YTO
OTCYTCTBYET PHUCK NEPEeKPECTHOM KOHTAMUHAIIMM pa3HBIMH ra3zamMu. B 1omonHeHHe K JaHHOMY
TpeOOBAHUIO pACIIPENEIUTENbHBIE KOJJICKTOPBl JOJDKHBI  OBITh  O0OPYZOBaHBl  CHEIU(PUUSCKUMH
COCIMHMUTEIIBHBIMU 3JIeMEHTaMH. Eciii HOpMaTWBHBIMM IIpaBOBbIMH akTamu Poccuiickoit Penepanuu
YCTaHOBJICHBI TPEOOBAaHMUS K HCIIOJIB30BAHMIO PACIIPEIEIUTENbHBIX KOJUIGKTOPOB M UX COCIUHEHUH C
KJIamaHaMy OaJlJIOHOB, TakHe TpeOOBaHUS JOJDKHBI coOmonaTthes. Vcmonb3oBaHHE Ha  OJHOM
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MIPOM3BOJICTBEHHOM YYacTKEe COCIMHEHHUH, COOTBETCTBYIOLIMX pAa3JIMYHBIM CTaHAApTaM, HE0O0XOIUMO
TUIATEJIbHO KOHTPOJMPOBaTh, TaK M€ KaK M MCIOJIb30BaHUE aJalTepoOB, IPUMEHEHHE KOTOPBIX
HE00XOIMMO B HEKOTOPBIX CIy4asiX COCAMHEHUS CIIEU(PHUUECKUX CUCTEM HAIOJIHEHHUS.

20. (12) PesepByapsl ansi XpaHEHHs M TEPEIBMKHBIC IMCTEPHBI A JOCTaBKU JIOJKHBI OBITH
IIpeHAa3HaueHbl TOJIBKO JUII OJHOTO BHUAA Ta3a OIpPEAEICHHOIO0 KadecTBa. MeEAUIMHCKUE Ta3bl
JONyCKAeTCsl XPaHUThb WM TPAaHCIOPTUPOBAaTH B TEX JK€ pe3epByapax, YTO M AaHAJOTUYHbBIE
HEMEAUIMHCKHE Ia3bl IIpU yCIOBUH, YTO Ka4€CTBO MOCJIEIHUX, 10 KpailHEW Mepe, SKBUBAJIEHTHO Ka4eCTBY
MEIULMHCKUX Ta30B, U coOiroaatoTcest TpeboBanus Hactosmux [IpaBmi. B Takux ciyyasx npou3BOAUTENb
JIOJDKEH OCYIIECTBIIATh U IOKyMEHTAJIbHO OOPMUTE MPOLEAYPY YIIPABICHHS PUCKAMHU.

21. (13) OGmmas cuctema pactipe/esieHus ra3a ¢ KOJJIEKTOpaMy MEAUIIMHCKOTO U HEMETUITTHCKOTO
HA3HAYEHUS JIOMYCKAeTCA JIMIIb NPU HAJUYUU BAJUAMPOBAHHOIO METOAA HEAOMYUICHUS OOpaTHOTO
IIOTOKA ra3a U3 HEMEIULIMHCKON CUCTEMBI B MEIULIUHCKYIO.

22. (14) ITpon3BoauTENb TOJIKEH UMETh KOJUIEKTOPHI HAIIOJHEHUS, IPEIHA3HAYEHHbIE ISl OJJTHOTO
MEIUIMHCKOTO ra3a WIN IJs ONpPENEICHHON CMECH MEIUIMHCKUX Ia30B. B HCKIIOUUTENBHBIX Cilydasx
JIONyCKAeTCsl HAIOJHEHWE Ta30B [ APYTMX MEAMIMHCKMX LEJIEH C HCIOJIb30BAaHUEM KOJUIEKTOPOB,
IIPEIHA3HAYEHHBIX JUIsI MEIUIMHCKUX TIa30B, €CIM JOKa3aHa Takas BO3MOXKHOCTb M TakKoOil Ipouecc
KOHTpOJHUpYyeTcs. B 3THX cilydasx KauecTBO HEMEAMLIMHCKOrO rasa JOJDKHO OBITh, IO KpaifHel mepe,
HKBUBAJICHTHBIM Ka4eCTBY MEIUIIMHCKOIO ra3a U JO0JDKHBI COOMoaThest TpeboBanus HacToAnmx [TpaBui.
Hanonxenue 10KHO MPOU3BOIUTHCS IO IPUHLIMITY OPTaHU3ALMY LIUKIIOB IIPOU3BOJICTBA.

23. (15) PaGoTbl MO pEMOHTY M TEXHHUECKOMY OOCITYKMBAHUIO 000PYAOBaHUS (BKIIOYAST OUUCTKY
U IIPOJYBKY) HE JOJDKHBI BIMATH HA KAYECTBO MEAUIIMHCKUX ra3oB. B 4aCTHOCTH, IPOU3BOANUTEND JOJKEH
pa3paboTaTh M JTOKYMEHTAJIBbHO O(OPMHUTH MEPONPHUSATHS, IPOBOAUMBIEC MOCIE PEMOHTA U TEXHHUYECKOTO
OOCITy’)KMBaHUs,  CONPOBOXKAAIONIMXCSA  pasrepMmernsauueil  cucreM.  IIpomsBomutens — TOMHKEH
rapaHTHpOBaTh, YTO OOOpyAOBaHHE CBOOOAHO OT JIO0OH KOHTAMHHALIMM, KOTOpas MOXKET OKa3aTb
BJIMSIHUE HAa KayeCTBO NOTOBOTO IPOAYKTA JI0 €ro BbIMycKa. [Ipou3BOANTENb JAOIKEH XPaHUTh 3allUCH O
MIPOBE/ICHHBIX paboTax.

24. (16) IlpomsBoaurTenb AOJDKEH pa3paboTaTh W JOKYMEHTAJIbHO O(GOPMHUTH TNPOLEAYPHI,
OCYILECTBIISIEMbIE TP BO3BpaTe IMCTEPHBI HA YYAacTOK pabOThl ¢ MEIUIMHCKHMMU Ta3aMu IOCIe
TPaHCIOPTUPOBKU HEMEAMIIMHCKOIO ra3a B yCIOBUSX, YKa3aHHbIX B IIyHKTe 20 HacTosmero [Ipunoxenns,
WIA TIOCJIE OIEepauuii M0 TEeXHWYECKOMY OOCIyXHMBaHUIO. Takas mpoueaypa JJOJDKHA BKIIOYATh
AHAJINTUYECKUE UCTIBITAHUS.

JdoxkymeHTauus

25. (17) daHHble, BKIIOYEHHBIE B I0ChE HA KaXIYI0 CEPUI0 HATIOJHEHHBIX OANIOHOB (TIEPEHOCHBIX
KPUOTCHHBIX EMKOCTEH), JOJDKHBI ITO3BOJISATH MPOCIEAUTh HH(OPMAIHIO 000 BCEX OCHOBHBIX MapaMeTpax
COOTBETCTBYIOIIUX CTAUI HANIOJHEHHUS JJIS1 KaKJ0T0 HAIOJIHEHHOTO OaJloHa.

26. Jlocke Ha cepHIo IOJDKHO COAEPKATh CIASAYIONTYI0 HHPOpPMAIIHIO (€CIH 3TO MPUMEHUMO):

a) (a) HAaMMEHOBAHHE MPOAYKIIUH;

0) (b) HOMED cepuy;

B) (C) AaTy ¥ BpeMs IIPOBEAEHUS OIIEpPaLMU 110 HAIIOJIHEHUIO;

r) (d) mepcoHas, BBINOJHSBLIMA OCHOBHBIE CTaJMM TIpolecca (HalpuUMep, OYHMCTKY JIMHUH,
IIPUEMKY MaTepHaJioB, IOATOTOBKY JIMHUN HAIIOJHEHUS, IPOBEACHNE HATIOJHEHMS);

n) (e) cceuiky Ha HoMmep(a) cepuu(wif) raza(oB), KOTOPBI HMCHOIB30BAICS AJs OMEpaluil o
HaIlOJHEHUIO COIJIAaCHO NYHKTY 32 Hactosuiero IlpuioskeHus, BKiIOYas €ro craryc (paspelieHue K
HaIOJIHEHUIO);

e) (f) uconpzyemoe 060pyaoBaHE (HAPUMEp, KOJUICKTOP HAMIOTHEHHUS);

X) (g) KommuecTBO OANIOHOB W (WJIM) TEPEHOCHBIX KPUOTEHHBIX EMKOCTEH 0 Oreparun
HATOJHEHUS, BKIIIOYasi UCHTU(UKAITMOHHBIE JaHHBIE KAXKI0M EMKOCTH M €€ T€OMETPUYECKH 00BheM;
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3) (h) oneparnyu, BeIMOTHEHHBIE 10 HamoaHeHus (MyHKT 41 Hacrosmero [Ipuioxenus);

n) (1) KJIIOYEBBIE MapaMeTphbl, HEOOXOAMMBIEC A MOATBEPKICHHS TMPaBHIBHOCTH MPOBEICHHS
olepaliy 110 HAIOJIHEHUIO NIPU CTAHJAPTHBIX YCIOBUSIX;

K) (j) pe3yabTaThl COOTBETCTBYIOIIMX IIPOBEPOK, TapaHTHPYIOUMX, 4YTO OaIOHBl MU (WJIN)
MIEPEHOCHBIE KPHOT€HHBIE EMKOCTH OBLIIM HAIIOJIHEHBI,

1) (k) oOpaser STUKETKU CepuH;

M) (1) cemudukanmio JIeKapcTBEHHOTO CPEACTBA U pE3yJbTaThl KOHTPOJS KadecTBa (BKIIOYAS
CCBUIKH Ha TEKYIIIee COCTOSIHUE KaTMOPOBKH 000pyI0BaHMS, UCIIOJIb30BAHHOTO B X0JI€ HCITBITAaHUH);

H) (M) KOJIMYECTBO 3a0paKOBaHHBIX OAJJIOHOB M (WJIM) TEPEHOCHBIX KPHUOTEHHBIX E€MKOCTEH C
MPUBEJICHUEM MX MHIUBUAYAIbHBIX HICHTU(UKAMOHHBIX JaHHBIX U IPUYMHBI 320paKOBKHY;

0) (n) moapoOHbIe cBeeHU 000 BcexX MpolIeMax M OTKIOHEHHSIX, YTBEP)KICHHOE pa3pelieHre Ha
M060€ OTKIOHEHHE OT MHCTPYKLUH 110 HAITOJIHEHHIO;

1) (0) paspelieHHE YMOJIHOMOYEHHOIO JIMLA Ha BBIITYCK CEPUM C MPOCTABIECHHBIMM JAaTOM M
MIOJNUCHIO.

27. (18) IlpousBoauTENHs JOKEH XPAHUTH JOCHE HA KAKAYIO CEPHIO ra3a, NpeIHa3HAYCHHYIO JUIs
HaIlOJIHEHUSI PEe3E€pByapoB B MEIMLMHCKHUX OpraHu3anusx. Jloche OOMKHO BKIIIOUYATh CIEAYIOLLYIO
uHpOpMaLHUIO (€CTH 3TO IPUMEHHMO):

a) (a) HAaMMEHOBAaHHE MPOAYKIIUH;

0) (b) HOMED cepuy;

B) (C) CCBUIKY Ha MICHTU(UKAIIMOHHBIA HOMEP €MKOCTHU (IUCTEPHBI), B KOTOPOH CepHsl pa3pelieHa
K peasln3aluy;

r) (d) maty u Bpemst onepaiyy o HaroJIHEHUIO;

1) (€) mepcoHa, BRITIOJHUBIIHNKA HATTOJIHEHUE €MKOCTH (I[UCTEPHBI);

e) (f) wnpopmammio o emkocTH (IHCTEPHE), M3 KOTOPOW TMPOM3BOAMIOCH HAIMOJIHEHUE,
uHpOpMaIs O ra3e, UCTIOIb30BaBIIEM S Il HATIOJIHEHHUS,

K) (g) cBezeHust 000 BCEX CYIIECTBEHHBIX JCTANSX HAMIOJIHEHUS;

3) (h) cnenmdukannio Ha TOTOBBIN JEKAPCTBEHHBIM MpenapaT U pe3yibTaThl KOHTPOJIS KauecTBa
(BKJIIOUAst CCHUIKM Ha TEKYyIIee COCTOSHUE KaTUOpPOBKH OOOpYIOBAaHHUS, HCIOJIB30BAHHOTO B XOJE
WCIIBITaHU});

1) (1) moxpoOHBIe cBeACHHUS 000 BCeX MPOOIeMax U OTKIOHCHHSIX, YTBEPKICHHOE pa3pelieHne Ha
M060€ OTKIOHEHHE OT MHCTPYKLUH 110 HAITOJIHEHHIO;

K) (j) pa3pelieHue YIOJHOMOYEHHOI'O JIMIA Ha BBIMTYCK CEpUH C MPOCTABICHHBIMH JaTOW H
MIOJNUCHIO.

28. Ecaum HoOpMaTMBHBIMM IIpaBOBbIMM akTamMM Poccuiickoii ®enepauuy  yCTaHOBIIEHBI
CrieMaNbHble TPeOOBAaHUS K COACPIKAHUIO YKa3aHHOTO JIOChE, TaKue TPEOOBaHHS JOKHBI COOTIOIATHCS.

IIpouecc mpousBoacTBa

HepeMemeHHe U JOCTaBKa KPUOTICHHBIX U CKUKCHHBIX I'a30B

29. (19) IlepemelieHne KpUOTEHHBIX WM CXKMKEHHBIX Ta30B C MECTa NEPBUYHOIO XpaHEHMS,
BKJIIOYAss KOHTPOJIb IIEpel IEpPEMEIIECHUEM, JIOJDKHO  OCYLIECTBIATHCA B COOTBETCTBHM  C
BAIMIUPOBAHHBIMH  TPOLEAYpPaMH, pa3pabOTaHHBIMH C IIENBI0  MPEJOTBPALICHUS  BO3MOXKHOM
KOHTaMUHaIMU. TpyOonpoBoJ, O KOTOPOMY IMEpeMeIIaeTcst ra3, J0JKeH ObIThb 000pyZ0BaH OOpaTHBIM
KJIallaHOM WJIM JIPYTHM COOTBETCTBYIOIIUM YCTPOWCTBOM. [MOKHMe coeaMHEHHs, HecTalMOHapHBIE
COCJMHUTEIIbHBIC IITAHTH U CPEICTBA JUIsl COSTUHEHUS Tepel UCTIOIb30BaHUEM JO0JDKHBI ObITh IPOMBITHI
IIOTOKOM COOTBETCTBYIOILIETO I'a3a.

30. (20) Illnanru, ucmoib3yeMble AJsl HANOJIHEHHUS PE3EpByapoB W LHUCTEPH, IOJDKHBI OBITH
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000pYIOBaHbI CPEACTBAMH Ul COSAMHEHHS, CIIEHUAIBHO MPEAHAa3HAYCHHBIMU NIl JAHHOW MPOJIYKIIHH.
Hcnonp30BaHne aganTepoB, MO3BOJISIOMINX TOAKIIOUATh PE3EPBYAPhl M IUCTEPHBI, TOJKHO HaAJIEXKAIUM
00pa3oM KOHTPOJIMPOBATHCS.

31. (21) Ilonaya ra3a B pe3epByapsl, COAEpKALME aHATOTMYHBIN I'a3 TaKOIO K€ YPOBHsI KauecTBa,
MOXET OBIThb OCYIIECTBJICHA TPU HAIWYUM TIOJOXKUTEIBHBIX pPE3YyJbTaTOB MCIBITAHUN KayecTBa
nojgaBaemoro raza. O0pasen MoxeT ObITh OTOOpaH Kak U3 10/1aBaeMOro rasa, Tak U M3 pe3epByapa mocie
3aBepiieHUs] mojaun raza. OcoOble ycnoBHS B OTHOIIEGHHMHM KOHTPOJS KadecTBAa IPH HAlOJHEHHH
pe3epByapoB, PacIoIOKEHHBIX y IPHOOpeTaTeNne, M3JI0KeHbI B ITyHKTE 56 HacTosero [punoxenus.

HanoaHeHne u MapKHpPOBKa 0aJLLIOHOB U MEPECHOCHBIX KPUOTC€HHBIX eMKOoCTeH

32. (22) [lepen HamomHEeHUEM OATUIOHOB M MIEPEHOCHBIX KPUOTEHHBIX eMKOCTEH cepusi(1u) raza(oB)
NoJpKHA(BI) OBITH UASHTH(PHUIUPOBAHA(bI) U TPOKOHTPOIMPOBAHA(BI) B COOTBETCTBHH CO CIIEHU(PUKAIUSIMH
U pa3peuieHa(bl) Juisl IPOBEICHUS HAIIOJHEHUS.

33.(23) B ciy4ae ocymiecTBICHHUS HETIPEPHIBHBIX MPOIIECCOB /ISl 00ECIIeYSHHsI COOTBETCTBHSI Ta3a
crienn(puKausaM HeoOXOAMMO YCTAaHOBUTh COOTBETCTBYIOIINE TOUKH KOHTPOJIS IIPOU3BOCTBA.

34. (24) DbannoHbl, NEPEHOCHbIE KPUOTEHHBIE €MKOCTM U KJamaHbl JOJDKHBI OTBEYATh
YCTaHOBJICHHBIM TEXHUYECKUM CIIEIU(PHUKAIUAM U TPEOOBAHHUSIM PErHCTPALMOHHOTO 10che. OHU JOIKHBI
OBITH MpeIHa3HAYEHbl TOJIBKO IS OJHOTO MEIMIIMHCKOTO ra3a WM OMpPEAesIEHHONW CMECH MEIUIUHCKUX
ra3oB. baymioHs! JOMKHBEI OBITH MAPKUPOBAHBI C MCIIOJI30BAaHHEM LIBETOBON MAapKHUPOBKU B COOTBETCTBHH
C YCTaHOBJICHHBIMHU TpeOoBaHUAMU. [[71s1 oOecnieueHus 3auThl OT KOHTAMUHALIUU OaJJIOHbI TOJKHBI OBITh
OCHAIIIEHBI KJIATAHAMH Y/IepKaHUsI MUHMMAJIbHOTO JAAaBJICHHUS C MEXaHM3MaMHU MPeIOTBpAIEHHUs TOTOKa B
00paTHOM HarpaBJICHUH.

35. (25) bamnonsl, nepeHOCHbIE KPUOTCHHBIE EMKOCTH M KJIANIaHbI TOJKHBI OBITh IPOBEPEHBI IIepe]]
NEPBBIM  HCIOJB30BAHMEM B MPOU3BOACTBE U OOCIHYXHBAaThCcs HaajexamuM obpazom. [lpu
WCTIOJBb30BAHUU M3ICTUI MEIUIIMHCKOrO Ha3HAUYEHUS UX TEXHHYecKoe OOCIy)KMBAaHUE JIOJKHO
OCYIIECTBIISATHCS COTVIACHO MHCTPYKIMSM MPOU3BOIUTENS OAJUIOHOB, IEPEHOCHBIX KPUOTCHHBIX EMKOCTEH
U KJIallaHOB.

36. (26) Omepamuu MO TPOBEPKE M TEXHUYECKOMY OOCITYKMBAaHHIO HE JOJDKHBI OKa3bIBAaTh
OTPHULIATENIFHOTO BO3JICMCTBUS Ha KauyecTBO W OE30MacHOCTh JICKapCTBEHHOTrO mpemnaparta. Bopa,
UCTIOJb3yeMasi ISl UCIIBITAaHUH 0aJIJIOHOB THIPOCTATUYECKUM JaBJICHUEM, JOJKHA OTBEYATh TPEOOBAHHIM
B OTHOILICHUU Ka4eCTBA MTUTHEBOM BOJIBI.

37. (27) Jns rapaHTHM OTCYTCTBHA KOHTAMHMHAI[MM BHYTPEHHEE COCTOSIHME OaUIOHOB [0
YCTaHOBKHM KJIAllaHa JIOJDKHO IOJIBEPraThCsl BU3YAJIbHOMY OCMOTPY Ha HpPEIMET OTCYTCTBHSI OCTAaTKOB
BOJIbI WM JIPYTUX KOHTAMUHAHTOB. YKa3aHHYIO ONEPAII0 HEOOXOAUMO BBINOJHATH KaK 4aCTh MPOBEPOK
U TEXHUYECKOTro o0cmyxuBaHusi. OHa TOJKHA OCYILIECTBIISATHCS:

B OTHOIICHUU HOBBIX OAJUIOHOB, BIIEPBBIEC UCTIONB3YIOUIMXCS JUTSI MEAULIMHCKUX T'a30B;

1ocje MPOBEICHUS UCTIBITAHUN THAPOCTATUYECKUM JAaBJICHHEM MM SKBUBAJICHTHBIM HCIIBITAHUEM
C IEMOHTa)KEM KJIallaHa;

KaXX/IbIil pa3 MpH 3aMeHe KiaraHa.

38. Ilocne ycTaHOBKH KJalaH JOJDKEH HAXOAUTHCS B 3aKPBITOM COCTOSIHUU JUISL TPEJOTBPALICHHS
mo00i KOHTaMMHAIMHM. B cilyyae BO3HUKHOBEHHS JIOOBIX COMHEHHUH OTHOCHTEIHHO BHYTPEHHETO
COCTOSIHMSI OaJUloHa KJamaH JOJDKeH OBITh JEMOHTHPOBAaH, a BHYTPEHHEE COCTOSHHE OasioHa
MOJIBEPTHYTO OCMOTPY Uil 0OECTIeYeHHsI YBEPEHHOCTH B OTCYTCTBUM KOHTAMHHAIUH.

39. (28) [Ipou3BoaAUTEINH JOIKEH OCYIIECTBISATh TEXHUUIECKOE 00CTyKMBAaHNE  PEMOHT OaJlJIOHOB,
MEPEHOCHBIX KPUOTEHHBIX €MKOCTEH M KiamaHoB. [Ipy BBINOJIHEHHH 3THUX PabOT MO JOTOBOPY PabOTHI
JIOJKHBI BBITIOHATHCS TOJIBKO UCIOTHUTESIMU, YKa3aHHBIMH B IOTOBOpE. B 1OroBOpHI, B COOTBETCTBHH C
KOTOpBIMH palOThl MEpenaroTcs Ha ayTCOPCHHI, PEKOMEHAYETCS BKIIOYAaTh TEXHHUUYECKUE YCIOBHSA
BBINOJIHEHUS Takux padoT. [Ipom3BoanTeNb JOKEH MPOBOAUTH MPOBEPKU BBIMOJIHEHUS HCIIOTHUTEISIMU
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YCIIOBHIA JIOTOBOpPA, BKJIOYAs YCIOBUS O cOOMI0eHnN TpeboBanuii HacTosmux [Ipasui.

40. (29) [IlpouwsBoauTens JOMMKEH pa3paboTaTh CHUCTEMY, MO3BOJIAIOIIYI0 00ECIIEYUThH
MIPOCIICKUBAEMOCTh OAJUIOHOB, IEPEHOCHBIX KPHOT€HHBIX €MKOCTEH U KJIallaHOB.

41. (30) ITpoBepku, MpOBOAUMBIE MEPE]] ONEepalliel HATOJHEHUS, T0J>KHBI BKIIIOYATh:

a) (a) mpoBepKy OaJUIOHOB IO YTBEPXKAECHHOW MpOIeNype B OTHOLICHUM HAIUYHS OCTATOYHOTO
M30BITOYHOTO IABJICHUS JJIs1 KQXKJI0T0 OajioHa:

ecnu OaJIoH 000pyAOBaH KIAMaHOM yJAEp)KaHUs MUHHUMAJIBHOTO JIABJICHUS, TO MPU OTCYTCTBHH
CHTHAJIa, CBUJACTEIBCTBYIOIIEIO O HAIMYMHM OCTATOYHOTO W30BITOYHOTO JABJICHUS, JOJDKHA OBITh
IpOBE/CHA IPOBEpPKA KIalaHa, €ClU KianaH (QyHKIHMOHUPYET HENpPaBWIIbHO, OaJUIOH TOJDKEH OBITh
OTIIPABJICH HA TEXHUYECKOE 0OCITyKUBAHHE;

ecnu OalyioH He 00OpyAOBaH KJIANaHOM YJEepKaHWsS MUHHMMAJIbHOTO JIABJICHUS M B OaJJIOHE HE
OOHAPYKEHO OCTATOYHOTO HU30BITOYHOTO MJABJICHUS, TaKOW OayuIOH JODKEH OBITh OTIPaBICH JUIS
IIPOBEJIECHUS JONOJIHUTENbHBIX HCHBITAHUM C LEJIbI0 MPOBEPKU OTCYTCTBUS KOHTaAaMHHALIMM BOJIOW WU
OPYTMMH BELIECTBAMM; JOIOJIHUTEIbHBIE MEPHl MOTYT BKJIIOUATh BHU3YaJbHBI OCMOTP BHYTPEHHETO
COCTOSIHUS OasIOHa, KOTOPBIA MPOBOJUTCS TIOCIIE OYUCTKH C UCTIOJIb30BAaHNEM BaIMIUPOBAHHOTO METO/IA;

6) (b) mpoBepKy TOrO, YTO UAECHTHU(PHUKAIIMOHHbBIE STUKETKH MPEIbIIYIIeH CepUn OTCYTCTBYIOT;

B) (C) IpOBEPKY TOTO, YTO BCE MOBPEXKIACHHBIC HICHTU()UKALMOHHBIE STUKETKH MPOYKTa yIATICHBI
U 3aMEHEHBI;

r) (d) BHemHMI BU3yadbHBIH OCMOTP KaXXIOro OayjioHa, NEPEHOCHOW KPUOTEHHOHM €MKOCTH H
KJIallaHa C LEJIbI0 BBISBICHUS PAKOBHH, CBAPOYHBIX MPOKUIOB, APYTUX MOBPEXKACHUH M KOHTAMHHALUU
MacliaMH, a TaKKe IMPU HEOOXOJUMOCTH MTPOBEACHUE OYHCTKHU;

1) (€) MpOBEepKYy COEIMHEHUS MaTpyOKa KaxJ0ro 0ayuioHa WM MepEeHOCHONW KPUOTEHHON €MKOCTH
Ha COOTBETCTBHUE TUITy COEAMHEHHUS JUIsl HAIIOJIHAEMOTO Ia3a;

e) (f) mpoBepky HaThl CIEAYIOUIETO WCHBITAHWS KianaHa (i KJIAamaHoB, MMOJJIEKAIUX
MEPUOIUYECKON MTPOBEPKE);

X) (g) mpoBepKy OaJIJIOHOB MJIM MEPEHOCHBIX KPHOTEHHBIX €MKOCTEH Ha MpeIMeT MPOBECHUS BCEX
HEOOXO/MMBIX HUCHBITAHUN (HAaIpUMeEp, NMPOBEPKY TMAPOCTATHUECKUM JABICHUEM WIM SKBHBAJCHTHBIM
UCTIBITAHUEM), TIPOBEJIEHHE KOTOPBIX TpeOyeTcs B COOTBETCTBUU C HOPMATHUBHBIMU NPABOBBIMH aKTaMH
Poccuiickoit denepanuu, U NPOBEPKY ACHUCTBUTEIBHOCTH PE3YJIbTaTOB ITUX UCIIBITAHUN;

3) (h) mpoBepKy I[BETOBOW MapKHPOBKU KaKJIOTO OaJlJIOHa B COOTBETCTBUHU C PETHCTPAIMOHHBIM
nocke (IBETOBAasi KOAUPOBKA COTJIACHO YCTAaHOBJICHHBIM TPEOOBAHUSM).

42.(31) Pa3mep cepuu 10sKeH OBITH ONpE/ENIeH B 3aBUCUMOCTH OT OTIEPALIUU HAITOTHEHHUS.

43. (32) bamnonsl, BO3BpallaeMble Ha TOBTOPHYIO 3alpaBKy, JOJDKHBI OBITh TIIATEIbHO
MIOATOTOBJIEHBl C IIE€JIbI0 MMHUMH3ALMM PUCKA KOHTAMUHALMM B COOTBETCTBMM C YCTAHOBJIEHHBIMU
nporenypamu. MeTOIUKH, BKIIOYAIOIIME MPOLEAypbl OTKAYMBAaHUS U (WJIM) MPOIYBKH, TOJDKHBI OBITH
BaJIUAUPOBaHbI. J[JIs CKAThIX ra30B TEOPETUUECKOE COJEP/KAaHUE IPUMECH ITPU 1aBiIeHUH HanonHeHus 200
6ap moKHO cocTaBisATh He Oojnee 500 oOBeMHBIX YacTell Ha MMIUIMOH mpH Temmeparype 15°C. s
JPYTOro AaBJICHUS ONPEAEIAIOTCA SKBUBAJICHTHBIE 3HAUEHUS.

44. (33) C uenpl0 MUHUMH3AIMM PUCKA KOHTAMHHALIMU TIEPEHOCHbIE KPHOTCHHBIE EMKOCTH,
BO3BpalllaéMble HA IIOBTOPHYIO 3alpaBKy, JOJDKHBI THIATEJIBHO IIOJArOTaBIMBATBHCS  COIJIACHO
YTBEPKIAEHHBIM IpolieypaM. B 4yacTHOCTH, IEPEHOCHBIE EMKOCTH, B KOTOPBIX OTCYTCTBYET OCTaTOYHOE
JaBJIEHHUE, JOJDKHBI ObITh MOJTOTOBJICHBI C UCTIOIb30BAHUEM BaJHIMPOBAHHOTO METO/IA.

45. (34) IIpousBoauTens NOKEH MPOBOJUTH COOTBETCTBYIOUIME IMPOBEPKH IS OOECTIeUCHHS
MPAaBUIILHOTO HAMOJHEHHS KaX10T0 OalioHa U (MJIK) IEPEHOCHON KPUOTEHHOM EMKOCTH.

46. (35) Kaxxaplii HanoJHEHHBIA OAJUIOH 0 YCTAaHOBKH YCTPOHCTBAa KOHTPOJIS MEPBOTO BCKPHITHSA
(nynkT 47 Hacrosimero llpunokeHusi) [ODKEH OBITh  MPOKOHTPOJIMPOBAH C  MCIOJIB30BaHUEM
COOTBETCTBYIOILIETO METOJla Ha OTCYTCTBUE YTEUuKU. lcmonb3yemblii METOJ KOHTPOJS HE JOJDKEH
NPUBOANUTH K KOHTAMUHAIIMM TIOBEPXHOCTH MaTpyOka kimamaHa OayuioHa. IIpum Hanuduu BO3MOXKHOCTH
TaKOM KOHTPOJIb IOJIKEH OCYILECTBIIATHCS MOCIIEe 0TOOPa BCeX 00pa31oB sl KOHTPOJIS KauecTBa.

47. (36) Ilocne HanmomHEeHUs NATPYOKU KIIallaHOB OAJUIOHOB JOJDKHBI OBITH 3aKPBITHI KOJIAYKaMH
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IUI 3aIUTBl OT KOHTaMuHanuu. Ha GayuloHbl M TEepeHOCHBbIE KPUOTCHHBIE EMKOCTH JOJKHBI OBITH
YCTaHOBIIEHBI YCTPOICTBAa KOHTPOJIS IEPBOT'O BCKPBITHSL.

48. (37) Kaxxapiit 0ayioH WM IepeHOCHasi KPUOT€HHAs! eMKOCTb JI0JDKHBI OBITh TPOMapKUPOBAHBI
C TOMOIIBIO 3TUKETOK. HOoMep cepuu v CpoK TOAHOCTH MOTYT OBITh YKa3aHbI Ha OTJEbHON YTUKETKE.

49. (38) [Ipu mpou3BOACTBE MEIUIIMHCKUX Ta30B ITyTEM CMEIIMBAaHUS ABYX WU Oojiee pa3InyHbIX
ra3oB (B JIMHUM JUIsI HANOJHEHHs JHOO HENMOCPEACTBEHHO B OaljloOHAX) NPOM3BOIUTENb JIOJDKECH
UCTOJb30BaTh BATUAMPOBAHHBIA METOJl CMEUIMBAHUS, KOTOPBIA TapaHTHUPYET, YTO Ta3bl JOJDKHBIM
00pa3oM CMEIIaHbl B KAXKA0M OaljioHe, U 00eCeYnBaeT TOMOT€HHOCTb CMECH.

KOHTpOJ'Ib KayecTBa

50. (39) Kaxnas cepusi METUIIMHCKOTO rasa (OaylOHBI, MEPEHOCHBIE KPUOTEHHBIE EMKOCTH,
pe3epByapbl B MEAWIMHCKUX OpraHU3alMsiX) JODKHA OBITh HMPOKOHTPOJMPOBAHA B COOTBETCTBUU C
YCTaHOBIICHHBIMU TpeOOBaHUAMHU. B OTHOIIEHMM KaXXAOH CEpUH JOJHKHO OBITH MOMYYEHO pa3pelieHue
YIOJHOMOYEHHOT'O JINLIA Ha BBIITYCK.

51. (40) Ilnan orbGopa mpod U 0OBEM MPOBOIUMBIX MCHBITAHUN JTOJKHBI OTBEYATh CIIEAYIOLIHNM
TpeOOBAaHUSAM B OTHOIICHUH OAJIJIOHOB (€CJIM B MPOLIEAYPAX HE YCTAHOBJICHO MHOE):

a) (a) ecnmd TONBKO OJWH MEIUIMHCKAW Ta3 HAMOJHSAETCS B OaUIOHBI C HCIIOJIb30BAHHEM
KOJIJICKTOPa, K KOTOPOMY OJHOBPEMEHHO MOJCOCAMHSAIOTCS HECKOJIbKO OaJUIOHOB, Ta3 JOJDKEH ObITh
NPOKOHTPOJIMPOBAH, KaK MHMHUMYM, U3 OJHOro OayioHa Ui YCTAHOBJICHHUS TOMJUHHOCTH H
KOJINYECTBEHHOI'O OIpeNIeIeHus, 00pa3ibl AODKHBI OTOMPAThCS OT KAXKAOTO IMKIA HAMOJHEHHS IpH
3aMeHe 0aJIJIOHOB, MOJKIIOUYEHHBIX K KOJJIEKTOPY;

6) (b) ecnum TONBKO OIWH MEIUIIMHCKAN Ta3 HAMOJHSAETCS B OalIOHBl B paMKax OIHOTO
MPOM3BOJICTBEHHOTO IIMKJIA B OJUH NPOMEXKYTOK BPEMEHM, TO IO KpaiiHell Mepe oauH OauloH MpH
KaXX/IOM HEIPEPHIBHOM ITUKJIC HAIOJIHEHUS JIOJKEH OBITh MPOBEPEH Ha MOJUIMHHOCTH M KOJIMYECTBEHHOE
cojepkanue. [IpumepomM HENpEpHIBHOIO LMKJIA HAMOJIHEHUS SIBISETCS NMPOU3BOACTBO B TEUEHHE OJIHOMN
CMEHBI OJIHUM U TE€M K€ MEePCOHAIOM C HCIIOJIb30BAaHHEM OJHOTO OOOPYJOBaHUS M OJHOW CEpHH Ta3a,
KOTOPBII pacdacoBbIBaJICS;

B) (C) eciM MEIUIIMHCKMHA Ta3 TOTOBUTCS IyTeM CMEUIMBaHMA B OalloHe JBYX HIM Oolee
Pa3NIUYHBIX Ta30B U3 OJHOTO M TOTO K€ paclpeleIUTENbHOr0 KOJUIEKTOpa, TO ra3 U3 KaKAoro OayiioHa
JIOJDKEH OBITh MPOKOHTPOJIMPOBAH Ha MOMJIMHHOCTh M KOJUYECTBEHHOE COJEpIKAHUE BCEX KOMIIOHEHTOB
ra3oBoil cMecu. B OTHOIIEHHMHM BCIIOMOTaTENbHBIX BEIIECTB (IIPU HUX HAIWYMM) HCIBITAHUE Ha
MOJUIMHHOCTh MOXET BBINOJHATHCSA Ui OJHOTO OayyloHa M3 IMKJIA HAMOJMHEHUS (MM s KaKI0ro
HETPEPHIBHOTO LIMKJIA HAMIOJIHEHUs ). MeHbIlIee KOJTMYECTBO OaJITIOHOB MOXKET TOABEPraThCsl UCIBITAHUSIM
B CJIy4dae MCIOJIb30BaHMS BaJIMIUPOBAHHBIX aBTOMAaTH3UPOBAHHBIX CUCTEM HAIIOJHEHUS;

r) (d) B OTHOIIEHUH Ta30B, CMEIIMBAHUE KOTOPBIX MPOHCXOIUT JO HANOJIHEHHUS, HEOOXOAUMO
coOyogaTh T€ K€ MPUHIMIBIL, YTO M B OTHOIICHWH HAIMOJIHEHHWS OJHUM Ta3oM, KOrja Ha JIMHUU
OCYIIECTBIISIETCS] HEMPEPBIBHBIN KOHTPOJIb CMECH I'a30B, UCIIOJIb3YEMBbIX ISl HAITOJIHEHUSI.

52. B oTHOIIEHUH Ta30B, CMEIINBAHIE KOTOPBIX MPOUCXOIUT IO CTAAUU HAMIOJIHEHHS, HEOOX0IUMO
NPUICPKHUBATHCS TEX )K€ MPUHIUIIOB, KaK ¥ JUIS Ta30B, CMEIIMBAHUE KOTOPBIX NMPOBOAUTCS B OaIOHAX,
IIPY OTCYTCTBUU Ha JIMHUU HETIPEPHIBHOTO KOHTPOJIS CMECH Ia30B, UCIOIb3YEMBIX JUIsl HATIOJHEHNUS.

53. JlomKHBI BBIIOJHATHCS HCIHBITAHHWA HAa COJEP)KAHUE BOJbI, €CIM IPOU3BOJUTENIEM HE
000CHOBaHO HHOE.

54. JlomyckaeTcsl HCIIONb30BaHUE APYTUX METOAMK OTOOpa 0Opa3loB M MCIBITAHUI NMPH HATUYHH
TAKOT0 € YPOBHS 00eCIeueHUs KauecTBa.

55. (41) 3aBepuaronue HCIBITAHUS NEPEHOCHBIX KPHUOTEHHBIX E€MKOCTEM JOJDKHBI BKJIHOYATH
UCIBITaHUS HA NOJJIMHHOCTh M KOJIMYECTBEHHOE OINpEAC/ICHUE B KaXKIOW EMKOCTH, €CIM HHOE He
NPEeJyCMOTPEHO YCTAaHOBJICHHBIMH TpeOOBaHUSAMHU. BBIOOPOUYHBIN TOCEPUHHBIH KOHTPOJIb MOXKET
HCTIOJNB30BAThCS TOJBKO B Cllyyae, €ciau ObUIO JI0OKa3aHO, YTO INepe] IOBTOPHBIM HAaloOJHEHUEM
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KPUTHYECKHE XapaKTePUCTHKH OCTaTOYHOTO Ta3a B K10 EMKOCTH OCTAJIUCh 0€3 N3MEHEHHUH.

56. (42) He tpebyercst mpoBeaeHe 0TOOpa 00pa3iioB Mociie TOBTOPHOTO HATIOTHEHUS] KPHOT€HHBIX
eMKocTell mpuoOperaTeneii B MecTe HCIOJIb30BaHMs (pe3epByapbl B MEAMLIMHCKUX OpraHU3alMAX WIN
MEPEHOCHBIE KPHOT€HHBIE EMKOCTH) U3 CHEIMAIbHO MPEIHA3HAYCHHBIX [IUCTEPH MPU HAJTMYUU TOKYMEHTA,
MOJATBEPXKIAIOUIETO  KAau4eCTBO  COJAEPKUMOIO  MCIONb3yeMoil  mmcrepHbl. IIpm  3TomM  mocie
MOCTIeIOBATEIbHBIX TOBTOPHBIX HAIOJHEHUH MPOM3BOIUTENb NOJDKEH JI0Ka3aTh, YTO KadecTBO ras3a B
EMKOCTSIX MOJIZICP)KUBACTCS HA YCTAaHOBJICHHOM YPOBHE.

57. (43) He tpeOyercsi cOXpaHATh KOHTPOJBHBIC U apXUBHBIE 00pa3lbl CEPUil MPOLYKIHH, €CIH
3TO HE MPETYCMOTPEHO TIOKYMEHTAlHEeH.

58. (44) He tpebyeTcs mpoBeAeHHE MPOI0JDKAIONIETOCS U3YUEHUS CTA0MILHOCTH, €CIIH TIEPBUYHOE
U3y4yeHHe CTAOMIBHOCTH OBLJIO 3aMEHEHO HCIOJIb30BAaHHEM JaHHBIX, COACPXKALIMXCS B HAYYHOU
JauTeparype.

TpancnopTupoBka ra3os

59. (45) HamonHeHHble ra3oBble OAJUIOHBI M NEPEHOCHBIE KPUOTEHHBIE €MKOCTH JIOJIKHBI OBITH
3alUIIEHB] BO BPEMS TPAHCIIOPTUPOBKH, B YACTHOCTH, JOCTABIISITHCS 3aKa3uMKaM B YMCTOM COCTOSIHUH,
COOTBETCTBYIOILIEM YCJIOBUAM MX AAJIbHEHIIETO UCIIOJIB30BAHMUS.

IV. TepMuHBbI 1 onpeae/IeHUs

60. [lna nenei Hacrosmero [IpuiokeHns KpoMe TEPMUHOB U OINPEAEIEHUI, PELyCMOTPEHHBIX
riagoi [ HacTosiumx [IpaBui, KCHIOIB3YIOTCS TaKKe CIEAYIOIINUE OCHOBHBIC IIOHATHS:

aMOyJIATOPHBIH KPHOTECHHBIN COCY] - NEPEHOCHOM TEPMHUYECKH H30JIMPOBaHHBIA KOHTEWHED,
CKOHCTPYHPOBAHHBIM Uil XpaHEHUS CHKIKEHHOTO KHUCIOpOJa M HCIHOJBb30BaHUS Ta3000pa3HOro
KHCJIOpO/la Ha IOMY y MallUEHTa;

ra3 - BEIIECTBO MU CMECh BEIIEeCTB, KOTophle ipu naBienuu 1,013 6ap u Temnepatype mitoc 20°C
HAXOJATCS TOJTHOCTHIO B ra3000pa3HOM COCTOSTHHM WM IpH TemnepaType miroc S0°C gaBieHue ux mapos
npesbIaeT 3 0ap;

ra3 kak ¢GapmaneBTnueckass cyOcTaHmusi - ra3, NpPeJHA3HAUYECHHBIM ISl KCIIOJIB30BAHUS B
KayecTBe (hapMaleBTHUECKON CyOCTaHIIUM [T TPOU3BOJICTBA JIEKAPCTBEHHOT'O IpenapaTa;

rpynna (cBsizka) 0aJJIOHOB - cOOpaHHBIE M 3aKpEIUICHHBIE BMeCTe OaJIOHBI, MOAKIIOYCHHBIC
4yepe3 pacipeesIUTENbHbIN KOJIJIEKTOP, TPAHCIIOPTUPYEMBIE U UCTIOIb3YEMBIE KaK €IMHOE LIENOE;

UCTIbITAHUE THAPOCTATHYECKUM /IaBJIeHHEM - UCIBITaHHE, POBOJUMOE C IIETIbI0 00eCTIeYeHHS
0€30MacHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSMU ISl IPOBEPKH TOTO, YTO OAJUIOHBI WIIN
pe3epByapbl MOTYT BBIAEPKATh 3aIUIAHUPOBAHHBIE BBICOKUE JAABJICHUS;

KJIANAH - YCTPONCTBO JUIsl OTKPBIBaHMSI U 3aKPbIBAaHUS KOHTEMHEPA;

KJANaH yIep:KaHUsl OCTATOYHOIO /JaBJIEHMsl - KJlalaH, yCTAHOBJCHHBIM Ha OajuioHEe H
NOJICP)KUBAIOLINIA B HWCIOJNB30BAaHHOM  OaJyIOHE JaBJICHHE BBIINIE AaTMOC(EpPHOTO C  IEINBIO
NPEJOTBPAICHU KOHTAMUHAIIMK BHYTPEHHET0 0ObeMa OasioHa;

KOHTelHep - KpUOTeHHBIH cocys (0ak, UcTEepHA WIM MOOMIIbHAS KPHOT€HHAs! €eMKOCTh JAPYToro
TUNa), 6ayIoH, CBsI3Ka OAJJIOHOB MM JI00ast Ipyrast yrmakoBKa, KOTOpas HaXOJIUTCS B HEMOCPEICTBEHHOM
KOHTAaKT€ C MEIULIMHCKUM I'a30M;

KPHOTeHHBbIN ra3 - ra3, KOTOpBIA CxikaeTcs npu aasineHun 1,013 6ap npu Ttemmeparype HUXe
munyc 150°C;

MaKCUMAJIbHbII TeopeTHYeCKHii 0CTATOYHBIH YPOBeHb MPUMeCH - ra3oo0pa3Has MpUMeECh OT
BO3MOKHOT'O 0OpPaTHOro MOTOKA Ta30B, OCTABILIASCS MOCIE TMPeABAPUTEIHLHON 00paboTKK OAIJIOHOB TIepes
UX HalnoJIHEHHEM. PacueT MakCMManbHOIO TEOPETUYECKOTO YPOBHSI IIPUMECH UMEET 3HaYEHHUE TOJIBKO IS

154/218

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

| ‘C %E#Hﬁ!i!s CtaHpapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

C)KaTBIX Ta30B MPH MPEAOI0KEHNH, YTO 3TU Ta3bl BeAyT ce0s KaK uaealbHbIC,

MeIMLIMHCKUI ra3 - 11000ii ra3 uim cMech ra3oB, SBJSIONIMECS JIGKAPCTBEHHBIMU MpeNapaTaMu;

o0paTHBIM KJIalaH - KJalnaH, KOTOpBbIM I03BOJISIET IMOTOKY IPOXOAWUTH TOJIBKO B OJHOM
HaIpaBJICHUN;

OTKA4YMBATh - YJAJIATh OCTATOUYHBIN ra3 u3 KOHTeWHepa U (MIIM) CUCTEMBI C TOMOIIBIO BaKyyMa 110
nasienus Menblne yeM 1,013 6ap;

MePEeHOCHOM KPHUOIeHHBIM COCYl - IEPEHOCHOM TEPMHUYECKUA W30JIMPOBAHHBIN KOHTEHHED,
CKOHCTPYMPOBAHHBIA JAJI1 XpaHEHUs B HEM BEUIECTB B JKUAKOM COCTOSHUU. B 1ensx npumeHeHUs
Hacrosero [Ipunoxenus: 1aHHBIN TEPMHUH HE BKJIIOYaeT monatue "mucrepna’ (tanker);

NpOAYBKAa - YJAJICHHWE OCTaTOYHOIO Ta3a M3 KOHTEHWHepa M (WIM) CHUCTEMBI IIyTEM
NEPBOHAYAIILHOTO HAarHETAaHUS AABICHHS C IOMOUIBIO HCIIONB3YEMOro ra3a ¢ MOCIEIyIOmuM cOpocoM
nasienus ra3a ao 1,013 6ap;

pasjiejieHde BO3AyXa - pa3zelieHHe aTMOC(EepHOro BO3AyXa Ha COCTABIISIONIME €0 rasbl IMyTeM
(bpaKIMOHHON TUCTUIUIALUY ITPH KPUOTCHHBIX TEMIIEpaTypax;

pacnpe/euTeJbHbIH KOJIEKTOP - 000py/lI0BaHUE WM YCTPOHCTBO, CKOHCTPYHPOBAHHBIC IS
OJTHOBPEMEHHOTO OTIOPO>KHEHUS MJTM HANIOJHEHHUS Ta30M OJHOTO UJIH 00Jiee KOHTEHHEPOB;

pe3epByap - CTallMOHAPHBINA TEPMUUYECKU W30JIMPOBAHHBIA KOHTEHHED JUISl XPAHEHUS COKMIKEHHOTO
WM KPUOTEHHOTO Ia3a, TAaKXKe Ha3bIBAEMbIH "CTallMOHAPHBIA KPUOTEHHBIN cocyn';

cOpoc naBJIeHHs - ONEpaLys 110 yJAJIEHUIO OCTaTOYHOIO Tra3a U3 KOHTEHepa U (WIN) CUCTEMBI 10
BEJIMYUHBI OcTarouHoro pgasieHuss 1,013 OGap myrem coenvHeHHs KOHTeWHepa M (WJIM) CHUCTEMBI C
aTMOC(EepHBIM BO3/1yXOM;

cKaThli ra3 - ras3, pacacoBaHHBI TOJ [aBJICHHEM C LENIbI0O TPAHCIOPTUPOBKH, KOTOPBIH
0CTaeTCs IOJTHOCTHIO B Ta3000pa3HOM COCTOSTHUU MPHU TemrepaType Boiie Muayc 50°C;

CoKMIKeHHBIH ra3 - ra3, pac()acoBaHHBIN ¢ LIEIbI0 TPAHCTIOPTUPOBKHU, KOTOPBI OCTAETCSI YaCTHYHO
KUJIKUM WM TBEPIBIM IIPH TeMIlepaType Bbliiie MuHyc 50°C;

HHMCTEPHA - TEPMUYECKH U30JUPOBAaHHBIM KOHTEHHED, YCTaHOBJICHHBII Ha TPAHCIIOPTHOE CPEACTBO
JUISL IEPEBO3KHU CHKMIKEHHOT'O MJIM KPMOT€HHOI'O Iasa.

Hudopmarus 06 H3MEHEHHSX:

Ipuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCceHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
Ipunoxenne N 7
K [IpaBunam Hamekamen
NPOU3BOJACTBEHHON MPAKTUKH

HpOI/I3B0)1CTBO JICKAPCTBCHHBIX PACTUTEJIBHBIX IIPEapaTroB

C n3MeHeHHSIMH H JOIMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
L. ITpuHun

1. JlekapCTBEHHbIE pacTUTENIbHBIC MpEnapaTbl UMEIOT CIOXKHYIO MPHUPOAY U Pa3HOOOpa3HbIC
XapaKTePUCTHKH, MO 3TOW MPUYUHE MPH UX MPOU3BOJACTBE OCOOYIO POJb MIPAET KOHTPOJIb HCXOJHBIX
MaTepHalioB, YCIOBHM XpaHeHHs U mepepaOoTku. VICXOAHBIM MaTepualoM TMpH TMPOU3BOJCTBE
JIEKAPCTBEHHBIX  PACTUTCIIBHBIX  IIPENApaToB  SBISAETCA  JIEKAPCTBEHHOE  PACTUTEIBHOE  CBIPBE.
JlekapCTBEHHOE PACTUTENBHOE ChIphE JODKHO MMETh TpeOyemoe KayecTBO, a IMOJITBEPKAAIOUINE 3TOT
(dakT maHHBIE AODKHBI OBITH MPEAOCTABICHBI MOCTABIIMKOM HCXOJHBIX MAaTEpUANIOB HPOU3BOIUTEIIO
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JIEKapCTBEHHOT'O PacTUTENBHOrO npenapara. [y obecreueHus: KauecTBa JIGKapCTBEHHOTO PACTUTEIBHOTO
CBIPBSI MOXKET MOTpeOoBaThest Oosee moApodHas nHPopMaIHs 0 crmocode ero MoxydeHus (BbIpaIliBaHuUs).
Otb6op cemsiH, YCIOBHS KyJIbTUBUPOBAHHS M COOpa ypoikasi SIBIISIOTCS Ba)KHBIMH aCIEKTaMHU KauyecTBa
JICKApCTBEHHOTO PACTHTEIBHOTO ChIpbS M MOTYT BIHUSATh Ha TIOCTOSHCTBO KayecTBa T'OTOBOTO
JIEKapCTBEHHOT'O PAaCTUTEIBHOTO MpenapaTa. JJis 1eneit Hauiexaniero BlpauBaHys U cOOpa pacTeHuil B
OTHOILICHUH COOTBETCTBYIOIIEH CHCTEMBbl OOECIICYEHHS KadyecTBA PEKOMEHIYETCSl TPUMEHATh
yTBepkIeHHOe KOMUTETOM 1O pacTUTEIbHBIM JIEKapCTBEHHBIM IpernaparaM EBponeiickoro areHTcTBa 1o
JIEKapCTBEHHBIM CpeZIcTBaM PyKOBOJCTBO IO MpaBMiIaM HaJJIEXKAIIETO BhIpAIIUBAHMS M cOOpa UCXOAHOTO
CBIpBS pacTuTeNbHOrO npoucxoxaenus (GACP)*.

2. Hacrosimee Ilpunoxenue pacmpocTpaHseTcs Ha BCE HCXOAHbIE MaTepUalbl PAaCTHTEIBHOTO
MIPOMCXOXKACHUS, B TOM YHCJIE Ha JIGKAPCTBEHHOE PACTUTEIHHOE ChIPhE.

3. OcoOeHHOCTHM TPUMEHEHHsI pPa3IMYHBIX MpaBWJI, B TOM 4YHuCie Hacrosmmx llpaBun, K
MIPOU3BOJICTBY JICKAPCTBEHHBIX PACTUTEILHBIX MPENapaToB MpuBeneHbl B Ta0mie N 1.

Taéamna N 1. Ocobennoctun npumenenns IIpaBui Kk Npou3BoACTBY JICKAPCTBEHHBIX PACTHTEIbHBIX

npenapatos(l)
Bunst pabor IIpaBuiia I'nmaBa I'maBa
HaJJIeKaILero 1A/ III
BBIPAIMBAHUS | HACTOSIIUX | HACTOSIIUX
u coopa [TpaBun [TpaBun
(GACP)

KynbruBupoBanue u cOop pacTeHui, BOZOpociei,
rpuOOB M JUIIANHUKOB, COOp KCCYAATOB (BBIIEICHUI)
Pe3ska u cymika pactenuii, Bogopocieii, rpuoos,
JUIIAHHUKOB U SKCCYJIATOB (BblAEIECHUN)(2)

OTXuM pacTeHUi U neperoHka(3)

W3menbueHne, 00paboTKa 3KCCYAATOB, IKCTPAKLIUS U3
pacteHuii, (ppakIMOHUPOBAHUE, OUHCTKA,
KOHIICHTPUPOBAHUE UM (DepMEHTAIHSI PACTUTEIIBHBIX
cyOcTaHIwmii

JanbHeiimast 06paboTka /Ui NOTydYeHUs
JIeKapCTBEHHOH (POPMBI, BKITIOYAsl YIIAKOBKY
JICKapCTBEHHOTO Mpenapara

IIpumeyanus:

(1) B nmanHO# Tabnuile mpeacTaBiIeHA paclIMpeHHas NoApoOHas WHopManus B OTHOIICHHH
paszzesna 1o JEKapCTBEHHBIM pacTUTENbHBIM npenaparaM Tadnauiel N 1 B rinase [V Hactosmux ITpasui.

(2) IIpomsBoguTenu IOJKHBI TapaHTUPOBAaTh, YTO JAaHHbBIE CTaJWU OCYILIECTBISIIOTCS B
COOTBETCTBUHM C YCTAaHOBJIIGHHBIMH TpeOoBaHMsAMHU. JJii HAayalbHBIX CTaJAWN NPUMEHUMBI CTaHIAPTHI
PykoBozacTBa Mo MpaBHJaM HaJUIEKAIETO BBIPAIIUBAHUA U COOpa HMCXOIAHOTO CHIPbS PACTUTEILHOTO
npoucxoxaeHus (GACP). Hacrosiue [IpaBuna npuMeHSIOTCS K IPOM3BOJACTBEHHBIM CTAaIUsM PE3KH U
CYLLIKH.

(3) B oTHOIIEHUN CTaauil OTXKHMA PACTEHUH U MEPETOHKHU (€CIM HE0OX0AUMO, YTOOBI 3TH PAOOTHI
COCTaBJISUIM HEOTHEMJIEMYIO YaCTh ONEPALUi 3arOTOBKHM C ILIEJIBI0O COXPAHEHHUS KauyecTBa NPOAYKLIHMU B
paMKax yTBEpKIEHHBIX CIIeHU(pUKAINI) CYUTACTCS IPUEMIIEMBIM UX NIPOBEICHUE B YCIOBHSIX 3arOTOBKH,
€ClIn  KyJbTHUBUpOBaHUE ocyulecTBisgercs B coorBerctBuM ¢ GACP. Takue ycnoBus cuemyer
paccMaTpuBaTh Kak MCKIIOYEHHE U 00OCHOBBIBATh B JOKYMEHTAX PErHCTPALMOHHOTO Joche. i Takux
paboT, OCYIIECTBIIEMBIX B YCIOBHUAX 3aroTOBKHM, HEOOXOAWMO OOECIEYUTh COOTBETCTBYIOIIYIO
JOKYMEHTAIMIO, KOHTPOJIb U BAJIMJIALUIO COIIACHO MpUHIMNaM Hactosmux [Ipasuit.
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I1. ITomemenus: u od0opya0BaHME

30HBI XpaHeHHUs

4. (1) JlekapcTBEeHHOE PACTHTEIBHOE ChIPhE HEOOXOIUMO XPAHUTh B OTICIBHBIX 30HaX. DTU 30HBI
JOJDKHBI OBITh 3aIUINEHBl OT MPOHHUKHOBEHUS B HUX HACEKOMBIX M KHBOTHBIX, OCOOCHHO T'PBI3YHOB.
JloioKHBL OBITH TPUHATHL 3((PEeKTUBHBIE MEphl MO NPEAOTBPALICHUIO PACIPOCTPAHEHUS JIIOOBIX TaKUX
KUBOTHBIX W MHKPOOPTaHU3MOB, IPHUBHOCHMBIX C JIEKAPCTBEHHBIM PACTHTEIBHBIM CHIPbEM, JUIA
NpeNoTBpalieHus (epMEeHTAllul MM POCTa IIJIECEHH, a TaKKe MEePeKPeCTHOM KOHTaMHHAIUH.
Heo6xonuMo HCIONb30BaTh BBIACICHHBIE 30HBI JUISI KapaHTHHA IIOCTYMAIOLIETO JIEKAPCTBEHHOTO
PaCTUTENILHOTO CBHIPhsI U JIEGKAPCTBEHHOT'O PACTUTENILHOTO CHIPhs, PA3pEIIEHHOTO JJIsl HCTIOJIb30BAHMS.

5. (2) 3o0Ha XpaHeHUs AOJKHA XOpOILIO BEHTUIMpoBaThes. IlopsAnok pasmeleHus ynakoBOK He
JIOJDKEH MPETsTCTBOBAThH CBOOOTHON IIMPKYJISAILIUHN BO3yXa.

6. (3) Ocoboe BHMMaHHE HEOOXOAMMO YIENATh YMCTOTE W HAAJIEKAIIEMy OOCIY>KMBAaHHIO 30H
XpaHeHHUs1, 0COOCHHO TaM, re 00pa3yeTcs MbLIb.

7. (4) Ecnn nnst XpaHeHUsT UCXOIHBIX MAaTE€PHAJIOB U JICKAPCTBEHHBIX PACTUTENIBHBIX MpenapaToB
TpeOyIoTCsl 0COOBIE YCIOBUS B OTHOILICHUH BJIAYKHOCTH, TEMIIEPATYPhl U 3aIIUTHl OT CBETA, TAKUE YCIOBHSA
HE00X01MMO 00ecrieunBaTh U KOHTPOJIHPOBATb.

HpOI/ISBOZ[CTBeHHaH 30Ha

8. (5) Ilpu orbGope npoO, B3BEIIMBAHUM, CMEIIMBAHUH U IPYTHX TEXHOJOTHUECKUX OMEpaIsX C
JICKapCTBEHHBIM  PACTUTENBHBIM  CBIPHEM, COIMPOBOXKAAIOIIUXCSA MBUICOOpa30oBaHUEM, HEOO0XOAUMO
NPUHUMATh OCOOBIE MEpbI MO MOJACPKAHUIO YHCTOTHI, a TAKXKE IO IMPEIOTBPAILECHUIO MEPEKPECTHOTO
3arpsi3HEeHus (yJaJeHue MbUIH, BBIACICHHE CIICIUATbHBIX TIOMEIIECHUH ).

OobopynoBanne

9. (6) ObopynoBanue, GUILTPYIOLUIUME U WHBIE MAaTEPUANIBI, UCIIOIB3YEMBIC B MPOU3BOJCTBEHHOM
MpoIecce, IOJKHBI OBITh COBMECTHMBI C PACTBOPHTENEM, HCIOIB3YEMBIM Ui JKCTPAKIMH, IS
MPEeIOTBPAIICHUS KAKOTO-IMOO BBIACTICHUS WM  HEXKEJIATeNbHOW  abcopOmuu  JeKapCTBEHHOTO
PaCTHTEIBHOTO CHIPbS, KOTOPBIE MOTYT MOBIHATH HA TPOIYKIIHIO.

1. ToxymenTanus

Cneuml)mcaulm Ha UCXOAHO€ CbIPbE

10. (7) IIpousBoauTenH JEKAPCTBEHHBIX PACTUTENBHBIX MPEMAapaToOB JOJKHBI YOSTUTHCS B TOM,
YTO OHM MCHONB3YIOT TOJBKO TO JEKAPCTBEHHOE PACTUTENIBHOE CBIPhE, KOTOPOE IIPOU3BENEHO B
COOTBETCTBUM ¢ HacrosmiuMu IIpaBunamu (c yuderom Tabmuisl N 1 Hactosimero Ilpunoxenus) u
PEerucTpaoHHbIM J1oche. HeoOX0uMo MMETh UCUEPIIBIBAIOILYIO TOKYMEHTAIINIO, KACAIOIIYIOCS OILICHKH
MOCTABIIMKOB HCXOJHOTO CBHIPbSl PACTUTENBHOTO MPOMCXOXKACHUS, TPOBEICHHONM JIMOO camMHuM
MIPOU3BOIUTENIEM JIEKAPCTBEHHOI'O PACTUTEIBHOTO Mpernapara, JIM00 MO ero MopyuyeHUI0 UHBIMU JIMLAMH.
Pe3ynbpTaThl OLIEHKM MOCTABILMKOB B OTHOLIEHMM JIEKAPCTBEHHOI'O DPACTUTENBHOIO CBIPbS SIBISIOTCS
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OCHOBOIIOJIATAIONIMMU JIJIsl Ka4yecTBa UCXOTHOTO ChIpbs. [Ipon3Boaurens oOpaiaer BHUMAaHUE HA TO, YTO
MOCTABIIMKH JIEKAPCTBEHHOI'O PACTUTEILHOTO CHIPbS WM Tpenapara padoTalOT B COOTBETCTBHU C
PykoBOACTBOM MO MpaBHUJaM HAaJJIEKAIEro BhIpAIlMBaHUs M cOOpa MCXOIHOTO CHIPbS PACTUTEIILHOTO
npoucxoxaenus (GACP).

11. (8) [nst Toro 4roObl COOTBETCTBOBATH TPEOOBAaHUSAM, YCTAHOBJIEHHBIM IyHKTamMu 92 - 134
Hacrosmux [IpaBui, B cneun¢uKaluy Ha JEKapCTBEHHOE PACTHTENBHOE ChIphE WM JIEKAPCTBEHHBIC
pacTuTeNbHbIe TpenapaThl HEOOXOIUMO BKIIIOYATH!

Hay4YHOE Ha3BaHHME PACTEHHs B COOTBETCTBHU C OMHAPHOM cucTeMOH (PO, BUbI, OABUABI U (MIIN)
Pa3sHOBUIHOCTH, a TaKXKe aBTopa (Hampumep, JInHHE), pu HEOOXOAMMOCTH TAKXKE CIIEAYET MPEACTaBUTh
MHYI0 HHpOpMaLHKIO (HarpuMep, Ha3BaHUE COPTa, XeMOTHITMYECKYIO Pa3HOBUIHOCTD);

NOJAPOOHBIE JAHHBIE O TMPOUCXOXKICHUM pacTeHuss (B YAaCTHOCTH, CTpaHa WIM PETHUOH
npouspacTaHus 700 KyJIbTUBHPOBAaHHUS, BpEMs M CIOCOO 3aroTOBKH, BEPOATHO HCIOJIb30BAHHBIC
MECTHUII/IbI, BO3MOXKHOE PAIMOAKTUBHOE 3arpsI3HEHUE);

CBEJICHUS O TOM, Kakas(1e) 4acTh(H) pacTEHUs UCIIONb3YETCA(T0TCA);

MH(POPMALIHIO O CrIOCcO0E CYIIKH, €CJIN HCIIONIB3YIOT BHICYIIICHHBIE PACTEHHS,

ONHCAaHUE JIEKAPCTBEHHOTO pACTUTEIBHOTO ChIpbi, a TaKXKe JaHHbIE €ro Makpo- H
MUKPOCKOIIMYECKOTO UCCIEA0BAHN;

TaHHBIE 0 HEOOXOAUMBIX HCIIBITAHUSAX Ha MOJJIMHHOCTD, BKJIIOYAsk IPU HEOOXOTUMOCTH UCIIBITAHUS
Ha MOJJMHHOCTb ISl UHIPEAUEHTOB C U3BECTHOM TEpaneBTUYECKONW aKTUBHOCTHIO WM MapkepoB. Eciu
JICKapCTBEHHOE PACTUTENILHOE ChIpbe MOXHO (hanmbcuduuupoBaTh U (WIK) MOJMEHHUTh, TO HEOOXOAUMBI
cneunpuunbie auddepeHuupyrone UcnbTanus. s onpenesneHuss MOIIMHHOCTH B PACIOPSIKEHUU
JOJDKEH OBITh ayTEHTUYHBIN 0Opa3el] Uit CpaBHEHUS;

COJIEp/KaHUE BJIarM B JIEKAPCTBEHHOM PACTUTEIIBHOM ChIPbE, OINPEAEISEMOE B COOTBETCTBUH C
TpeboBanusamu ['ocynapcTBenHol papmakonen Poccuiickoit deneparum;

METOJMKH KOJIMYECTBEHHOTO OINPEICIICHUs KOMIIOHEHTOB C M3BECTHOM TEpaneBTUUYECKOM
aKTUBHOCTBIO MJIM, €CIIM HEOOXOJMMO, MAapKEpOB, a TAaKKE METOMbI, MPUTOJHBIC U ONpe/AeiCHUs
BO3MOYKHOW KOHTAMMHAIIMHM MECTUIMIAMHU U TMPEesbl IPUEMIIEMOCTH B COOTBETCTBHH C TPEOOBAHUIMHU
I'ocynapctBennoit ¢apmakonen Poccuiickoit ®epepanyu, WM, NpPUH OTCYTCTBUU (papMakoIeiHbIX
TpeOOBaHUH, COOTBETCTBYIOIINI BAIMAMPOBAHHBIA METO/I, €CITH HE 000CHOBAHO MHOC;

METOAMKH MCIIBITAHUH 110 ONpeesIeHUIO TPHOKOBOM 1 (MJIM) MUKPOOHOW KOHTAMUHAIIMH, BKITIOYAs
a(IaTOKCUHBI, JPYIMe€ MHKOTOKCHHBI W HMHBA3HIO Mapa3suTaMH, a TaKXKe JOMyCTUMBIC TNPEaeibl, eClu
HEOOXOINMO;

METOAMKH HCTIBITAHUI Ha HaJIMYME TOKCUYHBIX METAJIOB, a TAK)KE HA BO3MOXHbBIC KOHTAMUHAHTBI
U TIPUMECH, €CITH HE00XO0AUMO;

METOAMKH UCIIBITAHUI Ha HAJTMYHE WHOPOJHBIX MAaTepHAJIOB, €CIIM HEOOXOIUMO;

Apyrue BHUIBI KOHTPOJISI B COOTBETCTBHMH C TpeOoBaHUSAMHU [ ocymapcTBeHHOU (apMakonen
Poccuiickoit @enepanuu.

12. Jliobas mpoBeaeHHas o0paOoTka [ CHIDKEHUS TpPUOKOBOM M (MJIM) MHKPOOHOM
KOHTaMUHAIMK JINOO NPYyroil MHBA3WU NOJDKHA O(OpMIIATHCS TOKyMeHTainbHO. HeoOxoaumo uMeTh B
pacropshkeHUH crenu(UKauud M METOIUKH, KOTOpBIe IOJDKHBI BKIIIOYATh MOJIPOOHBIE CBEICHUS O
npoiiecce 00pabOTKU M UCIBITAHUAX, a TAK)KE NpeAeTbHbIC 3HAUCHHsI OCTATOYHONW KOHTaMUHALINY.

TexHoI0OrHYeCKUEe HHCTPYKIIUHA

13. (9) B TexHONOTMYECKUX HMHCTPYKLUHUSAX JOJDKHBI OBITh ONHCAHBI PA3IUYHBIC OIEPALUH,
OCYIIECTBIISIEMBIE C JIEKAPCTBEHHBIM PACTUTEIBHBIM CBIPEM, TAKHE KaK OUMCTKA, CyIIKa, U3MEJIbYCHUE U
IIPOCEUBAHUE, a TAKXKE JaHHBIE O MIPOJOLKUTEIBLHOCTU U TEMIIEPATYpe CYLIKUA U METOAAX, UCIOJIb3YEMBIX
111 KOHTPOJIS pa3MepoB (pparMEeHTOB KyCOUKOB MIJIA YACTHII.

14. (10) HomxHbl OBITH yTBEpXKIEHHBIE WHCTPYKIMHU W 3alUCH, KOTOPbIE TapaHTUPYIOT, UTO
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Ka)/10€ TapHOE MECTO C JIGKAPCTBEHHBIM PACTUTEIBHBIM CHIPHEM IPOBEPEHO C IIENBI0 OOHAPYKEHHS
Kakoi-mubo Qanbcudukanuy, MoAMEHbl, HaJUYWs MOCTOPOHHUX MAaTepHajoB (TaKMX Kak (parMeHTHI
MeTaJula WIN CTEKJIA, OCTaTKU )KUBOTHBIX MJIM MX SKCKPEMEHTHI, KAMHH, TECOK) OO0 MPU3HAKOB THUEHHUSL.

15. (11) TexHomornyeckue MHCTPYKLMM JOJKHBI COJAEP’KAaTh METOABl YJAJIECHHUS IMOCTOPOHHUX
MaTepHaiOB U COOTBETCTBYIOIIME METOAWKHM OYHCTKM M (WiIu) oTOopa MaTepuala pacTUTENILHOTO
MIPOMCXOXKACHUS NEpe]] €r0 XpaHEHUEM B KaUeCTBE Pa3peIICHHOr0 JIEKapCTBEHHOTO PACTUTEIBHOTO CHIPhS
WIN TIepe]] HayajoM IPOU3BOJCTBA.

16. (12) MHCTpyKIMM HO TNPOU3BOJACTBY JIEKAPCTBEHHBIX PACTUTEIBHBIX IPENApPaTOB JOJIKHBI
BKJIIOYATh MOJPOOHBIE CBEJICHUS O PACTBOPUTEIIE, TPOIOJKUTEIBHOCTH U TEMIIEPAType SKCTParupoBaHus,
MH(POPMALIKIO O JIOOBIX CTAIUSIX KOHLIEHTPUPOBAHHS U UCIIOJIBb3YEMBIX CIIOCO0aX.

IV. KonTpoJb kayecTBa

OT16op npod

17. (13) IlockoabKy JIEKQpCTBEHHOE PACTUTEILHOE CHIPhE MO0 CBOCH MPUPOAEC HEOTHOPOIHO, OTOOD
npod M3 HEro JIOJKEH OCYIIECTBIATH IMEpPCOHAl, OONagaroliuii CHelHalbHBIMM HaBbIKaMH. Kaxmyio
CEepHIO CleAyeT WACHTU(DUIIMPOBATH IO JOKYMEHTAIMH Ha 3Ty CEPUIO.

18. (14) Heo6xoauMo cOXpaHATh KOHTPOJIbHBIE 00pa3libl JEKAPCTBEHHOTO PACTUTEIBHOTO CHIPHSL.
[Ipu mpou3BOACTBE MOPOIIKOB HEOOXOTUMO COXPaHATH O00pasllbl HEM3MEIbUYEHHOTO JIEKapCTBEHHOTO
PaCTUTEIBHOTO CHIPHSL.

19. (15) Ilepconan, npoBOAAILIMI KOHTPOJIb Ka4E€CTBA, JOJKEH UMETh CIIELUAIbHYIO OATOTOBKY U
ONBIT PabOThl C JICKAPCTBEHHBIM PACTUTENBHBIM CHIPbEM, IPOMEXYTOUHBIMH MPOAYKTAMH WU
JIEKapCTBEHHBIMU DPACTUTENBbHBIMU TIpENapaTaMM JUIsl TPOBEACHMUSI MCIBITAHWMM Ha MOAJUHHOCTH U
HAJIMYME TpUMecel, BBIABICHHUA B TOJIYYEHHOM CBhIpb€ pPOCTa TI'pUOOB, 3apakeHUs amMOapHBIMH
BpPEAUTEISAMY, BBISIBIEHUS HEOJHOPOIHOCTHU CBIPBSI.

20. (16) IlomnuHHOCTP M Ka4yeCTBO JIEKAPCTBEHHOI'O PACTUTENIBHOTO ChIPbs, MPOMEKYTOUHBIX
MPOAYKTOB M JIGKAPCTBEHHBIX PACTUTEIBHBIX IMPENapaToB HEOOXOAUMO OIPEICNATh B COOTBETCTBHU C
TpeboBanusmMu ['ocynapctBenHo ¢apmakonen Poccuiickoit dexepannu, HOPMAaTUBHON JAOKYMEHTAIHH
WM HOPMATHUBHOTO TIOKYMEHTA.

* CnpaBouHO: PyKOBOJCTBO MO IpaBMiIaM Ha/IJIeKaIIEro BeIpAIlUBaHUs U cOOpa UCXOIHOTO CHIPhS

PaCTUTENBHOTO MIPOUCXOKICHUS (GACP) OITyOJIMKOBAHO o agpecy B
MH(POPMALMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu "NHTepHeT:
http://www.ema.europa.eu/docs/en_GB/document _library/Scientific guideline /2009/09/WC500
003362.pdf

Hudopmarus 06 H3MEHEHHSX:
Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
6HECeHbl U3MEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a207106KA 8 Npeobloyuiell peoaKyuu
IIpniaoxenne N 8
K [IpaBunam Hamekamen
NPOU3BOJACTBEHHOI MPAKTUKH

OT160p NMpod MCXOAHOTO CHIPHS M YIIAKOBOYHBIX MATEPHAJIOB
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C n3MeHeHHSIMH H JOMOJTHECHUSIMHU OT:

18 mexadpst 2015 r.
L. ITpuHun

1. O160p npo0 sBIIsIETCS BaXKHOI ornepanuei, Ipu KOTOpoi 0TOMpaeTcsi TOJIbKO HEOObINas YacThb
cepud. JloCTOBEpHBIC 3aKIIOUEHHs] IO OTHOIICHHIO KO BCEH CEpuHM HE MOTYT OCHOBBIBATHCS Ha
UCTIBITAHUAX, TPOBEICHHBIX Ha HEMPEACTaBUTENbHBIX MpoOax. IlpaBuibHbIl 0TOOpP TpoO sABISETCA
HEOTHhEMJIEMON 4acThio (papmaneBTHUECKON cucTembl kadecTBa. IIpaBuia oTOopa mpoO yCTaHOBIIEHBI
nyuktamu 214 - 217 nacrosmux IlpaBun. Hacrtosimee IlpunoxeHue coaepKUT IONOJIHUTEIbHbBIE
TpeOOoBaHuUs MO OTOOPY MPOO UCXOTHOTO CHIPhS U YIIAKOBOYHBIX MaTEpPHAIIOB.

II. ITepconan

2. (1) Ilepconan, mpoBoxsumii 0TOOp NPOO, AOKEH NPOWTH HayalbHOE OOy4YeHHE H B
MOCTIEIYIOIIEM PeryssipHO o0yyaTbcs IUCHUIUIMHAM, WMEIOIIMM OTHOLICHHE K IMPaBHIBHOMY OTOOpY
npo6. Takoe 00ydeHne T0KHO BKIIOYATh PACCMOTPEHHE CIIECTYIOIUX BOIPOCOB:

MOPSIOK 0TOOpa Mpoo;

YTBEpKJICHHBIE IPOU3BOAUTEIEM HHCTPYKIIUH 110 OTOOPY Mpoo;

METOJIbl U 000pyAOBaHKE, UCTIOIB3yEeMbIe TIPU 0TOOpE TIPOo;

PHCK IEPEKPECTHOM KOHTAMHHAIINY;

MEpbI MPEOCTOPOKHOCTH, KOTOpPbIE HEOOXOIUMO NPUHUMATh B OTHOIICHHHM HECTAOWIIBHBIX H
(W1M) CTEPUIIbHBIX BEIIECTB;

Ba)XHOCTh TIPUHATHUS BO BHUMaHUE Pe3yJIbTaTOB BU3YalIbHOM OICHKH BHEIIHETO BHJa MaTepHaJIOB,
YIaKOBOK M 3THKETOK;

BOXHOCTh JIOKYMEHTAJIBHOTO O(opMIleHHS JIOOBIX HENPEABHICHHBIX HIM  HEOOBIYHBIX
0OCTOSITENBCTB.

II1. UcxoaHoe cohipbe

3. (2) lomMHHOCTH BCel CEpHHM MCXOIHOTO CHIPbs, KaK MPaBUIIO, MOKET OBITh rapaHTHpPOBAaHA
TOJIBKO TOTJA, KOT/Ia OTHENbHBIE MpoObl ObUIM OTOOpaHbI M3 BCEX EMKOCTEH U UCHbITAHWE Ha
UJCHTUYHOCTh OBUIO MPOBEACHO JUIS KaXAoiH mpoObl. Jlomyckaercs oTOupaTh MpOOBI TOJNBKO M3 YaCTH
eMKOCTeH, eciau pa3zpaboTaHa NpouIeAlIas BaIWAALMIO MPOLEAypa, TapaHTUPYIOIIas, 4YTO HH OJHA
€MKOCTh C UCXO/IHBIM CBIpheM He Oblila HEMIPaBUILHO MapKUPOBAHA.

4. (3) IIpu Takoii BamuIai HEOOXOAUMO YUUTHIBAT, 10 KpaifHel Mepe, CIeIyIoIIne aceKTh:

JaHHBIE O MMPOU3BOAUTEIIE U MOCTABUIMKE (MX THUI U TEKYIee COCTOSHUE), a TAKXKe UX MOHUMaHUe
TpeboBanuit HacToAuwMx [IpaBui;

HAJINYHE CUCTEMBI 00ECTICUeHHsI KaYeCTBa y MIPOU3BOAUTEISI HICXOTHOTO CBIPhS;

YCIIOBHSI TPOU3BOJICTBA, ITPH KOTOPBIX UCXOJIHOE CHIPhE MPOU3BOAAT U KOHTPOJIUPYIOT;

XapakTep M CBOWCTBA MCXOAHOTO CBIPbS W JIGKAPCTBEHHBIX INpEnapaToB, IS HPOHM3BOJCTBA
KOTOPBIX OHO OyJIeT UCIIOJIb30BAThCA.

5. Ilpu Tako#l cucteme mpoleaypa, IpoIIeias BaduIalrdio 1 0CBOOOKIAIOMIAsl OT MPOBEACHUS
UCTIBITAHUN MOJJTMHHOCTU UCXOJHOTO CBHIPbSI B KXKAOH MOCTYMAIOUIeH eMKOCTH, MOXKET OBITh MpHeMieMa
TS

HCXOJHOIO CBIPbS, MOCTYMAIOIIEr0 OT OJHOTO NMPOU3BOAUTENS WIM C OJHON NPOU3BOACTBEHHOMN
TUTOIIAIKY;
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MCXOJIHOTO CBIPbs, IOCTYHAIOIIEr0 HEMOCPEACTBEHHO OT TIPOU3BOAMTENS HIM B EMKOCTH,
ONEYaTaHHOM IMPOU3BOAUTENIEM, NMPUYEM 3TOT TOCTABIIMK HMEET Oe3yNpeuHylo pemyTanuio, U eclu
NPOBOJIATCSL PETYJISIpHbIE ayAWUThl CHUCTEMBI OOECIEeUeHHMsI KayecTBa MPOU3BOAUTEINS IOKyHarejaem
(mpon3BOAMTENIEM JIEKAPCTBEHHOTO MIpernapara) Wik 0pUIHAIbHO aKKPEIUTOBAHHBIM OPTaHOM.

6. Takas mporetypa He MOXET YAOBJIETBOPUTEIHHO NPONTH BAIMIALNIO U UCIIOIB30BAThCS IS

HCXOJIHOTO CBIPBsI, MOCTABISIEMOTO IMOCPEAHUKAMH, KOTJa TMPOU3BOJUTEIh HEU3BECTCH WM HE
MOJIBEpraeTcs ayauTy,

UCXOJHOTO CBIPbs, HCIIOJIB3YEMOTO JUIsI TPOM3BOJCTBA MMAPEHTEPANbHBIX JIEKAPCTBEHHBIX
IpernapaTosB.

7. (4) KauecTBO cepuM HMCXOIHOTO CHIPbS MOXKET OBITH OLIEHEHO NHpU OTOOpPE W TPOBEICHHUH
UCTIBITAHUS TIPEJCTaBUTENIBbHOM MPoObI. [l 3TOH 1eau MOryT OBITh MCIIONIB30BaHbI MPOOBI, 0TOOpaHHBIE
U MCTbITaHuil mouMHHOCTU. KommyecTBo mpoO, OTOOpaHHBIX MAJIsl MOJMYyYEHHs MPEICTaBUTEIbHOM
npoObl, JODKHO OBITH ONPENETICHO CTAaTHCTUYECKM M yKa3aHO B IUiaHe orOopa mpod. KomuuecTBo
OTAENBHBIX MPOO, KOTOPbIE MOTYT ObITh CMEIIaHbI A (OPMHUPOBAHUS CpPeIHEH MPOOBI, TaKkKe JOJIKHO
OBITH OMPE/IETICHO C YUYETOM BHJIA CHIPbs, CBEICHUI O MOCTABIIUKE U OJTHOPOTHOCTH CpPEIHEH MPOOHI.

IV. YnakoBouHbIe MaTepHaIbI

8. (5) B mmane no orbopy npo0 ymakOBOYHBIX MaTEPHUAIOB JOJKHO OBITH YYTEHO, IO KpailHen
Mepe, cleayloliee: MOJTYyYeHHOE KOJIMYecTBO, TpeOyeMoe KauecTBO, XapaKTep MaTepuana (Harmpumep,
NEpBUYHBIC YIAKOBOYHBIC MaTepHanbl W (MJIM) TI€YaTHBIE YIAKOBOYHBIC MAaTEpHalbl), METOIbI
NPOM3BOJICTBA, a TAaKXKE CBENEHUS O cHcTeMe oOecreueHHsl KadecTBa IMPOU3BOAMTENS YIAKOBOYHBIX
MaTepHalioB, OCHOBaHHBIC HAa pe3ysbTaTax MpoBeAcHUs ayuToB. KonnyecTBo oTOMpaeMbIx Mpod JOIKHO
OBITh OIPEIeNICHO CTATUCTHUYECKU U YKa3aHO B IJIaHE 10 0TOOPY Mpoo.

Hudopmarus 06 H3MEHEHHSX:

Ipuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
IIpuniaoxenne N 9
K [IpaBunam Hammekamen
NPOU3BOJACTBEHHOI MPAKTUKH

IIpou3BoACTBO KUAKOCTEH, KPeMOB U Ma3eil

C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
L. ITpuHuun

1. XKunkoctu, KpemMbl M Ma3d OCOOEHHO MOJBEPKEHBI MHUKPOOHOW M HMHON KOHTaMHHAIUH.
[TosToMy HEOOXOAMMO MPUHUMATH CIICIATBHBIE MEPHI TI0 TPEAYIPEKACHUIO JTI0OO0H KOHTAMHUHALINH.

I1. ITomemenus: u od0opya0BaHue

2. (1) Jnsa 3amuTel OT KOHTAaMUHALMM IPU IPOU3BOJACTBE M NEPEMELIEHUM MPOTYKIUH
PEKOMEHYETCSI UCIIOJIB30BATh 3aKPBIThIE CUCTEMBI. [IpOM3BOACTBEHHBIE 30HBI, B KOTOPBIX HAXOAUTCS
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OTKpBITasi TPOAYKUUS WIM OTKPHITHIC YHCThIE YIAKOBKH, KakK IPaBHIO, HEOOXOAMMO 3(PPEKTHBHO
BEHTHJIUPOBATh OT(PUIBTPOBAHHBIM BO3IYXOM.

3. (2) KoHCTpyKIIMSl ¥ pacroNiokeHUEe PeakTOpoB, EeMKOCTEH, TpyOOIPOBOIOB H HACOCOB JOJKHBI
MpeIycMaTpuBaTh yI100CTBO UX OYUCTKH U, IPU HEOOXOIMMOCTH, CAHUTApHOU 00paboTku. B uacTHOCTH, B
KOHCTPYKIIMU O0OpYNOBaHMS JIOJKHO OBITh CBEICHO K MHUHUMYMY HaJMYUE HEIOCTYHHBIX 30H WIH
Y4acTKOB, B KOTOpPBIX MOTYT CKaIUIMBAaTbCA OCTATKM MPOAYKLHUH, CO3/aBas Cpeay AJs pPa3MHOKEHUS
MUKpPOOPTraHU3MOB.

4. (3) Ilpu HanuuuMu BO3MOXKHOCTH HE CIIEIyeT HCIOJb30BaTh amnmaparypy M3 crekia. Kak
NPaBUJIO, YacTH 00OpYyHOBaHMS, KOHTAKTHUPYIOUIME C MPOMYKIHEH, JOIDKHBI OBITh WM3TOTOBJIEHBI U3
BBICOKOKAYECTBCHHON HEP KAaBEIOLLECH CTalIH.

I11. ITpousBoacTBO

5. (4) Heo0xoauMo yCTaHOBHUTb U KOHTPOJIMPOBATH KAYE€CTBO MCIOJIb3YEMOW BOJBI B OTHOILICHUH
XMUMHUYECKOH U MUKPOOHOJIOTHYECKON YHCTOThI. Bo M30exkaHne pucka pa3MHOXKEHHS MHKPOOPTraHH3MOB
00CITy’)KUBaHHE CUCTEM MOJATOTOBKM BOJbI JOJDKHO OBITH OPraHM30BAaHO HajuexamuMm obOpasoM. Ilocie
000 XUMHUYECKOW CaHUTAapHOH OOpabOTKM CHCTEM IMOATOTOBKH BOIBI MX HEOOXOIUMO HPOMBIBAThH B
COOTBETCTBUHM C MPOLEIYpOH, MpOIICAIIeH BalUIAIMI0, KOTOpas TapaHTHPYET IMOJHOE YAaJeHue
Ne3uHUIUPYIONTUX CPEJICTB.

6. (5) KadgecTBO CHIpbs, MOTYy4aeMOro B EMKOCTSX OOIBIIOTO 00beMa, JOMHKHO MPOBEPSATHCS 10 UX
NepeMeIeHus] B eMKOCTH JJIsl XpaHEHHUSI.

7. (6) Heob6x0oauMo KOHTPOIHMPOBATH Mepeady ChIpbs M0 TPyOOmpoBoaaM, 4TOOBI rapaHTHPOBATh
UX MOCTYIIJICHUE B HY’KHOE MECTO.

8. (7) B momemeHusIX, Tae COAEPKUTCS OTKPHITAas MPOAYKLUS WA OTKPBHITHIE YHCTHIE YIAaKOBKH,
HE JIOMYCKaeTCs HAaxXOXJIEHHE MaTepuaoB, OT KOTOPHIX BO3MOXHO OTJEJICHHE BOJOKOH M JPYTUX
KOHTAaMUHAHTOB (HAaIpuUMep, KapTOH WM JACPEBSHHBIC MTOIOHBI).

9. (8) Bo Bpems QacoBku HE00XOAUMO OOECIEUUTh COXPAHEHHE OJHOPOAHOCTH CMeECeH,
CYCHEH3MI U MHBIX Hepac(hacoBaHHBIX MPOAYKTOB. [Ipomeccs cMenBanus U GacoBKU JAOJDKHBI TPOUTH
Banuanuoo. Ocoboe BHUMaHHE HEOOXOOUMO YAEIATh OOECIEUCHHMIO OJHOPOJHOCTH CMECH B Hayale,
M0CJIe OCTAaHOBOK M B KOHIIE MPOLIECCA HATIOJTHEHUSI.

10. (9) Ecniu roTOBBII NPOAYKT yIaKOBBIBAETCS HE Cpas3y, HEOOXOAUMO YCTAaHOBUTh MAaKCUMAIIbHO
JOMyCTUMOE BpeMs 10 €ro YHaKOBKH, a TaK)K€ COOTBETCTBYIOIIME YCIOBHUS XPaHEHUs, KOTOPBIE CIEAyeT
CTPOTO COOJIOIATE.

Hudopmarus 06 H3MEHEHHSX:

Ipuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
IIpuniaoxenne N 10
K [IpaBunam Hammekamen
NPOU3BOJACTBEHHON MPAKTUKH

IIpou3BoaCTBO J03MPOBAHHBIX A3P030JIbHBIX JEKAPCTBEHHBIX NPENapaToB MO AaABJICHUEM /JIs
MHT AN

C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
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L. ITpuHun

1. IIpon3BoACTBO a3pO30JbHBIX JEKAPCTBEHHBIX IPENapaToB IMOJ JaBICHUEM C JO3HPYHOIIMMHU
KJIallaHaM¥, TPEJAHA3HAYCHHBIX I WHTAIIMNA, TpeOyeT 0co00oro BHUMAHHUS H3-32 CHEIU(PHYECKOTO
XapakTepa 3TOM JexapcTBEHHOH ¢opmbl. OHO TOHKHO OCYLIECTBISTHCA B YCIOBHAX, CBOJAALINX K
MUHHMYMY KOHTaMHMHAIIMIO MHKPOOpPraHu3MamMu M yacTuuamMu. OYeHb BaXKHO TakXKe OOECIEeYUTh
Kau4ecTBO JETaJIeH KilaraHa, a B ClIy4ae CyCIIEH3UH - UX OJTHOPOJHOCTb.

I1. O0mme TpedGoBanus

2. (1) Kak npaBuio, UCIOIB3YOTCS 1Ba METO/1a IPOM3BO/ICTBA U HAIIOJIHEHUS:

a) (a) cuctema JIByXCTaIUHHOTO HAMOJHEHUs (HATIOJHEHHWE TOJ| AaBJICHHEM): (apMareBTHUSCKAS
CyOCTaHIMsI CYCHEHAUPYETCS B MPOIEIUICHTE C BBICOKOW TEMIEPaTypoill KUIEHHS, 03y CYCICH3UHU
MOJIal0T B KOHTEHHEp, BCTABISIIOT M OOKMMAIOT KJIAalaH W 4Yepe3 IITOK KialmaHa BBOJIST MPOTEIUICHT C
HU3KOM TeMIepaTypoll KHUIEHHUs NJisi TOJYy4YeHHs TOTOBOTO JIEKAPCTBEHHOrO IMpemapara, MpU 3TOM
MOAJEPKUBAIOT JOCTATOYHO HUBKYIO TEMIIEpaTypy CycleH3un ¢(apMamneBTHUECKON CyOCTaHIIMU B
MIPOMEIJICHTE JJI1 CHUXKEHUS IOTEPh 32 CYET UCTIApECHMUS;

6) (b) mporecc OMHOKPATHOrO HAMOJTHEHHS (XOJOJHOE HANOTHEHHE): (apMareBTHUECKYIO
CyOCTaHIMIO CYCHEHAUPYIOT B CMECH IPOIEUICHTOB U COJEPXKAT CYCHEH3UIO TOJ JTaBICHUEM WIIHU MPHU
HU3KOW TeMmreparype, JAuO0 OJHOBPEMEHHO IIOf] JaBIEHHEM M TPU HU3ZKOW TeMIeparype, 3areM
MPOBOJIUTCS HATIOJHEHUE YITAKOBKH CYCIIEH3UEHN B OJIUH MIPUEM.

I11. ITomemenus u 060pyI0BaHNE

3. (2) IIpou3BoACTBO M HAIMOJHEHHE MPU HAIUMYUU BO3MOXKHOCTH HEOOXOIMMO IMPOBOIUTH B
3aKpBITHIX CHCTEMaX.

4. (3) 3oHa, B KOTOPOM MPOAYKIIUS UJIM YHUCTHIE KOMIIOHEHTHI COAEPKATCS OTKPBITBIMU, JOJKHA
cHaOXKaThCsl OTPUIBTPOBAHHBIM BO3JIyXOM U COOTBETCTBOBATH TPEOOBAHUSAM K MPOW3BOJICTBEHHOH Cpee,
10 KpaliHen Mepe, kinacca D. BXxoauTs B 30Hy ciielyeT yepe3 BO3AYILIHBIC IITIO3bL.

IV. IIpou3BOaACTBO U KOHTPOJIb KA4€CTBA

5. (4) [osupyrolye KiamaHbl Ui adpo30Jieil SBISIOTCS OOJiee CII0KHBIMU TIO CPAaBHEHUIO C
OOJBIIMHCTBOM YCTPOWCTB, UCTIOIB3YEMBIX B (hapMalleBTHUECKON MPOMBIIUIEHHOCTH. JTO JOJDKHO OBITH
YUTEHO B CIIEIU(HUKAIMAX HA HHUX, a TaKkKe MpHu oTOOpe mpod u ucnelTaHusx. Ocoboe 3HaYeHHE UMEeT
MpoBeJIeHUE ayauTa (papMaIleBTUIECKONH CUCTEMBI Ka4eCcTBa Y POU3BOAUTENS TO3UPYIOMINX KIIAIIaHOB.

6. (5) Bce xunkoctu (B TOM 4YHCIE XUAKUE WU CXKWKCHHBIE TMOJ JaBJIICHHEM ra3o00pa3HbIe
MIPOTIEJICHTHI) JOJKHBI OBITh MPOQUILTPOBAHBI TSl YIAICHUS YaCTHII, pa3Mep KOTOPbIX OobIie 0,2 MKM.
Tam, Te 3TO BO3MOXKHO, pEeKOMEHAYETCSl MMPOBEICHUE TOTOTHUTEILHOW (PHIIBTPAIIMH HETIOCPEICTBEHHO
nepes HarmoJHEHUEM.

7. (6) KoHreiiHepsl u KJamaHbl HEOOXOIWMO OYHUIIATH COTJIACHO BAJIHIWPOBAHHON MpPOLEAypE,
KOTOpasi COOTBETCTBYET HA3HAUEHUIO JIEKAPCTBEHHOIO Mperapara M 00ecredrBaeT OTCYTCTBHE THOOOMH
KOHTAMHUHAIIMK, TaKOW KaK KOHTAaMUHAIUS TEXHOJIOTMYECKHMMH BCIIOMOTATEIbHBIMUA MaTepHallaMu
(Hampumep, CMa30YHBIMH) MU MUKPOOHas KoHTaMuHaIWs. [lociie OYMCTKY KIIanaHbl TOJDKHBI XPAaHUTHCS
B UHUCTBIX 3aKPBITBIX €MKOCTSX, TaKKe JOJDKHBI OBITh MPHUHATHL MEpbl MPEIOCTOPOKHOCTH,
MPEeIOTBPAIIAIONIIEe KOHTAMUHAIIMIO BO BpeMs MOCIEAYIONUX OIepaluii, HanpuMmep, npu ordope mpoo.
YnakoBKH JOJDKHBI MOCTYINATh Ha JIMHUIO HANOJHEHHS B YHCTOM BHJIE WU OYMINATHCS HA JIMHUU
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HENOCPEACTBEHHO NIEPE]] HATIOJTHEHUEM.

8. (7) Heobxomumo oOecrneunTh OJHOPOAHOCTH CYCIICH3WHM B TOYKE HAIOJIHEHUS B XOJIE BCETrO
IIpoLecCca HAOJTHEHHUS.

9. (8) Ilpu ncnosap30BaHUU METOJA JBYXCTAJIUHHOTO HAIIOJIHEHUS JJI JOCTUKEHMSI PAaBUIBHOIO
cocTaBa HEOOXOAUMO OOECTIEeYUTh TOYHYIO MacCy BBOJMMBIX BellecTB Ha o0Oeux cramusx. [loatomy BO
MHOTHX cltydasx 1enecoodpaser 100%-Hblii KOHTPOJIb MAacChl Ha KaXKIOH CTaIHH.

10. (9) KonTponp mocie HamoJHEHMs JOJKEH MOATBEPAUTH OTCYTCTBHE yTeuek. IIpoBepky Ha
HAJIMYME YTEYEK CJIEAyeT MPOBOIUTH TaK, YTOOBI HE JOMYyCTUTh MHUKPOOHOW KOHTAMHHALUHU WIH
OCTaTOYHOM BJIATU.

Hudopmarus 06 H3MEHEHHSX:

Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a207106KA 8 Npeobloyuiell peoaKyuu
IIpniaoxenne N 11
K [IpaBunam Hammekamen
NPOU3BOJACTBEHHON MPAKTUKH

KOMHL]OTepI/I3I/Ip0B3HHI>Ie CUCTEMbI

C n3MeHeHHSIMH H JOIMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
L. ITpuHun

1. Hacrosimee IIpuiosxkeHne NpUMEHSETCS KO BCEM THIAM KOMITBIOTEPU3UPOBAHHBIX CHCTEM,
HCTIOJIb3YEMBIX B paMKaXx JAEATeIbHOCTH, perylupyeMoi TpeboBaHusIMH HacTosmux [Ipasuit.

2. KommbloTepu3HpoBaHHasi CHCTEMa IMPeJCTaBlIseT co00il HabOp MPOrpaMMHBIX M aImapaTHBIX
KOMITIOHEHTOB, KOTOPbIE COBMECTHO BBITIOJHSIOT ONpPEICTICHHbIEC (QyHKIIUH.

3. IlpumeHeHHEe  KOMIBIOTEPU3UPOBAHHOM  CHUCTEMBI  JOJDKHO  OBITh  BaJMAMPOBAHO,
MH(POPMALIMOHHO-TEXHOJIOTHYECKast HHPPACTPYKTypa JOKHA MPOUTH KBATH(DUKALUIO.

4. Echau KOMIBIOTEPU3HPOBAHHAS CHUCTEMa 3aMEHSET pYy4YHOE YIpaBICHUE, ATO HE JOJDKHO
MPUBOIUTH K CHM)KEHUIO KayecTBa MPOAYKILINHU, TEXHOJIOTHYECKOTO KOHTPOJIS WK 00eCieueH s KauecTBa.
OOmue pucku npouecca He JOJKHbBI BO3PacTaTh.

I1. O6mue TpedoBanus

Ynpasienue puckamu (1)

5. VYmpaBneHue pUCKaMU  JOJDKHO  IIPUMEHATBCS B TEUYEHHME  JKU3HEHHOIO  LMKJA
KOMIIBIOTEPU3UPOBAHHON CHCTEMBI B IENAX OOecredeHus: Oe30MacHOCTH MAIMeHTOB, LEJIOCTHOCTH
JAHHBIX M KadecTBa NPONYKIMH. B pamkax CHUCTeMBI yHpaBICHUS PHCKAMU DELICHHS IO O00beMy
BAJIMJALIMOHHBIX UCIBITAHUN U IIPOBEICHHUIO KOHTPOJIEH LEJIOCTHOCTH JAaHHBIX JOJIKHBI OCHOBBIBATHCS Ha
00OCHOBAHHOM U IOKyMEHTAJILHO O(OPMIICHHOH OIIEHKE PHCKOB KOMITbIOTEPH3UPOBAHHOM CUCTEMBI.

Ilepconau (2)
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6. HeoOxonuMo mojiepKuBaTh TECHOE COTPYIHHUYECTBO MEXAY BCEM 3HAUMMBIM II€PCOHAIIOM,
BOBJICUEHHBIM B JJAaHHBIN NPOLIECC, TAKUM KaK BIIAJENEl] POLIECCa, BIAJENIEL] CHCTEMBI, YIIOJIHOMOUYEHHBIE
JMIA ¥ TEeXHUYECKUH MepcoHal. Bech mepcoHan qomkKeH UMETh HEOOXOIUMYIO KBATU(UKALUIO, YPOBEHb
JOCTYTIA U OTIPE/ICTICHHBIE TOTHOMOYHS JUISL BBITIOJIHEHUS BO3JIOKEHHBIX Ha HEro 00s13aHHOCTEH.

ITocTaBmmky u nposaiineps! ycayr (3)

7. (3.1) B cinyuae ecnu s TOCTaBKH, YCTaHOBKH, HACTPOWKH, 3aJaHMA KOHQUTYpaIH,
MHTETPUPOBAHUS, BaJTHIALMH, TEXHHUYECKOro OOCTYyXKMBaHUS (B TOM YHCIE 4Yepe3 yNaJICHHBIA JOCTYIH),
MOJUGUKAIIMH WIN TOAJEPKAaHUS KOMIIBIOTEPU3UPOBAHHBIX CHCTEM, OKa3aHHsI CBA3aHHBIX C HUMHU YCIIyT
Wi 00pabOTKH TaHHBIX MPUBJIEKAIOTCSA TPEThU JHIA (B YACTHOCTH, IOCTABILMKH, IPOBAIEpbl YCIyT), TO
MEXAy NpPOU3BOAUTENEM U YKa3aHHbIMM TPETHbUMM JIMLAMHU 3aKJIIOYAIOTCA JOroBOpBL. Takumu
JIOTOBOpPaMH PEKOMEHIYETCSl yCTAHABIMBATh OTBETCTBEHHOCTh TPEThUX JIMIL 332 HA/JIEKAIEE UCIIOJIHEHUE
CBOUX O0SI3aHHOCTEH.

8. (3.2) KoMmeTeHTHOCTh U Ha/IeKHOCTh ITOCTABIUKOB SIBJISIFOTCS KJIFOUEBBIMH YCIIOBHSIMH BBIOOpA
MOCTABIIMKA MPOTPAMMHOTO MPOJIYKTa MM yciuyr. Heo0XoauMOoCTh OIEHKH MOCTaBIIMKA JIOJKHA OBITH
OCHOBaHa Ha OLIEHKE PUCKOB.

9. (3.3) J[okymeHTrauus, npunaraeMas K KOMMEPYECKH BBIIYCKa€MbIM T'OTOBBIM  JUIf
UCTOJNB30BAHUSI NPOTPAMMHBIM — NPOJYKTaM, JOJDKHa OBITh  pacCMOTpeHa  YHOJHOMOYECHHBIMH
pabOTHUKAaMU MPOU3BOIAMUTENS HA MIPEAMET COOTBETCTBHSI TPEOOBAHUSAM IPOU3BOIUTEIIS.

10. (3.4) Undopmamms o cucrtemMe KauecTBa M OILIEHKAaX IIOCTABIIMKOB WJIHM pa3pabOTUMKOB
IPOTPAMMHOTO OOECTEYEeHUs] U YCTAHOBJICHHBIX KOMIIBIOTEPU3UPOBAHHBIX CHCTEM JOJDKHA OBITh
JOCTYITHA JUIS IIPEJOCTABICHUS JIUIaM, OCYIECTBIISIOUINM MIPOBEPKY, 110 UX TPEOOBAHMIO.

II1. Ctagus npoekTa

Banunanus (4)

11. (4.1) BanupauvoHHas JOKyMEHTAlMs W OTYETHI JIOJDKHBI OXBAaThIBAaTh COOTBETCTBYIOLIUE
CTaauM JKU3HEHHOTO IMKJIA KOMIBIOTEPU3UPOBAHHON cucTeMbl. [Ipon3BomuTens AOKEH 0OOCHOBATH
CBOM CTaHAAPThl, IPOTOKOJIbL, KpUTEPUU IPUEMIIEMOCTH, MPOLIEAYPHI U 3alIMCH HA OCHOBE OLIEHKH PUCKOB.

12. (4.2) BanupnanmonHasi JOKyMEHTAIUsl TOJKHA BKJIIOYATh 3alMCH KOHTPOJISL U3MEHEHUH (eciu
MPUMEHUMO) U OTYETHI O JIIOOBIX OTKIIOHEHUSX, BBISBJICHHBIX B X0J1€ IPOLIECCca BaTUIAIUH.

13. (4.3) [JlomxeH OBITh B HAIMYMM TEKYIIUH TepeueHb (peecTp) BCEX HCIOJIb3YEMbIX
KOMIIBIOTEPU3UPOBAHHBIX CUCTEM C yKa3aHUEM HMX (YHKIIMOHAJIBHOCTH, MOANAAAIONIEH Moa TpeOoBaHUS
Hacrosux [Ipasuil.

14. JIns KpUTHYECKUX KOMIBIOTEPU3MPOBAHHBIX CHUCTEM JOJDKHBI OBITh B HAJMYUHU HOAPOOHOE
TEKyIllee OMHcaHue (U3NYECKHX U JIOTMYECKUX B3aMMOCBS3€H, MOTOKOB JaHHBIX M HHTEp(EHCcOB C
JAPYTUMH CHCTEMaMH WM IPOIECCaMu, TpeOyeMble pecypchl BCETO KOMIBIOTEPHOTO 00OpYyNOBaHUS H
MIPOTPaMMHOTO 00ecTieueHus], JOCTYIHBIE MEphl 0€30MaCHOCTH.

15. (4.4) Cnenmdukanuu TpeOOBaHUH MOIB30BATEINS TOJKHBI OMUCHIBATH HEOOXOAUMBIE (DYHKIMH
KOMIIBIOTEPU3UPOBAHHOI CUCTEMbI HA OCHOBE JOKYMEHTAJIHHO O()OPMIIEHHOW OLIEHKH PHUCKOB M BIIUSHHSA
C TOUKHU 3peHust cobmoaenns Hactosmux [IpaBun. TpebGoBaHUs MOIB30BATEN JTOHKHBI MTPOCIEKHUBATHCS
Ha NPOTSHKEHUU BCET0 )KU3HEHHOTO LIUKJIA KOMIIBIOTEPU3UPOBAHHONW CUCTEMBI.

16. (4.5) IlpousBoguTenb JODKEH MPEANPHHATH BCE MEpPbI, TapaHTUPYIOLIME, YTO
KOMIIBIOTEPU3UPOBaHHAsl CHUCTeMa pa3paboTaHa B COOTBETCTBHM C HaJUIeXkalllell CUCTEMOHN YIpPaBICHHS
kayecTBOM. [TocTaBIMK TOKEH OBITH OLIEHEH COOTBETCTBYIOIIMM 00Pa3oM.
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17. (4.6) C uenplo BalMgallMd KOMIIBIOTEPU3HPOBAHHBIX CHCTEM, W3TOTOBJICHHBIX IO
WH/IMBUYaIbHOMY 3aKa3dy WIH MOAU(DUIIMPOBAHHBIX B COOTBETCTBUU C TPeOOBaHMSAMHU 3aKa3zuyMKa,
HE00X0MMO pa3paboTaTh JTOKYMEHTHPOBAHHYIO NHPOIEAYpPY OLEHKHM KayecTBa M SKCIUTyaTallHOHHBIX
XapaKTepUCTUK KOMITBIOTEPU3MPOBAHHOW CHUCTEMBI Ha BCEX OJTalmax ee JKU3HEHHOro IUKIa ¢
o(opmieHrEeM COOTBETCTBYIOLINX OTYETOB.

18. (4.7) HeoOxoaumo mpeACcTaBUTh TOKA3aTEIhCTBA COOTBETCTBHSI METOJOB U CXEM TECTUPOBAHUS
KOMIIBIOTEPU3UPOBAHHON CUCTEMbI. B YacTHOCTH, JOJDKHBI OBITH PAacCCMOTPEHBI MpEAebl MapamMeTpoB
cHCTeMBbI (Tipoliecca), TpaHHIIbl JaHHBIX U 00paboTka ommOok. Heo6xoauMo TOKYMEHTaIbHO O(POPMUTH
OLIEHKY COOTBETCTBUS IPUMEHEHHUSI aBTOMAaTH3UPOBAHHBIX CPEICTB TECTUPOBAHUS U PEKUMOB X PaOOTHI.

19. (4.8) Eciiu nanHbIe IepeBOIATCS B Ipyroi (hopMaT WK CUCTEMY JaHHBIX, BaJTHIALMS JOJDKHA
BKJIIOYATh POBEPKY HEM3MEHHOCTH 3HAUCHHSI U CMBICIIA IaHHBIX B MTPOIIECCE UX MUTPALIUU.

IV. Cragns 3xcniryaTaunu

Jdannbie (5)

20. KoMIOpIOTepH3UpOBaHHBIE CHCTEMBI, OCYIIECTBIISIIOIINE JJICKTPOHHBIH OOMEH IaHHBIX C
IPYTMMH CHCTEMaMH, JIOJDKHBI BKJIIOYAaTh COOTBETCTBYIOIIME BCTPOCHHBIE CPEACTBA KOHTPOIS
MPABIJILHOTO ¥ 0€30MacHOr0 BBOJA M 00pa0OTKH JaHHBIX C HEIhI0 MUHUMH3AIUN PUCKOB.

Kountposs Tounoctu (6)

21. Jlns KpUTHMYECKHUX JaHHBIX, BBOJMMBIX BpYYHYIO, HEOOXOJUMO IPEeIyCMOTPEThH
JIOTIOJIHUTENBbHBIA KOHTPOJIb TOYHOCTH BBOJA JAHHBIX. DTOT KOHTPOJIb MOXET OCYIIECTBISATHCS BTOPHIM
OIIEpaTOPOM WJIM C IMOMOILBIO BAJUAUPOBAHHBIX IEKTPOHHBIX CPEACTB. KpUTUUHOCTD U MOTEHIMAJIbHBIE
MOCTIEICTBUSL OIIMOOYHOTO WJIM HENpPaBWIBHOTO BBOJA JAHHBIX B CHUCTEMY JOJDKHBI OXBAaTHIBATHCA
CUCTEMOMH YIIPaBIICHUs PUCKAMM.

Xpanenue naHHbIX (7)

22. (7.1) [JanHble AOKHBI OBITH 3AIUMIIEHBI OT TOBPEXACHUH Kak (U3NYECKUMH, TaK H
AJIEKTPOHHBIMU Mepamu. CoXpaHEHHbIE TaHHbBIE MOJDKHBI MPOBEPATHCS HA JAOCTYMHOCTh, YUTAEMOCTh H
TOYHOCTB. JIOCTYII K JaHHBIM JOJKEH OBITh 00ECIIEYEH Ha MPOTSHKEHUH BCETO Nepro/ia UX XPpaHEHHS.

23. (7.2) Heo0xoauMoO BBINOJIHATH PETYJSIPHOE PE3EPBHOE KOMHMPOBAHUE BCEX HEOOXOIUMBIX
naHHbIX. COXpaHHOCTh U TOYHOCTH PE3EPBHBIX KOMHM, a TaKKe BO3MOXKHOCTh BOCCTAHOBJICHMS JTaHHBIX
JIOJDKHBI OBITH POBEPEHBI B MPOIEcCce BAIUIAINN U IEPUOANIECKH KOHTPOIUPOBATHCS.

Pacneuatku (8)

24. (8.1) HeobxoamMoO WMETh BO3MOXHOCTH IMOJIYYCHUS UYETKUX TEYATHBIX KOMUU JaHHBIX,
XPaHSIINXCS B YJIEKTPOHHOM BHUJIE.

25. (8.2) [na 3amuceid, COMPOBOXKIAIOIIMX pa3pelIeHHe Ha BBIMIYCK CEpUH, JOJDKHA OBITH
MPEeyCMOTPEHA BO3MOXKHOCTH TONTYYCHHsI PACIEYaTOK, YKa3bIBAIOIIUX, M3MEHSUIUCh T KaKHe-THOO
JaHHBIE C MOMEHTA MX TIePBOHAYAILHOTO BBO/JIA.

KounTtposasbnbie ciaeast (9)
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26. Ha ocHOBe OIICHKM pPHCKOB HEOOXOAMMO YJCIUTh BHHUMAHUE BCTPAaUBAHHIO B CHCTEMY
BO3MOKHOCTH CO3[aHMs 3alMCell BCEX CYIIECTBEHHBIX M3MEHEHMH W yNaJCeHUH, CBSI3aHHBIX C 00JacThIO
nevictBuss Hacrosmmx IlpaBun (cucrema, co3paromias "KOHTpoJibHble crneisl). [lpuumHbl  Takux
CBSI3aHHBIX C HacTosAmMMHU [IpaBmiaMu M3MEHEHUWH WM yJaleHUH AaHHBIX TOJDKHBI OBITH O(GOPMIICHBI
JIOKyMeHTalnbHO. KOHTpOJBbHBIE CJEIbl JOJDKHBI OBITH JOCTYHHBIMH, HMETb BO3MOXHOCTb UX
npeoOpa3oBaHus B MOHATHYIO JJIs MOJIb30BaTeneil popmy, peryasipHO MPOBEPSITHCS.

YnpasieHue u3MeHeHHMAMH M KOH(purypauuei (10)

27. JIroOble U3MEHEHHsI B KOMIIBIOTEPU3UPOBAHHON CHCTEME, BKIIOUAsi KOH(PUTYpaIUIO CUCTEMBI,
JOJDKHBI TIPOBOAMTHCS TOJIBKO KOHTPOJUPYEMBIM CHOCOOOM B COOTBETCTBHM C YCTaHOBJICHHOM

MPOLETYPOH.
I[lepuoauyeckasi onenka (11)

28. KoMIbI0Tepr3upPOBAHHBIE CHCTEMBI IOJDKHBI IIEPUOINICCKU OILICHUBATHCS JUISI TIOTBEPKICHUS
TOTO, YTO OHU OCTAIOTCS B BAJIMIUPOBAHHOM COCTOSIHUM M COOTBETCTBYIOT TPEOOBAaHUSM HACTOSIIHX
[TpaBui. Takue OLIEHKH JOJDKHBI BKIIOYaTh, B CIydyae HEOOXOIWMOCTH, OIEHKY TEKYIIEro auara3oHa
(YHKIIMOHATFHBIX BO3MOKHOCTEH, 3aMuceil OTKIOHEHUH, cO0eB, TPOOJIeM, HCTOPUU OOHOBJICHUH, OTYETHI
00 PKCIUTyaTaIiu, HAJAS)KHOCTH, 3alUIIICHHOCTH U O BAIMAAIIMOHHOM CTaTyce.

3ammura (12)

29. (12.1) Jna oOecrneyeHus AOCTyNa K KOMIBIOTEPU3UPOBAHHOM CHUCTEME TOJBKO JIHMIIAMH,
MMEIOIIMMHU Ha 3TO TMpaBO, HEOOXOAWMO HCIIONB30BaTh (U3MUECKUE U (MJIM) JIOTHYECKUE DIICMEHTHI
KOHTpOJsl. COOTBETCTBYIOIIME CIIOCOOBI MPEIOTBPAIIEHUS] HECAHKIIMOHUPOBAHHOTO JIOCTyNa K CHUCTEME
MOTYT BKJIIOYaTh B ceOsl MCIIOJIb30BAaHUE KIIIOUEH, KAPTOUYEK JOCTYIIA, IEPCOHATBHBIX KOJIOB C MAPOJISIMH,
OMOMETPHUYECKUX AAHHBIX, OTPAHUYCHHUS JOCTYIa K KOMIBIOTEPHOMY OOOPYAOBAaHHIO U 30HAM XpaHEHUS
TAHHBIX.

30. (12.2) CreneHp 3a1UThl 3aBUCUT OT KPUTUYHOCTH KOMITBIOTEPU3UPOBAHHON CUCTEMBI.

31. (12.3) Co3pmanue, uW3MEHEHHE W AaHHYJIMPOBAHHUE TMpaB JOCTyHa JOHKHO OBITh
3apErUCTPUPOBAHO.

32. (12.4) Jlomxna ObITh pa3paboTaHa CHUCTEMa YIPABJICHUS IAaHHBIMH W JOKYMEHTAMHU JUIS
UACHTU(PUKAIIMM OINEPAaTOPOB, OCYHIECTBISIOMIMX BXOA, a TaKKe JUIS PErHCTPalud H3MEHCHHS,
MIOATBEPKICHUS WIN yaJeHUs IaHHBIX, BKJIIOYas 1aTy U BpeMs.

Ynpasienue nnnuaentamu (13)

33. Bce mHIMIEHTHI (HETIPEABUACHHBIC CIIy4aH), BKJIIOYas CHCTEMHbBIE COOU M OIIUOKU JaHHBIX,
JOJKHBI OBITh 3aIMCaHbl U OlleHeHbl. He00X0MMO yCTaHOBUTH OCHOBHYIO IPUUYUHY KPUTHUECKHX COOEB
U UCHOJB30BaTh 3Ty HMHQPOPMAIMI0 B KAYECTBE OCHOBBI KOPPEKTUPYIOIIUX W MPEAYNPEKIAONIIX
JNEUCTBUU.

JuiekTpoHHas moanucsk (14)
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34. DNeKTpOHHBIE 3aIUCH MOTYT OBITh MOJNUCAHBI B JIEKTPOHHOM BHJIE. DIEKTPOHHbIE MOIMTUCH
JOJKHBI:

a) (a) B paMKax OpraHu3alliyd UMETh TAKOE KE 3HAUECHUE, KaK PYKOIIHMCHBIE MTOAINCH;

0) (b) OBITH HEpa3pPHIBHO CBSA3aHHBIMU C COOTBETCTBYIOIIMMH 3aIUCAMHU;

B) (C) BKIItOUATh BpeMs U JaTy, KOTJa OHU ObUIHA MTOCTABIICHBI.

Beimyck cepun (15)

35. Ecam nans  peructpauuu  Ipolexypbl OAOOpEHHs M BBITyCKa CEpUH  HCIIOJIb3YETCS
KOMIIBIOTEPU3UPOBAaHHAsl CHCTEMA, OHAa JAOJDKHA NPEAOCTaBIATh JOCTYH MJI BBIIYCKA CEPUM TOJBKO
YIOJTHOMOYEHHOMY JIMIy, a TakXe JIOJDKHAa YeTKO WACHTU(QHUIMPOBATE U  PETUCTPUPOBATH
YIOJTHOMOYEHHOE JIMIO, KOTOpOE€ OAOOpWJIO M  BBIIYCTHWIO CEpUIO. OTH JCHCTBHUSA  JOJDKHBI
OCYILIECTBIATHCA C UCIIOIB30BAHUEM DJIEKTPOHHOM ITOJIIUCH.

HenpepsiBHOCTH padoTsi (16)

36. C umenpto obecrieyeHUs  pabOTOCHOCOOHOCTH ~ KOMITBIOTEPU3UPOBAHHBIX  CHUCTEM,
CONPOBOXKIAMOMINX KPUTHYECKHE MPOIECCHl, HEOOXOIUMO TPHUHATH MEpbl MPEAOCTOPOIKHOCTU IS
rapaHTHH HETIPEPHIBHOCTH MOJIEPKKH STHX MPOIIECCOB B ClIydae BBIXOa CHCTEMBI U3 CTPOs (Hanmpumep, ¢
UCIIOJIb30BAHUEM PYYHOH WJIM ajJbTEPHATHBHOW CHUCTeMbl). Bpems, HeoOXoaumoe [uis BBEICHUS B
JCWCTBHE AIBTCPHATUBHBIX CPEICTB, JOJDKHO YYHTBIBATH PUCKH M COOTBETCTBOBATh KOHKPETHOM
KOMITBIOTEPU3MPOBAHHOI CHCTEME U COIPOBOXKIaeMOMY pabouemy Tporeccy. DTH Mepbl JOJDKHBI OBITh
Ha/IJIeKAIIUM 00pa3oM 0(OpMIIEHBI JOKYMEHTAIBHO U IPOBEPEHHBI.

ApxusBuposanmne (17)

37. JlaHHBIE MOTYT apXWBHUPOBAThCS. DTH JaHHBIC JOJDKHBI TPOBEPATHCS HA JIOCTYMHOCTD,
y100CTBO YTEHHS U LEJIOCTHOCTh. ECIM B KOMITBIOTEPU3MPOBAHHOW CHUCTEME HEOOXOIUMO IPOBECTH
CYLIECTBEHHbIC HW3MEHEHMs (HAmpuMmep, KOMIIBIOTEPHOTO OOOpYIOBAaHUS WJIM  INPOrPAMMHOIO
obecrieueHus), 10JHKHA ObITh 0OecrieueHa U MpoBepeHa BO3MOKHOCTh BOCCTAHOBJICHUS IaHHBIX.

V. TepMI/IHI)I U oNnpeacjacHusd

38. [lna uenei Hacrosumero [IpuiokeHns KpoMme TEPMUHOB U OINPEAEIEHUH, PETyCMOTPEHHBIX
riagoi [ HacTosimx [IpaBui, UCHIOIB3YIOTCS TaKKe CIEAYIOIINE OCHOBHBIC IIOHATHS:

BJajieJiel] mpoliecca - JII0, OTBETCTBEHHOE 32 pabouHii mpoliecc;

BJajesel] CHCTeMbl - JIUIO, OTBETCTBEHHOE 3a JOCTYMHOCTh M TEXHHUYECKOE OOCIy>KUBaHHE
KOMIIBIOTEPU3UPOBAHHOM CUCTEMBI U O€30MIACHOCTh JaHHBIX, HAXOSIIUXCS B ATOM CUCTEME;

JKM3HEHHBIM LUK - BCE CTaguU CYyLICCTBOBAaHUSA KOMIIBIOTEPU3UPOBAHHOW CHUCTEMBI OT
¢dbopMHpOBaHMS ~ TEpPBOHAYAJIBHBIX  TPeOOBAaHMN 7O  MPEKpaIleHUs  OIKCIUIyaTallud,  BKJIIOYas
MPOCKTHUPOBAHUE, OIpEJCIICHUe TEXHUYECKUX TpeOOBaHWHM, NPOrpaMMHUpPOBaHME, TECTUPOBAHHE,
YCTaHOBKY, pabOTy U 00CITy>KUBaHHE;

UH(POPMAIMOHHO-TEXHOJIOTHYeCKass HWH(PACTPyKTypa - KOMIIBIOTEpHOE OOOpYyJIOBaHHE H
IporpaMMHOE 0OecIieueHue, TaKoe KaK CeTeBOe MPOrpaMMHOE OOECIIEYeHUE U OINEPALMOHHBIE CUCTEMBI,
KOTOPBIE MO3BOJISIOT MPUMEHHUTD UX JJIS1 BBITIOJHEHHUS OTIPEICICHHBIX (DYHKITHIA;

KOMIILIOTEPU3UPOBAHHAA CHCTEMAa, HW3rOTOBJEHHAs M0 WHAUBHAYAJILHOMY 3aKa3y -
WH/IMBUYAIbHO CHPOCKTHPOBAHHAS KOMIBIOTEPU3UPOBAHHAS CHCTEMa JJIsi 00ecredeHus KOHKPETHOTO
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pabodero mporecca;
NMPHJIOKEHHE - TPOrPpaMMHOE OOECIiCUeHHe, YCTAaHOBJICHHOE Ha OMPEICICHHON IuiatdhopMme WiH
KOMIIBIOTEPHOM 00O0PYI0BaHUH U TPEAOCTABIISAIONICE CIICIIMATbHbBIC (DYHKIIHOHAIBHBIC BO3MOXXHOCTH;
cepuiiHoe MPOrpaMMHOe ofecreyeHHe - KOMMEPUYECKH JTOCTYITHOE MPOrpaMMHOE OOecrieueHue,
HOPUTOJHOCTh ~ KOTOPOTO  JUIi  WCIOJIB30BaHUS  MPOJEMOHCTPUPOBAHA  OOJBIIMM  KOJUYECTBOM
MOJIb30BaTENEN.

Hudopmarus 06 H3MEHEHHSX:

Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a207106KA 8 Npeobloyuiell peoaKyuu
IIpniaoxenne N 12
K [IpaBunam Hamekauen
NPOU3BOJACTBEHHON MPAKTUKH

HUcnoan3oBaHue HOHU3UPYHOUIET0 U3JTYUYCHHUA B IIPOU3BOJACTBE JICKAPCTBEHHBIX IIPENaparoB

C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.

1. IIpousBoauTenb MPOAYKIHMH, JUIsI KOTOPOH MOHHM3MpYIOLlee OOJyueHHE SIBISIETCS COCTaBHOM
YaCTbI0 TEXHOJIOTMYECKOIO IPOLECCa, JOJDKEH TaKXKe PYKOBOJICTBOBATHCS HOPMATUBHBIMHU IIPaBOBBIMU
akramu Poccuiickoit denepanuu, peraiaMEeHTUPYIOLMIMMU HUCIOJIB30BAaHUE HOHU3UPYIOLIETO H3IIy4EHUs
IIPU IIPOU3BOJCTBE JICKAPCTBEHHBIX CPEACTB.

1. Beenenue

2. Honusupyrolee H3IIyueHHE MOXKET HCIOJIb30BaThCsl B IPOM3BOJACTBEHHOM IPOLIECCE IS
pa3NUYHBIX IIeNIeH, BKJIIOYas CHUKCHHWE CTENEeHM OWOHArpy3Kd M CTEPHIM3ALUI0 HCXOJHOTO CHIPbS,
KOMIIOHEHTOB YIIaKOBKH HMJIM MPOIYKIIMH, a TaKKe 00pabOTKU IpenapaToB KPOBH.

3. Mcnonp3yercs ABa BUAAa MOHU3UPYIOIIETO H3JIyYEHUs: raMMa-U3JIy4eHUE OT PaTUOAKTUBHOTO
UCTOYHHKA W BBICOKOIHEPTETUYECKOE OHIIEKTPOHHOE U3iIydeHue (OeTa-u3IydyeHue), MOJIyYeHHOE C
MIOMOIIIBIO YCKOPHUTEJISL.

4. ITpu raMMa-u3ITy4YeHHH MOTYT OBITh UCIIOJIB30BAHBI J]BA PA3IMYHBIX PeKUMa 00pabOTKH:

a) (1) MOPUMOHHBIA PEXUM: MPOAYKIMA pasMemaeTcs B (PUKCUPOBAHHOM MOJOXEHUHU BOKPYT
UCTOYHMKA HW3IYYCHHS W HE MOXKET OBbITh 3arpy’keHa WIH BBITPY)KE€HA, IOKAa OTKPBIT HCTOYHHUK
MOHU3UPYIOLIETO N3TYUYCHHUS;

0) (il) HempepbIBHBIA PEXHUM: aBTOMATU3MPOBAHHAS CUCTEMa TPAHCIOPTUPYET NPOIYKIHIO B
KaMepy Ui OOJMy4YeHHs MHMO OTKPBITOTO MCTOYHMKA MOHU3UPYIOUIETO H3IIyYeHUs, TEepeMelaeT ee ¢
COOTBETCTBYIOIIEH CKOPOCTHIO IO 3aJaHHOMY MapIIPyTy, a 3aTE€M BBIBOJUT U3 KAMEPHI.

5. PagmanuoHHBIE YCTaHOBKM C YCKOPHUTEISIMH 3JICKTPOHOB: MPOAYKLHUIO IMEPEMEIIA0T Yepes
HETPEPHIBHBIN WIN MYyJbCUPYIOMUI MMy4OK 3JIEKTPOHOB BBICOKOW 3Hepruu (Oera-usiyueHue), pa3BepTKy
KOTOPOT'O MPOU3BOJAT B 000X HAIMPABICHHUSX MEPICHIUKYIISPHO K MEPEMELICHUIO TPOLYKIIUH.

II. OTBeTCTBEHHOCTH

6. (1) PagmanmonHyro 00pabOTKy JEKapCTBEHHBIX MPENapaToB  MOXET  IPOBOJHUTH
HETIOCPEJICTBEHHO €€ MPOU3BOAUTENb WU 110 JIOTOBOPY C HUM OpPTraHM3alUsl, UMEIOIIas B pacOPsHKEHUH
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panuanoHHyI0 YCTaHOBKY. [IpH 3TOM KakKIbli M3 HUX JOJDKEH MMETh COOTBETCTBYIOIIYIO JIMLIEH3UIO Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB.

7. (2) IlpousBomuTenb HECET OTBETCTBEHHOCTh 3a KaueCTBO IPOAYKIMH, B TOM YHCIE 3a
pe3yabTaThl BO3ACUCTBUS HMOHM3HMPYIOLIETO u3nydeHus. OpraHuzanusi, NpOBOJAINAs PaAHALUOHHYIO
00paboTKy, HECeT OTBETCTBEHHOCTh 3a TO, YTOOBI KakJas yHakoBKa MOJy4YHJA J03Y, ONpPEACICHHYIO
MIPOM3BOIUTENEM (B TOM YHCIIE camas yaJeHHas OT UCTOYHHKA U3ITyYeHHs YITAKOBKA C MPOIYKIMEH ).

8. (3) TpeOyemas m103a ¢ 0OOCHOBAaHHBIMU TPEAEIHHBIMU 3HAYCHUSMHU JIOJDKHA OBITH yKa3aHa B
PETUCTPAIIMOHHOM JI0ChE Ha JICKapCTBEHHBIH Mpernapar.

II1. lo3umerpus

9. (4) [do3umerpusi - 3TO HU3MEpEHHE NOIJIOMIEHHON 036l HMOHMU3MPYIOLIETO H3IY4YECHHUS C
MOMOIIBIO 103UMeTpoB. [loHMMaHne NPUHIMIIOB pabOTHl U MPABUIBHOE UCIOIb30BAHNE TEXHUKH UMEIOT
BaXHOE 3HAUCHHE ISl BAJIMALINH, BBOJA YCTAHOBKH B SKCIUTyaTallMIO U KOHTPOJIS IpoIiecca.

10. (5) KanubpoBka kax10i mapTuu pabodnx J03MMETPOB J0JDKHA OBITH MPOCIISKUBAEMON BILUIOTh
70 HAIMOHAJIBHOTO WM MEXKAyHapoIHOro 3TaloHOB. Cpok JeHCTBHS KadUOpPOBKH JOJDKEH OBITh
yCTaHOBJIEH, 000OCHOBAaH U CTPOTO BBIJIEPIKAH.

11. (6) dns onpeneneHust M3MEHEHHSI MMOKa3aHUM IITaTHBIX JO3MMETPOB TOCIE OOIy4YEeHUS U MpH
UX KaJIMOPOBKE JOJKEH UCIOJIb30BaTHCS OJUH U TOT ke mpubop. [Ipu ucrnonb30BaHNM pa3HBIX TPUOOPOB
OHU JIOJDKHBI OBITh KaTMOPOBaHBI B A0COTIOTHBIX €AMHUIIAX MOTJIOMICHHUS.

12. (7) B 3aBUCHMOCTH OT THIa UCIIOJIB3YEMBIX JO3UMETPOB HEOOXOIUMO YUUTHIBATH BOZMOXKHBIE
MCTOYHHUKH TIOTPEIIHOCTEH, BKIIIOYAsl BIAKHOCTh, M3MEHEHHs TEMIIepaTypbl, MEPUOJ BPEMEHH MEXIY
00JIydeHUEeM U U3MEPEHUEM, a TAK)KE MOIIHOCTD MOTJIOIIEHHOH J103BI.

13. (8) JnuHy BomHBI mpuOOpa, HMCIOIB3YEeMOIo Ui HW3MEPEHHS HM3MEHEHHH B MOTJIOIIECHHH
J03UMETPOB, U PUOOP, UCTIOIB3YEMBIN JJI1 U3MEPEHUs TOJIIMHBI TO3UMETPOB, HEOOXOIUMO PETrYISIPHO
NPOBEPATh MYyTEM KaIUOPOBKM Uepe3 OIpelec/ieHHbIe BPEMEHHBbIE HWHTEPBAJIbl, yCTAHOBJICHHbIE Ha
OCHOBAHUU CTa0MIBHOCTH, HA3HAUYEHUS U crioco0a MpUMEHEHUs nmpuoopa.

IV. Baaugauus npouecca

14. (9) Banupaumss - 3TO JEWCTBUE, JOKa3bIBAIOIIEE, YTO TMPOLECC, TO €CTh IMOJIyYEHUE
MPOAYKLIMEN 3aJaHHOM IIOIJIOIIEHHOM JO3bl, JOCTUIAeT OXUIACMBIX pe3ynbTaToB. Ecim 1npu
HCIOJIb30BAaHUN MOHU3HUPYIOIIETO M3IyYEHUs B MPOMU3BOJCTBE JIEKAPCTBEHHBIX CPEICTB HOPMAaTHUBHBIMU
paBoBBIMU akTaMu Poccuiickoii denepaiiyl yCTaHOBICHBI TOTIOTHUTEIbHBIC TPEOOBAaHUS K BaJHUIAlUH,
Takue TpeOOBaHMSA JOKHBI COOJIIOIATHCA.

15. (10) Bamupammst mopKHA BKIOYaTh B CeOSI COCTABJICHHE KApThl JO3HOTO TOJSI, YTOOBI
YCTaHOBHTDH pacHpeiesieHUe MOTJIOUICHHOW J03bI BHYTPH OOJyd4aeMOro KOHTEHHepa ¢ MpOAyKUUEH MpH
OIIPEAEIIEHHON CXEME pa3MELICHUsI TPOTYKIIUU B HEM.

16. (11) Texnuueckue TpeOOBaHUS K THpoOLECCYy OOJNyueHHs JJOJDKHBI BKIOYaTh B cels, B
YaCTHOCTH, CJIEAYIOLIEE:

a) (a) moapoOHbIe cBeleHUsl 00 YITaKOBKE MPOAYKIIUU;

6) (b) cxemy(bl) yKIaIKu MPOAYKLUU BHYTPH KOHTeiHepa ans oOmydenus. Ecau B o0inydaemom
KOHTEWHEpe HaXOAATCs pa3IM4yHble BUABI MPOAYKLUUH, 0c0O00€ BHHUMaHUE HEOOXOIUMO YACHSATH TOMY,
9TOOBI TIOTHAS TPOXYKIMS MOIyYMiIa MOJHYIO 103y U HE dKpaHUpOBasla APYTYIO0 MPOoAyKuuio. Kaxmbrii
Croco0 YKJIaJKU B KOHTEHHEp pa3HbIX BUIOB MPOIYKIMU JOJDKEH OBITH OMpPEIeNieH B COOTBETCTBYIOIICH
IIPOLEAYPE U JOJIKEH MPOUTH BaJIUIALIUIO;

B) (C) CXeMy pacIoyIOKEHHUs KOHTEHHEPOB BOKPYT MCTOYHMKA (ITOPLIMOHHBIN PEKUM) UM MapUIpyT
00JydaeMbIX 0OBEKTOB BHYTPH KaMephl ISl 00IyueHHsI (HETPEPhIBHBIN PEXUM);
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r) (d) BepxHee U HIDKHEE TPEENIbHO JTOMYCTUMbIC 3HAUYEHHUS TOTJIONICHHON 03Bl M3ITYUCHHSI IS
MPOAYKLIHUH U COOTBETCTBYIOLIME METOIbI JO3UMETPHH;

1) (€) BepxHee W HIDKHEE TpeIeNIbHbIC 3HAUCHUS MOTIIOMEHHON 03Bl M3ITyUeHUs I 00ydaeMoro
KOHTENHEPA U COOTBETCTBYIOLINE METOABI JOZUMETPUU JUISl KOHTPOJIS ATOM NOTJIONIEHHOW 1036

e) (f) mpyrue mapameTphl mpoiiecca, BKIIOYAss MOIIHOCTH MOTJIOMIEHHOW J03bI, MaKCHMAalbHOE
BpEMSI DKCTIO3UIINH, YUCIIO SKCIIO3UIIUN, KOIMIECTBO ITUKIIOB OOTydeHUSI.

17. Ecmu oOnyyeHWe MPOBOIAT TO JOTOBOPY, TO B TAaKOM JIOTOBOPE PEKOMEHIyeTCS

n_n "

MpeAyCMOTPETh, MO KpaiiHeW wepe, noanyHkTtsl "t m "n" nyskra 16 Hactosimero Ilpunoxenus,
OTIPEICTISAIONINE TEXHUIECKIE TPEOOBaHUS K MPOLIECCY 00TyUeHUSI.

V. BB0A YCTAaHOBKH B IKCILIyaTALMIO

OO0mmue TpedoBaHMA

18. (12) Broa B 3KCILIyaTAlMI0 - 3TO OSKCIEPUMEHTAIBHO IOIYYEHHOE U JIOKYMEHTAIBHO
oopMIIeHHOE JOKa3aTeNbCTBO TOTO, YTO PAJAMALMOHHAs YCTaHOBKA IMpPH pPabOTE B COOTBETCTBUH C
TEXHUYECKMMHU TpPeOOBAaHUSAMH K TIPOLIECCY IOCTOSIHHO OyneT paboTaTh B 3apaHee YCTaHOBIICHHBIX
npenenax. CornacHo HacrosimeMy [IpuinoxkeHuro 3apaHee yCTaHOBIIEHHBIE MIPENETbI - ’TO MaKCUMaJIbHOE
U MHUHMMaJbHOE JOMyCTHMbIE 3HAuY€HHs [103bl, NPEAHA3HAYCHHOM JUIs TOTJIOUICHUs O0O0IydaeMbIM
KOHTeliHepoM. M3MeHeHHMs B paboTe YCTaHOBKHM, KOTOpPBIE MOTYT MpPHBECTH K BBIXOAY 3HAUCHHMA
MIOTJIOIEHHON KOHTEHHEPOM J03bI 3a 3TH MPEEIIbl, HU MPH KAKUX YCIOBUSAX HE JIOJKHBI IPOUCXOAUTH 0e3
BEJIOMa OIEpaTopa.

19. (13) BBox B 3KCIUTyaTalMIoO TOJDKEH BKIIOYATH B C€0s CIICTYIOIINE DIIEMEHTHI:

a) (a) MIaHUPOBAHUE;

0) (b) cocraBneHue KapThl JO3HOTO TOJIS;

B) (C) AOKyMEeHTaJIbHOE 0(hOpMIICHUE;

r) (d) onpenenenue TpeGOBaHMI K MOBTOPHOMY BBOJly YCTAHOBKH B SKCILTyaTalHUIoO.

HUcTounukn raMmma-usJjay4ceHus

KoncTpykuus

20. (14) TlornomeHnHas 103a, MOJyuyeHHAs OIpPECIICHHONW YacThi0 O0JydyaeMoro KOHTEWHepa B
0001 onpeeNIeHHO TOUKe BOKPYT U3JTy4aTels, 3aBUCHT, B YaCTHOCTH, OT CJICAYIONIMX (PaKTOPOB:

a) (a) aKTUBHOCTh ¥ TE€OMETPHS UCTOYHUKA U3ITYUCHHUS;

0) (b) paccTosiHEE OT HCTOYHUKA JI0 KOHTEHHEPA;

B) (C) MPOAOKUTENBHOCTh OOMYyUYeHHS, KOHTPOIUpYeMasi TaiMEepOM WJIM CKOPOCTBIO JBHXKCHHS
KOHBeMepa;

r) (d) cocraB M MJIOTHOCTh MaTepuaya, BKIIOYAs IPYIYI0 MPOIYKIHIO MEXKIYy HCTOYHUKOM H
OIIPEIETICHHOM YaCThI0 KOHTEHHEpA.

21. (15) CymMmapHasi MOTJIOLICHHAs 1033 3aBUCHT TAaK)K€ OT MapIIpyTa, MO0 KOTOPOMY IBHXKYTCS
KOHTEWHEPBI IPU HETIPEPHIBHOM PEKUME OOTYUEHUs, WIM OT CXEMBI 3arpy3KH IpU MOPLUHUOHHOM PEXHME
o0JIydeHus, a TaKkKe OT KOJMYECTBA LIUKIIOB O0TyUYEeHHUSI.

22. (16) Ilpm (¢ukcupoBaHHOM MapupyTe (IpH HENPEPHIBHOM OOJIY4YEHHUH) WU IpH
(buKCUpOBaHHON cxeMe 3arpy3k (Ipu MOPLUOHHOM pPEXHME OOIy4eHHs), a TakkKe MpU TMOCTOSHHOU
MOIIIHOCTM MCTOYHHMKA W BHJE NPOAYKIMH OCHOBHBIM IIapaMETPOM YCTAHOBKH, KOHTPOJIMPYEMBIM
OIIEpaTOPOM, SIBJISIETCS] CKOPOCTh KOHBEHEpa UM BPEMsl, YCTAaHOBJIEHHOE Ha TaliMepe.
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CocraBieHue KapTbl J03HOT'O IMOJIA

23. (17) Ilpu cocTaBiieHUH KapThl JO3HOTO IOJIA Kamepa JJisi 00JIydeHUs TOJHKHA OBITh 3aroyiHeHa
KOHTEWHEpaMu ¢ MyJLDKaMU WM 00pa3aMy MPOAYKUMH OJHOPOAHOHN IIOTHOCTHU. J{03UMETPBI JOJKHBI
OBITH PACIIONIOKEHBI HE MEHEe YeM B TpeX 3alOJIHEHHBIX KOHTEHHEpax, KOTOpBIE IMPOXOIAT dYepe3
U3Iydarenb. DTH KOHTEHHEPH! JOKHBI OBITh OKPY>KEHBI aHAJOTHYHBIMU KOHTEHHEpaMH WM MYJISKaMH
npoayKuuu. Eciau mpoxykius yinokeHa HEpaBHOMEPHO, J03UMETPBI JIOJDKHBI OBITh DPa3MELICHBI B
O0JIbIIIEM KOJIMYECTBE KOHTEHHEPOB.

24. (18) PacmonoxeHne 103UMETPOB 3aBUCUT OT pa3MepoB o0IydaeMoro KoHteiHepa. Hampumep,
111 KOHTeHHEepoB pazmepoM 1x1x0,5 M, 103UMeTpbl MOTYT pacrojaratbCs B y3jaaxX TPEXMEPHOM peleTKU
c maroMm 20cM C Y4YyeTOM BHEIIHEH IIOBEPXHOCTM KOHTeiHepa. Ecim mnpenanomnaraemsie 30HBI C
MaKCHUMaJIbHOM U MUHUMAJIbHOM J03aMU U3BECTHBI U3 IPEBIIYIINX ONBITOB, TO YaCTh JO3UMETPOB MOKET
OBITh U3BSITA U3 30H CO CPETHUMHU 3HAUCHHUSIMU 103 U MTOMEIICHA B 30HBI C SKCTPEMAIIbHBIMU 3HAYCHUSAMU
1035l ¢ maroM 10 cm.

25. (19) B pesynprare STOH mpoOLEAyphl OJKHBI OBITH OMNpeJeNeHbl MUHHMAaJIbHAs H
MaKCUMajbHasi J03bl, IOIJIOUICHHBIE MPOAYKIMEH M IIOBEPXHOCTBIO KOHTEHHEpa MpU 3aJaHHBIX
IapaMeTpax yCTaHOBKH, INIOTHOCTU MPOAYKIMM U CXEME 3arpy3KHu.

26. (20) B naeanpHOM citydae JUIs ONpEaesICHUs] KapThl JO3HOTO MOJIsl HE00X0AUMO HCIIOJIb30BaTh
ATAJIOHHBIE JO3UMETPHI, TOCKOJIBKY OHU UMEIOT OOJIBIIYI0 TOYHOCTh. Takke JOMyCTHMO HCIIOJIb30BaHHE
OOBIYHBIX JJO3MMETPOB, HO PEKOMEH]IyeTCSl pa3MelIaTh PsIOM ¢ HUMH STAJIOHHbIE JTO3UMETPHI B MeCTax,
rZie TMPEANoaraloTcs MHUHHUMANbHAs M MaKCUMallbHas 103bl, 1 B OOBIYHO KOHTPOJHPYEMOM MeECTE B
KaXX/I0OM MOJICIIbHOM KOHTeiHepe s obmyuyeHus. [losyueHHBbIE 3HA4YEHHs TOTJIOMICHHOW 103kl OymyT
UMETb CIIy4aifHYIO MOTPEUTHOCTh, KOTOPas MOXKET OBITh ONpe/iesieHa ITyTeM MHOTOKPATHBIX H3MEPEHHA.

27. (21) U3mepenHast OOBIYHBIM JO3UMETPOM MHUHHMAJbHASI HabM0aeMas 103a, HeoOXoaumast JiIst
rapaHTUU TOTO, YTO BCE OOJIyueHHBIC KOHTEHHEPHI MOJyYWIN MUHUMAIbHYIO TpeOyeMyro 103y, OJKHA
OBITh YCTAaHOBJICHA HA OCHOBAHUY 3HAHUS CIIy4allHOM MOTPEIIHOCTH U3MEPEHHS IITATHBIX JO3UMETPOB.

28. (22) Bo Bpems ormpenesneHus] KapTbhl JO3HOTO IOJI MapaMeTpbl YCTaHOBKHM HEOOXOAMMO
MOAJEPKUBATh TIOCTOSIHHBIMU, KOHTPOJMPOBAaTh M PETUCTPUPOBATh HX. OTHU 3alUCU BMECTE C
pe3yabTaTaMu TO3UMETPHU U IPYTHMHU MOJTYYESHHBIMU 3aITUCSIMA HEOOXOIUMO COXPAHSTh.

PagmanmoHHble YCTAaHOBKH C YCKOPUTEJIAMHU JIEKTPOHOB

KoHcTpykuus

29. (23) IlornouieHHas 1032 MOHU3UPYIOIIETO U3JIyYEHUS B NPOAYKIMH 3aBUCUT OT CIIEAYIOIIUX
OCHOBHBIX (PaKTOPOB:

a) (a) XapakTepUCTHUKH ITy4Ka, a UIMEHHO: DHEPTUs AJIEKTPOHOB, CPEIHUI MOTOK MyyKa, HMIMPHHA
pa3BEepPTKU U pAaBHOMEPHOCTH ITy4Ka 110 IHIMPUHE Pa3BEPTKH;

0) (b) ckopocTh KOHBeliEpa;

B) (C) cocTaB U MJIOTHOCTh MPOAYKIIHH;

r) (d) cocraB, MIOTHOCTh W TOJIIMHA MaTepHalla, HaXOJIAIIETOCS MEXIY BBIXOJHBIM OKHOM H
00Jry4aeMoi 4aCThIO MPOTYKIIHH;

1) (€) pacCTOsIHHE OT BBIXOJHOTO OKHA J0 KOHTEWHepa.

30. (24) OcHOBHBIMM NapaMeTpaMH, KOHTPOJIUPYEMBIMU ONEPATOPOM, SIBJISIOTCS XapaKTEPUCTUKU
IIy4Ka ¥ CKOPOCTb KOHBEMNEPA.
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CocraBieHue KapTbl J03HOT'O IMOJIA

31. (25) IIpu cocraBieHUU KapThl JO3HOTO IOJIA JO3MMETPbl HEOOXOAMMO pacroyiaraTb MEX.Iy
CIIOSIMU TOMOI'€HHOI'O IOIVIOTUTENS, MOJAEIUPYIOUIETO PEAIbHYI0 MPOAYKLHUIO, WU MEXAY CIOSIMHU
00pa31oB MPOIYKIIMH OJHOPOIHON TUIOTHOCTH Tak, 4ToObl He MeHee 10 m3MepeHuil ObLTH MPOBEACHHI B
npefenax MaKCHMajJbHOTO Tmpobera snekTpoHoB. HeoOxomummo Takxke coOmofgath TpeOoBaHMS,
U3JIOKEHHBIE B ITyHKTax 24 - 27 Hacrosuero [Ipunoxxenus.

32. (26) Ilpu omnpeneneHuu KapThl AO3HOTO MOJS MapaMmeTpbl pPagUuallMOHHON YCTaHOBKH
HE00XO0IMMO MOIEPKUBATH TOCTOSHHBIMU, KOHTPOJIMPOBATh M PETUCTPUPOBATH UX. DTU 3aIIUCH BMECTE C
pe3yabTaTaMu TO3UMETPHU U IPYTHMMHU MOJTYYESHHBIMU 3aITUCSIMUA HEOOXOIMMO COXPAHSTh.

HOBTOprIﬁ BBO YCTAHOBKH B 3KCILIyaTallui0

33. (27) Ilpouenypa mOBTOPHOTO BBOJA B 3KCIUTyaTalUIO JOJDKHA MPOBOAUTHCS 3aHOBO KaXKIbIM
pa3, Korja MpOMCXOAT W3MEHEHHs IMpolecca WM MapaMeTpoB paJuallMOHHON YCTaHOBKH, CIIOCOOHBIE
MOBIUATH HA pacrpesiesieHne MOTJIOUICHHOM 71036l B 00JIy4aeMOM KOHTeWHepe (Hampumep, Ipu 3aMeHe
crepkHed obmyyarernsi). O0beM paboT MO MOBTOPHOMY BBOJY B AKCIUTyaTallHMIO 3aBHCUT OT CTETECHU
W3MEHEHU, BHECEHHBIX B KOHCTPYKIIMIO OOJydaTessl pajualliOHHONW YCTAaHOBKH WU B KOH(UTYpAIHIO
3arpy3kd. Ilpu HaaMuuM COMHEHHMH TpOLEAYypYy IOBTOPHOTO BBOJA YCTAaHOBKH B OKCIUTyaTalUIO
HE00XO0IUMO MTPOBECTH 3aHOBO.

VI. llomenmienus

34. (28) IlomemieHust cieayeT NPOCKTHPOBATh W SKCIUTyaTHMPOBAaTh TaKUM 0OOpa3oM, YTOOBI
oOJlydeHHbIE KOHTEHHEephl OBLIM OTHENECHB OT HEOOJY4YeHHBIX BO H30€kKaHHE TEePEeKPEeCTHOU
KoHTamMuHamu. Ecian maTtepuansl oOpaOaThIBAIOT B 3aKpPbITHIX KOHTEHHepax it OOJyuyeHHs, TO HeT
HEOOXOIMMOCTH OTAECIATH (hapMaleBTHUECKUE W HedapMmaleBTHUECKUEe MaTepHajbl Ipyr OT Apyra IMpH
YCIIOBHH, YTO B MOCTEIYIOIIEM He OyAeT pUcKa NX KOHTaMUHAIINH.

35. JIro6ast BO3MOXHOCTb 3arpsi3HEHUS IPOAYKIIMH PaIUOHYKIUIAMH JOKHA OBITh UCKITIOUEHA.

VII. TexHo/ioru4ecKkuii mpouecc

36. (29) KonteitHepsl ¢ MpOAYyKIMEH HEOOXOIUMO 3arpykaTh B COOTBETCTBHHU CO CXEMOH(ammu)
3arpy3KH, yCTaHOBJIEHHOW(BIMH) B IIPOLIECCE BAJIUJALMH.

37. (30) Bo Bpems mporecca 103y OOmydeHHUsS ISl OONydaeMbIX KOHTEWHEPOB HEOOXOIMMO
KOHTPOJIMPOBATH C UCIOJIBb30BAHUEM HPOIIEAIINX aTTECTALHUIO TO3UMETPHUECKUX METOIUK. 3aBUCUMOCTD
MEXy 3TOW 030 U JA030M, MOTJIOMIEHHON NMPOAYKINEH BHYTPH KOHTEHHEpa, TOJHKHA OBITh yCTaHOBJICHA
IpY BAIMJAIMY TIPOIIecca U BBOJIE PAIUAIIMOHHOMN YCTaHOBKH B 9KCILTyaTalHUIO.

38. (31) Ans Toro uroObl pa3nuyarh OOMydYeHHBbIE M HEOOTy4deHHBIE KOHTEHHEpHI, HEOOXOIUMO
MCTOJIb30BAaTh HMHIAMKATOPbl MOHHU3UpYIOUIEro u3inydeHus. OIHAKO Takue HHIUKATOPbl HE JOJDKHBI
MCTIOJIb30BATHCSl B KAUECTBE €JMHCTBEHHOTI'O CPEJCTBA PA3JIMUCHUS WM KaK €IMHCTBEHHBIM MOKa3aTelb
YIOBJIETBOPUTEIBHBIX PE3YIHTATOB 0OPaOOTKH.

39. (32) OpnoBpemMeHHYI0 OOpa0OTKY pa3HbIX BHUIOB MPOAYKUMH B OJHOW 3arpy3ke B
panuanoHHONH KaMepe HeoOXOIUMO MPOBOAMUTH TOJBKO TOT/A, KOTJA IO PE3yibTaTaM AKCIUTyaTalliH
YCTaHOBKM WJIM IO JPYI'MM JaHHBIM YCTAaHOBJEHO, YTO TOIJIONIEHHAs 1032 B KaXIOM OTIEIBbHOM
KOHTEWHEepe HAXOIUTCS B yCTAaHOBJICHHBIX Mpeesax.

40. (33) Ecnu TpeOyemas 103a U3ydeHUs MOJTydaeTcs: Oojiee 4eM 3a OJJHY IKCIIO3HIIHUIO WK OoJiee
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YeM 3a OJMH NPOXOJ Yepe3 paJAMallMOHHYI0O KaMmepy, 3TO JIOJDKHO OBITh COTJIACOBAHO C IOPUANYECKHM
JIMIIOM, Ha UMl KOTOPOTO BBIJAHO PETUCTPAllMOHHOE yJocToBepeHue. [Ipu 3ToM ykazaHHas 71032 JOJDKHA
OBITH MTOJTyYeHa B TEUEHHUE MPEIBAPUTEIBHO YCTAHOBJIEHHOT'O IPOMEXKYTKa BpeMeHu. FOpuanyeckoe nuio,
Ha WMS KOTOPOTO BBIJAHO PErHCTPALMOHHOE YJOCTOBEPEHHME, [OJDKHO OBITh YBEJIOMIIEHO O
HE3aIUIaHUPOBAHHBIX MEPEePhIBAX BO BpeMsi 0OJyUYCHHS, €CITM OHM YJUIMHSIOT MPOLECC OOIYUYECHHUs CBBIIIE
3apaHee COIJIaCOBAaHHOI'O BPEMEHH.

41. (34) OOGmyueHHast MPOAYKIMS BCErja JOJDKHA OBITh OTAENeHa OT HeoOnydeHHOH. CrocoOsl
JOCTIDKEHHSI 3TOTO BKJIIOYAIOT B CE0Sl MCIOJIb30BaHUE MHIMKATOPOB paguauuu (IMyHKT 38 HACTOSIIETO
IIpunokeHus1), a TakkKe COOTBETCTBYIOLIYIO IUIAHMPOBKY MOMEIIEHUH (IIyHKT 34 HACTOALIETO
[Tpunoxxenus).

FaMMa-m.nyane.nb

42. (35) IIpu HenpepbIBHOM peXUME OOTyUEHHS JO3UMETPbI JOJKHBI OBITh PACIIONIOKEHBI TAKHM
00pa3om, yTOOBI TIOJ] BO3/ICHCTBUEM U3ITyUYECHHUSI OJJHOBPEMEHHO HAXOAMUJIMCh HE MEHEE JIBYX JJO3UMETPOB B
TeueHHe BCETo Ipolecca.

43. (36) Ilpu noOpuUMOHHOM peXHME HE MEHEE JBYX JO3UMETPOB JIOJKHBI IOABEPraThCs
BO3/CHUCTBUIO HOHU3UPYIOIIETO U3IYYEHUS B MECTaX MOJTYYCHUSI MUHUMAIbHOM JT035I.

44. (37) Ilpu HempepbIBHOM peXHUME OO0JyuyeHHs JOJDKHA OBITh MPEAyCMOTPEHA HHIUKAIHS
TpeOyeMoro pabouero moyokeHus: ucTouHuka. [lonokeHrne NCTOYHMKA U JIBKEHHE KOHBeWepa JOJKHBI
OBITH CBs3aHBI OJIOKUPOBKOH. CKOPOCTH ABMKEHHSI KOHBeiiepa HEOOXOMMO IMOCTOSSHHO KOHTPOJIMPOBATH
U PEeruCTPUPOBATH.

45. (38) Ilpu mopuuMOHHOM peXHMe OOJyuyeHHs MepeMelleHHe UCTOYHUKA M BPEeMs 3KCIIO3UINH
IS KQXKJI0M CepUU MPOTYKIIMU JOJDKHBI KOHTPOJIMPOBATHCS M PETUCTPUPOBATHCS.

46. (39) Hnsa momydeHus: kenaeMoil J03bI HEOOXOAMMO KOPPEKTHPOBATh BpeMs OOIy4eHUs H
CKOpOCTH JIB)KCHHS KOHBEiepa ¢ y4eToM paciajia Win J03apsiiKK UCTOYHHUKA n3nydeHus. Cpok necTBus
napaMeTpoB YCTAaHOBKM MJIM CKOPOCTH KOHBeiepa HeoOXoauMo (PUKCHPOBATh JOKYMEHTAIBHO U CTPOTO
COOJII01aTh.

PagnanmoHHble YCTAaHOBKH C YCKOPUTEJIAMHU JIEKTPOHOB

47. (40) B xaxxaplii KOHTEHHEp JOHKEH ObITh MOMEIIEH J03UMETP.

48. (41) HeoOxoauMo HENpepbIBHO PETUCTPUPOBATH CpEAHEE 3HAYCHHME MOTOKA IydYKa, SHEPTHIO
AJIEKTPOHOB, LIMPUHY Pa3BEPTKU U CKOPOCTh KOHBEHEpa. DTH IapaMeTpbl, 32 UCKIOYEHHEM CKOPOCTHU
KOHBeiepa, He0OOXOAMMO KOHTPOJIMPOBATH B YCTAHOBIICHHBIX IIpE/IeiaX, OMPEICICHHBIX BO BpeMs BBO/IA B
9KCILTYaTalyIo, IOCKOJIbKY OHU MOJBEP/KEHBI CIIOHTAHHBIM U3MEHEHUSM.

VIII. lokymMeHTAUSA

49. (42) Konn4ecTBO MOCTYNMBIIMX KOHTEHHEPOB M KOHTEHHEPOB, MPOLICAIIUX OOJIydeHHE H
BBIBE3EHHBIX C IIPOM3BOJCTBEHHON IUIOMIAAKH, JODKHO COBIAJATh M COOTBETCTBOBATh 3HAUCHUSM,
yYKa3aHHBIM B CONPOBOJUTEIBHON NOKyMeHTauuu. JItoOble pacxokKIeHUs JOJDKHBI PErHCTPUPOBATHCS H
pacciie1oBaThesl.

50. (43) OmnepaTtop paaMallMOHHOM YCTaHOBKM JOJDKEH YIOCTOBEPATh B IHCHBMEHHOM BHUJE
JMarna3oH 3Ha4€HUH MOTJIOUIEHHBIX /103, NOJYUYEHHBIX KayKIbIM KOHTEHHEPOM IIPU Ka)KJI0M 3arpy3Ke Ui B
CEpUU MPOIYKIIUH.

51. (44) TexHonormyeckue 3allUCU U 3alMCHU 10 KOHTPOJIIO Ui KaXJOM cepuu NpOoayKIUH,
nporuemeii 006aydeHne, T0DKHBI MPOBEPATHCS U MOIMMCHIBATHCS CIIEHUAIBHO Ha3HAUYEHHBIM JIUIIOM H

174/218

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

| ‘C %E#Hﬁ!i!s CtaHpapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

COXpaHATbCA. MeTon W MECTO XpaHeHHs JOJDKHBI OBITh COTJIAaCOBAaHBI MEXIY OpraHu3alluei,
NPOBOJUBIICH OOMydyeHHE, W IOPUIUYECKUM JUIIOM, HAa HMS KOTOPOTO BBIJAHO PErHCTPALMOHHOE
YAOCTOBEPEHUE Ha JIEKAPCTBEHHBIN Ipernapar.

52. (45) JloxymeHTauusi, OTHOCSINASCS K BalMJAlMM PAIHMALMOHHOM YCTAaHOBKH, JIOJDKHA
XPaHUTBCS B TEUEHUE OJHOIO Iojia NOCIe UCTEYEHMsI CpoKa FOJJTHOCTH WM, 0 KpailHEW Mepe, B TeUueHue
ISATH JIET TOCNe BBIMYCKAa IMOCHEeNHEH NPOAYKIMH, MpoIIeaAnie oOJydeHHe Ha STOW yCTaHOBKE, B
3aBUCHUMOCTH OT TOI'0, KaKOW NEPUOA JOJIbLIE.

IX. Mukpoomnonornyeckuii KOHTPOJIb

53. (46) OTBETCTBEHHOCTh 33 MHKPOOMOJIOTHYECKUH MOHHMTOPUHI HECET IPOU3BOAUTEIND
JICKapCTBEHHBIX CPEACTB. DTOT MOHUTOPUHT MOKET BKJIIOYaTh MOHUTOPHHI IMPOU3BOICTBEHHOW Cpebl U
KOHTPOJIb MPOIYKIIUHU Tiepesi 00TydeHUEM, KaK YCTAHOBIIEHO B PETHCTPALIMOHHOM JIOChE.

Hudopmarus 06 H3MEHEHHSX:

Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
IIpuniaoxenne N 13
K [IpaBunam Hamekamen
NPOU3BOJACTBEHHON MPAKTUKH

JIeKapCTBeHHBIe npenapartsl AJs KIMHAYE€CKUX uccjaeI0BaHUH

C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
L. ITpuHuun

1. JlekapcTBeHHBIE MpemnapaThl i KIMHUYECKUX HCCIEIOBAHUN JOJDKHBI OBITH MPOU3BE/ICHHI B
COOTBETCTBUM C HACTOAIMMH [IpaBuiamMu M C y4€TOM TIOJOXKEHHH COOTBETCTBYIOIIMX HOPMATHBHBIX
MpaBoOBBIX akTOB Poccuiickoit Denepariyi B 3aBUCUMOCTH OT CTaJud pPa3pabOTKH JIEKapCTBEHHOTO
npemapata. MeTonbl pabOThl TOMKHBI OBITh THOKMMH, YTOOBI 00ECIEYHBATH BO3MOXXHOCTH BHECEHUS
U3MEHECHUU 10 Mepe pAcCIIMpeHHs 3HAHUU O Tpolecce, W IOJKHBI OTBEYATh CTAaIUU pa3paboTKu
JIEKapCTBEHHOT'O TIperapara.

2. Ilpm KIUHWYECKHX UCCIEIOBAaHUSAX MOTYT BO3HUKHYTH JIOMOJHUTEIBHBIC PUCKH IS
YYaCTBYIONIMX B HHUX MAIIMEHTaX MO CPAaBHEHUIO C PHCKAMH ISl T€X MAIUEHTOB, KOTOPbIE MPUHUMAIOT
3aperuCTPUPOBAHHBIC JICKAPCTBEHHBIC MPENApaThI.

3. [Ipumenenne Hacrosmux [IpaBui kK MPOU3BOACTBY MCCIIEIYyEMbBIX JIEKAPCTBEHHBIX IPEMapaToB
HAIpPaBIICHO Ha UCKIIIOYCHHE PUCKOB JIJIS MAIUEHTOB, a TAK)KE HA TO, YTOOBI HA PE3yIbTaThl KITMHUYECKIX
UCCIICIOBAaHU HE TIOBIUSUIM HEJAOCTATOYHBIE O€30MaCHOCTh, KayecTBO WiH A((HEKTUBHOCTh
JIEKapCTBEHHOT'O TIperapaTta, sIBIISIONIUECS CIIEACTBIEM €T0 HEHAJIeKAIIIETO MTPOU3BOICTRA.

4. B paBHO# Mepe 3TU TpeOOBaHUs MpPETHAZHAYCHBI ISl 00ECIEYCHHs MTOCTOSHCTBA OT CEPUH K
CepUU OJIHOTO U TOTO K€ HCCIEIYyeMOro JIEKapCTBEHHOTO MperapaTa, MCIOJIb3yeMOTro B OJHOM WM B
pa3HBIX KIMHUYECKHX HCCICIOBAHMIX, a TaKXkKe UIS JOKYMEHTAIbHOTO OodopmiieHUusS U OOOCHOBaHUS
W3MEHEHUH B TIpoIecce pa3pabOoTKU TaKOTO JIEKAPCTBEHHOTO Mpemnapara.

5. Tlpou3BOACTBO HCCIEAyEeMBIX JIEKAPCTBEHHBIX IMPEMAapaTOB CBSI3aHO C JIOTIOJTHHUTEIHHOM
CJIO)KHOCTBIO 110 CPaBHEHHIO C MIPOU3BOJCTBOM 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB H3-3a
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OTCYTCTBUS YCTAHOBJICHHBIX MPOLEAYP, CYIIECTBYIOMIMX PA3IHUUil B cCXeMaxX KIMHUYECKUX HCCIIeI0OBaHUN
U, KaK CIE/ICTBUE, Pa3HBbIX TPeOOBAHWH K YMaKOBKaM, HEOOXOAMMOCTH PaHAOMH3AIMHU U KOJIUPOBAHHS
(MacKupoBaHUs, UCIONB30BaHUE 'clemoro" Merona), a Takke HM3-3a OOJNBIIOr0 PUCKA IMEPEKPECTHOM
KOHTaMUHAIIMK U TIepeIyThIBaHUs JIEKApCTBEHHBIX MpenaparoB. Kpome Toro, qanHeie 00 3pGEeKTUBHOCTH
¥ TOKCUYHOCTH JIEKaPCTBEHHOT'O MpenapaTa MOTyT ObITh HEMOJIHBIMH, BAIUAINS TPOIecca MOXKET ObITh
HETIOJIHOM MJIM MOTYT HMCIIOJIb30BaThCs 3apPETHCTPUPOBAHHBIC JIGKAPCTBEHHBIE MPENapaThl, KOTOPbIE ObLIH
nepeynakoBaHbl WIM HEKOTOPHIM 00pazoM MoauduuupoBaHbl. Ilepconan npousBoAUTENs TOKEH MPOUTH
MOJATOTOBKY IO NPHUMEHEHHMIO HACTOSAMMX [IpaBWii B OTHOWIEHHM WCCIEAYEMBIX JIEKapCTBEHHBIX
npemnaparoB. J{oJKHO OBITH YCTAHOBJICHO B3aMMOJEHCTBHE CO CIIOHCOPAMHU KIMHUYECKUX MCCIICAOBAHUM,
KOTOpBIC SIBJISAIOTCS OTBETCTBEHHBIMH 32 OPTaHU3AIMIO KIMHUYECKHX HCCIIEI0BAaHMIA, BKIIOYAs KaueCTBO
HCCIIEyEMBbIX JIEKApCTBEHHBIX IpernapaToB. Bospocmias Cl0XKHOCTh TEXHOJIOTMYECKHX IPOLIECCOB
TpeOyeT MpUMEHEHUs BBICOKOA((EKTUBHON (hapMaIleBTUUECKON CHCTEMbI Ka4eCTBa.

6. Hacrosmum [IpunoxeHneM Takke YCTaHOBJIEHBI TpeOoBaHMS K O(OPMIICHHIO 3aKa30B,
OTrpy3Ke, TPAHCIOPTHUPOBKE M BO3BpATy JIEKAPCTBEHHBIX NPENapaToB, NpPEIHA3HAYCHHBIX IS
KIMHUYECKUX MCCIIeIOBaHUH.

.HeKapCTBeHHI)Ie npemnapartbl, HE ABJAIOIINECH UCCIEAYEMbIMU

7. IlaupeHTaM MOTYT OBITH HPEIOCTABIICHBI JIEKAPCTBEHHBIC MpenapaThl, KOTOPbIE HE SBISIOTCA
HCCIIeAyeMBIMH TIperapaTamMu, Iianedo 1iu mpenaparaMu cpaBHeHUs. Takue JeKapcTBEHHBIE MTPEnapaThl
MOT'YT IPUMEHSATBHCS B Ka4€CTBE COIYTCTBYIOLICH TEpAalUU WU Ul OKa3aHUS MEAMLIMHCKON IOMOIIM C
LEJIbI0 TPO(UIAKTUKY, TUATHOCTUKU WJIU JICUEHUs, U (WIM) BCIEACTBUE HEOOXOIMMOCTH OOECTIeUCHHS
MMalMEeHTaM MEIULUHCKOro yxonaa. Takue npenapaTsl TakKe JOIYCKAeTCs IPUMEHATb B COOTBETCTBUM C
MPOTOKOJIOM KJIMHUYECKOTO HCCIIEOBAHUS C LENbI0O CTUMYJIUPOBAHUS (PU3MOJIOTHUECKON peakiuu. ITH
JIEKapCTBEHHBIC MpernapaThl He SBISIOTCS UCCIIEIYEMBbIMU JIEKAPCTBEHHBIMU MperapaTaMu U MOTYT OBITH
IIPEIOCTABIIEHBl CIIOHCOPOM WM uccienoBaTeneM. CHOHCOp JOJDKEH TapaHTUPOBaTh, UYTO JaHHbBIE
JIEKAPCTBEHHBIC IIPEMaparbl COOTBETCTBYIOT 3asBICHUIO O BbIJAYE pas3pelleHUus Ha IPOBEICHUE
KJIMHUYECKOTO MCCIEIOBAHUS M MMEIOT TpeOyemoe i LeidH HccieloBaHus KadecTBo. [Ipu 3TomM OH
JNOJDKEH TIPHUHATH BO BHHUMAHME HCTOYHMK JIEKAPCTBEHHBIX IIPENApPATOB, SBIAIOTCS JU TaKUe
JIeKapCTBEHHBIE Ipenaparhl 3aperUCTPUPOBAHHBIMUA M OBUIM JIM OHHU IEpeylakoBaHbBL. PexomeHmyeTcs
MIPUBJIEKATh K 3TOH paboTe YIOIHOMOYEHHOE JIMIIO U yYUTHIBATh €0 MHEHHUE.

.JII/IIIeH3I/Ip0B3HI/Ie MNpoOUu3BOJACTBA U MOATOTOBKA K IIPUMEHCHUIO

8. Kak momHOe mpOW3BOJICTBO, TaK U OTACIbHBIE CTaAUM IIPOU3BOJCTBA MCCIEAYEMBIX
JIEKapCTBEHHBIX IIPENApPaTOB, a TAK)KE Pa3IUYHbIE NIPOLIECCHl UX pa3ZelieHus], YIaKOBKH WIN UX Iepeaayda
MOJUIeXKAT JUICH3UPOBAaHUIO. JIMIIEH3UsT HAa TPOM3BOJCTBO JICKAPCTBEHHBIX CPEICTB HE Tpedyercs s
MOATOTOBKH K IPUMEHEHMIO HCCIIEAYEMBIX JIEKAPCTBEHHBIX IIPENAapaToB B MEAUIIMHCKUX OpraHU3alUsIX.

9. B paMKkax yKa3aHHBIX IOJIO)KEHHH IOJ| MOATOTOBKON K NPUMEHEHHUIO IOHUMAETCSI MPOCTOU
IIPOLIECC, TAKOW KaK:

pacTBOPEHHUE WIN TUCIEPTUPOBAHUE UCCIIEyEMOI0 JIEKAPCTBEHHOIO Npenapara /i €ro BBEACHUS
MALUEHTY, WIN

pa3BeicHUE WUJIM CMEIIMBAaHUE HUCCIETYyEeMbIX(0ro) JeKapCTBEHHBIX(0Or0) mpenapaToB(a) ¢ Ipyrum
BEILIECTBOM (BEIIECTBAMH), HCIOIB3YeMOTO(bIX) KaK HOCUTEIb C ILENbI0 BBEICHUS JIEKAPCTBEHHOTO
Ipernapara.

10. CmemmBaHue HECKOIBKUX MHTPEAUEHTOB BMECTE, BKIIIOUAs JEHCTBYIOIIEE BEIIECTBO, C LIEJIBIO
II0JIyYEHHUs UCCIIEyEMOTI0 JIEKapCTBEHHOTO Mpenapara He SIBISIETCS MOATOTOBKON K IPUMEHEHUIO.

11. Mccaenyemslii TekapCTBEHHBIN MpenapaT 10KEeH ObITh B HAIMYUU J0 MpoIiecca NOArOTOBKU K
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IIPUMEHEHHUIO.

12. IIpouecc MOArOTOBKH K MPUMEHEHUIO PEKOMEHIYETCSI OCYIIECTBIIATh HENTOCPEACTBEHHO MEPE]
BBEJICHUEM.

13. Takoit mporecc 0DKEH OBITh U3J0KEH B 3asABJICHUU O BBIAAUYE Pa3pelleHUs] Ha MPOBEICHHE
KJIIMHUYECKOI'0 MCCIEAOBAaHUS U (WIN) JOChE MCCIEAYEMOro JEKapCTBEHHOIO INpenapara U B MPOTOKOJIE
KJIMHUYECKOTO HCCIEI0OBaHUs JTMOO B COOTBETCTBYIOUICH HMHCTPYKLUH, MMEIOLIEHCS B MEIUIIMHCKOM
OpraHM3aliu.

II. TepmuHbl ¥ onpeneIeHus

14. lns ueneit Hactosero [IpunoxeHust UCTIONb3YIOTCS CAEAYIOLUME OCHOBHBIC TIOHATHSA:

A0Che HA JeKAPCTBEHHbIN Mpenapar - KOMIUIEKT JOKYMEHTOB, COJEPKaIINX BCIO HHPOPMAITIIO
(WM CCBUIKM Ha COOTBETCTBYIOIIME JOKYMEHTHI), HEOOXOIUMYIO MJIi COCTaBICHHS MOIPOOHBIX
MHCTPYKIUN MO MPOU3BOJACTBY, YIIAKOBKE, KOHTPOJIIO KaueCTBa, BbIJaue pa3pelieHus] Ha BBITYCK CEPUU U
OTrpy3Ke MCCIEAYEMOrO JIEKAPCTBEHHOIO MIpenapaTra;

3aKa3 - 3aJaHue Ha MPOU3BOJCTBO, YMAKOBKY W (WJIM) JIOCTaBKY OIPEAEIEHHOIO KOJWYECTBa
€IMHHUII UCCIIeTyEeMBIX(0T0) JIEKapCTBEHHBIX(OT0) MpenaparoB(a);

HMIIOPTEpP HCCJIeyeMOro JeKapCTBEHHOr0 CpeACTBa - JIMIO, MMEIOUIEe IpaBO Ha HMMIIOPT
HCCIIelyeMOro JIEKApCTBEHHOTO Tpernapara, 0ohpOpMIECHHOE B COOTBETCTBUU C HOPMATUBHBIMU MTPABOBBIMU
aktamu Poccuiickoit denepanuu;

uccsae0BaTesib - (QU3NUECKOE JHUIO0, HECYIee OTBETCTBEHHOCTh 3a MPOBEICHHE KIMHHYECKOTO
HCCIe0BaHUsl B MEAMIIMHCKOM opraHuzanuu. B ciyyae mpoBeieHHs UCCIEAOBaHUS B MEAUIIMHCKOM
OpraHu3alMy TPYNION JUI UCCienoBaTeneM (MMEHYEMbIM TAaKXe TJIABHBIM HCCIEAOBATENIEM) SIBIISIETCS
PYKOBOAUTEIb TPYIIIIbI;

uccjeayeMblii  JieKapcTBeHHBI mpenmapaT - JIEKapCTBEHHBIM Tpenapar win I1amnedo,
HCCIeAyeMble WIM WCIONb3yeMble B KaueCTBE MperapaTa CpaBHEHUS NPHU MPOBEACHUU KIMHUYECKOTO
uccnegoBanusi. K umccienyeMbIM  JIEKapCTBEHHBIM — IpemapaTtaM — OTHOCSTCS — TakKkKe  yxkKe
3aperuCTPUPOBAHHBIC JICKAPCTBEHHBIC MpEMapaThl, €ClIM CIOCO0 WX MPUMEHEHHs] WIH MPOU3BOJCTBA
(lekapcTBeHHas (opMa WM YIMAKOBKA) OTJIMYACTCS OT 3apETUCTPUPOBAHHOTO, a TaKXKe B CIIy4ae HX
MCIOJIb30BaHUS IO €Ille He 0JI0OPESHHBIM MMOKA3aHUSM WUJIH JIJIsl TOyYeHUs JOTIOJIHUTEIHHON HH(pOpMaLIUn
00 ye 3aperucTpUpOBaHHOM JIEKapCTBEHHOH Gopme;

KJIMHUYeCKoe Hcc/IeloBaHue - JII000e HCCIIeOBaHUE, MPOBOAMMOE C YYacCTHEM YEIOBEKa B
KauecTBe CyOBeKTa ISl BBISBICHHS WIH TOATBEPKICHHS KIMHUYECKHX, (HapMaKOIOTHYECKUX U (WIIH)
npyrux QapmakoguHamuueckux 3()(exToB uccienyemMoro(bix) JIeKapcTBEHHOTO(BIX) Tperapara(oB) U
(wnu) Ui BBISIBJICHUS HEKENATENbHBIX peakuuid Ha Hero (Hux), u (WiM) s u3ydeHus ero (ux)
BCAChIBaHUS, paclpeneneHus, MeTabon3Ma U BBIBEACHHUS C IEJBIO OIEHKH ero (ux) 0e30macHOCTH U
(umn) 3 PEeKTUBHOCTH;

OTrpy3Ka - OmNepaluud MO0 YHNAaKOBKE i OTTPY3KHM M [0 TPAHCIOPTHUPOBKE 3aKa3aHHbBIX
HCCIIEAYEeMbIX JIEKAPCTBEHHBIX MPENaparTos;

npenapaTr CpPaBHEHUs] - HUCCJEAYyEMbIH JIEKAPCTBEHHBIN Mpemnapar WM 3aperucTpUpPOBAHHBIN
JIEKapCTBEHHBIN Mpenapart (i1 aKTUBHOTO KOHTPOJISI) JINOO TUIanedo, UCIOIb3yeMble Il CpaBHEHUS TPU
MPOBEACHUH KJIMHUYECKUX UCCIIEI0BAHMUIA;

PAHIOMU3AIMOHHBIA KOJ - CIHUCOK, IMO3BOJIAIONIMI yCTaHOBUTH, KaKyl0 TEPANHIO C yYETOM
PaHIOMU3ALIUY [TOTYYAeT KaXK/bIi MallUeHT;

PaHIOMU3AIUA - TPOLIECC PACIpPEACNICHHUs] MAIMEHTOB IO TPYIINaM JIEYEHUS WU KOHTPOJS
CIIy4aifHBIM 00pa30M, O3BOJISIONINN CBECTH K MUHUMYMY CyOBEKTUBHOCTH;

"caenoii" meron ('"MackupoBka'') - METOJ, MPU MPUMEHEHUU KOTOPOTO OJIHA WIIK OOJIee CTOPOH,
yYacTBYIOIIMX B UCCICJOBAaHUH, HE WHPOPMHUPOBAHBI O TMPOBOJUMOM(BIX) TepameBTHUYSCKOM(HX)
Ha3HaueHuH (Ha3HayeHUsix). [IpocToil "cnemoil" meTon o3HayaeT HEOCBEAOMJIEHHOCTh MAalMEHTA(OB), a
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NBOMHON "crenoit" MeToJl - HEOCBEJOMIIEHHOCTh O MPOBOJUMOM(BIX) TEpPareBTUYECKOM(MX) Ha3HAYECHUU
(Ha3HaueHUsX) TmalnueHTa(oB), wuccienoBatens(el), HaOmrogareael M B HEKOTOPBIX CIydasx JIHI,
AQHAIM3HMPYIOIIMX I[IOJIyYEHHbIE JaHHbIE. B OTHOLIEHMM HCCIEQYEMOro JEKapCTBEHHOIO IIpernapara
"ciaenmoi" MeTOJ O3HaYaeT IIPEIHAMEPEHHYI0 MACKHUPOBKY HWIAEHTHMYHOCTH 3TOrO JIEKAPCTBEHHOTO
npernapara B COOTBETCTBHM C MHCTPYKLHUSAMHU CIIOHCOpa. PackpbiTe koja (CHATHE MAaCKUPOBKU) O3HAYaeT
packpbiTie MH(OpPMAIMH, TO3BOJIAIONIEH MACHTU(DHUIMPOBATH paHee 3aMaCKUPOBAHHBIN JEKapCTBEHHBIH
npenapar;

CIIOHCOP - IOPUAMYECKOE JIMIO, OCYLIECTBIISAIONIEE OPraHMU3ALMIO IPOBEAEHUS KIMHHUYECKOIO
HCCIIEI0OBaHMS JIEKAPCTBEHHOTO IIpenapaTa sl MEAULUHCKOTO IPUMEHEHUS.

II1. YnpaBieHue ka4ecTBOM

15. (1) ®apmaneBTHUECKAs CHCTEMa KauecTBa, pa3padoTaHHasl M MPOBEPEHHAsT MPOU3BOIUTEIIEM,
JOJDKHA  COOTBETCTBOBaTh TpeOOBaHUAM HacTosmux IIpaBui, oOTHOCALIIMMCA K  HMCCIETyEeMbIM
JICKapCTBEHHBIM Iperaparam, T0JHKHA ObITh JOKYMEHTaIbHO 0()OpMIIEHA U JJOCTYITHA CIIOHCOPY.

16. (2) Crnenuduxanuu M TEXHOJIOTMYECKHE HHCTPYKIMH Ha HCCIEAyeMble JIEKapCTBEHHBIC
npernaparsl MOTYT M3MEHSTHCS B MpOLECCe WX pa3padOTKH, HO MPH 3TOM HEOOXOIUMO OOECIeYUTh UX
IIOJIHBIM KOHTPOJIb U IIPOCIIEKUBAEMOCTb BCEX U3MEHEHUN.

IV. Ilepconan

17. (3) Becp mepcoHnan, IeATENbHOCTb KOTOPOTO CBsSI3aHA C HMCCIIEAYEMBIMH JIEKAPCTBEHHBIMU
mpermapaTamMu, JOJDKEH MPOWTH COOTBETCTBYIOIEE OOYyYEeHHE, CBSI3aHHOE CO crenu(UKol NaHHOTO BHUIA
MPOIYKIIUH.

18. Jlaxxe B ciry4asix, KOrja IITaT paOOTHUKOB HEMHOTOUYWCIICHHBIHN, I TIPOU3BOJICTBA KaXKIOM
CepUU HCCIEAYEMBIX JICKAPCTBEHHBIX IIPENapaToB JOJDKEH OBITh ONPENENICH OTACIbHBIM IepCOHAl,
OTBEYAIONINH 32 MPOU3BOACTBO M KOHTPOJIb KAYECTBA.

19. (4) YmonHOMOYEHHOE IHUI0 JOJKHO OO0ECIeYNTh HAIUYHE COOTBETCTBYIOIIMX CHCTEM,
OTBEUAIONINX TpeboBaHUsAM HacTosmero [Ipunoxenus. [ 3TOro yrnoJHOMOYEHHOE JTUIO JTOJDKHO UMETh
HAJJICXKAIIYI0 TOATOTOBKY B 00JAacTH pa3pa0OTKH JIEKAPCTBEHHBIX TIPENapaTtoB U MPOBEICHUS
KIIMHUYECKUX MCCIIeI0BaHUM. PyKOBOACTBO MJisi YMOJHOMOYEHHOIO JIMLA MO OLIEHKE HCCIETyEeMbIX
JIEKapCTBEHHBIX NIPENAapaToOB MPUBEAEHO B ITyHKTax 61 - 65 HacTosmero ITpunoxxenus.

V. Ilomenienus 1 000pyi0BaHue

20. (5) IIpu pabore c¢ wucciaenyeMbIMH JIEKAPCTBEHHBIMU TpernapaTamMd HHQopMamus o
TOKCHYHOCTH, aKTUBHOCTH M CEHCHOMIM3UPYIOMIUX CBOWCTBAX MOXKET OBITh HEMOJHOMN, B CBSI3U C ITHM
MPOU3BOUTENb JOJDKEH YAETSATh 0c000€ BHHUMAHUE CBEACHHUI0O K MUHHUMYMY PHUCKOB MEPEKPECTHOM
KoHTaMuHaMu. KoHCTpykuus 000py1oBaHUS U NMOMELICHUH, METO/IbI HCIIBITAHUI M KOHTPOJIA, a TaKXKe
IpeJesTbl JOMyCTUMBIX KOHIEHTPAIMKA OCTATKOB IOCIIE OYMCTKU JOJDKHBI YUYUTHIBATh XapaKTep yKa3aHHBIX
PHUCKOB. B COOTBETCTBYIOUIMX CIy4yasX MPOM3BOIUTENb TOJDKEH OOpallaTh BHUMAaHUE HAa OPraHU3aIHIo
paboThl MPOU3BOJACTBEHHBIMU LUKIaMU (KammnanusMu). [Ipu BBIOOpE MOIOIIEro CpeicTBa HEOOXOAMMO
YUUTBIBATh PACTBOPUMOCTD JIEKAPCTBEHHOTO Mpernapara A KIMHUYECKUX UCCIICIOBAHUM.

VI. JlokyMeHTaIMS1
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Cneuuduxauum ¥ MHCTPYKIMH

21. (6) Croemudukamuu (Ha HCXOAHOE CHIphE, TMEPBUYHBIC YMAKOBOYHBIC MaTEpUabI,
MIPOMEKYTOUHBIE MPOIYKThI, Hepac(hacoOBaHHYIO M TOTOBYIO MPOIYKIIHIO), PETIIAMEHTHI, TEXHOJIOTMYECKHE
MHCTPYKIIMU M MHCTPYKLUH IO YITAKOBKE JOJDKHBI OBITH HACTOJBKO MOJIHBIMH, HACKOJIBKO 3TO MO3BOJISET
CYLIECTBYIOIIMH YpOBeHb 3HaHMU o mpoaykre. [lo Xxomy pa3paboTKu JIEKapCTBEHHOrO Ipernapara Hx
HEO0X0IMMO TEPUOTUYECKH OLEHHBATh M OOHOBIATH (IpU HEOOXOAMMOCTH). B Kaxm0il HOBOM BepcuH
JOJDKHBI OBITh YUYTEHBI CaMble IOCIEIHUE JaHHBIE, HCIOJIb3yeMas B HACTOSIIEE BpPeMS TEXHOJOTHS,
tpeboBanus ['ocynapcTBeHHol (apmakonen Poccuiickoit @enepannu 1 HOPMATUBHBIX MPABOBBIX AKTOB
Poccuiickoit @enepannu. HoBast Bepcus TOJKHA TaKKE COAECPKATH CCHUIKY Ha MPEABIAYILYIO BEPCUIO IS
o0ecrieyeHns: TMPOCIESKUBAEMOCTH H3MeHEeHUH. Ilpon3BomuTens NODKEH YTBEPAUTH MPOLEAYpPY s
BHECEHMS JIOOBIX M3MEHEHHH, KOTOpbIE MOTYT MOBJIHATH Ha KadeCTBO HCCIEIYyEeMOTO JIEKAPCTBEHHOTO
npernapara, B 4aCTHOCTH, Ha €ro CTaOMIbHOCTh U OMO3KBUBAJICHTHOCTb.

22. (7) Ob6ocHOBaHUS UIsI BHECEHHMSI W3MEHEHHH IOJDKHBI OBITh JTOKYMEHTAJIBHO O(OPMIICHBI.
IIpon3BoauTeENb 10JKEH IPOAHAIU3UPOBATh BIUSHUE BHECEHHBIX U3MEHEHUIN Ha KaueCTBO MCCIIEYyEMOIO
JIEKapCTBEHHOI'O Mpernapara U Ha IPOBOAMMBIE KIMHUYECKUE UCCIIe0BaHus. Pe3yabTaThl Takoro aHanusa
TOJDKHBI OBITH 0(OPMIIEHBI JOKYMEHTAJIBHO.

3aka3s

23. (8) 3aka3 JoIKEH coAepKaTh TpeOOBaHUE HA MIPOU3BOJICTBO U (M) YIAKOBKY ONPEAEICHHOTO
qucaa €IUHUI] TPOAYKUIUN U (WIK) ee OTrpy3Ky. 3aKa3 MPOM3BOIUTENIO HAIPABISETCS CIIOHCOPOM WM
JMIIOM, ACWUCTBYIOIIUM IO €r0 MOPYYCHMIO. 3aKa3 JOJDKEH OBbITh OQOopMIIeH Ha OyMa)KHOM HOCHUTENE H
(unH) B 3JIEKTPOHHOM BHJIE U OBITH IOCTaTOYHO YETKUM BO M30€KaHHE pa3HOUYTCHUH. 3aKa3 IOJIKEH OBbITh
YTBEP)KICH JIMIOM, HMMEIOUIMM COOTBETCTBYIOIIME IIOJHOMOYMS, M HUMETh CCBUIKY Ha JIOCbEé Ha
JIeKapCTBEHHBIH Mpenapar ¥ Ha IPOTOKOJI KITMHUYECKUX HCCIIETOBAHUH.

Jloche Ha TeKapCTBEHHbIN Npenapar

24. (9) Jocbe Ha JeKapCTBEHHBIM IMpemapar JOJDKHO HENPEpPhIBHO OOHOBISATHCS IO Mepe
pa3paboOTKM  JIEKapCTBEHHOro mpemapara. Ilpu 3TOM  NpOM3BOAUTENh  JIOMKEH  O00ECHeuuTh
IIPOCJIEKNBAEMOCTD MPEABIAYIIUX BEPCUI 10ChE HA JIEKAPCTBEHHBIH Mpenapar.

25. Jlocbe Ha JEKapCTBEHHBIM Npemapar IOJKHO BKJIIOYATh B ce0sl, B YACTHOCTH, CIIEIYIOLIHE
JOKYMEHTBI (MJIM COIEP>KATh CChUIKHA HA HUX):

cnieun(pUKaui U aHATUTUYECKHE METOMKH Ha MCXOTHOE ChIPbE U YIIaKOBOYHbIE MaTepHAIbI;

cienn(UKaui U aHATUTHYECKUE METOJIMKU Ha MPOMEXYTOUYHYIO, Hepac(hacoBaHHYIO M TOTOBYIO
IIPOAYKIIHIO;

TE€XHOJOTMYECKHE NHCTPYKIINN;

METOJIMKH KOHTPOJISI B IIPOLIECCE IPOU3BO/ICTBA;

YTBEPKACHHYIO KOIIUIO ATUKETKU;

IIPOTOKOJIbI KIMHUYECKUX HCCIEAOBAHUN U, B COOTBETCTBYIOIIMX CIIy4asX, PaHIOMH3AL[MOHHBIE
KOBI;

JIOTOBOPBI C MCIOJHMUTENSIMH, yKa3zaHHble B IyHkTax 237 - 255 Hacrosmuumx IlpaBun (mmpu
HEOOXOIUMOCTH);

MaHHBIE O CTA0OMILHOCTH;

YCIIOBUS XpaHEHUSI U TPAHCTIOPTUPOBKHU.

26. IlpuBeneHHBIN NIEpEeYEHb TOKYMEHTOB MOYKET U3MEHATHCS B 3aBUCUMOCTHU OT JIEKAPCTBEHHOTO
npernapara ¥ craguu ero paszpaborku. Copeprkamiascs B 10Cbe MH(GOPMAIHS TOJKHA CIYXKHTb OCHOBOM
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IIPU OLEHKE TOTOBHOCTH I IIPUEMKM U BBIIAYM PA3PCLICHHUs HA BBIIYCK KOHKPETHOM cepuu
YIOJIHOMOYEHHBIM JIMIIOM, KOTOPOE JOJDKHO UMETh JIOCTYI K Takoi mHpopmanuu. Eciau pasHble craguu
rmporecca MPOU3BOJACTBA OCYIIECTBIISIIOT HAa PAa3HBIX Y4YacTKax, IJE OTBETCTBEHHOCTb HECYT pa3HbIE
YIOJHOMOYEHHBIE JIMIIA, TOIYCKACTCS BECTH OTIEIbHbIEC JOChE C OTPAaHUYCHHOMN HH(pOopMaIren, IMeroeH
OTHOLIEHUE K JEATEIbHOCTH Ha COOTBETCTBYIOIUX y4acTKaX.

PeriiaMeHT M TeXHOJIOTHYEeCKHE HHCTPYRIIUHA

27. (10) Kaxxnast npon3BOACTBEHHAs ONEpaLis WIN ONepalus 10 OTTPY3KE J0JKHA BBIIOIHSITHCS B
COOTBETCTBUM C YETKOW M JOCTATOYHO TOJHONH HMHCTPYKLMEH M CONpPOBOXKAATHCS O(OpMIICHUEM
COOTBETCTBYIOIIMX 3amuceil. Ecnu oneparus He sBIsETCS MOBTOPSEMOM, TO HE 00s3aTEIBbHO COCTABIISATh
periaMeHT M TEXHOJOTMYECKHE MHCTPYKIHMH. 3alucud HUMEIT 0co00e 3HadeHue I MOJArOTOBKH
OKOHYATEJIbHBIX TEKCTOB JIOKYMEHTOB, KOTOpbIE OyIyT MCIOJIB30BAaThCS NPH CEPUHHOM IMPOU3BOJICTBE
II0CJI€ TIOJYUYEHUS] PErMCTPAIMOHHOTO YJOCTOBEPEHUS Ha JIEKApCTBEHHBIH ITpenapar.

28. (11) HWndopmamnms, coxaepkamiascs B JOCbe Ha JICKapCTBEHHBIH Mpenapar, JoJDKHA
HCTIOJIB30BATHCS TPU pa3pabOTKe MOAPOOHBIX MHCTPYKIUA 110 MPOU3BOCTBY, YIAKOBKE, UCIIBITAHHUSIM IS
KOHTPOJISI Ka4€CTBa, YCIOBUSIM XPAHEHUS U TPAHCIIOPTUPOBKH.

HNHCcTpyKUIMM M0 yIaKOBKe

29. (12) Hccnemyemble IEKapCTBEHHbIE IIpeNapaThl, Kak MPaBUJIO, JOJKHBI YHNAKOBBIBATHCS
WHIMBUYAIBHO ISl KQXJI0T0 nanuenTa. KolrnuecTBo eIUHHI YITaKOBBIBAEMOM MPOIYKIIMH JOIDKHO OBITH
OIIpENICJICHO JI0 Hayaja ONepaldil MO yMaKOBKE C Y4YETOM KOJIMYECTBAa €JUHMIl, HEOOXOAUMBIX IS
NIPOBE/ICHUSI KOHTPOJII KadecTBa, M OTOOpa apXUBHBIX OOpa3moB Uil XpaHeHus. I[locre OKOHUaHMSA
YIaKOBKM M MAapKUPOBKM HEOOXOIMMO COCTaBUTh MaTepHajbHbI OajgaHc, YTOObI TapaHTUPOBAThH
IIPABWJIBHBIN y4eT Ka)K0ro BUJIa IPOAYKIMHU I KayKJOW CTaJAUU ITPOU3BOJCTBA.

3anucu o NMPOU3BOJACTBY, KOHTPOJIIO K YITAKOBKE CEPUH MMPOAYKIITUHA

30. (13) Jocbe Ha cepuio JOIHKHO COAEPKATh AOCTATOYHO MOAPOOHYI0 MHPOPMALIUIO I TOUHOTO
IIPOCJIEKUBAHNS T10CJIE0OBATEIBHOCTH ONEpaluii. JTO IOChE JIOJDKHO COAEpPXkaThb BCE CYLIECTBEHHbIE
3aMe4aHus, 000CHOBBIBAIOIIME UCIIOIB30BAHHbIE MTPOLEAYPhI MIM BHECEHHbIE N3MEHEHHMS, JAIOIIIEe HOBYIO
MHPOPMALIMIO O JIGKAPCTBEHHOM INpenapaTe W IO3BOJIIONINE YCOBEPUICHCTBOBATH IMPOM3BOJCTBEHHBIC
oTeparyH.

31. (14) 3anucu 1o MpPOU3BOACTBY CEPUM MPOAYKLUHU JOJKHBI XPAaHUTHCS HE MEHEE IISATH JIET
1ocje 3aBEpIICHHs] WM TNPEKPALIeHUs TOCJIEIHEr0 KIMHUYECKOTO MCCIEOBAaHUS, B KOTOPOM ObLIa
HCII0JIb30BaHa 3Ta CEpHsL.

VII. IIpousBoacrBo

YnakoBo4HbI€e MaTepHuaJabl

32. (15) B cnemmdukanusx ¥ METOJMKAX KOHTPOJIA KAadyecTBA JOJDKHBI OBITH MPEAyCMOTPEHBI
CIEIMAJIbHBIE MEPHI 110 MPEAOTBPAIICHUIO CIIy4aliHOIO pacKOAUPOBAHUS M3-3a Pa3IU4Mil BHEIIHETO BHUJA
pa3HBIX CEpUN YITAKOBOYHBIX MATEPHAJIOB.
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TexHoJI0THYEeCKHE onepanuu

33. (16) Ha cramgum pa3paOoTKH JIEKAapCTBEHHOTO Iperapara HEOOXOAWMO ONpEeAeTIUTh
KPUTHYECKHE MapaMeTPbl U BUJIbI KOHTPOJIS B IPOLECCE NMPOU3BOACTBA. BpeMeHHbIe TapaMeTpsl U BUABI
KOHTPOJIS B TPOLIECCE MPOU3BOJICTBA MOTYT OBITH OMpEAETICHbI Ha OCHOBE MPUOOPETEHHOIO OMBITa, B TOM
qHcie MPEeAbIIyIuX UCCIeI0BaHui mo pa3paboTke. OTBETCTBEHHBIN MepcoHal AOKEH YAENIsATh ocoboe
BHUMaHHE Pa3pabOTKe HEOOXOIMMBIX MHCTPYKIMU M MOCTOSHHOMY HX COBEPIICHCTBOBAHHUIO C YYETOM
OIbITa, MPUOOpPETaeMoOro B MpoIecce MPOU3BOJACTBA. YCTAHOBICHHBIE M KOHTPOJHpPYEMbIE MapamMeTphl
JOJKHBI OBITH 0OOCHOBAHBI B COOTBETCTBHH C UMEIOLICHCS B JAHHOE BpeMsl HH(pOpMaIHeH.

34. (17) HomyckaeTrcd HE MPOBOAUTH BAIMJALMIO TEXHOJIOTMUYECKUX IPOLIECCOB MPOM3BOACTBA
UCCIIEYEMBIX  JIEKAPCTBEHHBIX TIpenapaToB B o0beMe, NpeaycMaTpuBaeMoOM Ui CEPUHHOTO
NpOU3BOJICTBA. B moO0OM ciydyae momereHust 1 000pyIoBaHHE TOJKHBI OBITh KBaTU(HUIMPOBAHBL. J{is
CTEpUJIbHBIX JIEKAPCTBEHHBIX NPENapaToB BajluJalus MPOLECCOB CTEPUIN3ALUN JOJDKHA IPOBOJUTHCS B
TOM k€ 0ObeMe, 4TO M JJIS 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB. B cooTBeTCTBYROMUX
ciyyasix, Uig oOecriedeHus: 0e30MacHOCTH OMOTEXHOJIOTMYECKHX JICKApCTBEHHBIX IperapaTroB IJis
KJIMHUYECKUX HCCICIOBAHUN TMPOU3BOAMTENb JODKEH MOATBEPIUTH A(PPEKTUBHOCTh WHAKTHBALUU H
(unu) ynaneHust BUPYCOB M (MJIM) APYTUX MpuUMecel OMOJIOTHYECKOro MPOUCXOXKICHUS B COOTBETCTBUH C
HAy4YHBIMH NIPUHIMIIAMUA U METOJAMH, U3JI0)KEHHBIMHU B COOTBETCTBYIOLIUX PYKOBOJCTBAX.

35. (18) Banmmpmamusi acenTHUECKUX MPOIECCOB MPEACTABIIET 0COOYI0 TPYJHOCTh NMPH MajbIX
paszMepax cepuil IpoAyKIMU. B 3THUX cilydasX 4yucio eqUHMI] MIPOAYKLNHU, HAIIOJHAEMBIX CPElaMU, MOKET
OBITH paBHO HaMOOJBIIEMY pa3Mepy cepuH Mpoaykuuu. [Ipu HanuuMu BO3MOKHOCTH (B TOM YHCIE IS
MMHUTALMU TIPOLIECCa) NPOM3BOIUTENb JOJDKEH HANOJHATh CpedaMHd HauOOJbIIee YHCIO eIUHHIL
NPOAYKUIUHN sl obecriedeHUs: OOJbIIeii JOCTOBEPHOCTH pe3ysibTaToB. HamojHeHune W repMeTH3anus
ABJIAIOTCS. IPEUMYIIECTBEHHO PYYHBIMU WJIM I10JyaBTOMAaTHMYECKHMHU OIEPALMSIMM, NPEACTABISIOMIUMU
PHUCK UIS CTEPWIBHOCTH. B CBs3M ¢ 3TUM HEOOXOAMMO YJEIHUTH MOBBIIICHHOE BHUMaHHE OOYUYCHHIO
IIEPCOHANa M MPOBEACHUIO BaJIMJALMUM METOJIOB aCENTHYECKOIO IMPOM3BOJACTBA C YYacCTHEM KaXKI0TO
oreparopa.

TpeGoBanus k npenapary cpaBHeHHA

36. (19) Ecnm mnpenapaT cpaBHEHHUS IIOJBEPraeTcsi H3MEHEHUSAM, IPOU3BOJIUTEND JOJDKEH
o0ecreynTh JOCTYHNHOCTh JAaHHBIX (HampuMmep, IO CTaOWJIBHOCTH, CpPAaBHUTEIBHOMY H3YYEHHUIO
pPacTBOPUMOCTH, OMOJIOCTYITHOCTH), TOATBEPKAAIOIINX, YTO TAKHE U3MEHEHHSI HE OKaXKyT CYIIECTBEHHOTO
BJIMSIHUS HA UCXOJIHBIE NTapaMeTPhl KaueCcTBa 3TOT'0 JIEKAPCTBEHHOTO Mpenapara.

37. (20) Cpok romHOCTH Mpernapara CpaBHEHUS, yKa3aHHBIM HAa EpBOHAYAIbHON YIIAKOBKE, MOXKET
HE COBNaJaTh CO CPOKOM TOJHOCTH IIpernapaTa, IE€peylNakOBaHHOITO B JpPYIyl0 YIAKOBKYy, He
00eCIeYnBalOIlyI0 SKBUBAJICHTHBIA YPOBEHb 3alllUTHl WJIM €CIM Takas YIaKoBKa HECOBMECTUMA C
npernapaToM. B CBS3M ¢ 3TUM CHOHCOpP WM JIMIO, AEMCTBYIOLIEE OT €ro UMEHH, JOJIKHBI ONPEAEINUTh
IIpUEMJIEMYIO J1aTy, A0 KOTOPOH JOIyCKaeTcsl MCIOJb30BaTh Ipenapar, YUYUThIBas MPUPOAY INpenapara,
XapaKTepUCTUKH YMAKOBKM M YCJOBUS, B KOTOPHIX OyIeT XpaHUTbcA 3TOT mpemnapar. HoBblil cpok
TOAHOCTH JOJDKEH OBITh OOOCHOBAaH W HE MOXET IMPEBBINIATh CPOK TOJHOCTH, YyKa3aHHBIH Ha
IIepBOHAYaJIbHON ynakoBke. CpOK TOJHOCTU AOJKEH COIJIACOBBIBATBHCS C JJIUTEIBHOCTBIO KIMHUUYECKOTO
HCCIIEI0OBaHUS.

Onepanuu no koaupoBanuio ("'caenoi' meron)

38. (21) Ecmm wuccrnemyemble JIEKapCTBEHHBIE TIpemapaTbl KOAUPYIOT, TO JOJDKHBI OBITH
pa3paboTaHbl CHUCTEMbI, OOECIIEUMBAIOIINE KOAMPOBKY M €€ COXpaHEHHe, HO MpHU HEOOXOJUMOCTH
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MO3BOJISIONINE UIACHTU(UIIMPOBATh 3aKOAUpOBaHHYIO (''cienyro") MpPOAYKLHMIO, B TOM 4YHCIE HOMeEpa
CepUil HCCIIEeIyeMOro JIEKapCTBEHHOI'O Ipernapara A0 OIepauuu o KoauposaHuio. [IpousBoaurens
JOJDKEH TPEAyCMOTPETh BO3MOXKHOCTh OBICTpON HICHTU(UKAIUH HCCIETyeMOro JIEKapCTBEHHOTO
IpernapaTa B SKCTPEHHBIX CITydasix.

Kon PaHAOMU3 AU

39. (22) B wuHCTpyKUMSIX MOJDKHBI OBITH ONUCAHBI BCE MPOLEAYPHI IO CO3JaHHIO, 3alluTe,
pacmpeneneHnto, o0pabOTKe W XpaHEHHWIO JIO0O0T0 KOJa pPaHIOMH3AIHH, WCIOIH30BAaHHOTO IS
YIaKOBAaHHBIX HCCIEIYyEeMbIX JICKApCTBEHHBIX IMPENapaTroB, a TaKXKe METOAbl PACKPBITHS KOJa.
[Tpon3BoUTENH TOJKEH BECTH COOTBETCTBYIOIINE 3AIIHCH.

Onepamm M0 YIIaKOBK€

40. (23) Ilpm ymakoBKe HCCIEAYEMOro JIEKAPCTBEHHOI'O IIpenapaTa MOXET OKa3aTbCs
HEOOXO/JMMBIM OJHOBPEMEHHOE HAaXOXKICHHWE DPA3JIMYHBIX BHUJOB MPOAYKIMHM HA OJHOW YMaKOBOYHOM
nuHuM. [Tpon3BoauTeNb NOKEH CBECTM K MUHUMYMY PUCK IIEPENyThIBAHUS JIEKAPCTBEHHBIX IPENapaToB
MyTEM BBIMOJHEHHUS COOTBETCTBYIOIIMX MPOUEAYp U (WIK) MPUMEHEHHUS CIEeUUAIbHOTO 000PYyAOBaHUS U
COOTBETCTBYIOLIEr0 O0Y4EHHsI IEPCOHAIA.

41. (24) Omnepanuu Mo ymakoBKE U MapKHPOBKE MCCIIETYyEeMbIX JIEKAPCTBEHHBIX MPEMapaToB MOTYT
ObITh 0OoJiee CIOXHBIMM U TIOABEPKEHHBIMU OIIMOKAaM, KOTOpPbHIE TpYyAHEE BBIABIATh, YeM NpHU
MIPOM3BOJICTBE 3aPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MpernapaToB. OCOOEHHO 3TO KacaeTcsl UCCIEAyEeMbIX
JIEKapCTBEHHBIX IPENapaToB C MOXOKMM BHEIIHMM BHJOM IIpH MCIOJb30BaHMM 'cienoro" merona. B
CBSI3U C ATUM TpeOyeTcs NPUHUMATh OCOOBbIE MEphl MO TMPEAOTBPAIICHUIO OMIMOOK B MapKHUPOBKE,
HarpuMep, 3a CYET CBeIeHUs OallaHCca ITHKETOK, OYMCTKU JIMHUH, OCYIIECTBICHHUSI KOHTPOJS B MpOIECcCe
MIPOM3BOJICTBA CIICIIUAIEHO 00YUYEHHBIM MTEPCOHATIOM.

42. (25) VYnakoBka [OJDKHA TapaHTUPOBAaTh COXPAHHOCTb HCCIEAYEMOTO JIEKAPCTBEHHOTO
IpernapaTta B HaJJIeXkallleM COCTOSIHMM IIPU TPAHCIIOPTUPOBKE M XPAHEHUHM B IIPOMEKYTOUHBIX IYHKTaX
Ha3zHaueHUs. BTopuyHas ynmakoBKa JOJDKHA OBITH TakoW, 4TOOBI ObLIO cpa3dy 3aMETHO €€ BCKPBITHE WM
M060€ MHOE BMEIIATEIBCTBO BO BPEMS TPAHCIIOPTUPOBKH.

MapkupoBka

43. (26) B Tabnuue N 1 o6benuHeHsl TpeOOBaHUs, coaepKaluecs B MyHKTax 43 - 48 HACTOSIIETO
[Tpunoxenus. MapkupoBKa JOJDKHA 0OECIIEUMBATH 3AIIUTY MALMEHTa, BO3MOKHOCTH MPOCIICKUBAHUS H
UACHTU(UKAIIMK JEKApCTBEHHOTO IperapaTra U HCCIeIOBaHUs, a TAaKXKe CIIOCOOCTBOBATh MPABUIHLHOMY
MIPUMEHEHHIO UCCIIEAYEMOro JIEKApCTBEHHOTO Mpernapara.

44. Ha »TUKeTKax JOJDKHA COAEP)KaThCs cledyiouias HH(popMaius, eciu He OO0OCHOBAaHO ee
OTCYTCTBHUE (HampuMep, IpU HAIMYMU LEHTPAIN30BAHHON JIEKTPOHHON CHCTEMBI PaHIOMHU3UPOBAHHOTO
KOJIMPOBaHUA):

a) (a) HauMeHOBaHME (MMA), aapec M HOMep TeleOHA CIIOHCOpA, IOPUIMYECKOro JIHUIIA,
MIPUBJICUEHHOTO CIIOHCOPOM K OpraHu3alMd MpPOBEACHUS KIMHUYECKOTO MCCIIEeOBaHus (naiee -
KOHTpaKTHAasl UCCIIEOBATENbCKAs OpraHU3alusl) WIN HccaenoBaresst (OCHOBHOIO KOHTAKTHOTO JIUIA IS
NOJTyYeHHUs UH(OPMAIIHM OTHOCUTEIHHO JIEKApCTBEHHOTO IpenapaTa, KIMHUYECKOT0 UCCIeIOBaHUS U [T
HKCTPEHHOTO PACKOIUPOBAHMUS);

0) (b) nmekapcTBeHHas Gopma, CrIOCOO BBEACHHS, KOJIMUYECTBO JO3UPOBAHHBIX CIUHUI], U B CIIy4ae
MIPOBE/ICHUS] OTKPHITOTO UCCIIEIOBaHMS - HAMMEHOBaHUE U (MJIH) MHU(p JIEKAPCTBEHHOTO Mperapara u ero
JIO3UPOBKY U (UJIM) aKTUBHOCTb;
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B) (c) HOMep cepuu U (WITM) KOJ ISl HACHTU(UKAIIUY COIEPKUMOTO U ONIEPAILIUU TI0 YIIAaKOBKE;

r) (d) HOMep (kom) wWcclemnOBaHUsS, TMO3BOJISIIOMIUNA HICHTU(GUIIUPOBATL HCCIIECIOBAHUE,
MEIUIMHCKYIO OpPraHu3alllio, UCCIIE0BATENS U CIIOHCOPA, €CIIU 3TO HE YKA3aHO B IPYTOM MECTE;

1) (€) uaeHTUPUKAIMOHHBIN KO/ TAI[UeHTa U HOMEP BU3UTA (TIPU HATUYHH);

e) (f) bamunms u uHULIMATBI UCCclieioBaTeNs (€CIU He yKa3aHo B MoanyHkTax "a" mwium "r'");

K) (g) yKazaHus M0 UCIOJIb30BAHUIO (MOXKET ObITh MPUBECHA CChUIKA Ha JIMCTOK-BKJIAJBIII JTHOO
IpYrof MOSICHUTEIbHBIA JTOKYMEHT, NpEeAHAa3HAUYEHHBbIM A MalueHTa WIA JIMLA, OCYIIECTBISIOLIETO
BBEJICHUE JIEKAPCTBEHHOIO NpENapara);

3) (h) Hagmuce " [t KTMHUYECKUX UCCIeN0BaHUN";

1) (1) yCTIOBHS XpaHCHHUS,

K) (j) CPOK HCIIOJIb30BaHMSI C YKa3aHUEM Mecsla M To/1a TAKUM 00pa3oM, 4ToObl N30eKaTh 1000
HEOIPEeICIEHHOCTH (MOXeT ObITh yKa3aHa Jara, 10 KOTOPOi HEOOXOIUMO HCIIONIB30BaTh JIEKapCTBEHHBIH
npenapar s KIMHUYECKUX MCCIEA0BaHUM, CPOK TOAHOCTH WJIU /1aTa IOBTOPHOI'O KOHTPOJIS);

1) (k) manmuce "XpaHUTh B HEJAOCTYIHOM JUIsl JeTe MecTe'", 32 MCKIIOYCHHUEM CIllydaeB, KOTaa
JIEKapCTBEHHBIN Mpernapar MpeIHa3HaueH A UCIO0Ib30BaHUS TOJIBKO B YCIOBUAX CTallMOHAPA.

45. (27) Anpec m HOMep TeneoHAa OCHOBHOTO KOHTAKTHOTO JIUIlA Ul NepeAayd MH(OpMaIuu
OTHOCUTEJIBHO  JIEKAPCTBEHHOI'O  IIpenapara, KIMHUYECKOIO  MCCIEAOBAHHUA U BKCTPEHHOIO
PacKOJMPOBAaHUS MOTYT OBbITh HE YKa3aHbl HA 3TUKETKE, €CIIHM MAIUeHTY MPEI0CTABICHbI HHCTPYKIHS I10
IIPUMEHEHHIO WM KapTOuYKa, Ha KOTOPOH yKa3aHbl 3TU JaHHbIE, a TAKXKE JAaHAa MHCTPYKLMS AepXkKaTh MX
npu cebe MOCTOSHHO.

46. (28) JlanHble NOKHBI OBITH MPUBEACHBI HA PYCCKOM sA3bIKe. [laHHbIE, YKa3aHHbIE B ITyHKTE 44
HacTtodawero Ilpunoxkenus, MOMKHBI HAXOAMTHCA KAaK HAa NEPBUYHOM, TaK M HA BTOPUYHOW YIAKOBKE
(kpome ciy4aeB, ONMHMCaHHBIX B nyHkTax 47-48 Hacrosimero I[lpunoxenus). TpeGoBaHus K comepikaHUIO
MapKUpOBKHM Ha 3TUKETKaxX Ha MEPBUYHOM M BTOPUYHOW yIaKOBKax IpuBeleHbl B Tabiuie 1. Takxke Ha
ATHKETKAaX MOXET ObITh MIpHUBEACHA HHPOPMAILIUS HA IPYTUX A3BIKAX.

47.(29) B cnyuasix, Koraa ucciaenyeMblid JEKapCTBEHHBIN Npenapar, Nepe1aBaeMblil MallUEeHTy WU
JULy, OCYIIECTBISIOLIEMY BBEJECHHUE HCCIEIYEMOIO JIEKApCTBEHHOIO Ipenapara, COIpPOBOXKAAETCS
BTOPUYHOM yNaKOBKOM, coaepxaiieil nHpopmalmio, ykazaHHyto B rnyHkTe 44 Hacrosero [Ipunoxenus,
MapKHpOBKa TMEPBUYHOM YHakoBKM (WM JIIOOOTO 3aleyaTaHHOTO JO3MPYIOLIETO0  yCTPOMCTBA,
COJIepKAIIEero MEPBUYHYIO YITAKOBKY) JOJDKHA COACPHKATh CIEAYIOIIYI0 HH(POPMAIUIO:

a) (a) HamMeHOBaHUE (HMMsI) CIOHCOpA, KOHTPAKTHOM HCCIEAOBATENILCKON OpraHU3alUuu WU
HCCIIEIOBATENS;

0) (b) nexapctBeHHass Qopma, crmocod BBeneHHUs (MOXET HE YKa3bIBaThCsl JUISI TBEPHABIX
NEepopaNbHbIX (OpPM), KOIMYECTBO JO3MPOBAHHBIX E€IMHUL, W B CIIy4ae IPOBEICHHUS OTKPBITOTO
WCCIICZIOBAaHMs - HaUMEHOBaHHE W (MJIM) MWHU(p JEKApCTBEHHOTO MpenapaTa M €ro J03UPOBKY U (MIIH)
aKTUBHOCTb;

B) (c) HOMep cepuu U (UIIM) KOJ ISl HACHTU(UKAIIUY COIEPKUMOTO U OTIEPAIIUU TI0 YIIAKOBKE;

r) (d) nHOMep (kom) wWccremnoBaHUs, TMO3BOJISIIOIIUNA HICHTU(PUIUPOBATL HCCIIECIOBAHUE,
MEIUIMHCKYI0 OpPraHu3alllio, UCCIIE0BATENS U CIIOHCOPA, €CIIU 3TO HE YKa3aHO B IPYTOM MECTE;

1) (€) uaeHTUPUKAIMOHHBIN KO AITUEHTa U HOMEp BU3UTA (TIPU HAIUYHH).

48. (30) Ecnum mepBHYHOW YMAKOBKOW SBJIsEeTCS ONMCTEp HJIM OHAa HMEET Mallblii pa3Mep
(HampuMep, aMITysibl, Ha KOTOPBIX HE MOTYT OBITh pa3MeLIeHBl IaHHbIe, yKa3aHHbIE B IyHKTE 44
Hacrosimero IlpuinoskeHus), AODKHA OBITH IPEIyCMOTPEHAa BTOpPHYHAS YIAKOBKa C 3TUKETKOM,
coiepkaieit 3Tu Jannele. [Ipu 3ToM Ha MEPBUYHOM yITaKOBKE JOJDKHBI OBITh YKa3aHBI:

a) (a) HaumeHOBaHUE (HMMsI) CIOHCOpA, KOHTPAKTHOM HCCIEAOBATEIbCKON OpraHuU3aluu WU
HCCIIEI0BATENs;

6) (b) coco6 BBeneHHs (MOXXHO HE YKasbIBaTh JJISl TBEPIABIX NMEPOPATIbHBIX (OpPM), U B ciydae
MIPOBE/ICHUS] OTKPBHITOTO UCCIIEIOBaHHS - HAMMEHOBaHUE U (MJIH) MHU(p JIEKAPCTBEHHOTO Mperapara u ero
JIO3UPOBKA U (WJIM) aKTUBHOCT;

B) (c) HOMep cepuu U (UITM) KOJ ISl HACHTU(UKAIINY COEPKUMOTO U ONIEPAIIUU TI0 YIIAKOBKE;
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r) (d) HOMep (kom) wWcclenOBaHUs, TMO3BOJISIOIIUNA HICHTU(PUIIMPOBATL HCCIIECIOBAHUE,
MEJIMIIMHCKYI0 OpraHU3allMIo, UCCIIEIOBATENS U CIOHCOPA, €CJIM 3TO HE YKAa3aHO B IPYTOM MECTE;
1) (€) uaeHTUPUKAIMOHHBIN KO TAIIUEHTa U HOMEp BU3UTA (TIPU HAIUYHH).

Taéamna 1. CymmapHast uH(opManusi 0 MApKHPOBKe (ITyHKTHI 43 - 48)

a) HauMeHoBaHWe (MM#), aapec U HoMep TenedoHa
CIIOHCOpAa, KOHTPAKTHOW HCCIIEJOBATEILCKON OpraHu3aluu
WIM uccleoBarenas (OCHOBHOTO KOHTAaKTHOIO JMLA s
MOJyYeHUs HWHPOPMALUU OTHOCHTEIBHO JIEKAPCTBEHHOI'O
mpernapaTta,  KIMHUYECKOIO  MCCIENOBaHUA WU A
9KCTPEHHOI'0 PACKOJUPOBAHUA);

0) nekapcTBeHHas (Gopma, CIOcO0 BBEACHUS, KOJIHMYECTBO
JIO3UPOBAHHBIX €IMHMUII, U B CIy4dae MPOBEICHUSI OTKPBHITOIO
UCCIICIOBAaHUsT -  HauMeHoBaHue u  (wim)  mmdp
JIEKApCTBEHHOr'0 TMpenapara W €ro JJA03UpoBKa U (WIJIH)
aAKTUBHOCTb;

B) HOMep cepuu u (WiIHM) KOA JUIsl HICHTU(DUKALNN
COJIEPKUMOTO U OTIEepaLIUHU 0 YIIAKOBKE;

T) HOMEp (xom) HCCICIOBAHMS, MO3BOJISIOIINHT
UACHTU(DHUIIUPOBATH UCCIIeIOBaHMUE, MEJUILUHCKYIO
OpraHu3allfio, HMCCIENOBATENsl M CIOHCOpa, €CIU 3TO He
YKa3aHO B IPYyT'OM MECTE;

1) WICHTU(UKANUOHHBIA KOJ TAaIMeHTa W HOMEp BH3HTA
(npu HaMU4KM);

€) Gamunus U MHUIMAIBI UCCIeI0BaTeNs (€CIu HEe YKa3aHO
B noanyukrax "a" wim "t");

) yKa3aHUs MO WCIOJB30BaHUIO (MOXET OBITh MPHBEICHA
CCBIJIKA Ha JMCTOK-BKIIAJIBIII JTMOO JAPYTOW MOSCHUTEIBHBIN
JOKYMEHT, TMpEeAHA3HAUYCHHBIM IS TAlMeHTa WIH JIHIA,
OCYIIECTBIISIIOIIETO BBEJCHUE JICKAPCTBEHHOTO IIpenapara);
3) HaAmuUCh " [IJ1s1 KITMHUYECKUX UCCIIeIOBaHUMN";

1) YCJIIOBUS XpaHEHUS;

K) CPOK MCIOJIb30BaHUs C YKa3aHMEM Mecsla U roja TakuMm
o0pazom, 4YTOOBI H30exkarh 000 HEOoNpeneIeHHOCTH
(MoxeT OBITH yKa3zaHa JaTa, 0 KOTOPOM HEOOXOIAMMO
WCIOJIb30BaTh JIEKAPCTBEHHBIA IMpenapar, CpoOK TOJHOCTH
WJIU 1aTa MOBTOPHOT'O KOHTPOJIS);

1) Haanuch "XpaHUTh B HEIOCTYITHOM JJig AeTeil mecte", 3a
UCKITIOYEHHEM CITydaeB, KOTJa JICKapCTBEHHBIM mpemnapar

OBLIUI CIIYYAU
JI1st HepBUYHON yIIAaKOBKYU U
BTOPUYHON YIAKOBKH (ITyHKT 44)

WNudopmanus, ykasaHHas B
noanynkrax "a"*(1) - "n"

INEPBUYHAS YITAKOBKA
Ecnu nepBuuHyIo yIakoBKy
Y BTOPUYHYIO YIIAKOBKY XPaHSAT
BMmecTe (1yHKT 47)*(5)

WNudopmanus, ykasaHHas B
noamyHkrax "a"*(2) "6"*(3) "B"

T ILH

IMEPBUYHASA YITAKOBKA
bincrepsl Wi ynnakoBKU Majoro
pasmepa (ryHkT 48)*(5)

WNudopmanus, ykasaHHas B
noamyHkrax "a"*(2) "6"*(3),*(4)

non o n
T

B
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IIpeIHAa3HAaueH MJI HCIOJIb30BAaHUS TOJIBKO B YCJIOBMSX
CTallMOHApa

IIpumeyanus:

*(1) Anpec m HOMep TenedoHa OCHOBHOTO KOHTAKTHOTO JIMIA JJISl TOJYy4eHHUS HHPOpMaLuU
OTHOCUTEJIBHO  JIEKAPCTBEHHOI'O  IIpenapara, KIMHUYECKOIO  MCCIEAOBAHHUA U BKCTPEHHOIO
PacKOAMPOBAHMSI MOYKET HE COAEPIKATHCA HA 3TUKETKE, €CIIM MalUeHTy MPEeJOCTaBICHbl HHCTPYKLMS IO
IIPUMEHEHHIO JIEKapCTBEHHOI'O Ipenapara WiId KapTouka, IJ€ yKa3aHbl 3TH JaHHble, a TakXKe JaHa
MHCTPYKIHUSA AepKaTh UX MpH cebe Bce BpeMs (MMyHKT 45 HacTosmero [punoxenns).

*(2) He HyXHO pa3Memiatb ajgpec W HOMEp TeiaepoHa OCHOBHOTO KOHTAKTHOTO JIMIA JJIs
MHPOPMALIMK OTHOCUTENFHO JIEKAPCTBEHHOTO Iperapara, KIMHUYECKOTO HMCCIEJOBAHUS M SKCTPEHHOTO
PacKoAUpOBaHMUS.

*(3) Crioco6 BBeieHUsI MOXKHO HE YKa3bIBaTh JUIS TBEPBIX NEPOPATBHBIX JIEKAPCTBEHHBIX (POPM.

*(4) Mo>XHO HE yKa3bIBaTh JEKAPCTBECHHYIO ()OPMY M KOJIMUYECTBO JI03UPOBAHHBIX CAUHUII.

*(5) Ecniu Ha BTOpPUYHOM YyIHakOBKE COICPXKHUTCA HH(OpMaIus, NpUBEJCHHAs B IyHKTE 44
Hacrosuero Ipunoxenus.

49. (31) Jlnst mosicHeHus! yKa3aHHOM BbIlIe HH(POPMALIUU MOTYT ObITh HCIIOJIB30BAHBI CUMBOJIBI WIIH
MUKTOrpaMMBbl. MOXKeT OBbITh MpPECTaBICHA JOMOMHHUTEIbHAA MH(POPMALUs, MPEAOCTEPEKEHHUS U (HITH)
MHCTPYKIIUHU TI0 OOPAIICHHUIO C JIEKAPCTBEHHBIM IPEMapaToM.

50. (32) B ciiyuae npoBeeHHs] KTMHUYECKUX HCCIIEIOBAHUN, KOT/1A:

a) HET He0OXOAMMOCTHU B OTAEIBHBIX MpoIleccax MPOU3BOICTBA MU YIIAKOBKH;

0) mpu HCCIEIOBAaHUHM HUCHOJIB3YIOTCSA JIEKAPCTBEHHBIC CPEJICTBA, 3apETUCTPUPOBAHHBIE,
IIPOU3BEICHHBIE WIX UMIIOPTUPOBAHHBIE B COOTBETCTBUHU € 3aKOHOATENbCTBOM Pocculickon denepanuy;

B) B MHCCJICIOBAHMM TPHHUMAIOT Yy4YacTHE TMALMEHTHl C TeMH 3a00JEeBaHUSAMH, KOTOpbIC
COOTBETCTBYIOT IOKa3aHUSM K IPUMEHEHUIO, YTBEP)KIEHHBIM IIPU DPETUCTpALlUU, - HAa HEPBUYHOMN
YIaKOBKE TaK, YTOObI HE 3aKPBITh OPUTHHAIBHYIO 3TUKETKY, JOMOJHUTEIHHO JAOJDKHBI OBITh MPUBEACHBI
CJIEyIOIINE JaHHbIE!

(1) wa3Banume (UMS) CIOHCOpPA, KOHTPAKTHOM HMCCIENOBATENbCKOM  OpraHu3ald WM
HCCIIEI0BATENS;

(i1) HOMep (KOx) MCClIeAOBAHMS, TIO3BOJIIONINN UIEHTH(PUIUPOBATH MEIUIIMHCKYIO OpPraHU3aIHIO,
UCClieIoBaTeNs U CyObEeKTa NCCIICOBAHMS.

51. (33) Ecnu HeoOX0AMMO HM3MEHUTH JaTy, 1O KOTOPOHl MOMKET HMCIOJIBb30BATHCS HCCIELyEeMBbIi
JICKapCTBEHHBIN TIpemapar, Ha YMAaKOBKY JOJDKHA OBITh HaHECeHa JOMOJHHUTENbHas HTHKeTKa. Ha
JOTIOJTHUTEIBHOM 3TUKETKE JOJDKHA OBITh yKa3zaHa HOBas JaTa, O KOTOPOW JIOMYCKAaeTCs MCIOIb30BaTh
JIEKapCTBEHHBIN Mpernapar, a Takke IOBTOPHO yKa3aH HOMEp cepuH. J[OMOIHUTENbHYIO ITUKETKY MOXHO
HAaKJIEUBaTh IIOBEPX CTApOM JaThl MCIIOJIb30BAHUS, HO OHA HE JI0JKHA 3aKpbIBATh UCXOAHBIN HOMEpP CEpUH,
KOTOpBII HEOOXOIuM sl KOHTpOJs KadecTBa. HaHeceHHe [OMONHUTENBHOW STUKETKH JOJKHO
OCYIIECTBIIATHCS OPraHU3alUsIMU, UMEIOIMMU JUIEH3UI0 Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB MU
JUIEH3UI0O Ha (apMaleBTUYECKYI0 JCATENbHOCTh (XpaHEHHE JICKapCTBEHHBIX IMPENapaTroB Ui
MEIULMHCKOr0 TpuMeHeHus1). [Ipu HeoOXOIMMOCTH HaHECeHHWE JOTOJHUTEIBHOW ATUKETKH MOXKET
OCYILIECTBIISATHCSL B MEAMLIMHCKOW OpraHu3anuu (hapMaleBTHUYECKUM paOOTHUKOM JaHHOM OpraHU3aluu
WIX TIOJ1 €r0 KOHTPOJIeM, JTM00 METUIIMHCKUM PaOOTHUKOM METUIIMHCKON OpraHU3allii B COOTBETCTBHH C
TpeOoBaHUSAMHU 3aKoHojaTenbcTBa Poccuiickoit ®exepanmu. Eciu 3TO HEBO3MOXXHO, HaHECEHHE
JIOTIOJTHUTENBHON ATUKETKH MOJKET OCYIIECTBISATH MOHMUTOpP KIMHUYECKOTO MCCIENOBAaHUSA, KOTOPBIN
MIPOILIET COOTBETCTBYIOIIEE O0yUeHHE. YKa3aHHYIO ONEpalnio HeOOXOAMMO MPOBOIUTH B COOTBETCTBUU C
HacTodammmu IlpaBunamu, crnenuanbHBIMH M CTaHJAPTHBIMM ONEPALlMOHHBIMU IMPOLEAYPAMH, a INpU
HE00XO/IMMOCTH TIepeIaBaTh UX BBHIMIOJIHEHUE PYTOM OpraHu3aIiy 1o goroBopy. [IpoBenenue yka3anHoi
OTepaluy J0DKEH KOHTPOJIUPOBATh Ipyroi paboTHuK. HaHeceHne NOMOMHUTEIbHON ATUKETKH JIOJIKHO
ObITh THIATENBHBIM 00pa3oM O(GOpPMIIEHO JOKYMEHTAJbHO KaK B JIOKYMEHTaX KIMHUYECKOTO
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HCCIIE0BaHMs, TAK U B JJOChE HA CEPUIO.
VIII. KoHTpoJb KayecTBa

52. (34) IockonbKy mporecchl MOTYT OBITh HE OKOHUATENbHO ONPEAEICHBI WK HE B MOJHOU Mepe
BaJIMIUPOBAHbI, HEOOXOAUMO YAEIATh 0c000€ BHUMAHHE MCIBITAHUAM JJISi 00ECIICUEeHUsI TAPAHTUH TOTO,
YTO KaXKJasi Cepus MPOAYKIIUN COOTBETCTBYET CHeM(PUKALINY.

53. (35) Kontpomp KkadecTBa HEOOXOAMMO OCYIIECTBIATH B COOTBETCTBUU C JOChE Ha
JIeKapCTBEHHBIHN npemnapar. [Ipon3BoauTeNs JOKEH MPOBOIUTH MPOBEPKY 3(PPEKTUBHOCTH KOTUPOBAHUS
U JIOKyMEHTAJILHO O(POPMIISITH €€ Pe3yJIbTaThl.

54. (36) OO6pasibl UcCIeayeMBbIX JIEKaPCTBEHHBIX MPENapaToB JOJKHBI XPAHUTHCS B IBYX IIEIAX:
i obecrieyeHust Hainuuyus oOpasla A aHANUTHYECKUX HUCHBITAHUH M A7 00ecneueHUs] HaIudHs
o0pasla TOTOBOro JIEKapCTBEHHOTO Ipemapara. TakuM oOpazom, oOpasibl MOXHO pa3feluTh Ha JIBE
KaTE€ropuu:

KOHTPOJIbHBI o0pa3eny - o0pa3ibl CEepUU HCXOTHOTO CBIPhS,, YIAKOBOYHBIX MAaTepHAaJIOB,
JIEKapCTBEHHOI'O IIpenapaTa B MEPBUYHON YNAKOBKE WM TOTOBOIO JEKApCTBEHHOI'O Ipenapara, KOTopble
XpaHAT JUIs MPOBEICHUS aHalW3a B CiIydyae BO3HHKHOBEHHUS Takod HeoOxomumoctH. [IpomsBoautens
JOJDKEH COXPaHATh 00pas3ibl ¢ KPUTUUYECKUX IMPOMEXKYTOUHBIX CTaAMi (HampuMmep, co CTaaui, mocie
KOTOpBIX IPEIyCMaTpUBAETCSl NPOBEACHUE AHAIUTHUYECKUX HCCIEJOBAaHUM M BblJaya pa3pellleHUud Ha
BBIITYCK) ¥ 00pa3ibl MPOMEKYTOUHBIX MPOAYKTOB, KOTOPBIE MOCTABISIOTCS 32 MPEIeNbl 30HbI KOHTPOJIA
MIPOU3BOIUTES, €CIIH 3TO MO3BOJISIET CTAOMIIBHOCTH 00Pa3IIoB;

apxuBHbIN o0pa3en - oOpasell B OKOHYATEIbHOH YNakKOBKE, OTOOpDaHHBIM W3 CEpUU TOTOBOM
MPOAYKIMH. Ero XpaHAT B LeNsAX NOATBEPKIEHUS HAEHTUYHOCTH. Hanpumep, B TeueHHEe cpoka XpaHEHUs
CepUM MOXXET TOTpeOdOBaThCsI OCMOTp oOOpas3la WIM YIAaKOBKHM, MAapKUPOBKH, HWHCTPYKLUHU TI0
PUMEHEHHIO, IOJTy4YeHHEe HH(POPMAIIUN O HOMEPE CEPUH U CPOKE TOTHOCTH.

55. Bo MHOTHX ciy4asx KOHTPOJbHbIE M apXUBHBIE 00pa3lbl TOTOBOM MPOIYKIMU WIACHTUYHBI U
ABJIAIOTCS €IUHHUIAMM TPOIYKIMU B OKOHYATEJIbHOM ynakoBKe. B Takux ciydasx KOHTPOJIBHBIE U
apxuBHbIE O00pa3lbl MOTYT paccMaTpUBaThCs KaK B3auMo3aMeHseMble. KOHTpONbHBIE U apXUBHBIC
00pa3ubl UCCIEAYEeMOro JEKapCTBEHHOTO Ipernapara, B TOM YHCJE 3aKOJAWPOBAHHOTO JIEKAPCTBEHHOTO
Ipernapara, JOJDKHBI COXPAHATHCS HE MEHEE JBYX JIET MOCJIE 3aBEPLICHMS WM MIPEKPALLEHUS TTOCIETHETO
KJIMHUYECKOI'0 MCCIIEIOBAHMS, B KOTOPOM HCII0JIb30Bajach JaHHas cepusl (B 3aBUCUMOCTH OT TOr0, KaKon
U3 NIEPUOJIOB JIOJIBLIE).

56. IIpousBoauTENb TOJKEH YACTATh BHUIMAHUE XPAHEHUIO apXUBHBIX 00pa3LoOB 0 TeX IMOp, MOKa
He OyJeT CoCTaBI€H OTYET O KIMHUYECKOM HCCIICAOBAaHUM, [UIg O00ECledeHUs] BO3MOXKHOCTH
MOJTBEPXKACHUS HMICHTUYHOCTH JICKAPCTBEHHOTO IIperapara, 4To HEOO0XOAWMO MpPHU PACCIETOBAHUSIX
HENPEIBUECHHBIX CIIy4aeB WM IPOTUBOPEUMBBIX PE3YJIbTATOB TAKUX MCCIIECJOBAHUM.

57. (37) Mecto XpaHeHUs] KOHTPOJBHBIX M apXUBHBIX OOPa3LOB JOHKHO OBITH ONPEIEICHO B
COIJIALIEHUH MEKIY CIIOHCOPOM U MPOU3BOAUTEIEM(SIMH).

K Takum Mectam HeoOXomuMo OOECHEYUTh CBOECBPEMEHHBIM JOCTYN MpeACTaBUTENCH
YIOJIHOMOYEHHOTO (heZiepabHOro OpraHa UCTIOJIHUTEILHON BIIACTH.

58. KonTponpHble 00pa3ibl TOTOBOTO JIEKAPCTBEHHOIO IpernapaTa JOJDKHBI COXPAHSATHCS B
Poccuiickoit @enepauuu wiv B TpeTbe cTpaHe, ecnu Mexay Pocculickon denepanueid U TpeTben
CTPaHOM-3KCIIOPTEPOM  CYILIECTBYIOT COTJIAIIEHUS, KOTOPbIE TapaHTUPYIOT, YTO IPOU3BOAUTEND
HCCIIEyEMOI0 JIEKAPCTBEHHOIO IIpenapara MpUIEPKUBACTCS MpaBWJI HAAJIEKAIIEro IPOU3BOJICTBA,
TpeOOBaHUSI KOTOPBIX HE HIkKe TpeboBanuil Hactosmux [IpaBun. B HCKIIOUUTENBHBIX ClTydasx
KOHTPOJIbHBIE 00pa3lbl TOTOBOTO JIEKAPCTBEHHOI'O Iperapara MOTYT XPaHUTbCA Yy HPOU3BOJIUTENS B
TpeTbell cTpaHe. B ykazaHHOM ciyyae 3TO JOJDKHO OBITH OOOCHOBAHO M JIOKYMEHTAJIbHO O(QOPMIICHO B
BHUJIC COIVIALLICHHUS MEXIYy CIIOHCOPOM, uUMIOpTepoM B Poccuiickyro dDenepanuio U NPOU3BOIUTEIEM
JIEKapCTBEHHOI'O IIperapaTa B TPEThEH cTpaHe.
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59. KonnyecTBO KOHTPOJIBHBIX 00pa3oB JOKHO OBITH TOCTATOYHBIM JUIS IPOBEACHUS HE MEHeEe
JIBYX TIOJIHBIX aHAJIMTUYECKUX MCCIIEOBAHUN CEPHH MPOAYKLUH B COOTBETCTBUU C TPEOOBAHUSMU JI0CHE
Ha JICKApCTBEHHBIM NpenapaTr, NOJAaHHOTO B YIOJHOMOUYEHHBIN (hefepanbHblii OpraH MCHOJIHUTEIbHOM
BJIACTH JUIs IIOJIyYEHHUs pa3pelIeHUs] Ha IPOBEACHUE KIMHUYECKOTO UCCIIEOBAHMS.

60. Jlns apXuBHBIX 00pa3lOB JOMYyCKAeTCs XPaHUTh MH(OPMAIMIO B OTHOLICHUHM OKOHYATEIHHO
YIIAKOBAHHBIX €IUHUL JIEKAPCTBEHHBIX IIPENAapaTOB B BUJE MMCbMEHHBIX MIIU JIEKTPOHHBIX 3alIUCEH, €CIIU
TaKkye 3amucH O0eCHeuMBaIOT JOCTaTOYHYI0 HHGpopMmamuioo. B mocimenHem ciyyae cucTtemMa XpaHEHHS
JI0JKHA COOTBETCTBOBAThH TPeOOBAHUSAM, YCTaHOBIEHHBIM [Ipunoxennem N 11 x Hactosum [IpaBunam.

IX. Belgaya paspenieHust Ha BBIIIYCK cepuil

61. (38) He pomyckaercs Bblzaya pa3pelleHHs Ha BBIIYCK MCCIEAYEMBIX JIEKapCTBEHHBIX
[IPEenapaToB A0 TEX IOp, MOKAa YHNOJHOMOYEHHOE JIUIIO0 HE YJOCTOBEPHUT BBHINOJIHEHHME YCTAaHOBJIEHHBIX
TpeOOBaHUH C yUETOM MOJ0KEHUH, TPETyCMOTPEHHBIX ITyHKTaMu 62-63 HacTosmiero [IpunoxeHus.

62. (39) Ha BbmonHeHHWE YHOTHOMOYEHHBIM JIUIIOM CBOMX OOS3aHHOCTEH B OTHOIICHHH
UCCIIEAYEMBIX JIEKapCTBEHHBIX MPEnapaToB BIUAIOT pa3HbIe (PAKTOPBI, KOTOPHIE EPEUNCICHBI HIXKE:

a) JIEKapCTBEHHBIN npenapar npousseneH B Poccuiickoil denepanyy, HO HE 3apeTUCTPUPOBAaH B
Poccuiickoit @enepanuu: npu rogade 3asBICHUS Ha BbIAAYY Pa3peLICHUs HA IIPOBEACHUE KIMHUYECKOTO
MCCIIEZIOBAaHHUSI HEOOXOIUMO YAOCTOBEPHUTH, YTO HCCIEAYEMBbIH JIEKApCTBEHHBIN IpenapaT MpOU3BEACH U
IIPOBEPEH B COOTBETCTBUU C TpeOOBaHMAMHU HAcTOSAMMX [IpaBmil, AOChe HA JIEKapCTBEHHBIN Mpemnapat, a
TaKXe 4TO UMEETCs COOTBETCTBYIOLIast MHPOpPMALKs, MPEIOCTABICHHAs CIIOHCOPOM YITOJTHOMOUYEHHOMY
benepanbHOMY OpraHy UCIOTHUTEIBHOM BIACTH;

0) JeKkapCTBEHHBIH mpemapar 3aperucTpupoBaH B Poccuiickoit ®Denepaunu, MMOCTaBIsSETCA
OpraHu3alMe ONTOBOM TOProBiM, KOoTopas Haxomutcs B Poccuiickoit denepanuu, HE3aBUCUMO OT TOTO,
rZie IPOU3BOAMTCS JIEKAPCTBEHHBIN Ipenapar: AeHCTBYIOT TpeOOBaHMs, MepeUnCIIeHHbIE B IO TyHKTe "a"
HACTOSIIEr0 MyHKTa, HO 00BEM IMPEeNOCTABICHHBIX AAHHBIX MOXET OBITh OTPaHUYEH MOJTBEPXKICHUEM
TOT0, YTO JIEKAPCTBEHHBIN NpenapaT COOTBETCTBYET 3asBICHUIO HA BbIJAuy Pa3pelICHHUs Ha MPOBEACHUE
KJIMHUYECKOTO HUCCIEAOBaHMs U J1000M mocneayiomeid o0pabOTKM C  LETIbl0  KOIUPOBAHMS,
OCYIIECTBJICHUS] CIIELIMAJIbHOW YMAKOBKM WJIM MapKUPOBKM [UId 3TOro wuccienoBanus. Jlocbe Ha
JIEKapCTBEHHBIH Mperapar TakkKe MOKET ObITh OrpaHUYEHHBIM MO 00beMy (MyHKTHI 24 - 26 HACTOSIIETO
ITpunoxxenus);

B) JIEKapCTBEHHBIN MpenapaT UMIOPTHPOBAH HEMOCPEICTBEHHO U3 TPEThEH CTpaHbl: HEOOXOAUMO
MOATBEPANTH, YTO OH TMPOM3BEIAEH U IIPOBEPEH B COOTBETCTBUU C NPAaBWIAMHU HaJJIEKAIIETO
NIPOM3BOJICTBA, TPEOOBAaHMS KOTOPHIX HE HIDKE, 4eM TpeOoBaHMA HacTosmmx IlpaBwi, pocke Ha
JICKapCTBEHHBIM Iperapar, a TaKKe 4TO MMEETCs COOTBETCTBYIOIIAas WH(opManus, MpeaocTaBlICHHAS
CIIOHCOPOM YIIOJIHOMOYEHHOMY (pe/iepaibHOMY OpraHy HCIIOJHUTEIHHON BJIACTH MPHU MOaye 3asBICHUS
Ha BbIJA4y pa3pelieHHus Ha IPOBEIEHUE KIMHHUYECKOTO HccienoBaHus. Eciau  ucciexyemble
JIeKapCTBEHHBIE MPENapaThl BBE3EHBI U3 TPEThEH CTPaHBI U ABJSIOTCS O0BEKTOM COTJIALICHUS, IPUHITOTO
Mexay Poccuiickont ®enepanyeil U 3TOM CTpaHOM, HAIpUMEP TAKUM, KaK COIVIAIIEHHE O B3aUMHOM
NPU3HAHUY, JI000e MOJ00HOE COTrJallleHHe IMpelycMaTpUBaeT NMPUMEHEHHE TPeOOBaHUII B OTHOIICHHH
3TOTrO JIEKapCTBEHHOI'O Iperapara, He HIKe, 4eM TpeboBaHus Hactosmux IIpaBuin. Ilpu orcyrcTBHM
COTJIAIIEHUS O B3aWMHOM MPU3HAHUU YHNOJHOMOYEHHOE JMII0 Ha OCHOBE HH(POPMALUU O CHUCTEME
KayecTBa MPOU3BOIUTEIIS JOJDKHO YCTAHOBUTD, YTO MIPUMEHSIOTCS TPEOOBAHMS HE HUXKE, YeM TpeOOBaHUS
Hacrosmux [IpaBun. Dty wuHpopMmanmio, Kak MpPaBUIO, IOJYYalOT IyTeM Yy4YacTHs B ayJauTe
(dapManieBTHUECKOW CHCTEMBl KauyecTBa TNpou3BoguTenei. M B mepBoM, W BO BTOpPOM Cllydae
YIOJHOMOYEHHOE JIMII0 MOXET BBINOJIHUTH OLEHKY COOTBETCTBUS Ha OCHOBAHMM JIOKyMEHTALUH,
IIPEIOCTABIIEHHOM MPOU3BOANUTENEM U3 Ipyroi cTpansbl (1yHKT 63 Hacrosmero [Ipunoxenus);

I) IpU BBO3€ IIPENAapaTOB CpPaBHEHUS, KOTJAAa HEBO3MOXKHO TapaHTHpPOBAaTh, YTO Ka)Aas CEpHs
NPOAYKIUH Obljia MPOU3BEJCHA B COOTBETCTBUU C TPEOOBAHUSMH HE HIDKE, YeM TpeOOBaHUS HACTOSILIUX
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IIpaBwi1, ynoJHOMOYEHHOE JIMLO AOHKHO MOJATBEPANUTH, YTO Ka)K[ash NPOM3BEIECHHAs CepHsl Mpolljia Bce
BUJIBI KOHTPOJISI M UCIIBITAHUH, HEOOXOAUMBIX Ui MOATBEPXKICHHUS €€ KaueCTBa, a TAKXKE YTO MMEETCS
COOTBETCTBYIOIIAss HMH(OpMaIUs, TMpPeIOoCTaBICHHAs CIIOHCOPOM YIIOJHOMOUYEHHOMY (penepanbHOMY
OpraHy HCIIOJHUTEIBHON BJIAacTH MNpHU IO0Jaye 3asdBJICHUS Ha BblAauy pa3pelIeHUs] Ha IPOBEICHUE
KJIIMHUYECKOTO UCCIIEI0BAHUS.

63. (40) Ilpu oueHke Kax10il cepuy MPOAYKLUH NEpe] BblJaUel pa3pelIeHNs Ha BBIITYCK JOJIKHBI
OBITH PACCMOTPEHBI CIIeAYIOINe (GaKTOPbI, 00CTOATENHCTBA U JOKYMEHTHI:

JI0OCbE Ha CEpHUI0, B TOM YMCJIE 3aIIMCH 110 KOHTPOJIIO KaueCTBa, 3allMCH 110 KOHTPOJIO B IPOLECCE
IIPOM3BOJICTBA U 3aIIMCH PA3pEIICHUS Ha BBIITYCK, CBUIETEIBCTBYIOIINE O COOTBETCTBUM CEPUH MPOAYKLIUU
JI0Cb€ Ha JIEKapCTBEHHBIM Mpemnapar, 3aka3y, MPOTOKOJIy HCCIEJOBaHMs M KOIy paHioMu3auuu. B atu
3aIUCH JIOJDKHBI OBITh BHECEHBI BCE OTKJIOHEHHS WJIM BHECEHHBIC B IUIAHOBOM MOpPSAKE M3MEHEHUS, a
TaKXe JII0ObIe TOMOJHUTEIbHBIC TPOBEPKU MM UCIBITAHHS. 3alUCH JOJDKHBI OBITH MOJIHBIMU M JOJKHBI
OBITH COTJIACOBaHBI IEPCOHAIOM, YHNOJHOMOYEHHBIM Ha 3TO B COOTBETCTBUU C (hapMalleBTHYECKOU
CHCTEMOM KauecTBa;

YCIJIOBUSI IPOU3BO/ICTBA;

JaHHBIE O BaJHMIAIIMH 000pYyIOBaHMUS, IIPOLIECCOB U METOJIUK;

IIPOBEpPKA OKOHYATEIILHOMN YIIaKOBKY;

pe3yabTaThl JIIOOBIX AHAJIM30B WM HUCHBITAHWH, MPOBEIEHHBIX I10CIIE WMIOPTUPOBAHUS, €CIU
HEOOXOINMO;

OTYETHI O CTAOUIIBHOCTH;

JaHHbBIE O MTOCTABILMKE U IPOBEPKE YCIOBUM XpaHEHUS U TPAHCIIOPTUPOBKH;

OTYEThI 00 ayJJUTaX CUCTEMbI KaueCTBa MPOU3BOAUTEIIS;

JOKYMEHTBI, TOATBEP)KJAIOUIME IpaBO IPOU3BOJAUTENS Ha IPOU3BOJCTBO HCCIEILYEMBIX
JIEKapCTBEHHBIX MpEnaparoB (BKJIOYas IpenapaTsl CPAaBHEHMS) HA SKCIIOPT, BbIIAHHBIE YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOJIHUTENILHON BIIACTH;

TpeOOBaHMS HOPMATHBHBIX MpPaBOBBIX akToB Poccwiickoii @enepanu B OTHOIICHUH
PETUCTPAIIMOHHOTO JI0Che, NMpUMEHsAeMble TpeOoBaHMs HacTosmux [IpaBun u mo0ble MOATBEPIKACHUS
YIOJIHOMOYEHHOT0 (hefepaJbHOIO OpraHa HCIOJHUTENIBHOW BJIACTH O COONIOJNEHHHM TpeOOBaHMIMA
Hacrosmux [Ipasui;

uHBIE (aKTOPBI, KOTOPBIE YIOJHOMOUYEHHOE JIUIO0 CYMTACT 3HAYMMBIMH B OTHOIIEHUHM KauecTBa
CepUH.

64. 3HaYMMOCTb BBIIICTIPUBEACHHBIX (DAKTOPOB 3aBHCUT OT CTPaHbl, B KOTOPOH INPOU3BOISAT
JIEKapCTBEHHBIN Ipenapar, IpOU3BOAUTENA, CTaTyca pETUCTpallMy JIEKQpCTBEHHOrO Ipernapara
(3apeructpupoBan 1 oH B Poccuiickoii ®enepauuu WIM B TPETbUX CTpaHax), a Takke OT (asbl
KIMHUYEeCKOU pa3zpaboTku. COHCOp MOIHKEH rapaHTHPOBaTh, UTO BCE (DaKTOPHI, MPUHITHIE BO BHUMaHHE
YIOJTHOMOYEHHBIM  JIMIIOM,  BBINOJHSAIOIIAM  OLIGHKY  CEpUH, COOTBETCTBYIOT  HMH(OpMAaLUH,
MIPEOCTABICHHON YIIOJHOMOYEHHOMY (pefiepaibHOMY OpraHy HCIOJHHUTEIBHON BIIACTH MpPH IOJAYe
3asBJICHMS Ha BbIJAady pa3pelieHHs Ha MPOBEACHUE KIMHUYECKOTO MUCCIIEAOBAaHUs (ITYHKT 68 HACTOAIIETO
[Tpunoxxenus).

65. (41) Ecau uccnenyemMble JeKapCTBEHHbBIE MPENapaThl MPOU3BOAAT U YIIAKOBBIBAIOT HA Pa3HbIX
ydacTKaX, 3a KOTOpbIEé HECYT OTBETCTBEHHOCTb pa3HbIC YIOJIHOMOYCHHBIC JIMILA, JOJDKHBI OBITH
coOuoieHb! TpeboBanus, yctaHoBieHHbIe [[punoxennem N 16 k Hactosimum [IpaBunam.

66. (42) Ecmm HactosimumMmu [lpaBunamu, a Takke MHBIMH HOPMATHBHBIMHM IIPABOBBIM aKTaM
Poccuiickoit ®@enepanuy IpeayCMOTPEHO OCYLIECTBICHUE OIEpalMil 110 YIAKOBKE WM MapKUPOBKE B
MEIULMHCKOW OpraHu3auud ¢apMaleBTUYECKUM paOOTHUKOM WM TOJ €ro KOHTPOJeM, JHOO
MEIULIMHCKUM  pa0OTHHUKOM  MEIMIMHCKOW  OpraHu3alud, YJOCTOBEPEHHMsS JIAHHBIX  OIeparui
YIOJIHOMOYEHHBIM JIMIIOM He TpeOyercs. OnHAKO CHOHCOpP HECEeT OTBETCTBEHHOCTh 3a oOOecreueHHe
HAQ/IJISKAIIETO JTOKYMEHTAJIBbHOTO O(GOPMIICHHUS] JAHHOW JeATENbHOCTH, COOTBETCTBHE TPEOOBAHMIM
Hactrosmux [IpaBuyn W mpu HEOOXOAWMOCTH JOJDKEH NMPOBOAMUTH KOHCYJIBTAIMH C YIOJTHOMOYECHHBIM
JIULIOM.
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X. TpancnopTupoBKa

67. (43) Uccnenyemble 1€KapCTBEHHBIE IIPENApaThl JOJKHBI OCTaBAaThCs MO KOHTPOJIEM CIIOHCOpa
70 3aBEpIICHHs JBYXATAIMHOW MpPOIENyphl BbIIAYM pa3pelieHHss Ha BBIMTYCK: OIEHKH COOTBETCTBHSA
YIOJTHOMOYEHHBIM JIMIIOM W BBIJAYM CIIOHCOPOM pa3pelieHHs Ha BBIMYCK Ui HCIOJNb30BAaHUS B
KJIMHUYECKOM MCCIIEJOBAHUH MOCTE COOJIOICHNS YCTAaHOBJICHHBIX TpeboBaHuii. O0a 3Tana JOMKHBI ObITH
o(hopMIIeHBI TOKYMEHTAIBHO, a 3alUCU JOJDKHBI XPAaHUTHCS HETIOCPEACTBEHHO y CIIOHCOpA WIIH Yy JIUIIA,
KOTOpPOE JEHUCTBYET OT €ro UMEHH.

68. (44) TpaHCHOPTUPOBKY HCCIEAYEMBIX JICKQpPCTBEHHBIX IMpEnapaToB  HEOOXOIUMO
OCYIIECTBIISITh B COOTBETCTBUHU C MHCTPYKIUSIMH, MPEIOCTABICHHBIMU B PACIOPSKEHUE CIIOHCOPOM HWIIU
JIUIIOM, AEUCTBYIOLIUM OT €70 UMEHH.

69. (45) o mOCTaBKM HCCIEIYEMbIX JIEKAPCTBEHHBIX IPENaparoB K MECTy IPOBEACHHUS
MCCIICZIOBAaHUM JIOJDKHBI OBITH YCTAHOBJICHBI NPaBWJIA 10 PACKOAMPOBAHUIO JICKAPCTBEHHBIX MpEnapaToB
IIEPCOHAJIOM, UMEIOIIUM COOTBETCTBYIOIINE TOJTHOMOYHS.

70. (46) HeoOxoauMo XpaHHUThH MOAPOOHBIN MEPEYeHb OTTPYKEHHOM MPOIYKIMH, COCTAaBICHHBIN
npou3BoauTeNeM MM uMnoprepoM. Oco0oe BHUMaHHME TpeOyeTcss YAENsATh TOYHOCTU YyKa3aHHA
HAaMMEHOBAHUSA U aJ[peca MOoIyqaTes.

71. (47) llepemauy wucciaenyeMbIX JIEKapCTBEHHBIX IPENAapaTOB M3 OJHOTO MECTa MPOBEACHHUS
MCCIICZIOBAaHUM B JIpyroe HE0OXOAWMO MPOBOAUTH TOJIBKO B HUCKIIOUUTENbHBIX ciydasx. [lopsmok Takoit
nepeaayy JOKEH OBbITh YCTaHOBIICH CTaHJAPTHOW oneparoHHON npoueaypoil. Heo6xoaumo npoBeputh
COBOKYITHOCTh UMEIOLIUXCA O JIEKAPCTBEHHOM IIpenapaTe CBEIEHUH 3a TOT MEpPHUOJl, KOTJa OH HAXOIUJICS
BHE KOHTpPOJIA MPOU3BOJIMUTENS, HANpUMEpP, C IOMOIIbIO OTYETOB O MOHUTOPHHIE KIMHHUYECKUX
MCCIICIOBAaHUM MJIM PETUCTPAIIMK YCIOBUM XpaHEHUsS Ha MPEIbIIyIIeM MeCTe MPOBEACHUS UCCIIEOBAHUI.
Takast mpoBepka TOHKHA YUYHUTBHIBATHCS MPHU OLEHKE BO3MOXKHOCTH Tepeaayn npoxaykiuu. K yuactuio B
NPOBEpKE HEOOXOIMMO TPHUBJIEKATh YMOJHOMOUYEHHOE Hmo. IIpu HEoOXOTUMOCTH JEeKapCTBEHHBIH
npernapar J0JbKeH OBITh BO3BpAIICH NMPOU3BOAMTENIO JJSI MOBTOPHOW MAapKHUPOBKM W JUIS €r0 OICHKH
YIOJTHOMOYEHHBIM JIMLIOM. HeoOXoauMo XpaHWUTh 3amucu M OOECIeYMBATh IIOJHOE OTCIECKHBAaHUE
NoJO00HBIX Mepesay.

XI. IIperensuu

72. (48) BoBomel MO pe3yiabTaTaM JIO00OTO pPACCIEIOBAaHUS, MPOBEACHHOIO B CBS3U C
MIOCTYIUIEHUEM IPETEH3UU 10 KaYeCTBY JIEKAPCTBEHHOT'O Npenapara, paccCMaTpuBatoTCs IPOU3BOJUTENIEM
WIM UMIIOPTEPOM U CIOHCOPOM (€CiIM 3TO HE OJHO U TO K€ JIMLO). B 3TOM IOJIKHBI y4acTBOBaTh
YIOJHOMOYEHHOE JIMIIO M JIMLA, OTBETCTBEHHBIE 3a IPOBEJEHHE COOTBETCTBYIOLIETO KIMHHUYECKOIO
UCCIICIOBAHMsI, YTOOBI OLIEHUTH BO3MOXKHOE BIHMSHHME MPETEH3UH Ha KIMHHUYECKOE HCCIIeOBaHHE,
pa3paboTKy JIeKapCTBEHHOTO IpenapaTa U MalueHTOB.

XII. OT3BIBBI H BO3BPATHI

OT3BIBBI

73. (49) Ilopsnok oT3bIBa MCCIEAYEMBIX JIEKAPCTBEHHBIX IPENAapaToB M €ro JOKYMEHTaJIbHOI'O
oopmieHnss TOMHKEH OBITh COTJIACOBAH MEXKIY CIIOHCOPOM U MPOU3BOJAUTENIEM WM UMIOPTEPOM (eciu
3TO HE OJHO U TO k€ JIuLo). MccienoBarens 1 MOHUTOP KIMHUYECKOTO UCCIIEOBaHMS JOJKHBI IOHUMATh
CBOU 00S3aHHOCTH IIPH BHIMIOJHEHUH OT3bIBA.
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74. (50) CrioHCOp AOJDKEH rapaHTHPOBATh, YTO MOCTABIIMK JIOOOTO Iperapara CpaBHEHHS WIH
JPYTUX JIEKAPCTBEHHBIX MPENapaToB, UCIOIb3YEMbIX B KIMHUYECKOM HCCIEIOBAHUN, UMEET CUCTEMY IS
M3BEIICHHUS CTIOHCOPa 0 HEOOXOAMMOCTH OT3bIBA JIFOOOT0 MOCTABIEHHOT'O JIEKAPCTBEHHOTO Ipenapara.

Bo3Bpatsl

75. (51) BosBpar wucciaeayeMbIX JIEKQpCTBEHHBIX IIPENapaTroB JODKEH OCYLIECTBIATHCA B
COOTBETCTBUH C TPEOOBAHUSIMH CIIOHCOPA, YCTAHOBJICHHBIMH B COOTBETCTBYIOIUX MPOIETypax.

76. (52) BosBpaieHHble HCCIEAyEMbIE JIEKaPCTBEHHBIC TIpernaparbl JOJDKHBI OBITh YETKO
uAeHTUGUIMPOBaHbl. OHHU JOJDKHBI XPAaHUTHCS B CHELMANBHO MpeIHA3HAYEHHOW KOHTPOJIMPYEMOM 30HE.
Heo6x0auMo coXpaHsATh 3alMCH TI0 YYETY BO3BPAIIEHHBIX JIEKAPCTBEHHBIX MTPEMApaToB.

XIII. Yanuroskenune

77. (53) CnoHcop HeceT OTBETCTBEHHOCTh 3a YHUYTOXXEHHE HEUCIOJIb30BAaHHBIX U (WJIN)
BO3BpAIICHHBIX HCCIEAYEMBIX JIEKaPCTBEHHBIX NpenaparoB. He nonmyckaeTcst yHUUTOXKEHHE UCCIEAYEMBIX
JIEKapCTBEHHBIX NpEnapaToB 0e3 MoydeHus! MMCbMEHHOTO pa3pelieHns CIIOHCOopa.

78. (54) dns kaxaod MEAUIIMHCKONW OpraHu3alliM, MPOBOJSIIEH KIMHUYECKOE HCCIIeIOBaHUE, U
KaXX/10TO MEePHOAA UCCIICIOBAHUS CIIOHCOP WM JIMIIO, JEHCTBYIOIIEE OT €r0 MMEHH, TOJDKEH (PUKCUPOBATh,
COCTABJIATh OaJlaHC U MPOBEPATH KOJMYECTBO HCCIEIYEMOro JIEKapCTBEHHOI'O IIperapara, KOTOpoe
[IOCTABJIEHO, MCIOJb30BAHO M  BO3BPALIEHO. YHHUYTOXKEHUE HEUCIOJIb30BAaHHBIX MCCIEAYEMBIX
JIEKapCTBEHHBIX IIPENapaToB [UIsl JaHHOW MEJMLMHCKOM OpraHu3allid WIA JAaHHOTO Iepuoja
MCCIICIOBAaHUM JOMYCKAETCsl OCYHIECTBIATh TOJBKO MOCJE TOro, Kak OyAeT MPOBEICHO pacclieZIoBaHHE,
NPEJOCTABICHO YJOBIETBOPUTEIbHOE OOBSICHEHUE JIOOBIM HECOOTBETCTBHSM, a TAaKXKE COCTaBJICH
MaTepuanbHbI OanaHc. JlokyMeHTanbHOE OGOpMIIEHHE OMepalyii MO0 YHUYTOXKEHHUIO JIEKAPCTBEHHOTO
npernapara He0OXOJUMO BECTH TaKUM 00pa3oM, YTOOBI CYIIECTBOBaJIa BO3MOXHOCTH MOATOTOBHTH OTYET
000 Bcex ornepanusx. 3arucy 1Mo YHUUTOKEHUIO HE00OX0AUMO XPaHUTh y CIIOHCOPA.

79. (55) B ciy4yae yHUUYTOKEHHUSI UCCIIELYEMbIX JIEKAPCTBEHHBIX IPENApaTOB CIIOHCOPY JOJKEH
OBITh MPEACTABJICH aKT C YKa3aHUEM JaThl MJIM MHOM JOKYMEHT 00 YHHUUTOXXEHHH. B 3TuUX IOKymeHTax
JOJDKHBI OBITH YKa3aHbl HOMEpa cepuil M (MJIM) KOJAbI MalueHToB (Ju00 obecreueHa BO3MOXKHOCTb UX
OTCJIE)KUBAHHUSA), @ TAK)KE KOJIMUECTBO YHUUTO)KEHHBIX JIEKaPCTBEHHBIX IIPENAapaToB.

Hudopmarus 06 H3MEHEHHSX:

Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCeHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
IIpuniaoxenne N 14
K [IpaBunam Hammekamen
NPOU3BOJACTBEHHOI MPAKTUKH

HpOI/I3B0)ICTBO JICKAPCTBCHHLBIX MpenapaTroB, MoJy4YaceMbIX U3 HOHOpCKOﬁ KPOBH WUJIH NIJIa3Mbl

C n3MeHeHHSIMH H JOIMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.

I. TepmuHbI 1 onipeaeieHUs
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1. s neneit Hactosero IlpunoskeHus UCHOIb3yIOTCS CIEAYIOINE OCHOBHBIE TOHITHS:

KOMIIOHEHT KPOBHM - TEpaneBTHYECKasl COCTABIAIONIAas KPOBH (3PUTPOLUTHI, JIEHKOIMTHI,
TPOMOOIUTHI U TUIa3Ma), KOTOPast MOKET ObITh IOJATOTOBJICHA PA3IMUYHBIMU METO/IAMU;

KPOBb - IIeTIbHAsi KPOBb, KOTOpas B3fATa y JOHOpa W oOpaboraHa [UIs TpaHChY3UH WM JUIS
JAJIbHEHUIIIETO IIPOU3BOJICTBA;

JIEKAPCTBEHHbIE Ipenaparbl, IoJy4aemMble U3 [JOHOPCKON KpPOBM MJIHM IIAa3Mbl -
JIeKapCTBEHHBIE MperapaTbl HA OCHOBE KOMIIOHEHTOB KPOBH, ITPOU3BEICHHBIE TPOMBIIIIIEHHBIM CIIOCOO0M;

o0padoTka - 1000 U3 3TANOB MOJIyYEHHUs] KOMIIOHEHTOB KPOBH, KOTOPBIA OCYIIECTBIISETCS TOCIE
B3STUsI KPOBU IIEPEl NOJIy4YECHUEM KOMIIOHEHTa KPOBH, HAIpUMED, cernapanus U 3aMOpPO3Ka KOMIIOHEHTOB
kpoBu. B Hacrosmem Ilpunoxenun mnox oOpabOTKOW IOMOJHUTEIBHO TOHHUMAIOT BBHIMOJHAEMBIE B
OpraHu3alMsIX MO B3SATHIO KPOBU OIEPALUHU, KOTOpBIC SIBISAIOTCS CIEHU(PUUECKUMHU IS TUIA3MBI,
UCTIOJIB3YeMOM 111 (PpaKLIMOHUPOBAHUS;

OCHOBHOE J0Che I1a3MbI - OTJEIbHBIN JOKYMEHT, KOTOPBIA HE BXOJUT B PErUCTPALIMOHHOE JOCHE
Ha JICKAapCTBEHHBIM TmpenapaT. YKa3aHHBI JOKYMEHT COJAEPKUT BCIO HEOOXOOUMYIO IOAPOOHYIO
MH(POPMALIMIO B OTHOLICHUN XapaKTEPUCTUK LEIBbHOW JOHOPCKOW IUIa3MBbl, UCTIONb3YEeMON KaK MCXOIHOE
CBIPbE JUISI IPOU3BOJICTBA MPOMEXKYTOUHBIX (Ppakiuil 1 (uan) cyOdpaxiuii, BCIIOMOTaTEIbHBIX BEIIECTB U
(bapManeBTHUECKUX CyOCTaHIIMM, KOTOpPBIE SBISIOTCS YacCThIO IUIA3MBbI, JIEKAPCTBEHHBIX MPENapaToB WIN
U3JEIIUNA MEJULIMHCKOTO HA3HAYCHUS;

OTBETCTBEHHOE JIMI0 - CIIELMAIIBHO HA3HAYCHHOE JIMIO B OPraHMU3aLUU 10 B3ATHIO U IIPOBEPKE
KpPOBH, KOTOPOE€ HECET OTBETCTBEHHOCTD 3a:

o0ecrieyeHne Toro, YTo KPOBb WIIM €€ KOMIIOHEHTHI OBLIIM B3ATHI M IPOBEPEHBI B KAXKIOW eIMHUIIC
HE3aBUCHMO OT MX INpeIHa3HAuYeHUs, a TaKXkKe 3a TO, YyTO (B clyyae MpeAHa3HaYeHUs Ul TpaHCPY3Un) UX
00paboTKa, XpaHEeHUE U OTITYCK OBLTU MPOU3BENEHBl B COOTBETCTBUH C 3aKOHOJATEILCTBOM Poccuiickoit
denepauny;

NPEOCTaBICHUE  YIOJHOMOYEHHBIM  (peepanbHbIM  OpraHaM  HCIIOJIHUTENBHOW  BIIACTH
HEOOX0UMOW  MH(OpPMAIMM  OTHOCHUTENBHO  NPEIAMHCAHUHM, pa3pelieHH, aKKpeOuTalud  WIH
JIMLEH3UPOBAHMS;

BBITOJIHEHNE B OpPraHU3allMM IO B3ATHIO M MPOBEPKE KPOBHU BCEX TPEOOBaHMI 3aKOHOJATEIBCTBA
Poccuiickoit ®enepanuu.

OTBETCTBEHHOE JIUIIO JOJKHO OTBEYATH CIEAYIOUIMM yCIOBUSM B OTHOILICHUN KBaJTH(PUKALINN:

UMETh BbICIIICE MEAUIIMHCKOE WIIM OMOJIOTHYECKOe 00pa30BaHUE;

UMETh CTaX pabOThl HE MEHEe NIBYX JIET B OJHOM WJIM HECKOJBKUX OPTaHU3aIMsIX IO B3SATHIO U
MIPOBEPKE KPOBH, OCYIIECTBIIIONUX 3a00p U (MJIM) HUCTIBITAHUS KPOBU YEJIOBEKA, €€ KOMIIOHEHTOB, WIIN UX
[IOJIyYEHUE, XPAaHEHUE U PACIIPEIEIICHUE.

VYKa3zaHHbIE BBIIIE O0S3aHHOCTH OTBETCTBEHHOI'O JIMIIA, MOTYT OBITH NEpelaHbl JPYyTruM JIHLAM,
MMEIOIIUM COOTBETCTBYIOLIYIO KBATHU(PHUKAIIMIO U CTaXX pabOTHI IS BHIIOJIHEHUS 3TUX 00s3aHHOCTEH.

Opranu3zanuu 1O B3STHIO M TPOBEpKE KPOBU JIOJDKHBI COOOIIATh B  YHOJHOMOYEHHBIH
denepanbHBIi  OpraH HMCIOJHUTENBHONW BIACTH (aMMIMIO, HMMS W OTYECTBO (IIPU  HAIWYHH)
OTBETCTBEHHOTO JIUIIA, & TaKXe JIUI], KOTOPHIM MepeAaHbl 00s13aHHOCTH OTBETCTBEHHOI'O JIMIA, BMECTE C
nHpOpManrei 0 KOHKPETHBIX 0053aHHOCTAX, KOTOPbIe HA HUX BO3JIOKEHBHI.

Ecnu OTBETCTBEHHOE JIMIIO0 WIIM JIMLA, KOTOPBIM TepeiaHbl 005S3aHHOCTH OTBETCTBEHHOI'O JIMIIA,
3aMEHSAIOTCS Ha MIOCTOSHHOM WJIM BPEMEHHOM OCHOBE JPYTUM JIMLIOM, OPTaHU3aLUs 110 B3STUIO U IIPOBEPKE
KPOBH JIOJDKHA Cpa3y YBEJOMUTH YIOJIHOMOYEHHBIH (eaepalibHblii OpraH HCIOJHHUTEIbHON BIACTU O
(bamMuIuM, UMEHH U OTYECTBE (IIPU HAJIMYMK) HOBOTO OTBETCTBEHHOTO JIMIIA U JIaTe €ro Ha3HAuUCHMUS,

miasMa Ui (ppaKuMOHUPOBAHUSA - )KUJKAs 4acTb JOHOPCKOW KPOBH, KOTOPAsk OCTACTCS IOCIIE
OTACNCHUS KJIETOYHBIX KOMIIOHEHTOB KpOBH, OTOOpaHHas B KOHTEHHEpP C AaHTUKOAryJsHTOM, JIMOO
KOTOpasi OCTaeTcs MOCJe Cermapaluy ¢ MOMOIIbIO HEMPEPbIBHON (UIBTpAIMM WM LEHTPUPYTUPOBAHUS
KPOBH C AaHTUKOAryJIssHTOM BO Bpems mnpoueaypbl adepesa. [lnmazma s QpaxinmoHupoBaHus
[IpeAHa3HayeHa g I[POM3BOJCTBA JICKAPCTBEHHBIX IIPENAPATOB, IOJYy4aeMbIX U3 ILIA3Mbl, KOTOPHIE
onuckiBatorcsi B ['ocynapcrBeHHoit (apmakonee Poccuiickoit ®enepannu, B 4acTHOCTH, albOyMHUHA,
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(akTOpOB CBEPTHIBAHUS KPOBU M UIMMYHOTJIO0YJIMHA YEJI0BEKa;

Npenaparbl KPOBH - JICKAPCTBEHHBIE IIPENAapaThl, IOJIYYEHHbIE U3 JOHOPCKON KPOBU WM ILIA3MB;

nporpaMma (ppakuMOHMPOBAHUS MO J0rOBOPY AJsl TPeTbUX CTPaH - (QPaKIMOHUPOBAHUE TIO
JIOTOBOPY Ha MPEANPHUIATHU MO (PAKIMOHUPOBAHUIO WM MPOU3BOJCTBY JEKAPCTBEHHBIX INPENapaToB U3
JOHOPCKOM IUIa3Mbl, KOTOpoe Haxomurcsa B Poccuiickoil Penepanyu, ¢ UCIOIB30BAHUEM HCXOJHOTO
CBIpbs U3 APYTMX CTpaH, IIPU 3TOM IPOU3BEACHHAS MPOAYKLUS HE IPEIHA3HA4YCHA I IIPUMEHEHHUS B
Poccuiickoit denepanuu;

OpPraHM3anMs MO0 B3ATHIO M INPOBEPKe KPOBHU - IOPUAUYECKOE JIMIO, KOTOPOE HECET
OTBETCTBEHHOCTh 3a JIIOOOM acCHeKT B3SATHS M TNPOBEPKH JOHOPCKOM KPOBH HIJIM KOMIIOHEHTOB KPOBHU
HE3aBUCHMO OT MX JAJbHEHINEro NpeaHa3HaueHUs, a Takke 3a uX o0pabOTKy, XpaHEHHE U MOCTaBKY B
cllyyae, KOTJla OHU TpeJHa3Ha4YeHbl U TpaHCc(y3uHr. DTOT TEPMUH HE PacIpoCTpaHsIeTcs Ha OaHKU KPOBU
B OOJIBHHUIAX, HO PAaCIPOCTPAHSAETCS Ha OPTaHU3aIlH, B KOTOPBIX MPOBOIAT Iu1a3Madepes;

(ppakuuonnpoBanue, NpeAnpudaTHe M0 (PPAKLUMOHMPOBAHHUIO - TEXHOJOTMYECKHUM IIpoLiecC Ha
OpeanpusTHH (MPEINPUATHN TO (PPAaKUMOHUPOBAHHUIO), BO BpPEMsSI KOTOPOTO BBIIEISIOT KOMIIOHEHTHI
IUIa3MbI C TIOMOIIBIO PA3JIMYHBIX (PU3MYECKUX U XMMUYECKHX METOIOB, HAIIpUMep, TAKUX KaK OCaXJIeHHE,
xpomarorpadusi.

I1. Ob6aacTs npumenenns (1)

2. (1.1) ITonoxenus Hacrosimero [IpunoxeHust pacIpoCTpaHAIOTCs Ha JEKaPCTBEHHBIE MPENapaThl,
MoJIyyaeMble M3 JIOHOPCKOW KPOBM WM IUIa3Mbl, (paknmuoHHpoBaHHOW B Poccuiickoit deneparuu win
nMInoptupoBanHor B Pocculickyro ®@enepanuto. Hacrosuee IIpunoskeHne pacnpocTpaHseTcss TakkKe Ha
UCXOJHOE CBIPbE [UIsI TaKUX JIEKAPCTBEHHBIX IIPENapaToB (HaOpUMeEp, JOHOPCKYIO ILIa3zMmy).
YcranoBieHHbIEe HacTOSAMMUM [IpuiioskeHneM TpeOGoBaHMS MPUMEHHMBI TaKkKe K CTAaOMIBHBIM (DpaKIHsIM
JOHOPCKOW KPOBM WJIM TUIa3MbI (HampuMep, albOyMUHA), KOTOPbIE BKJIIOYAIOT B M3JEIHUS MEAULIUHCKOTO
Ha3HA4YCHMSL.

3. (1.2) Hacrosimee IlpunoxeHue ycCTaHaBIMBAET CIEHUATbHbIE TPeOOBaHHUS B OTHOILICHHUH
IIPOU3BOJCTBA, XPAaHEHUS U  TPAHCHOPTUPOBKH  JOHOPCKOM  IIAa3Mbl, HUCIHOJIB3YEMOW  ais
(bpaKIMOHUPOBAHUS U JUISI IPOU3BOCTBA JIEKAPCTBEHHBIX MPENapaToB, MOIYYaeMbIX U3 JOHOPCKON KPOBU
WM NIJ1a3MBl.

4. (1.3) B nHacrosimieM IIpunoskeHnn ycTaHOBIIEHBI CIIELMAIbHBIE TOJOKEHUS B Cllydasx, Koraa
HCXOJIHOE ChIPhe UMIOPTUPYETCS U3 TPEThUX CTPaH, a TAK)KE B CIIydasX MporpamMm (HpaxkiimOHUPOBAHUS IO
JIOTOBOPY U1 TPETBUX CTPaH.

5. (1.4) Hacrosmee IlpunoxeHne He NpPUMEHSETCS B OTHOLUICHWHM KOMIIOHEHTOB KpOBH,
npeJHa3HaYeHHBIX IS TpaHcy3uu.

II. Hpunamunset (2)

6. (2.1) JlekapcTBeHHBIE IpenapaThl, MOJy4YaeMble U3 JOHOPCKON KPOBU WJIN IIa3MBbl (2 TaKXKE UX
¢dapmarieBTHUECKHE CyOCTaHIIMM, MCIOIb3yeMble KaK MCXOIHOE ChIpbe), JOJDKHBI COOTBETCTBOBATH
TpeGoBaHUAM HacTosmuX [IpaBui, a TaKke pEeruCTPallMOHHOMY JOChE Ha JIGKAapCTBEHHBIN mpenapar. OHu
paccMaTpUBAIOTCS KaK OMOJIOTMYECKHE JIEKapCTBEHHBIE IpenapaThl M HCXOAHOE ChIphE, B KOTOPBIX
cozepxkarcss OMOJIOrHUecKue CyOCTaHLIMM, TaKMe KaK YeJOBEYECKHE KJIETKH WM JKUAKOCTH (BKIIOYast
KpOBb WM IUIa3My). BcernenctBue OHoOnOrnyeckoid NpPUPOABI MCTOYHHKOB CHIPhS ITOCIECAHHE HMEIOT
OIpeJIeJIeHHbIE XapaKTepHble 0COOCHHOCTH. Hanpumep, HCXO0AHOE ChIPbEe MOXKET ObITh KOHTAMUHUPOBAHO
MHOUIMPYIOUMMH areHTaMu, B 0cOOeHHOCTH Bupycamu. [losToMy kadyecTBO M 0€30MaCHOCTH TaKUX
JIEKapCTBEHHBIX MPENapaToOB 3aBUCIT OT KOHTPOJISI HCXOIHOTO CBIPbSl U UCTOYHHUKA €r0 IIPOUCXOXKACHHUS, a
TaKXke OT JaJbHEHIINX TEXHOJOTMYECKUX MpOIENyp, BKIIOYas MPOBEPKY Ha MHQPEKIMOHHBIE MapKephl,
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yAaJI€HUE U UHAKTUBALIUIO BUPYCOB.

7. (2.2) Bce ¢apmaneBTHUECKHE CyOCTaHIIMM, MCIOJIb3yeMble KaK HCXOAHOE ChIphE JUIA
JIEKapCTBEHHBIX MpEenapaToB, TOHKHBI OTBEYaTh TPpeOOBaHUAM HacTosmux [IpaBui (IyHKT 6 HACTOSIIETO
[Ipunoxxenus). B oTHOLIEHUH B3ATUS U IIPOBEPKHU UCXOAHOIO CBIPBS, NOJIy4a€MOI'0 U3 TOHOPCKON KpOBHU
WIN TIJ1a3MBbl, HEOOXOAUMO NPUACP)KUBATHCS HIDKECIEAYIONMX TpeOoBaHu. B3siTe u nmpoBepka JOKHBI
MIPOBOJUTHCS B COOTBETCTBUHM C HaJUIeXkalllell CHCTEeMOH KauecTBa, TPEOOBAaHMSIMHM COOTBETCTBYIOIUX
HOPMATHBHBIX IMpPaBOBBIX akTOB Poccuiickoit deneparyu u crnenupukanusiMi. J{OMKHBI BBITOTHATHCS
YCTaHOBJICHHBIE HOPMATUBHBIMU MPaBOBBIMH akTamu Poccuiickoit dexepanyu TpeOOBaHNS B OTHOILICHUH
MIPOCIICKUBAEMOCTH OT JJOHOPA 10 PELMITMEHTA U B OTHOLICHUM YBEJOMJICHUN O MOOOYHBIX NEHCTBHSX U
HEeXeJaTeNnbHbIX peakiusax. [Ipu 3Tom HeoOXoauMo pyKoBoJACTBOBaThCs ['ocynapcTBeHHOM (hapmakomneeit
Poccuiickoit @enepanuu.

8. (2.3) ImnopTUpOBaHHOE U3 TPETHUX CTPAH UCXOIHOE ChIPbE JJIs1 IPOM3BOJICTBA JIEKAPCTBEHHBIX
[IpenaparoB, MOJy4aeMbIX W3 JOHOPCKOM KPOBH WIM IUIa3Mbl, €CIIM 3TH JICKAPCTBEHHBIC IIpEnaparsl
[IpeAHa3HauYeHbl I IPUMEHEHUS Wik peann3anuu B Poccuiickon Penepanyu, TOHKHO OTBEYaTh HOpMaM
HE HIXKeE, 4yeM JcucTtByromue B Poccuiickoii ®Penepanuu HOPMBI B OTHOLIEHHHM CHUCTEM KadecTBa
OpraHu3alii MO B3ATUI0O W TNPOBEPKE KpOBU. Takxke JOIKHBI COONIONATHCS —YCTAHOBJICHHBIC
HOpPMATHBHBIMHU TPaBOBbIMU akTamu Poccuiickoit ®enepanuu TpeOOBaHUS MO MPOCIESKUBAEMOCTH OT
JIOHOpa A0 PEHMIIMEHTa W B OTHOIIECHHHM YBEJOMJICHHH O TOOOYHBIX JIEHCTBHSX W HEXKeIaTeJIbHBIX
peakusax M 00ecleYnBaThCsi COOTBETCTBHE YCTAaHOBJICHHBIM HOPMATHUBHBIMU IIPABOBBIMH aKTaMH
Poccuiickoii @enepanuu TpeOOBaHUAM K KPOBU U €€ KOMIIOHEHTaM.

9. (2.4) Ilpu BBHIMONHEHUH TPOrpaMM (PAKIMOHUPOBAHUS MO JOTOBOPY C TPETHUMHU CTpaHAMH
HCXOJIHOE CBIpbE, HMMIIOPTUPOBAHHOE W3 APYIMX CTpaH, JOJDKHO COOTBETCTBOBATH YCTAHOBJICHHBIM
HOpPMATHBHBIMU TpaBOBbIMU akTamu Poccuiickoit ®enepanuu TpeboBanusiM. PaboThl, mpoBoAMMEIE B
Poccuiickoii @enepannu, T0JKHBI B IOJTHON Mepe COOTBETCTBOBAThH HactosmuM IlpaBuinam. Heo6xonumo
BBINOJIHAT JIeicTBytone B Poccuiickoit ®enepaunu TpeOOBaHHS B OTHOIIEGHHMH CHUCTEM KayecTBa
OpraHu3alMii MO B3ATUI0O W TPOBEPKE KpOBU. Takke JOIDKHBI COONIONATHCS —YCTAHOBIICHHBIC
HOpPMATHUBHBIMU TPaBOBBIMU akTamu Poccuiickoit ®enepanuu TpeOOBaHUS MO MPOCIESKUBAEMOCTH OT
JIOHOpa A0 PEHMIIMEHTa W B OTHOIICHHM YBEJOMJICHHH O TOOOYHBIX NEHCTBHSIX W HEXeIaTeIbHBIX
peakuax 1 00ecreunBaThCs COOTBETCTBUE ICHCTBYIOUIMM TPEOOBAHUSAM K KPOBH U €€ KOMIIOHEHTAM.

10. (2.5) Hacrosamue IlpaBuna pactipocTpaHsOTCs Ha BCE CTAUM I1OCIIE B3ATUS U IIPOBEPKU KPOBU
(mammpumep, o00paboTka, BKJIIOYas pas3AeiieHHe, 3aMOpO3Ka, XpaHEHWE U TPAHCIHOPTHPOBKA K
npousBoauTeno). Kak mpaBuio, ykazaHHas JesITeIbHOCTD JTOJKHA HAaXOAUTHCS B c(epe OTBETCTBEHHOCTH
YIOJIHOMOYEHHOT0 JInulia npousBoauteis. Eciu cnenuduueckue stansl 00pabOTKH NpeHA3HAYSHHON IS
(pakIMOHUPOBAHUS TUIA3MBl MPOBOJATCS B OpPraHMU3ALMU IO B3ATHIO M IPOBEPKE KPOBH, B TaKOU
OpraHu3aIli MOXET OBITh CIEIHMAIbHO HA3HAYEHO YIOJHOMOUYEHHOE JIMIIO, OJHAKO €ro MPHCYTCTBUE U
OTBETCTBEHHOCTb MOT'YT HE COBIAAAaTh C IPUCYTCTBUEM M OTBETCTBEHHOCTBIO OTBETCTBEHHOIO auLa. s
paspelieHns TakoW CUTyalluu M Juis OoOecreueHHsl TOTro, YTO OOS3aHHOCTH YIMOJHOMOYEHHOTO JIMIIA,
IIPEAYCMOTPEHHBIE HOPMAaTHBHBIMM IIPaBOBbIMM akTamMu Poccuiickont @enepanuu, BBIIOJHAIOTCS
HQJISKAIIUM  00pa3oM, Mpeanpuiarue 1Mo (pakIMOHUPOBAHUIO (IIPOU3BOAUTENH JICKAPCTBEHHBIX
IIPENapaToB) B COOTBETCTBUU C IyHKTamu 237 - 255 HacToAmmx [IpaBui JOMKHO 3aKIIIOYUTH 10TOBOP C
OpraHu3alMe 10 B3SATUI0O U IIPOBEPKE KpPOBU. B yKa3aHHBIM JOrOBOP PEKOMEHIYETCS BKJIIOYATH
COOTBETCTBYIOIIIME O0S3aHHOCTH U TOJPOOHBIC TpeOoBaHuUs i obecrieueHUs kadectBa. OTBETCTBEHHOE
JULO OpraHMu3aluy [0 B3SITHUI0O U IPOBEPKE KPOBU M YIOJIHOMOYEHHOE JIMLO MPENIPUATHSA 110
(bpakuMOHUPOBAHUIO (TIPOU3BOAMTENS JICKAPCTBEHHBIX IPENapaToB) JOJHKHbI NPUHUMATh y4acTue B
COCTABJICHMM TaKOro AOroBopa. [l MOATBEpXKACHUS TOTrO, YTO OpPraHU3ALMs II0 B3ATHIO U IIPOBEPKE
KPOBH HCIIOJHSET YCJIOBUSI TAaKOTO JOrOBOpA, YIOJHOMOUYEHHOE JIMIO JOJDKHO OOECIEYUTh MPOBEACHHE
COOTBETCTBYIOIIUX ayAUTOB.

11. (2.6) CneumanpHble TpeOOBaHHUS K JOKYMEHTAlMU M JIPyrHe MEpONPHUATHS B OTHOILCHHH
HCXOJHOIO CBIpbs Ui IOJy4aeMbIX M3 IIa3Mbl JIEKAPCTBEHHBIX IIPENAapaTOB YKAa3blBalOT B OCHOBHOM
JOChE IUIa3MBI.
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IV. Ynpasienue kauectBoMm (3)

12. (3.1) YmpaBnenue KauyecTBOM JOJDKHO OXBAaThIBaTh BCE CTaJUM OT OTOOpa JOHOPOB [0
MOCTaBKM TOTOBOM mpoxaykiuu. HeoOxoauMo coOogaTh yCTaHOBJIEHHBIE HOPMATUBHBIMH IIPABOBBIMH
aktamu Poccuiickoit @enepanuu TpeOOBaHHS B OTHOIICHWH TPOCIECKUBAEMOCTH KaK Ha JTare,
IpeBapsIONIeM OCTABKY IIa3Mbl HA MPEANPUATHE N0 (PPaKLIMOHUPOBAHUIO, TAK U HA ATAlle IMOCTABKH, a
TAaKK€ Ha BCEX CTagusX, CBSA3AHHBIX CO B3STHEM U IPOBEPKOM JOHOPCKOH KPOBH WM ILIa3MBI,
IIpeIHAa3HAYEHHBIX JUUIS IPOU3BO/CTBA JIEKAPCTBEHHBIX MIPENAPATOB.

13. (3.2) COop KpoBM WM TIJIa3Mbl, KOTOPbIE HCIOJB3YIOTCS KaK HCXOAHOE CBIPbE JUIA
MIPOM3BOJICTBA JIEKAPCTBEHHBIX IPENapaToB, HEOOXOIUMO MPOBOAUTH B OPTaHU3ALMAX IO B3SATHIO H
NIPOBEPKE KPOBHU, a MPOBEPKY MPOBOIUTH B JIAOOPATOPHsX, KOTOpBIE NMPHUMEHSIOT CUCTEMBI KauecTBa,
OTBEYAIOIIME YCTAaHOBJICHHBIM HOPMAaTHBHBIMM IIpaBOBbIMU akTamu Poccuiickonn  ®Penepanuu
TpeOOBaHUAM, HMEIOT COOTBETCTBYIOIIEE pa3pelleHUe, BbIIAHHOE YIOJHOMOYCHHBIM (heaepanbHbIM
OpPraHOM HCIIOJHUTEJIBHON BJIAacTH, U TOAJIEKAT PEryJIpHOMY HHCIEKTUPOBAHUIO B COOTBETCTBHM C
3akoHomarensCcTBOM  Poccuiickorr  @epepauuu. [lpy  Hamuuuu y  OPOM3BOAMTENS  IIPOrpamm
(paKkIMOHUPOBAHUS IO JOTOBOPAM JJIsl TPETHUX CTPaH OH 0053aH YBEAOMHUTH 00 3TOM YIOJIHOMOYEHHBIN
(benepanbHBIN OPraH UCTIOTHUTEIILHOMN BIIACTH.

14. (3.3) B ciayuae ummnopra miaa3Mbl U3 TPETbUX CTpaH OHA JIOJDKHA IOCTABIATHCA TOJIBKO
YTBEP/KICHHBIMU TOCTaBUIMKAMU (HaIpUMEp, OPraHU3alUsIMUA IO B3STHIO U IIPOBEPKE KPOBH, BKIIIOUAs
BHEIIHUE CKIajbl). Takue mocTaBIIMKK JTOJDKHBI ObITh YKa3aHbl B CIICHU(HUKAIMIX HAa MCXOJHOE CBIPHE,
YCTAHOBIICHHBIX MPEINPUATHEM 10 (PPAKIMOHUPOBAHUIO WM TPOU3BOAMTEIEM, U YTBEPXKICHBI
YIOJTHOMOYEHHBIM (peiepajibHBIM OpPraHOM HWCIOJHUTEIBHOW BJIACTH B CHOy4yasXx M B MOPSAIKE,
IIPEAYCMOTPEHHBIX ~HOPMAaTUBHBIMU IIpaBOBbIMU  akTamu  Poccumiickoii @enepanuu, a  Takke
YIOJIHOMOYEHHBIM JIMLIOM TPEeANpUaATuss 1O (paKIMOHUPOBAHUIO, pacroiiokeHHoro B Poccuiickoii
@enepanu. OneHka W BblAaya pa3pellleHUuss Ha  HCIOJIb30BaHME IUIAa3Mbl  (IUIa3Mbl  JUIS
(pakIMOHUPOBAHUS) KaK UCXOIHOTO CHIPbSI OCYILECTBIISIETCSI B COOTBETCTBUH C ITYHKTOM 39 HACTOSIIEro
[IpunoxeHus.

15. (3.4) Ilpennpusitie no (HpaKHOHUPOBAHUIO MM MPOM3BOIUTENH T'OTOBBIX JIEKAPCTBEHHBIX
NPenapaToB JOJDKHBI IMPOBOJAUTH KBATU(HUKAIMIO TOCTABIIMKOB, BKIOYAs OLEHKY IOCTABIIMKOB B
COOTBETCTBUHM C YTBEPXKICHHBIMH IporeaypamMu. HeoOXoauMo NpOBOAMTH PETYJSPHYIO MOBTOPHYIO
KBAJTM(HUKAIHMIO MOCTABIIMKOB C YYETOM IOJIX0/a, OCHOBAHHOT'O HA OLIEHKE PUCKOB.

16. (3.5) Ilpennpusitue no (HpakMOHUPOBAHUIO MM MPOM3BOIUTENh T'OTOBBIX JIEKAPCTBEHHBIX
IIPENapaToB JOLKHBI 3aKIHOYUTH JOIOBOPBI C OPraHM3ALMsAMH 110 B3STHUIO U IIPOBEPKE KPOBU, KOTOPHIE
SBJIAIOTCS TOCTABIIUKAMM.

17. B Takue 10roBopbl peKOMEHAYETCS BKIIIOYaTh, B YACTHOCTH, CIEAYIOLIUE YCIOBHUS:

orpeJiesieHue 00s13aHHOCTEN M OTBETCTBEHHOCTH;

TpeOOBaHUS K CHCTEME KaueCTBa U JIOKyMEHTAIIUH;

KpUTEpPHH 0TOOpa TOHOPOB U MPOBEICHUE UCIIBITAaHHIA;

TpeOOBaHUS K Cernapanny KpOBU Ha KOMIIOHEHTHI KPOBH U TJIa3MYy;

3aMOpPO3Ka IJI1a3Mbl;

XpaHEHUE U TPaHCIIOPTUPOBKA IUIa3MBbl;

MPOCIICKUBAEMOCTh 1 HHPOPMHUPOBAHUE MTOCIE CAAYU U B3ATUS KPOBH (B TOM YHCIE O MOOOYHBIX
s dexTax).

18. Ha mpennpustiuu no ¢ppakuMOHUPOBAHUIO UM y POU3BOIUTENS JIEKAPCTBEHHBIX MpenapaToB
JOJDKHBI OBITh B HAJNUYMU PE3YJIbTAThl HMCIBITAHUN BCEX EIUHMII MCXOIHOTO CBIPbS, MOCTAaBICHHBIX
OpraHu3aIei Mo B3SITUIO U MpoBepKe KpoBu. Eciu kakas-1mbo U3 cTauii OCyIIecTBIAETCS Ha OCHOBAaHUU
JI0rOBOpa CyOIoaApsiia, TAKOM TOTOBOP JOJDKEH OBITh 3aKII0YEH B IUCbMEHHOU (opme.

19. (3.6) lns muiaHuUpOBaHMS, OIEHKH M JOKYMEHTAJIBHOTO O(OpPMIIEHHS BCEX H3MEHEHUH,
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KOTOpbIE MOTYT OKa3aTh BIUSHHE HAa KAa4eCTBO M 0E30MAaCHOCTh MPOAYKIUH WIH TMPOCIEKUBAEMOCTb,
JOJDKHA OBITh YCTAaHOBJICHA HaJUIeXkallas cucreMa KOHTpoJis u3MeHeHud. HeoOxoammo oleHUBaTh
MOTEHIMAJIbHOE BIUSHHUE TpeajaraeMblx Hu3MeHeHud. JloikHa OBITh oOmpeneneHa HeoOXOAMMOCTb
JOTIOJTHUTEIBHBIX HCIBITAHUN WM TPOBEICHUS BANWUJAIMM, OCOOCHHO HA CTAagusX WHAKTHBALUU H
y/1aJeHUsl BUPYCOB.

20. (3.7) [Anga MHHHMHU3AIMH PUCKOB, CBS3aHHBIX C WHOUIMPYIOIUMH areHTaMH M HOBBIMH
MHOUIMPYIOUMMH areHTaMH, JOJDKHAa OBITh BHEApPEHAa HaJIekalas cucTeMa Mep B OTHOIICHHH
6e3onacHoctu. Takas cucreMa J0JDKHA BKIIIOYATh B ce0s1 OLIEHKY PUCKOB ISt TOTO, YTOOBI:

OTIPENICNIUTh BPEMsl yJEp>KUBAHHUS MPOM3BOJACTBEHHOIO 3amaca (BpeMs BHYTPEHHETO KapaHTHHA)
nepes; 00paboTKON TU1a3Mbl, YTOOBI U3BATH J03bI, KOTOPHIC BHI3BIBAIOT COMHEHUS (J103bI, B3ATHIC B TEUCHHE
[IEpUOJa OIPEACIICHHOIO HOPMAaTUBHBIMU IIpaBOBBIMU akTamu Pocculickon denepanuu, npexie 4yem
OyZeT yCTaHOBIJICHO, YTO J03bI, B3AThI€ OT JOHOPOB C BBICOKMM PHUCKOM, JOJDKHBI OBITH MCKIIOYECHBI U3
00paboOTKH, HAIIPUMED, B CBSI3U C MOJIOKUTEILHBIM PE3yJIbTaTOM TECTA);

YUUTBIBATh BCE ACIMEKTHI, CBS3aHHBIE CO CHIKCHHEM KOJIMYECTBA BUPYCOB U (MJIM) UCTIBITAHUIMHU
Ha MHQUIUPYIOIIKE areHThl UM UX aHAJIOTH;

OIIPEICIUTh BO3MOKHOCTH CHIDKEHUS KOJTMYECTBA BUPYCOB, ONPEICIUTH pa3Mep CEPUU UCXOTHOTO
CBIPbS U IPYTHE CYLIECTBEHHBIE aCIEKThI MPOIecca MPOU3BOJICTBA.

V. Ilpociies;kuBaeMoCTb M MEPONIPUATHSA, IPOBOAMMBIE NOCJIE B3ITHS KPOBH (4)

21. (4.1) HomxHa OBITH OpraHM30BaHa CHCTEMA, MO3BOJIAIONIAS MPOCIEANUTH KAXAYIO CHAHHYIO
7103y KPOBH WU IJIa3MbI OT JJOHOPA U MPOLEAYPHI €€ B3SATHsI YepEe3 OPraHU3alMIo 110 B3SITUIO U IIPOBEPKE
KPOBH JI0 CEpUH JICKApCTBEHHOT'O Mpernapara, a Tak’ke B 00paTHOM HaIpaBJICHUU.

22. (4.2) HomxkHa OBITH oOmpenelieHa OTBETCTBEHHOCTh 3a IPOCIECKUBAEMOCTh MPOIYKIHH
(oTcyTCTBHE KaKOTO-THO0 3Tarna He TOMYyCKaeTCs):

OT JOHOpAa W J03bl, B3ATOM B OpraHM3allMM IO B3SATHUIO M MPOBEPKE KPOBH, A0 MPEANPUATHS IO
(paKIMOHUPOBAHUIO, YTO SIBJIETCS OOS3aHHOCTHIO OTBETCTBEHHOrO JIMLA OPraHU3alUd IO B3SATHIO U
IIPOBEPKE KPOBH;

OT MpeanpusATHs N0 (PPaKIUOHUPOBAHHUIO IO MPOM3BOIUTENS JIEKAPCTBEHHOTO TIpernapaTta H
mo60ro CyOomoApsAuMKa, HE3aBHCHUMO OT TOTO, SBJISETCS JIM OH IPOU3BOAMUTENIEM JIEKApCTBEHHOTO
npernapara WiId H3JeNUs MEJUIIMHCKOTO Ha3HAueHHsI, YTO SBIISETCS OOS3aHHOCTBHIO YIOJHOMOYEHHOTO
auna.

23. (4.3) lanuble, HeOOXOAMMBIE ISl TIOJHOM MPOCIICKUBAEMOCTH, TOJDKHBI XpPAaHUTHCS HE MEHee
30 neT, ecu MHOE HE YCTAHOBJIEHO 3aKoHOAaTelbecTBoM Poccuiickoit denepanuu.

24. (4.4) JoroBopsl, yka3aHHble B IyHKTe |16 Hactosuiero Ilpunosxkenus, Mexny opraHu3alusIMu
[0 B3STHI0O U TPOBEpKE KPOBU (B TOM YHUCIE KOHTPOJBHBIMU Ja0OpaTOpUSMHU) U HPEIANPUSATHEM IO
(paKIMOHUPOBAHUIO WIIM NIPOU3BOIUTENIEM BKIIOUAIOT YCIOBHUS, ONPEENIAIONINE, YTO MPOCIS)KUBAEMOCTh
U MEpONpUATUS IOCJIE B3STHS KPOBM OXBATHIBAIOT BCIO IEMOYKY OT B3SITHS IUIa3Mbl /10 BCEX
IIPOU3BOJUTEINIEH, OTBETCTBEHHBIX 32 Bbllady pa3pelleHus Ha BBIITYCK TOTOBOM MPOAYKIIHH.

25. (4.5) Opranuzauuy 1Mo B3ATHIO U NPOBEPKE KPOBM JOJDKHBI YBEAOMIIATH NPEANPUATHE IO
(paKIMOHUPOBAHUIO UM MPOU3BOIUTENS O KAKOM-JIMOO CIydae, KOTOPBIA MOXKET MOBJIUATH HA KAYECTBO
Wi 6e30MacHOCTh MPOIYKIMH, a TaKKe COOOIaTh IPYTyl0 BaXHYI0 MH(POPMAIHKIO, OTYYSHHYIO TOCIe
nprueMa JIOHOpa WIM BbIaYM pa3pelieHHs Ha BBITYCK IUIa3Mbl, HanpuMmep, OOpaTHYI0 HH(POPMALHUIO
(uH(opMaIMIo, MOTYYEHHYIO MOcie B3sATHS KpoBH). Ecnu mpenmpusarue mo (pakiMOHUPOBAHUIO WIIN
MPOM3BOJUTENb HAXOAATCA HA TEPPUTOPUU JPYTOMl CTpaHbl, MHPOPMALUIO HEOOXOAMMO COOOLIATh
IIPOU3BOAUTEINIO, HaxoadwmeMycs B Poccuiickoit @enepany, OTBETCTBEHHOMY 3a BblIady pas3pelleHus Ha
BBIITYCK JICKQPCTBEHHBIX MpenapaTtoB. B o6oux ciyuasx Takas MHGOpMaIus, €Clid OHa UMEET OTHOILICHHE
K KauecTBYy M 0€30MacHOCTH TOTOBOM NPOMYKIHMH, JODKHA OBITh JOBEACHA 1O CBEICHHA
YIOJIHOMOYEHHOT0 (pe/iepabHOr0 OpraHa HCIOJHUTEIBHON BJIACTH, B BEACHUU KOTOPOTO HAXOATCS
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npeanpusTHe Mo (PaKIMOHUPOBAHUIO WIN TIPOU3BOIUTEb.

26. (4.6) B ciyuae ecnu pe3ynbTaTOM HWHCIEKTUPOBAHMS YIOJIHOMOYEHHBIM (heaepanbHbIM
OpPraHOM HCIIOJIHUTENIBHOMN BJIACTU OPraHU3allMy I10 B3STHIO U IPOBEPKE KPOBU SBIIAECTCS aHHYJIMPOBaHHUE
JMIEH3UH, HEOOXOJIMMO TaK)Ke HAINpPaBUTh YBEJOMJICHHE B COOTBETCTBHHM C ITYHKTOM 25 HACTOSIIETO
[Ipunoxxenus.

27. (4.7) B crangapTHBIX ONEPAMOHHBIX MpPOIENypax MOHKHO OBITh ONHCAHO YIpaBIICHUE
uHpOpMaLreH, MONIy4eHHOW Mocie B3SATHS KPOBH, NMPH 3TOM JOJDKHBI OBITH YYTEHBI JIMIIEH3UOHHBIC
TpeOOBaHUS U MPOLEAYPHl HHPOPMHUPOBAHUS YIIOTHOMOUYEHHOTO (heJiepalbHOr0 OpraHa MCHOJTHUTEIbHOM
BJIACTH. MeponpusaTus, NpOBOAUMBIE MIOCIE B3SATUS KPOBH, AOJDKHBI OCYIIECTBISATHCS B COOTBETCTBUH C
TpeOOBAaHUSAMH, YCTAaHOBICHHBIMH HOPMaTHUBHBIMH ITPaBOBbIMU akTamu Poccuiickoit denepannu.

VI. Ilomemenusi u odopynoBanme (5)

28.(5.1) B memsix cBeneHUst K MUHUMYMY BO3MO>KHOCTH MHUKPOOHOM KOHTAMHUHAIIMH WM BHECCHHS
MIOCTOPOHHET0 MaTepuajia B CEpUI0 IIa3Mbl OTTaMBAaHWE W OOBEAMHEHHUE EAMHUI] IUIa3Mbl JOJDKHBI
IIPOU3BOJIUTHECS B 30HAX, KOTOPHIE COOTBETCTBYIOT yCTaHOBJIEHHBIM [lpmioxenuem N 1 K HacTosmum
[IpaBmwiam TpeGoBaHUSM Kllacca 4YHCTOTHI He HWke kiacca D. HeobxoauMo uUCHOIb30BaTh
COOTBETCTBYIOILYIO OJEX]y, BKJIIOUasi MAcKU Ha JIMLE M nepuyaTku. Bce npyrue onepamuu ¢ OTKpBITOM
MPOAYKIMEN B XOJ€ TEXHOJIOIMYECKOIO IpoLEecca JOJIKHBI OCYILIECTBISITHCS B YCIOBHUAX, KOTOpPbIE
Y/IOBJIETBOPSIIOT COOTBETCTBYIOIIMM TpPEOOBaHMSIM, YCTaHOBJIEHHBIM llpunokenuem N 1 K HacToAIIMM
IIpaBunam.

29. (5.2) B cootBercTBUM # TpeOOBaHUSAMH, YCTaHOBIEHHBIMU [Ipunoxennem N 1 K HacTOALIIMM
IIpaBunaM, TOJKEH OCYIIECTBIIATHCS PErYJIIPHBIM MOHUTOPUHT IIPOU3BOACTBEHHON OKPYIKAIOLIECH CPEBbL,
0CcOOEHHO BO BpeMsl OTKpPBIBAaHUS KOHTEHHEPOB C IUIa3MOM, a TaKKe BO BpPeMs IMPOLECCOB OTTAaUBaHUA U
o0beuHeHus. JJomKHbI OBITh YCTAaHOBJICHBI KPUTEPUH TPHEMIIEMOCTH.

30. (5.3) IIpu npou3BOJCTBE JIEKAPCTBEHHBIX NPENAPATOB, MOJYyYa€MbIX U3 JOHOPCKOM IJIa3MBbl,
JOJDKHBI  MCIIOJIb30BAaThCS  COOTBETCTBYIOIIME METO/Abl WHAKTUBALlMM WJIM YAAJEHUS BHUPYCOB U
NPUHUMATBCA MEpbl 10 MPEJOTBPAILCHUIO KOHTAMHUHALMU OOpa0OTaHHOM NPOAYKIMH elle He
oOpaboTtaHHOi mnpoaykiuei. g craguii TEXHOJIOTHYECKOTro Mpolecca, KOTOpbIE MPOBOISATCS IOCIHE
BUPYCHOM HMHAKTHBAaLlMM, HEOOXOAMMO MHCIIONb30BaTh CIEIHMAIbHO IPeAHAa3HAYCHHBIC OTJIENIbHBIC
MOMETIIIEHUSI U 000PYIOBaHHE.

31. (5.4) Ans Toro 4roObl HE CO3aBaTh PUCKH KOHTAMHUHAIIMH TEKYILETro IPOU3BOJICTBA BUPYCaMH,
KOTOpBbIE HCIOJB3YIOTCS BO BpeMs BaJIMJALUMOHHBIX HCIBITAHUM, BaluAalMs METONOB CHMYKEHUS
KOJIMYECTBA BHPYCOB HE JOJDKHA IPOBOJUTHCS C HCIIOJIB30BAHUEM IPOM3BOJICTBEHHBIX TEXHHUYECKHX
cpeacTB. Banupanuio B yKa3aHHOM cily4dae HEOOXOIMMO HMPOBOIUTH B COOTBETCTBUHU C TPEOOBAHUSIMH,
YCTaHOBJICHHBIMHM COOTBETCTBYIOIIMMH HOPMATUBHBIMU IIpaBOBbIMU akTaMu Poccuiickoit denepanun.

VII. IlpousBoactso (6)

Hcxoanoe coipbe

32. (6.1) HcxomgHoe chIpbe MODKHO OTBedaTh TpeOoBaHMsM [ocynapcTBeHHON (apMakonen
Poccuiickoit denepanuu, a TakKe yAOBIECTBOPATh YCIOBUAM, KOTOPBIE COACPIKATCA B COOTBETCTBYIOLIEM
PETrUCTPAIIIOHHOM JI0ChE, B TOM YHCJE B OCHOBHOM JOChE IJIa3Mbl. YKa3aHHbBIC YCIIOBHS BKJIIOYAIOTCS B
noroop (nyHkT 16 Hacrosiuero IlpunokeHns) Mexay opraHu3alueil Mo B3SATHIO U IPOBEPKE KPOBHU U
MPEeaNpHUsITHEM TI0 (PPaKIMOHUPOBAaHUIO OO Tpou3BoauTeneM. CoOMoIeHue yKa3aHHBIX TpeOoBaHU
HE00X0IMMO KOHTPOJIUPOBATH C IIOMOUIBIO CHCTEMBI KauecTBa.

33. (6.2) UcxomHoe chlppe AJsi porpaMMm (paklMOHUPOBAHUS MO JIOTOBOPY Ui TPETbUX CTPaH
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JIOJDKHO COOTBETCTBOBATH TPEOOBAHUAM, IIPEYCMOTPEHHBIM ITyHKTOM 9 HacTosmero [IpunoxeHus.

34. (6.3) B 3aBucumoctu ot Tuna cOopa (Hampumep, cOOp LENbHOM KPOBH MM aBTOMAaTHYECKHM
adepe3) MOryT moTpeOOBaThCs pasiauyHble cTaauu 00paboTku. Bcee cramum oOpaboTku (Hampumep,
paszzieneHue, B TOM 4Hcie IeHTpudyrupoBanue, oroop mpoO, MapKUpPOBKA, 3aMOPaKUBAHHE) JOJKHBI
OBITH OTpE/IeTICHbl B UHCTPYKIIHSIX.

35. (6.4) Heo6xomumo u3berath Kakoro-indo meperyThIBaHus eIMHULl B 00pa3IioB, 0COOEHHO BO
BpeMsI MapKHPOBKH, a TaK)Ke KaKOW-TMO0 KOHTaMUHALIWU, HAIIPUMED, TIPU OTPE3aHUU CETMEHTOB TPYOOK
WIN YKYTIOPUBAaHUH KOHTEHHEPOB.

36. (6.5) 3aMopakuBaHuE SBIIAECTCS KPUTUYECKOM CTaJMel BBIACIECHUS NPOTEMHOB, KOTOpPHIE B
IIa3Me  SIBIISIIOTCS  JTaOWJIBHBIMH, Hampumep, (akTopoB cBepThiBaeMocTH. Ilo 3Tol mpuumHe
3aMOpaXMBAaHUE JOJDKHO OCYIIECTBIATHCS C MOMOIIBIO BAJUAMPOBAHHBIX METOJIOB KaK MOXKHO ObIcTpee
nocie B3ATUS KpoBH. IIpm 3TOM HeoOXoauWMO TpuAEpKHUBaThCcs TpeboBaHuil ['ocymapcTBeHHOM
dapmakoneu Poccuiickoii @eneparum.

37. (6.6) YcinoBus XpaHEHHs M TPAHCIOPTHUPOBKM KPOBM MM IUIa3Mbl K HPEANPHUATHIO IIO
(paKIMOHUPOBAHUIO JOJDKHBI OBITH OINpENEeNIeHbl U TOKYMEHTAIbHO O(OpMIICHBI Ha BCEX 3Tamax Ienu
nocraBku. [Ipeanpuarue no GppakiMOHUPOBAHHIO HEOOXOAMMO YBEAOMIISATH O JIIOOBIX OTKJIOHEHHUSAX OT
YCTaHOBIIEHHOM TemmepaTypbl. Heo0xoammMo ucCmonb30BaTh  000pyHOBaHHME, KOTOPOE  IPOILIO
KBaJTM(HUKAIHIO, U TIPOLIEAYPbI, KOTOPBIE MPOLUIN BAIUIALIHUIO.

Ouemca U BbllaYa pa3speli€eHUd HA BBINMYCK IJIa3MbI JIJIAA (l)paKIII/IOHI/IPOBaHI/IH, I/ICHO.J'IIByeMOﬁ Kak
HCXO0AHO€ CBIPbE

38. (6.7) Pazpemienne Ha BBINYCK IUIa3Mbl Ui (PaKLIMOHUPOBAHUS (M3 KapaHTHUHA) MOXKET
MPOU3BOJUTBECS TOJBKO IOCPEICTBOM CHCTEM M MpOIENyp, KOTOpble O0ECleuYnBalOT KadyecTBO,
HE00X0IMMOE JUTsl TIPOU3BOJICTBA TOTOBOW MpOoAyKUuH. [11azmMa MokeT ObITh MOCTaBIICHA MPEATIPHITUIO
no (pakUMOHUPOBAHUIO WJIM TPOU3BOJUTEIIO TOJBKO TOCHE JIOKYMEHTAJIBHOTO TOATBEPXKICHUS
OTBETCTBEHHBIM JIMIIOM (WJIM B Cly4yae B3ATHUS KPOBU WJIM IUIa3Mbl B TPETHUX CTpaHaX - JIUIIOM C
aHAJIOTUYHBIMU OOS3aHHOCTSAMH ¥ KBajH(HKanued) TOro, uro IjazMa i (paKIMOHUPOBAHUS
COOTBETCTBYET TpPeOOBaHMAM M CIEHU(PHUKAIMAM, YCTAHOBICHHBIM B COOTBETCTBYIOLIMX JOTOBOpax, a
TaKXe TOro, YTO BCE CTaUH OBbLIHM MPOBEACHBI B COOTBETCTBUH C HacTOSAIIUMU [IpaBunamu.

39. (6.8) MHcnonp3oBaHME BCeX KOHTEHMHEpPOB C IUIa3MOM Juis (PaKLMOHUPOBAHUS IPH
NOCTYIJICHUH Ha TPEANpUsATHE MO (HPAKIMOHHUPOBAHUIO JOJDKHO OBITH Pa3pelIeHO YHOJTHOMOYECHHBIM
JUIOM. YTIOJHOMOYEHHOE JIMIO IOJDKHO MOATBEPAUTH, YTO IIa3Ma COOTBETCTBYET BCEM TPEOOBAHHSIM
¢dapmakoneiinpix crtareii ['ocymapcTBeHHoil ¢apmakomen Poccuiickoit  @enepanuu, a - TaKke
Y/IOBJIETBOPSIET YCJIOBHUSIM COOTBETCTBYIOIIETO PETUCTPAIIMOHHOTO JI0ChE, B TOM YHCJIE OCHOBHOIO JOChE
IUIa3Mbl, WM B CIy4yae HCHOJB30BAHUS IUIA3MbI JJIsI MPOrpaMM (pakIMOHUPOBAHUS 1O JOTOBOPY IS
TPEThUX CTPaH BCEM TPEOOBAHUAM, MTPETYCMOTPEHHBIM ITyHKTOM 9 HacTosmero [IpunosxxeHus.

O0padoTka muia3msl VI GPAKINOHUPOBAHUSA

40. (6.9) Craaguu mpouecca (HpakIMOHUPOBAHUS PA3TUYAIOTCS B 3aBHCUMOCTH OT MPOAYKLHHU H
npousBoauTens. Kak mpaBuiio, OHM BKIIOYAIOT pa3iMyHbIE ONEpalnud (pakIMOHUPOBAHUS, a HEKOTOPHIE
U3 HUX MOTYT CIIOCOOCTBOBATh MHAKTUBAIIMU WM YJAJICHUIO BO3MOXKHOM KOHTaAMUHAIIHH.

41. (6.10) JomxHbI OBITH YCTAaHOBIEHBI TPEOOBAHUS K MpolleccaM 00beAMHEHHsI, 0TOOpa TIPod U3
OOBEIUHEHHOM IUIa3Mbl, (PPAKIMOHUPOBAHMS W WHAKTHBALMK WIM YJaJleHHUs BHPYCOB, KOTOPBIE
HE00X0IUMO COOIOIATh.

42. (6.11) Metopl, UCHIOTB3YyEMbIE B IIPOIIECCE BUPYCHOW MHAKTUBAIIMH, HEOOXOIMMO MPUMEHSTh
CO CTPOTUM COOJIOIGHUEM BAJMAMPOBAHHBIX Npoueayp. Takue MeToIabl TOHKHBI COOTBETCTBOBATH
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MeTOaM, KOTOpble OBLIM HCIIOJNB30BaHbl MPU BAIKIALMU HPOLEIYp BUPYCHON HMHAaKTUBAIMH. JlOJKHO
MPOBOJUTHCS TIHIATEIBHOE PACCIEAOBAHHE BCEX HEYAABIIMXCS NPOLEIYyp BUPYCHON HHAKTHUBAIIUH.
CoO:roienue BaTuANPOBAHHOT'O TEXHOJIOTHUECKOTO MPOIECcca SABISETCS 0COOCHHO BaKHBIM B IPOIIEypax
CHIDKEHHSI KOJIMYECTBA BHPYCOB, MOCKOJBKY KakHe-THOO OTKIOHEHHS MOTYT IPEICTaBIATh PUCKU IS
0€30MacHOCTH TOTOBOW MNPOAYKUMHU. JIOIDKHBI OBITh B HAJTUYUU MPOIENYphl, KOTOPBIE YYHUTHIBAIOT
yKa3aHHbIE PUCKHU.

43. (6.12) Kakyro-nm100 MoBTOpHYIO0 00pabOTKy WM MepepaloTKy MOXHO MPOM3BOIUTH TOJBKO
1ocje MpOBEICHUS MEPONPUATHI MO YNPaBICHUIO PUCKAMHU JUIS Ka4eCTBA U TOJIBKO Ha OIpPEesICHHBIX
CTagusIX TEXHOJOTHYECKOro IMpOIecca, YTO YKA3bIBACTCS B COOTBETCTBYIOLIEM IPOMBIIUIEHHOM
periaMeHTe.

44. (6.13) HomxkHa OBITH OpPraHM30BaHA CUCTEMa JJISI YETKOTO pasfesieHus W (WiIM) pa3inyeHHs
JICKapCTBEHHBIX MPENapaToB WU MPOMEKYTOUHON MPOIYKIMH, KOTOPBIE MPOLUIA U KOTOPbIE HE MPOILIH
NPOIEelypy CHIDKEHUS] BUPYCHOM HArpy3KH.

45. (6.14) B 3aBucHMOCTH OT pe3yibTaTa TIIATEIbHO IPOBEIEHHOIO Ipolecca YNpPaBICHUS
puckamMH (C y4€TOM BO3MOXKHBIX OTJIMYMN B SIMUAEMUOJOTHYECKUX JAHHBIX) MOXET OBITh pa3perieHo
MIPOM3BOJICTBO 1O MPHHLUIY MPOU3BOJCTBEHHBIX IIUKJIOB B CIIydae, €CJIM HA OJHOW MPOM3BOJCTBEHHOM
IIoImaaKe 00pabaThIBAIOT IUIA3My WM TPOMEXYTOUHYIO MPOAYKLHUIO PA3IUYHOTO IPOUCXOKICHHS,
BKJTIOYast HEOOXOAMMBIE MTPOIETyphl YETKOTO pa3/IeIeHUs] U HAIUYHE YCTaHOBJICHHBIX BATMINANPOBAHHBIX
nporenyp ouucTKU. TpeboBaHus I TAKMX MEPONPUATHI JOKHBI OCHOBBIBATHCS HA COOTBETCTBYIOIIUX
HOPMAaTUBHBIX NMpaBoBbIX akTax Poccuiickoit denepaunn. C nomouipio npouecca ynpaBiIeHUsT pUCKaMU
JOJDKEH OBITh PElIeH BONPOC O HEOOXOJMMOCTH HCIOJIB30BAHUS CHELHMATBHOTO 000PYAOBAaHMS B Clydae
peanu3aiyy nporpamMmm (HpakIOHUPOBAHUS IO JOTOBOPY C TPETHUMHU CTPAaHAMHU.

46. (6.15) Cpok xpaHeHus AJjig MPOMEKYTOUYHON MPOAYKLHMHU, NPEJHA3HAUEHHON IJIs XpaHEHUs,
HE00XO0/IMMO yCTaHABJIMBATh HA OCHOBAHUU JIAHHBIX O CTAOMILHOCTH.

47. (6.16) JomKHBI OBITH YCTAHOBJICHBI M IOKYMEHTAIFHO 0(OpPMIICHBI TPEOOBAaHUS K XPAaHEHHIO U
TPAHCHOPTHPOBKE MPOMEKYTOUYHON MPOAYKIIMH M TOTOBBIX JIEKAPCTBEHHBIX INPEMapaToB Ha BCEX ATarax
nenu mnoctaBok. HeoOxoaumo ucmonb30BaTh 000pYyAOBaHHE, KOTOPOE MPOLUIO KBAIU(UKALUIO, H
MPOIEeTyphl, KOTOPbIEC MPOILIN BaJIHIAIHIO.

VIII. KoutpoJas kauectBa (7)

48. (7.1) TpeboBaHUs K MCIBITAHUSM Ha BUPYCHI WIM JPpyrue WHOUIMPYIOUUE areHThl JOJKHBI
YCTaHABJIMBATHCS C YYETOM HOBBIX 3HAHUH 00 MH)UUUPYIOMIMX areHTax M HAIWYHS BaJTUIAUPOBAHHBIX
METOZ0B UCIIBITAHUMN.

49. (7.2) IlepBolii OAHOPOHBIN ITyJI IJIa3Mbl (HAlIpUMEp, MOCIE OTAEJIEHUS KpUONPEUUIUTaTa OT
IUIa3Mbl) HEOOXOAMMO KOHTPOJMPOBATH C HCIIOJIb30BAaHHMEM BAaJMIMPOBAHHBIX METOJOB C HaJJIeKalleH
YyBCTBUTEIBHOCTHIO M CIEHU(PUYHOCTHIO COIJIACHO COOTBETCTBYIOIINUM (hapMaKONEHHBIM CTaThsIM
I'ocynapcrBennoit ¢papmaxorneu Poccuiickoii @eneparui.

IX. Boitaua paspenieHusi Ha BBIIYCK IPOMEKYTOYHOM M IrOTOBOI npoaykuuu (8)

50. (8.1) domxkeH OBITh pa3pelieH BBITYCK TOJIBKO TaKUX CepHil, KOTOphIe MPOU3BEIEHBI U3 YJIOB
IUIa3Mbl, NPU3HAHHBIX B pE3yJbTaTe€ KOHTPOJII HEraTUBHBIMU B OTHOIIEHHUU MAapKEpOB BUPYCHBIX
MHQEKIMHA, reperaBaeMbIX uepe3 KpOoBb, a TaKKe COOTBETCTBYIOUIMMH TpeOOBaHMUAM (papMakorneiHbIX
crareii ['ocymapctBenHoi ¢apmakornen Poccuiickoit @enepanuu (BKIOYAs Kakue-IMOO CIEIUATbHBIE
IpeJesbl, OrpaHUYUBAIOIINE COJEPKAHUE BHPYCOB) M YTBEP)KIACHHBIM CIEHU(PUKAIMSIM (B YaCTHOCTH,
OCHOBHOMY JIOCh€ ILJIa3MBbl).

51. (8.2) Beimaua paspemieHuss Ha BBITYCK IMPOMEXYTOUYHOM MPOLYKIUH, MPEIHA3HAUYEHHOW IUIs
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nanpHelmel o0pabOTKM BHYTPHM TNPOU3BOACTBEHHOW IUIOINAAKK MM TOCTaBKH Ha JIPYTYIO
IIPOU3BOJCTBEHHYIO IUIOLIAJAKY, a TAaKXE BblJaya pAa3pelICHHs HA BBIIYCK TIOTOBBIX JIEKAPCTBEHHBIX
NPEnapaToB JOJDKHBI OCYIIECTBIATHCS YIOJTHOMOUYEHHBIM JIMIIOM C COOJIOJIGHHEM YCTaHOBIICHHBIX
TpeOOBaHUH.

52. (8.3) YNOITHOMOYEHHOE JMIO [OJKHO OCYIIECTBISATh BbIJAUy pa3pelleHUss Ha BBIMYCK
MPOMEKYTOUYHOM WIJIM TOTOBOW MPOAYKIMH, HCHOIB3YeMOH i mporpamMMm (ppakiMOHUPOBAHHS IO
JOTOBOPY Il TPETBUX CTPaH, HA OCHOBAaHUU HOPMAaTHUBOB, COIVIACOBAHHBIX C 3aKa34MKOM, a TaKXKe B
COOTBETCTBUHM ¢ TpeboBaHusMH Hactosumx IlpaBun. Ecnu Takue nekapcTBEHHBIE Ipenaparbl He
npeaHa3HaueHsbl Juid npuMeHeHus B Poccuiickoit deneparyy, K HUM MOTYT HE IPUMEHSThCS TpeOOBaHUSA
¢dapmakoneiinbix crateit ['ocynapcTBennoit papmaxornen Poccuiickoit deneparym.

X. Xpanenue 00pa3noB myJioB mia3msl (9)

53. (9.1) OnuH mysa mia3Mbl MOXET OBITh MCTOJIB30BaH Ui MPOU3BOJCTBA HECKOJIBKUX CEPHH H
(unmM) JIeKapCTBEHHBIX mpemnapaToB. KoOHTpoibHBIE 00pa3mbl KakIOro Iyjda IUIa3Mbl, a TaKkke
COOTBETCTBYIOIINE 3alMCH JIOJKHBI XPAaHUTHCSI HE MEHEE OJITHOTO TOfja IIOCIE OKOHYAHUS CPOKAa XPaHEHUS
MOJIyYEHHOTO W3 3TOTO IIyJia JIGKAPCTBEHHOTO Mpernapara ¢ HauOOJBIIUM CPOKOM XPaHEHHUsS U3 BCEX
JIEKapCTBEHHBIX NIPENApPaTOB, MOJIYYEHHBIX U3 3TOTO I1yJIa MIa3MBl.

XI. Yaanenue orxoaos (10)

54. (10.1) Heob6xonumo yTBEpAUTH MPOLEAYpbl 0€30MacHOrO XpaHEHUs U YJaleHHs OTXOJOB,
OJTHOPA30BbIX M 3a0paKOBAHHBIX MaTEpHANIOB (HANPHUMEP, KOHTAMHUHHMPOBAHHBIX E€IMHUI], €IUHUI] OT
MHOQUIMPOBAHHBIX JOHOPOB, a TaKXK€ KPOBH, IUIa3Mbl, MPOMEXYTOUHOH NPOAYKIUH WM TOTOBBIX
JIEKapCTBEHHBIX MPENapaToB ¢ UCTEKIINM CPOKOM FOJHOCTH), YTO JOJKHO OPOPMIISATHCS JOKYMEHTAIBHO.

Hudopmarus 06 H3MEHEHHSX:

Ipuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCceHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
IIpuniaoxenne N 15
K [IpaBunam Hamekamen
NPOU3BOJACTBEHHON MPAKTUKH

KBanudpukauus u Banuganus

C n3MeHeHHSIMH H JONMOJITHCHUSIMHU OT:

18 mexadpst 2015 r.
L. ITpuHun

1. B mnacrosmem [lpunoxkeHUM U3I0XKEHBI TpeOOBaHUS K KBATH(DHUKAMM ¥ BaJIUIAINH,
MPUMEHUMBIE K TPOU3BOJACTBY JIEKAPCTBEHHBIX MpemnapaToB. C IENbl0 JOKA3aTelIbCTBa COOTBETCTBUS
MapaMeTpoB KPUTHUECKHUX MPOIECCOB (000PYI0BaHMs) 3aJaHHBIM TPEOOBAHUSM MPOU3BOAUTEIN JOJIKHBI
MIPOBOANTH BAUIAIMIO TPOIECCOB U 000PYAOBaHMUS, UCTIONB3YEMBIX TPU MPOU3BOJCTBE JIEKAPCTBEHHBIX
cpencTB. Banumanus Tak:ke MPOBOJAUTCS MPHU CYIIECTBEHHBIX U3MEHEHHUSAX B IMMOMEIICHUSIX, 000PyIOBAaHUI
U TIPOIECCaX, KOTOPbIE MOT'YT OKa3aTh BIIMSIHUE HA KA4e€CTBO MPOAYKUMH. [l ompenesneHus coctaBa U
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o0BemMa paboT MO BaTUAANNN HEOOXOJUMO HCIIONIE30BaTh MOIX0/], OCHOBAHHBIN Ha OI[EHKE PUCKOB.
II. IlnanupoBaHue BaIMAALMHU

2. Bcro gesaTenbHOCTh MO  BajWAalMd  HEOOXOAMMO IUIAHUPOBaTh. KIlFOUEBBIE DJIEMEHTHI
MPOrpaMMBbI BaTUIallMd HEOOXOIUMO YETKO OMPENEIUTh U OPOPMHUTH JOKYMEHTAIBHO B OCHOBHOM TLIaHE
BaJUIAlUY WA aHATOTHYHBIX JOKYMEHTaX.

3. OCHOBHOU TMaH BaNUAAIMHU JODKEH OBITh 0000IIAIOIUM JTOKYMEHTOM, COCTABIICHHBIM B
JTAaKOHUYHOM, TOUHOU U sicHOU (opme.

4. OCHOBHOI TUTaH BaUAAINH JOJDKEH COJIEPKATh, B YACTHOCTH, CIIEIYIONIYI0 HH(OPMAIIHIO:

a) (a) uenb NpoBEJICHUS BaJIUIALIUN;

0) (b) opraHM3aMOHHYIO CXEMY JEATEIBHOCTH 110 BAIHIAIUY;

B) (C) mepeueHb BCeX MOMEIIEHUH, CUCTEM, 000PYIOBAHUS M MPOIIECCOB, MOIICKAIINX BATHIAIUY;

r) (d) popmy mokymeHTanuu B Buae (HOPMBI, KOTOPYIO CIEAYET MCIOIb30BaTh ISl MPOTOKOJIOB U
OTYETOB;

1) (e) maHupoBaHue U rpaduK BHIMOJIHEHUS paboT;

e) (f) KoHTpOIb H3MEHEHMIA,

%) (g) CCBUIKM Ha CYIIECTBYIOUIUE JOKYMEHTBHI.

5. B cnyuae ocyiiecTBICHHS KPYITHBIX IPOEKTOB MOXKET BO3HUKHYTHh HEOOXOIUMOCTh COCTABJICHHUS
OTJICTLHBIX OCHOBHBIX IIJIAHOB BaJIUIAIMH.

III. JToxymenTanus

6. HeoOxoaumo pa3paboTaTh MUCbMEHHBIH MPOTOKOJ C YKAa3aHUSMH OTHOCHTEIBHO TOTO, KAKHM
obpazom OynyT mpoBeAeHbI KBaTU(UKAMS U Bamuganus. Takod MPOTOKON JOJKEH OBITh NMPOBEPEH U
yTBep:kJeH. B mpoTokoe oMKHBI ObITh yKa3aHbl KPUTUUECKUE ITAIBl U KPUTEPUHU TIPUEMIIEMOCTH.

7. JomxkeH OBITh OJATOTOBJIECH OTUET C MEPEKPECTHBIMU CCHIIKAMH Ha MPOTOKOJ KBATU(DHUKAIIMH U
() Banupanuu, oOOOMIAIOMIMK TOTYYEeHHBIE PE3yJbTaThl, COACPKAIINNA KOMMEHTapUU OTHOCHUTEIHHO
JOOBIX 3aMEUYEHHBIX OTKJIIOHEHUH U BBIBOBI, BKJIIOYAs PEKOMEHAYyEMble M3MEHEHHS, HEOOXOAUMBIC IS
yCTpaHEeHUs1 OTKIOHeHWH. JItoOble M3MeHeHMs, BHECEHHBbIC B IUIaH, KOTOPBIH MpHUBEIEH B MPOTOKOIE,
HE00X0IUMO OPOPMIISTH TOKYMEHTAIBLHO C COOTBETCTBYIOIIUM O0OOCHOBAHUEM.

8. Ilocme ycmemHoOro 3aBeplieHHs KBaTU(PUKAMM HEOOXO0AMMO O(OPMUTH OQHUIHATHEHOE
MUCHbMEHHOE Pa3pelIeHue Ui Nepexoa K CIeayoIeMy 3Tany KBaTu(QHUKaluyd U BaTuIalum.

IV. Kpasuduxanus

Kpampukanus npoexra

9. IlepBbIM >7IEMEHTOM MPOBEICHHS BAJIUAALMU HOBBIX MMOMELICHUH, CUCTEM WM 000pYyI0BaHHA
ABIISICTCSA KBAJTM(HUKAIMS TPOCKTA.

10. Heo6xoauMo moka3aTh M JOKYMEHTAIbHO O(QOPMHUTH COOTBETCTBHE MPOEKTAa TPEOOBAHHIM
Hacrosux [IpaBui.

KBanupukauusa MoHTaKA

11. KBanudukanuio MOHTaxa HEOOXOJUMO MPOBOIUTH MJSI HOBBIX MM MOAM(PHUIMPOBAHHBIX
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MIOMEIICHUH, CUCTEM U 000PYAOBaHMUSL.

12. KBanudukanus MOHTa)xa J0JDKHA BKJIIOYATh CIEAYIOLINE 3JIEMEHTHI (HO HE OrpaHHYUBATHCA
HUMH):

a) (a) MpoBepKy MOHTa)ka 00OPYIOBaHUs, TPYOOIIPOBOIOB, BCIIOMOTaTEIbHBIX CUCTEM U IPUOOPOB
Ha COOTBETCTBUE YTBEPXKIEHHOMY NPOCKTY, BKIIOYas TEXHUYECKYIO0 OKYMEHTALUIO, YEePTEXKU H
crnienu(puKauy;

6) (b) olleHKY MOJHOTHI U COMOCTABJICHUE WHCTPYKIMK MMOCTABIIMKA 110 AKCIUTyaTallui 1 paboTe, a
TakXke TpeOOBAHUH K TEXHUYECKOMY 00CTYKHBAHUIO;

B) (¢) olIeHKY TpeOOBaHMI K KaTHOPOBKE;

r) (d) mpoBepKy MaTepHanoB, UCTIOIb30BAHHBIX B KOHCTPYKIIHSX.

Kpammpukanus GpyHKIMOHUPOBAHUA

13. KBanudukanus GyHKIMOHUPOBAHHS JOJDKHA CIIEI0BATh 33 KBaJHU(PHUKAIMEeH MOHTaXa.

14. Kpamudukanust (yHKIMOHHUPOBAHMS JOJDKHA BKIIOYATh CIEAYIOIIME SJIEMEHTHl (HO He
OTPAaHUYUBATHCS UMH):

a) (a) ucmbITaHUs, MCXOS U3 3HAHUH O Tpoleccax, CUCTEMax U 000pyI0BaHUH;

6) (b) wucnelTaHUS (QYHKIMOHHMPOBAHHUS OOOPYAOBaHHMS IpH pabouux IapaMeTpax, paBHBIX
BEPXHHUM U HM)KHUM JIOITyCTHMBIM IPEJENaM, TO €CTh B YCIOBHSIX "HaUXyJIIEro ciaydas'.

15. Vcnemmnoe 3aBepuieHHe KBalU(UKAMK (YHKIMOHUPOBAHUS JOJDKHO CIIOCOOCTBOBATH
OKOHYATEJIbHOMY O(GOPMIICHHIO WHCTPYKIMHA MO KaJIMOpPOBKE, HKCIUTyaTallMM M OYUCTKE, MPOBEACHUIO
0o0y4YeHHs OIEepaToOpoB, a TAKXKE YCTAHOBICHHIO TPEOOBAHMH K MPO(UIAKTUYECKOMY TEXHHYECKOMY
00cCITy>)KMBaHUIO. TOJIBKO MOCIIE 3TOr0 3aKa3UMKOM MOJKET NMPOBOAUTHCS NMPHEMKa MMOMELICHUH, CUCTEM U
000pyI0BaHUSI.

Kpanupukauus dxciuryataumu

16. Kpanudukaus 3KCIUTyaTalldl BBIMOJIHSACTCS MOCJE YCIEIIHOTO 3aBEpIICHUs] KBaTU(UKAIIH
MOHTaXa ¥ KBANU(UKAIUU (YHKIUOHUPOBAHHUSL.

17. Kpamudukamus dSKCIUTyaTallid JOJDKHA BKJIIOYATh CIEAYIONIME JJIEMEHTHl (HO HE
OTPAaHUYUBATHCS UMH):

a) (a) ucmpITaHUS C UCIOJIB30BAHUEM MAaTEPUAIOB, MPUMEHSAEMBIX B MPOMU3BOJCTBE, BHIOPAHHBIX
3aMEHHUTENe C aHAJIOTWYHBIMH CBOWCTBAMH WJIM MOJEIUPYIOIIEro Ipernapara, pa3paboTaHHbIE Ha
OCHOBAaHMU 3HAHMH O TIpoOIlecce, a TAKXKE O TEXHUYECKHUX CPE/ICTBAX, CHCTEMaxX MM 000pYI0BaHUH;

6) (b) umcmblTanus Tpu pabouMx MapaMeTpax, PaBHBIX BEPXHUM M HI)KHUM JIOIYCTUMBIM
NpeJebHBIM 3HAUCHUSIM.

18. HecmoTps Ha TO, YTO KBaJM(UKAIUA IKCIUTyaTallud pacCMaTpUBAETCS KaK OTACIbHBIN 3Tar
paboT, B HEKOTOPBIX CIyYasx IeJecoO0pa3sHO TMPOBOAUTH €€ COBMECTHO C KBaJIM(UKaIUeH
(GYHKIMOHUPOBAHUS.

KBanudukanusi ycTAaHOBJIEHHBIX (MCMOJIb3yeMbIX) TEXHHYECKHUX CPEICTB, MOMEIeHU U
o0opynoBaHus

19. HeoOxoauMo uUMeTh TaHHBIE, 0OOCHOBBIBAIOIINE U TOATBEPIKIAIOIINE COOTBETCTBUE pabounx
KPUTHYECKMX TMapaMeTpoB 3aJaHHBIM TpeOoBaHUSAM. MHCTpyKIMM 1O KaduOpOBKE, OYHCTKE,
npopUIAKTHIECKOMY TEXHHUECKOMY OOCITYXMBAaHMIO U OKCIUTyaTallud, a Takke IO OO0Y4YEeHHUIO
OIIEPATOPOB U BEACHUIO OTYETOB JIOJIKHBI OBITH JIOKYyMEHTAJIBHO O(POPMIICHBI.
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V. Basmaanus npouecca

O0mmue TpedoBaHMA

20. TpeOoBaHMs W NPUHIUIBI, HU3IOKEHHbIE B HacrosimeM [IpuiaoxeHun, HPUMEHHMBI K
MIPOM3BOJICTBY JIEKapCTBEHHBIX (opM. OHU PacIpOCTPaHSAIOTCS Ha MEPBOHAYAIBHYIO BAJUJALUIO0 HOBBIX
MPOIIECCOB, MOCIIEAYIOIIYIO BATUIALUI0 H3MEHEHHBIX MPOLIECCOB U MOBTOPHYIO BAIMAALIUIO.

21. Banupanus mpouecca, Kak INpaBHIO, JOJDKHA OBITh 3aBEplICHA J0 Hayalla pealn3alud |
MPOIaXH JICKApCTBEHHOTO INpenapara (MepcreKTUBHAs BaIUAanus). B HCKIIOUUTENBHBIX ClyYasX, KOraa
Takas BaJMJAlMs HEBO3MOXKHA, MOXKET BO3HHKHYTh HEOOXOJIMMOCTh MPOBEIEHUS BAJMAALNU HPOIIECCOB
BO BpEMsI TEKYIIETO MPOU3BOJICTBA (COMYTCTBYOMAs Banuaamnus). IIpoueccel, KOTOpbIe ykKe MPOBOAUIHNCH
B TEUEHHE HEKOTOPOTO BPEMEHH, TAKKE MOAJIEKAT BAIMAALNH (PETPOCTICKTUBHAS BAJIHIAIIHS).

22. Vlcrionb3yeMble TOMEIEHHs], CUCTEMbI 1 000py/I0BaHHE JIOJKHBI OBITh KBaTM(DUIMPOBAHBI, a
aHAJTUTUYECKHE METONMKMA HWCIBITAaHWA - BamuaupoBaHbl. IlepcoHan, nNpUHMMAIOUIMI ydacTHe B
MPOBEJICHUH BAIUIAINH, TOJKEH OBITh COOTBETCTBYIOIIMM 00pa3oM 00yUeH.

23. Heo0x0auMO TPOBOJUTH IMEPUOAUYECKYIO OLIEHKY IOMEIIEHHH, CHCTeM, O00OpYAOBaHUS H
MPOIIECCOB C LENBIO0 MOATBEPKIACHUS UX paObOTHI B COOTBETCTBUH C 3a/laHHBIMHU TPeOOBaHUSAMU.

HepCHeKTI/IBHaH Bajinganuda

24. IlepcrieKTUBHAs BaJUIAIM JOJDKHA BKIIOYATh CIEAYIOIINAE SJIEMEHTHI (HO HE OrpaHUYUBATHCA
HUMH):

a) (a) KpaTKoe OMMcaHue mpolecca;

0) (b) mepeyeHb KPUTUIECKUX CTATMMA MPOLIECCa, MOJICKAIIUX UCCIEIOBAHUIO;

B) (C) mepeyeHb HCIOIB3YEMBIX TIOMEIIEHUH M 00OpyJoBaHUS (BKJIIOYas H3MEPHUTEIBHOE,
KOHTPOJIbHOE, PErHCTPUpYIOIee 000PYI0BaHKE) C YKa3aHUEM CBEICHUH 00 MX KaTuOpPOBKE;

r) (d) cnenudukanuu Ha TOTOBYIO MPOAYKIIUIO TP BBIITYCKE;

1) (€) mpu HEOOXOAUMOCTH MEPEYCHb AHATUTUYECKUX METO/HNK;

e) (f) npeanaraemple TOUKH KOHTPOJIS B IPOLIECCE MTPOU3BOICTBA U KPUTEPHH ITPUEMIIEMOCTH;

K) (g) mpu HEOOXOTUMOCTH JOMOJHHUTEIbHbIE HCIBITAHUSA, KOTOpPhIE HEOOXOIMMO IPOBECTH,
BMECTE C KPUTEPUSIMHU MPUEMIIEMOCTH U BaIUJAlMEH aHATUTUIECKUX METOJIUK;

3) (h) mnan or6opa npoo;

1) (1) METOJBI PETHCTPALIUU U OLICHKU PE3YJIbTaTOB;

K) (j) dyHKUIMU 1 00S3aHHOCTH;

1) (k) mpenmonaraemslii TpaduK BHIIOTHEHUS padoOT.

25. C mnoMoIpl0 YCTAaHOBJICHHOTO Tporecca (HMCHOIb3ys KOMIIOHEHTBI, COOTBETCTBYIOIIUE
ceun(uKausIM) MOXKHO TIPOU3BECTH PNl CEpUdl TOTOBOM MPOAYKUMU TPU OOBIYHBIX YCIOBHUSX.
TeopeTnueckn KOJUYECTBO BBIMOJHEHHBIX MPOM3BOJACTBEHHBIX IIMKJIOB W CHENAHHBIX HAOIIOJCHUN
JOJDKHO OBITH IOCTATOYHBIM JJISL TOTO, YTOOBI MTO3BOJIUTH YCTAHOBUTH OOBIYHYIO CTENIEHh M3MEHYMBOCTH U
TEH/ICHIINH, a TAK)KE MOJTYYUTh HE00X0IMMOE KOJIMYECTBO AaHHBIX /Ul OLIEHKHU. J{JIs Bamuaanuu npouecca
CUMTAETCs JOCTATOUHBIM BBIMOJIHUTH TPH MOCIIEA0BATENIbHBIE CEPUU MU IMKJIA, IIPU KOTOPBIX MapamMeTphl
HaXOJATCS B 3a/IaHHBIX MpEJIesIax.

26. Pazmep cepuu mpu BaJMAALMU JODKEH OBITH PaBHBIM pa3Mepy CepuH IMpHU MPOMBIIIICHHOM
BBIITYCKE MPOIYKIIHH.

27. Ecnn mpenmnosiaraetcs Mmpoja)xka WINM MOCTaBKa CEpUi, NPOM3BEIEHHBIX IPHU BaluAalMH, TO
YCIOBHSI WX TPOU3BOACTBA JIOJDKHBI IOJHOCTBIO COOTBETCTBOBATh PETHCTPALIMOHHOMY JIOChE H
TpeGoBaHusAM HacTosmmx [IpaBui, BKIOUas y1OBIECTBOPUTEIBHBIN Pe3yIbTaT MPOBEICHUS BaTUIAIIUH.
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COHYTCTBleIIIaH BaJInaanuda

28. B MCKIIOUNUTEIBHBIX CIIy4asX JOMYyCKAeTCsl HAUMHATH CEPUITHOE TPOU3BOJICTBO A0 3aBEPLICHUS
[IPOrpaMMbl BaJIMIALIHH.

29. Pemenune O TPOBEACHUU COIMYTCTBYIOIIEH BalWJallMM JODKHO OBITH 00OCHOBAHO,
JOKYMEHTAIbHO 0()OPMIICHO U YTBEPKACHO JIMIIAMHU, UMEIOIIMMHU COOTBETCTBYIOIIEE ITOJTHOMOYHE.

30. TpeGoBaHusl K JOKYMEHTALUMH JJIsl COMYTCTBYIOLICH BaJMIAIMH SBISIOTCS TAKHUMHU XKe, KaK U
TpeOOBaHMUs, YCTAHOBJICHHBIE JIJIS IEPCIIEKTUBHOM BaIHIAIHH.

PeTPOCHeKTI/IBHaH BajInaanud

31. PerpocrnexkTuBHas BaluJanus MOXKET IMPOBOAUTHCS TOJBKO JUIsI XOPOIIO OTpabOTaHHBIX
npoueccoB. [IpoBeaeHHe pETPOCHEKTUBHOM BaJMJAlMM HE JOIYCKAaeTcs, €CIM B COCTaB MPOAYKLHH,
TEXHOJIOTUYECKUH MPOLIECC UM 000pyI0BaHHE HEaBHO OBbLIIM BHECEHBI H3MEHEHUS.

32. PerpocnekTuBHas BalMJalUs yKa3aHHBIX IPOLECCOB OCHOBBIBAETCS HA IPEIIIECTBYIOLIUX
naHHbIX. [Ipu 3TOM TpeOylOTCsS cOCTaBieHHE CHENMATBHOTO MPOTOKOJIA U OTYETa, a TaKXKe MpPOBEICHHE
0030pa aHHBIX MPEIIIECTBYONIECH SKCIUTyaTalllu C BbIIayel 3aKIII0YCHUsI M PEKOMEH AN,

33. VcTOYHMKM JAaHHBIX JJIS TAaKOW BAJMJALMU JOJDKHBI BKIIIOYATh (HO HE OTPAHUYUBATHCS HMH)
3alUCH IO MPOU3BOJACTBY M YNAKOBKE CEpUM NPOAYKIHMH, KOHTPOJIbHBIE KApThl IPOU3BOCTBA, KypPHAJbI
NPOBEICHUSI TEXHHUUYECKOTo OOCTYXHBaHMSA, AaHHbIE 00 W3MEHEHMAX B IIEpCOHANE, HCCIEIOBaHUA
BO3MOKHOCTEH IIpoLecca, JaHHbIE O TOTOBOM NPOAYKLUH, B TOM YHUCJIE KapThl TEHIACHLUN, a TaKkKe
pe3yabTaThl U3Y4YEHUS €€ CTAOMIbHOCTU TIPU XPAHEHUH.

34. Cepun mpoAyKLUH, OTOOpaHHBIE I MPOBENEHHUS PETPOCHEKTUBHON BaMAALNHU, JOJDKHBI
SBIISITHCSI TIPEJICTABUTEIBHON BHIOOPKOM JJIs1 BCEX CEPHid, MPOM3BEACHHBIX B TEUCHHUE PACCMATPHUBAEMOTO
nepuosia, B TOM YHCJIE BCEX CEpuUi, HE COOTBETCTBYMOIUX crnenupukanusm. KommuyectBo cepwuii
INPOAYKIUHN JOJDKHO OBITh JOCTaTOYHBIM JJISi TOTO, YTOOBI J0Ka3aTh CTAOMIBHOCTH mporecca. [lpu
MIPOBEICHUHU PETPOCHEKTUBHON BaJTUIAIIMH MPOIECCAa MOTYT MOHAAOOUTHCS JOTIOTHUTEIbHBIC NCIIBITAHUS
apXMBHBIX 00PA3IIOB JJIs MOIyYeHUs] HEOOXOAMMOTO KOJIMYECTBA WIIM HEOOXOIMMOTO BUAA JaHHBIX.

35. Jlns oueHKM CTaOWJIBHOCTH TIpoliecca IpH TMPOBEACHUHM PETPOCIIEKTUBHON BaHIAIMH
HE00XO/IMMO BBINOJIHUTH aHaIu3 AaHHBIX 10 10 - 30 mocnenoBaTebHO MPOU3BEACHHBIM CEPHUSIM, OJTHAKO
IpU HAJIMYUH COOTBETCTBYIOUIETO OOOCHOBAaHUS KOJIMYECTBO MCCIEIYyEMbIX CEpUil MOXKET ObITh
YMEHBIIIEHO.

VI. Baauaanusg oYnCTKH

36. Banunanuio 04MCTKA HEOOXOAMMO MPOBOJIUTH JJISI TOTO, YTOOBI MOATBEPAUTH 3(PPEKTUBHOCTD
nporenypsl ouucTKH. OOOCHOBaHWE BBIOPAHHBIX MPENENIOB IS TMEPEHOCHUMBIX OCTATKOB MPOIYKTa,
MOIOIIUX CPEJICTB, a TaKKe MHUKPOOHOW KOHTAMMHAIIMM JIOJDKHO OCHOBBIBATHCS HA CBOMCTBaX
NPUMEHSEMBIX MaTepUanoB. OTH TpeAebHbIC 3HAUYEHUS JOJDKHBI OBITh PEANbHO JOCTHKHUMBIMH H
IIPOBEPSIEMBIMHU.

37. Hns oOHapyXeHHs OCTAaTKOB WIM KOHTaMHHAHTOB HEOOXOAMMO  HCIOJb30BATh
BAJIMIUPOBAHHbIE aHATUTHYECKUE MeToAuku. Ilpemen oOHapyXeHUs ISl KaXAOH aHaIMTHYECKOM
METOAMKH JIOJDKEH OBITh JTOCTATOYHBIM JUIsI TOTO, YTOOBI OOHAPYKHUTh YCTAHOBJICHHBIN JIOITYCTHMBIHA
YPOBEHb OCTaTKa WM KOHTAMUHAHTA.

38. Kak npaBuio, He00X0IMMO MPOBOANTH BAIUAALMUIO TOJBKO MPOLEAYP OYHCTKU MOBEPXHOCTEH
000pyI0BaHUS, KOHTAKTUPYIOLUIMX C IpoayKiued. OnHako HE0OXO0AUMO yIeNiTh BHUMAHUE U JIETAJISIM
000pyI0BaHUSsl, HE KOHTAKTUPYIOIIMM C TpoayKiuen. Heo6xoammMo npoBOUTh BaIHIAIMIO JUTUTEIbHOCTH
HMHTEPBAJIOB BPEMEHHM MEXKIY OKOHYAHHEM IIPOLECCa U OYMCTKOM, a TAaKKe MEXIy OUMCTKOM M HadalioM
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creayromero npouecca. JIommkHbI ObITH OnpeeneHbl METOJbl OUYUCTKH M MHTEPBAIBI BPEMEHH MEXIY
IIPOBEJIEHUEM OYUCTKHU.

39. [lng mpouedayp OYMCTKM, CBSI3aHHBIX C OYEHb CXOAHBIMU MPOAYKTaMH M IIPOLECCaMH,
JIOMyCKAeTCsl BBHIOpATh IMPEICTABUTENBHBIM PsII CXOIHBIX MPOIAYKTOB M MPOIECCOB. B Takux ciryudasx
MO>XKHO IIPOBECTH OJHO BaJIUJALMOHHOE MHCCIEN0BAaHUE C MCIOJIB30BAaHUEM MOAXOAA 'HAUXyALINN
cirydail", mpu KOTOPOM yUYTEHBI BCe KPUTUYECKHE (DaKTOPHI.

40. [na Banumanuu HOpOLEAYpbl OYUCTKM JOCTATOYHO YCIEHUIHOTO TIPOBEACHMS TPEX
IIOCJIEI0BATEIbHBIX [IUKJIOB OUUCTKH.

41. Merton "UCHIBITHIBATH JI0 TEX IOP, MOKa HE OyIeT YUCTO" He 3aMEHsET BaUAALUIO MPOLETyPhI
OUHCTKHU.

42. Ecnum ynanseMble BEIECTBA SBJISIOTCA TOKCHMYHBIMM WM ONAcHBIMH, TO B IOPSAKE
UCKJIIOUYEHHUS] BMECTO HHMX MOXKHO HCIOJIB30BaTh Iperaparbl, MOJACIUPYIOMHE (UIUKO-XUMUYECKHE
CBOMCTBA TaKUX BEILECTB.

VII. KoHTpOo/1b H3MEHEeHU I

43. Ilpou3BoauTenb JOJKEH YTBEPAMTH MPOLEIYypbl C ONHUCAHUEM JACHCTBHM, KOTOpBIE
HE00XO0IUMO MPEIIPUHSATH, €CIIA MPEIONIaraeTcss U3MEHEHNE HCXOTHOTO ChIPhsI, KOMIIOHEHTOB IPOIYKTa,
TEXHOJIOTUYECKOTO 000pyI0BaHMsI, TApaMETPOB OKPY>KaIOIIeH MPOU3BOICTBEHHOMN cpenbl (MK y4acTKa),
crioco0a MPOU3BOJICTBA WIM METO/1a KOHTPOJIS WK JII000e Ipyroe M3MEeHeHHEe, KOTOPOE MOXKET MOBIUATH
Ha Ka4yeCTBO NMPOAYKIMHU MM BOCIPOU3BOIAUMOCTH mpolecca. [Iponenypbl KOHTPOIISE U3MEHEHUN TOJIKHBI
00ecreynTh MOJYyYeHHUE JOCTATOYHOTO KOJIMYECTBA JAHHBIX JUISA MOJATBEPKACHUS TOTO, YTO M3MEHEHHBIN
IpoIiecc MO3BOJIAET IMOJIyYaTh MPOAYKLHUIO TPeOyeMOro KauecTBa, COOTBETCTBYIOLIYIO YTBEPKICHHBIM
crienu(pUKaIusIM.

44. Ha Bce u3MEHEHHUs, KOTOpbIE MOTYT OKa3aTb BIMSHUE Ha KAuyeCTBO NPOAYKLMH WU
BOCIIPOM3BOAMMOCTD IpoOIlecca, OJKHBI OBITh TMOJAHbI 3asBKM B pamMKax (apMaleBTHUECKOW CHUCTEMBI
KayecTBa. Takue M3MEHEHHs IOJDKHBI OBITh JOKYMEHTAJIbHO O(OpMIIeHBI, yTBep:kIeHbl. Heobxomumo
OLIEHUTh BO3MOYKHOE BIJIMSIHUE W3MEHEHHMH B MOMEIEHHIX, CUCTEMax U 00OPYJOBaHUH Ha MPOIYKIIMIO, B
TOM YHCJIe IPOBECTHU aHAINU3 PUCKOB. JI0JDKHBI OBITH OMpeieseHbl HEOOXOIUMOCTh U 00bEM MOBTOPHOM
KBaJTM(HUKAIIMK U TIOBTOPHOH BaJIUIAIUH.

VIII. IToBTOpHAas BaJuganusi

45. HeoOx0auMO TPOBOJUTH IMEPUOAUYECKYIO OLIEHKY IOMEIIEHHH, CHUCTEM, O0OpYAOBaHUS H
IIPOLIECCOB, BKJIIOYasi MPOUEAYpPbl OYMCTKH, JJI1 IOATBEPKIACHUS UX COOTBETCTBUS 3aJaHHBIM
TpeOoBaHusM. Eciau cyliecTBEHHbIE H3MEHEHUS OTCYTCTBYIOT, TO BMECTO IIOBTOPHOW BaJHMIAIHH
JOCTaTOYHO COCTABUTh OTYET, CBUIACTEILCTBYIOIIMNA O TOM, YTO MOMELICHHS, CUCTEMBI, 000PYJOBaHUE H
MIPOIIECCHI COOTBETCTBYIOT YCTaHOBIICHHBIM TPEOOBAHUSAM.

IX. TepMuHBI ¥ onipeae/IeHUsA

Jlnsa ueneir Hacrosmero I[IpunoskeHHss KpoMe TEPMHUHOB M OIPEACICHUMN, IIPENYyCMOTPEHHBIX
riagoi [ HacTosimx [IpaBui, HCIOIB3YIOTCS TaKKe CIEAYIOIINAE OCHOBHBIC IIOHATHS:

aHAJM3 PUCKOB - METO/] OLICHKU U ONMHMCAHUS KPUTHUYECKUX MMAapaMeTpoB MpU (PyHKIMOHUPOBAHUH
000pyI0BaHUS, CUCTEM WJIM IPOIIECCa B CBSI3M C YCTAHOBJICHHOM OMACHOCTHIO;

BAJMIAIUSA OYMCTKH - TOKYMEHTAJIBFHO O(pOPMIICHHOE MOJITBEPHKACHUE TOTO, UTO YTBEPIKICHHAS
nporenypa OYHCTKA OOECIeYMBaeT TakKyl UHCTOTY OOOpYyJIOBaHHUS, KOTOopas HeoOXomuma Jyis
[IPOU3BOCTBA JICKAPCTBEHHBIX CPEICTB;
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BaJMJIAIUs Mpolecca - JOKYMEHTAIbHO O(QOPMIICHHOE MOJATBEPXKAEHUE TOrO, YTO IPOIECC,
BBINOJIHSAEMBIN B PAMKaX YCTaHOBJICHHBIX TAPaMETPOB, OCYIIECTBIsAETCS 3()(HEKTUBHO, BOCTIPOU3BOAUMO H
NPUBOAUT K TPOU3BOACTBY JIEKAPCTBEHHOTO IpernapaTa, COOTBETCTBYIOLIETO 3apaHee YCTaHOBJICHHBIM
crienn(UKaUsIM U XapaKTepUCTUKAM KayecTBa;

KBAIM(UKAIMA MOHTaKa - JOKYMEHTAJIbHO O(OPMIIEHHOE MOATBEPXKICHHE TOTO, YTO MOHTAaX
MOMEIICHUH, CcUCTeM M 000pynoBaHHsA (YCTAaHOBJICHHBIX WIM MOJU(PHUIMPOBAHHBIX) BBIIOJHEH B
COOTBETCTBHUH C YTBEPKICHHBIM IIPOSKTOM M PEKOMEHAALUAMHU UX POU3BOIUTEIS,;

KBAIM(UKAIUA TPOEKTa - JOKYMEHTAJbHO O(OPMICHHOE MOATBEPXKIEHHE TOrO, YTO
NPE/UIOKEHHBI TPOEKT IMPOU3BOJACTBEHHBIX IOMEUICHUH, OOOPYAOBAaHUS WM CHUCTEM SBISCTCA
MIPUTOJIHBIM JUTSl TPUMEHEHHSI 110 Ha3HAYCHUIO;

KBaJIM(puKanusg (GYHKIMOHMPOBAHUSA - JOKYMEHTAJIHHO O(OPMIIEHHOE IMOATBEP)KICHUE TOTO,
YTO MOMEILEHHSI, CUCTEMBI U 000py10BaHUE (YCTaHOBIICHHBIE I MOAU(DUIIMPOBAHHbIE) (DYHKIIMOHUPYIOT
B COOTBETCTBUH C MPEAbABISAEMBIMU TPEOOBAHUSIMHU BO BCEX MPEIYCMOTPEHHBIX peXKUMax padoThI,

KBAIM(UKAIUSA IKCIIYATAUH - JTOKYMEHTAIbHO OQOPMIICHHOE MOATBEPKACHUE TOTO, UTO
MOMEIICHHUS, CHCTEMbl U 00OpYIOBaHHE IPU COBMECTHOM HCIOJIb30BaHUHU paboTaroT 3¢ddexkTuBHO 1 ¢
BOCIIPOM3BOAMMBIMHM ~ TOKa3aTeIsIMM B COOTBETCTBHM C  YTBEPXKACHHBIMH  TpPeOOBaHUAMHU H
XapaKTepUCTUKAMU TPOIIeCcca;

KOHTPOJIb W3MeHeHMIl - JOKYMEHTaJbHO O(OPMIICHHBIM MOPSAIOK, COIJIACHO KOTOPOMY
KBaJTM(HUIIMPOBAHHBIC MPEICTABUTENIN PA3TUYHBIX CIECHUAIBHOCTEH PacCMATPUBAIOT MPEATIOKESHHBIC WIH
(aKTHUeCKH BHECCHHBIE HW3MEHEHHs, KOTOpbIE MOTYT TOBJIHMATH Ha BAJIUAMPOBAHHOE COCTOSIHUE
MOMEIICHUH, O0OpYJIOBaHUS, CHCTEM WIM IporeccoB. llenp Takoro KOHTPONS - ONPEAETHUTH
HEOOXOMMOCTh MEPOIPUATUH, KOTOpbIE MJOJDKHBI O0ECIeYUTh M JOKYMEHTAJIBHO YJIOCTOBEPHUTH
MoJIep>KaHUE CUCTEMBI B BAJINIMPOBAHHOM COCTOSIHUM,

MOJeJHPYIOIIMI nmpenapart - MaTepual, KOTOPbIi O CBOMM (U3NYECKUM M, 110 BO3MOXHOCTH,
XMMHAYECKHM XapaKTepUCTUKaM (HampuMmep, BS3KOCTH, pasMepaMm dacTuil, pH) Oiu30K mpoaykry, B
OTHOILICHUH KOTOPOTO MPOBOAMTCS Banuianus. Bo MHOTHX cCilydasx 3TUMH XapaKTEPUCTUKAMHU MOXKET
obnanath cepus npenapaTa-mianedo (MpoayKra, He coaepkaniero (hapManeBTHIECKON cyOCTaHIIum);

HAMXYIIWM cjaydail - onpeneneHHble CTaHJAPTHBIMU OINEPAMOHHBIMU TPOLETYPaMH yCIOBHS
WIA KOMIUIEKC YCJOBUH, OTHOCAIIMECS K BEPXHUM W HIDKHMM TpEACIbHBIM 3HAYCHUSAM paboumx
napaMeTpoB TIpolecca W CBSI3aHHBIM C HUMH (PaKTOpaM, KOTOpble OOYCIOBIMBAIOT HAaMOOJBLIYIO
BEPOSTHOCTH MOSIBIEHUSI 0O B Tpolecce WM Opaka B MPOIYKTE MO CPAaBHEHHUIO C WACaTbHBIMH
ycnoBusiMU. Takue yclioBust He 00s3aTeNbHO MPUBOIAT K COOI0 B Ipollecce WM MOSABICHHIO Opaka B
MIPOJYKTE;

NnepcrneKTHBHAS BATWAALMA - BAIMAALNS, BBHIIOJIHIEMas 10 Hayajla CEpUITHOTO NMPOU3BOACTBA
MPOAYKIIUH, IPETHA3HAYCHHOM I peaan3aluu;

NMOBTOPHAs BAJIMJALUS - [MOBTOPEHUE BAJTUAAIMH IpoIecca A 00ECleYeHUs] TapaHTHH TOTO,
YTO U3MEHEHHUs B Tpolecce U (Hiu) 000pyA0BaHIH, BHECEHHBIE B COOTBETCTBUHU C MPOLEAYPOH KOHTPOIIS
M3MEHEHMH, HE YXY/IIIAl0T XapaKTePUCTUKU MPOIecca U KaYeCTBO MPOTYKIIHH;

pPeTpOCNeKTUBHASl BAJMAANNSA - BAIMIALNS CEPUHHOTO IMpolecca MPOU3BOACTBA PEaTU3yeMOro
NPOIyKTa, OCHOBaHHAsl Ha COOPAHHBIX JaHHBIX O MPOU3BOACTBE U KOHTPOJIE CEPHUl MPOAYKLIUH;

CONMYTCTBYIOIIAs BAJMWAALMA - BAIMJALMA, BBIIOJHAEMAas BO BpeMs TEKYyLIEro (CepHiHOTrO)
MIPOM3BOJICTBA NMPOAYKIINH, IPeTHA3HAYEHHON JIs1 peasu3aliii.

Hudopmarus 06 H3MEHEHHSX:
Ipuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
6HECeHbl U3MEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a207106KA 8 Npeobloyuiell peoaKyuu
IIpuniaoxenne N 16
K [IpaBunam Hamekamen
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Hp0H3BOI[CTBeHHOﬁ NMPaKTUKHU

HonTBepmeHne YIIOJTHOMOYECHHBIM JIMIIOM COOTBETCTBUSA CEPUH NMMPOAYKIUHA C LEJTBI0 €€ BBIITYCKA

C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
I. O6a1acTs npumenenns (1)

1. (1.1) Hacrosiuee IlpunoxeHue omnpeaenseT MNOPAJOK IOATBEPKACHUS COOTBETCTBUS,
BBINOJIHAEMOTO YITOJTHOMOUYEHHBIM JIMIIOM, IIPU BBOJE B TPAKIAHCKUNA OOOPOT cepuil JIEKapCTBEHHBIX
CPEICTB (B TOM YHCJE 3aperMCTPUPOBAHHBIX WJIM IPOU3BEIEHHBIX JJIs JKCIOpTa JIEKAPCTBEHHBIX
IIPEnapaToB).

2. (1.2) Hacrosimee IlpunokeHue Takke pacHpoOCTpaHAETCs Ha Ciaydad, KOTJa IMPOU3BOJACTBO
CEpUHU NMPOAYKLNHU WU MPOBEACHNE AHATU30B PA3JEICHO Ha HECKOJBKO 3TAIOB, BHIMOJIHIEMBIX B Pa3HBIX
MECTax WIHM Pa3HbIMH IMPOU3BOIUTENSIMH, a TAaKXKe KOTJa CEpPUI0 POMEKYTOUHOW MM Hepac(hacoBaHHOM
NPOAYKIUH pa3JeisiioT Ha JBe U Ooiee cepun rotoBoil mponykimu. Hacrosimee Ilpunoxkenune moxer
OBITH MPUMEHEHO K JIEKAPCTBEHHBIM IpenapaTam, IpeJHa3sHauYeHHBIM [T KITHHHYECKUX UCCIIETOBaHHA.

3. (1.3) Ecnum HOpMaTHBHBIMHM IpaBOBBIMH akTaMHu Poccuiickoii ®denepanyuu yCTaHOBJIEHBI
crienuanbHble TpeOOBaHMS K BBOAY B TPaXIAHCKUH OOOPOT HEKOTOPBIX IpenapaToB KpPOBU U
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB, TaKUe TPeOOBAHUS JOIDKHBI COOTIOIATHCS.

4. (1.4) OcHoBHBIE TPeOOBAaHUS K BBITYCKY CEPHU MPOIYKIMU MPHUBOIATCS B COOTBETCTBYIOIIUX
PETrUCTPAIIMOHHOM J0Ch€, MPOMBIIIICHHOM perjiaMeHTe M crneuudukanusx. [lomoxkeHus HacTOSIIEro
[TpunoxeHus NPUMEHSIOTCS B YaCTH, HE IIPOTUBOPEYAIICH TAKUM OCHOBHBIM TPEOOBaHUSIM.

L. Ipuauun (2)

5. (2.1) Kaxnad cepus roroBod HPOAYKIHMHM JOJDKHA IOJYYHUTh OT YIOJHOMOYEHHOTO JIMIIA
MOJTBEPXK/ICHUE €€ COOTBETCTBUSI YCTAaHOBJICHHBIM TPeOOBAHUSAM JI0 €€ BBITyCKa HAa BHYTPEHHUH PHIHOK
WM Ha DKCIOPT.

6. (2.2) Uenstmu perynupoBaHus NPOLEAYpbI BBIITYCKA CEPUN IPOAYKIIMH ABIISIOTCS:

rapaHTdsi TOTO, YTO Cepusl ObUIa MpoW3BeleHa M MPOBEpEHAa B COOTBETCTBHM C JIMLECH3UECH Ha
MIPOM3BOJICTBO JICKAPCTBEHHBIX CPEACTB, TPEOOBAaHUSAMH PETUCTPAIIMOHHOTO JI0ChE, TPeOOBAHUIMHU
Hacrosmux [IpaBmi, a Takke MHBIMH TPEOOBaHHMSAMHU, YCTAHOBJICHHBIMM HOPMATHBHBIMH IPABOBBIMH
akramu Poccuiickont denepanuu, epes €€ BhITyCKOM;

rapaHTds TOTO, YTO TPH HEOOXOIMMOCTH UCCIENOBaHHS Opaka WIM OT3bIBA CEPHH
YIOJHOMOYEHHOE JIMII0, KOTOPOE BBIIAJIO pa3peIICHUE HA €€ BBIIIYCK, U COOTBETCTBYIOLIUE 3aIUCH MOTYT
OBITH JIETKO UJCHTU(UIIPOBAHBI.

I11. BBenenue (3)

7. (3.1) IIpom3BoacTBO CepUM JIEKAPCTBEHHBIX CPEACTB, B TOM YHCJIE KOHTPOJIb KauecTBa,
pasnensercs Ha CTauM, KOTOpPbIE MOTYT BBINOJHATHCS Ha Pa3HbIX MPOU3BOJCTBEHHBIX IUIOMIAAKAX U
pasHbIMU Tpou3BoauTENsIMH. Kakmas craaus IOJKHA BBIMONHATHCS B COOTBETCTBUU C TPeOOBAaHUSIMHU
IPOMBIIIICHHOTO pErjlaMeHTa, TpeOOBaHMAMM HAcTOAMMX [IpaBuin M HMHBIX HOPMATHUBHBIX MPABOBBIX
axktoB Poccuiickoit denepanuu. YIIOJIHOMOYEHHOE JIMLO, OCYLIECTBIAIONIEE POLIEAYPY IMOATBEPKIACHUS
COOTBETCTBUS CEPUU TOTOBOW MPOIYKIIMU YCTAaHOBJICHHBIM TPEOOBAHHSIM IEpes €€ BBITYCKOM, JOJIKHO
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PYKOBOJICTBOBATBHCS YKa3aHHBIMU TPEOOBaHUSIMH.

8. (3.2) Ha mpakTuke 0JHO yIOJTHOMOYEHHOE JIMIIO MOKET HE 3HaTh 0OCOOEHHOCTEH KaKI0T0 3Tara
IIPOU3BOJCTBA. YIOJHOMOYEHHOE JIMIO, KOTOPO€ MOATBEPKAAET COOTBETCTBHE CEPUM TOTOBOM
IIPOAYKIMH, IO OTAEJIBHBIM BOIIPOCAM MOXET ONUPATHCS HA 3aKIHOYEHMSI APYTUX YIOJHOMOYEHHBIX JIMII.
B Takux ciydasx yHNOJTHOMOYEHHOE JIMIO JOJDKHO OBITh 3apaHee YBEPEHO B HAJEKHOCTH 3TUX
3aKJIFOYEHUH, UCXO0J U3 JMYHOTO ONBITa WM HAa OCHOBAaHUM IOATBEP)KIEHUS, MOJYYEHHOTO OT JPYIHX
YIOJHOMOYEHHBIX JIUL] BHYTPH YCTAaHOBJIEHHOW CUCTEMBI KaUeCTBa.

9. (3.3) Ilpu BBINOJIHEHNUU OTHENBHBIX CTAJUIl MPOM3BOACTBA B JIPYrod CTpaHE aHAJIOTMYHBIE
TpeOOBaHUS K COOTBETCTBHIO IMPOU3BOJCTBA U MPOBEIECHUIO KOHTPOJIS KAaueCTBA IMPEIBSIBIAIOTCA U K
YYaCTHUKY IIPOM3BOJICTBA B ATON CTpaHe. B 3ToM ciyuyae mpou3BOACTBO JEKAPCTBEHHBIX CPEACTB TAKKE
JIOJDKHO OCYILIECTBIIATHCS B COOTBETCTBHU C TPeOOBaHMSAMHU PErHMCTPAaLMOHHOrO Jocke. [IpomsBoautens
JOJDKEH MMETh JIMIEH3UI0 Ha OCYIIECTBICHHE CBOEH AESITEIBHOCTH B COOTBETCTBHM C 3aKOHOM CBOEH
CTpaHbl M BBINOJHATH TpeOOBaHUS HacToAmMX [IpaBUi WM TpaBWI HaAJIEKAIIEro IMPOU3BOACTBA
JIEKapCTBEHHBIX CPEJICTB, TPeOOBAHMS KOTOPBIX HE HIDKE, YeM TpeOoBaHus HacTosimux [IpaBui.

IV. O6mne TpedboBanus (4)

10. (4.1) Pasnuunble cTaauu (3Tansl) NPOU3BOACTBA, BBO3a, KOHTPOJISI U XPAHEHUS OJHOM U TOM XKe
CEpUU IFOTOBOM MPOAYKLHUHU IEPE] €€ BBIIYCKOM MOT'YT OCYLIECTBISATHCS HA Pa3HbIX IIPOU3BOJCTBEHHBIX
wiomaakax. Bce 3TH TpPOM3BOJICTBEHHbIE IUIOMIAJKH JOJDKHBI OBITh JIMLIEH3UPOBAHBI U  JOJDKHBI
OCYIIECTBIIAITh JAEATEIBHOCTh IOJ KOHTPOJIEM, IO KpalHEHd Mepe, OJHOro YIOJIHOMOYEHHOIO JIMLA,
MOJTBEPKIAIOLIETO COOTBETCTBUE ATON CEPHH YCTAHOBJIEHHBIM TpeOOBaHHUAM JI0 ee Bhlmycka. OgHaKo
HaJJIeXkallee MPOU3BOJACTBO KOHKPETHOM CEpUM IMPOIYKLIMH HE3aBUCUMO OT 4HCiIa 3aJ€MCTBOBAHHBIX
MIPOM3BOJICTBEHHBIX IUIOIAAO0K JODKHO HAXOAUTHCS IMOJA OOIIMM HaJ30pOM YHOJHOMOYEHHOTO JIHUIIA,
MOJTBEPKIAIOUIETO COOTBETCTBUE ITOM CEPUU TOTOBOW MPOIYKIIMH YCTAHOBJICHHBIM TPEOOBAHUSIM Iepes
BBIITY CKOM.

11. (4.2) Paznuusble cepuM HNPOAYKIMH MOTYT HPOU3BOAUTHCS WIM HMIOPTHUPOBATHCS H
BBIIIYCKAaTbCsl B PAa3sHBIX CTpaHaxX, MMeEHIMX corjameHue ¢ Poccuiickon ®Penepanyeil 0 B3aUMHOM
IIPU3HAHUM YCJIOBUH IPOM3BOJACTBA M peanu3auuu. [Ipm 3TOM MO, HA MM KOTOPOrO BBIAAHO
PETUCTPALIMOHHOE YJOCTOBEPEHHE, a TAKXKE Ka)Aas IPOM3BOJCTBEHHAs IUIOIIAJIKA, UMEIOIIas IpaBoO Ha
BBIIYCK CEPUM NPOAYKIMH, TOJKHBI UMETh B CBOEM PAacHOPsLDKEHUH TOYHOE YKa3aHHUE ajpeca IUIOIAKY,
Ha KOTOPOi1 ObliIa BINMyIIEHA KOHKPETHAS CepHs MPOIYKINHU, U HHPOPMALUIO 00 YIIOJTHOMOYEHHOM JIUIIE,
OTBETCTBEHHOM 3a MOJTBEPXKIECHUE COOTBETCTBUSA €€ KaUueCTBa YCTaHOBICHHBIM TPEOOBaHUSM.

12. (4.3) YnonHOMOYEHHOE JIMIIO, HMOATBEPKIAAIOIIEE COOTBETCTBUE CEPUM TOTOBOM IPOAYKLIHMH
YCTaHOBJICHHBIM TpPeOOBaHUAM Tiepe BbIAAUYCH paspelieHus Ha BBITYCK, MOXXET OCHOBBIBATH CBOE
pellleHrne Ha JIMYHOM 3HaHWM BCEX MCIOJIb3YyEMBIX B IPOM3BOJCTBE MOMEIICHUH M IPOLECCOB, OIBITA
Y4acTBOBABILIETO B IPOU3BOJCTBE NEPCOHAIA M NPHUMEHSEMOH CUCTEMBI KauyecTBa, B paMKaxX KOTOPOM
OCYIIECTBIISIETCS IPOU3BOJCTBO. YKa3aHHOE YIIOJIHOMOUYEHHOE JIMII0O MOXET TaKXe ONUpaThCsl Ha
3aKIIIOYEHHUE CO CTOPOHBI OJHOTO MM 0OoJjiee YHMOJTHOMOYEHHBIX JIMI[ O COOTBETCTBUHU IPOMEKYTOUHBIX
CTaJuil MPOU3BOICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM.

13. Takoe 3akiioueHHE, BBIJABAEMOE JAPYTUMH YIIOJHOMOUYEHHBIMH JIMIIAMH, JOJDKHO OBITh
o(hopMIIEHO TOKYMEHTAJbHO M JOJDKHO YETKO ONPEICNsATh IMPEeIMET MOJITBEPKACHUS COOTBETCTBHAL.
[Topsmox moaTBEepKICHUS JOIDKEH ObITh 0POPMIIEH JOKYMEHTAIBHO.

14. (4.4) Ilopsanok moATBEpKIEHUS, YKa3aHHBIM B yHKTe |3 Hactosmero [Ipunoxxenus, NomKeH
coOyoaTbcs BO BCEX CIIyYasx, KOTJa YIMOJHOMOUYEHHOE JIMIIO ONMMPAETCs Ha 3aKIIOYEHHE JPYTroro
YIOJIHOMOYEHHOTO Jula. Takoi JTOKyMEHT JOJDKEH COOTBETCTBOBATH IOJIOKEHHSM, MPENYCMOTPEHHBIM
nyuktamu 237 - 255 Hactosmux IlpaBui. YHolHOMOYEHHOE JMIO, MOATBEP)KIAIOIIEE COOTBETCTBUE
Cepud TOTOBOM TMPOIYKIMHU YCTAaHOBJICHHBIM TpPEeOOBAaHUSAM, JOJDKHO TapaHTUPOBATH BBITIOJHEHUE
MEPOIPUATHH, ONPEEIIEHHBIX B YKa3aHHOM JIOKyMeHTe. Dopma TOKyMEHTA, B KOTOPOM H3JI0KEH MOPSAI0K
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MIOATBEPK/ICHUS, JT0JDKHA COOTBETCTBOBATh B3aMMOOTHOILIEHUSM CTOpPOH. Hampumep, Takoil JOKYMEHT
MOJKET TPEACTaBIATH COOOM CTAaHAAPTHYIO OINEPALMOHHYIO MPOLEAYPY MPOU3BOIUTENS WIH JOTOBOP
MEX1y pa3IndHbIMU IPOU3BOIUTEISAMH, 1aXKE €CIIM OHU BXOJAT B OJIHY U Ty XK€ IPYIIy KOMITAHUH.

15. (4.5) Yka3aHHBI JOTOBOpP MEXIy MPOU3BOIUTENSIMH BKIIIOYaeT B ceOsl 0053aTeNbCTBO CO
CTOPOHBI TIOCTaBIIMKAa Hepac(hacoOBAaHHOTO MM IPOMEKYTOYHOIO MPOAYKTa CTaBUTh B H3BECTHOCTH
nojyyaressi(eit) IpoIyKIu 000 BCeX OTKIOHEHHSX, PE3yJIbTaTaX, BEIXOIAIINX 32 PAMKH CIIeU (UKL,
HECOOTBETCTBUAX TpeOoBaHMAM HacTosmmx IlpaBwi, paccienoBaHMAX, NPETEH3USIX WU JPyTrux
COOBITHSIX, KOTOpPbIE MOJDKHO NPHUHMMATh BO BHHUMAaHHE YIOJIHOMOYEHHOE JIMIIO, OTBETCTBEHHOE 32
MOJTBEPKIECHUE COOTBETCTBUS CEPUU TOTOBOW MPOIYKIIMH BCEM YCTAHOBJICHHBIM TPEOOBAHUSIM.

16. (4.6) Ecnu it TOKyMEHTaJIbHOTO O(OPMIICHUS MOATBEP)KICHHUS COOTBETCTBUS M BbIIA4H
paspelieHrs: Ha BBITYCK CEPHH MPOIYKIIMU UCHOIB3YIOT KOMITBIOTEPU3UPOBAHHYIO CHCTEMY, HEOOXO0AUMO
o0paTuTh 0coboe BHMMaHHE Ha BBINOJHEHHE TpeOoBaHUM, mpemycMoTpeHHBIX [Ipunoxennem N 11 k
HacrosuM IIpasunam.

17. (4.7) IIlpu HanmuuuM NMOATBEPIKIAEHUS COOTBETCTBUS CEPUM TOTOBOM MPOIYKLHUH, BBIIAHHOTO
YIOJTHOMOYEHHBIM JIMIIOM, HE TpeOyeTcs MOBTOPEHHUs 3TOW NpOIEIyphl B CTpaHaX, HMMEIOLIMX C
Poccuiickoii @enepanueii coriameHre o B3aMMHOM IIPU3HAHUH PE3YIBTATOB MOA0OHOI MPOLIEaypHI.

18. (4.8) BHe 3aBHCHMMOCTH OT KOHKPETHBIX MEPOIPHUATHI IO MOATBEPKIACHUIO COOTBETCTBUS U
BBIITYCKY CEpHii TOJDKHA CYILIECTBOBATh MPOLEAYpa OBICTPOTO BBISBICHHS U OT3bIBA BCEH NPOIYKIHH,
KOTOpast MOKET MPEJICTABIIATh OMACHOCTD ISl IOTPEOUTENEH.

V. lIpoBenenue NCNbITAHUI U BBIIYCK CEPUHU NMPOAYKIUH, Ipou3BeAeHHON B Poccuiickoi
®enepanum (5)

19. (5.1) B cnyuae eciu MPOU3BOJACTBO PpACIHOJOKEHO HAa OHOW JIMIIEH3UPOBAHHOU
IIPOU3BOJACTBEHHOM IUIOIIAKE:

Ecan Bce cramuu mpou3BOACTBA M KOHTPOJI OCYIIECTBIISIIOTCA HA OJHOM IPOU3BOJCTBEHHOM
IUTOIIAIKE, BHIOJHEHNUE OTICJIbHBIX IPOBEPOK U KOHTPOJIBHBIX ONEpPaIii MOKET OBITh IEPEAaHO APYTHM
aunaM. YTOJIHOMOYEHHOE JIMLO ITOW NMPOM3BOACTBEHHOM IUIOMIAJKH, MOATBEPXKAAIOIIEE COOTBETCTBUE
CepUM TOTOBOW MPOAYKIUH, OOBIYHO HECET TMEPCOHATBHYI0O OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTH
pE3yJIbTaTOB IPOBEPKM B paMKax YCTAaHOBJIEHHOW cHcTeMbl KadecTBa. OJHAKO YIIOJIHOMOYEHHOE JIUIIO
MOKET MPUHHMATh BO BHMMAaHHUE TaKXe 3aKJIIOYCHHS O COOTBETCTBUU YCTAHOBJIEHHBIM TpPEOOBaHHSIM
IIPOMEXYTOUHBIX CTaJUH, BbIAAHHBIE IPYTMMH YIOJIHOMOYEHHBIMM JIMIIAMH Ha 3TOW IUIOIIAJKE, KOTOPbIE
HECYT OTBETCTBEHHOCTb 3a 3TU CTa/IUU.

20. (5.2) B cmyuae ecnu pasnMuHBIE CTAaJuU IPOU3BOJCTBA BBINOJHAIOTCA Ha pPa3sHBIX
IIPOU3BOJCTBEHHBIX IIOIAKAX OJHOIO IPOU3BOIUTENS:

Ecnu pasnuusble cTaguu NOPOU3BOACTBA CEPUM MNPOAYKIMHM OCYIIECTBISIOTCS Ha pPa3sHBIX
IIPOM3BOJCTBEHHBIX IUIOLIaJIKaX B IpeAesax OJHOW OpraHuM3alMu (HE3aBUCUMO OT  TOrO,
pacnpoCTpaHsAeTCsl I Ha HUX OJHA M Ta K€ JIMLEH3Us Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB WU
HET), TO YNOJIHOMOYEHHOE JIMLIO JODKHO OTBEYATh 3a KaXAyH CTaJulo NpousBojcTBa. IloareepxaeHue
COOTBETCTBUSI CEPUU TOTOBOW MPOAYKIMU YCTAHOBJICHHBIM TPEOOBAaHMUAM JIOJDKHO BBIIOJIHATHCS
YIOJIHOMOYEHHBIM JIMIIOM MPOU3BOAUTEINS, KOTOpOe JH00 HECeT MEPCOHATIbHYI0 OTBETCTBEHHOCTD 3a BCE
CTaguM MPOU3BOJACTBA, JUOO NPHUHMMAET BO BHHMAaHHUE 3aKIIOYEHHS O TMPEIIISCTBYIOIUX CTalusX,
CZIeJIaHHbIE YIIOJTHOMOYEHHBIMH JIUI[AMH, OTBETCTBEHHBIMU 32 3TH CTAJHH.

21. (5.3) B cayuae eciau HEKOTOpBIE IPOMEXKYTOUHBIE CTaJAUH IPOU3BOACTBA OCYLIECTBIIAIOTCS 110
JOTOBOPY APYrOW OpraHu3anuei:

Onna wnm Oojee TNPOMEXKYTOUHBIX CTaIMii TMPOWU3BOACTBA W KOHTPOJS KayecTBa MOTYT
BBITIOJHATHCS B PYTOM OpraHU3aliy 110 JOrOBOPY B COOTBETCTBUHU C MOJIOKEHUSAMH, [TPENYCMOTPEHHBIMU
nyuktamu 237 - 255 nHacrosimux IlpaBui. YIOJTHOMOYEHHOE JIMIO 3aKa3yMKa MOXET NPUHUMATh BO
BHHUMaHHUE 3aKJIFOUEHUE YITOJIHOMOUYEHHOTO JIUIA UCIIOJIHUTENS O COOTBETCTBYIOIIEH CTaUH, HO OHO HECET
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OTBETCTBEHHOCTh 32 OOecCIeueHHe TOro, 4To 3Ta paboTa BBHIMOIHAETCS B COOTBETCTBHH C YCIOBHUAMHU
noroBopa. lloaTBep:kIeHHE COOTBETCTBHS CEPHHM TOTOBOW MPOAYKLUH YCTAaHOBJICHHBIM TpPEOOBAHHSIM
JOJDKHO OBITH BBIMIOJHEHO YMOJHOMOYEHHBIM JIUIIOM HPOHU3BOIUTENS, OTBETCTBEHHOTO 32 BBITYCK CEPHH
MPOAYKITUH.

22. (5.4) B cayuae ecnu u3 cepuu Hepac(hacoBaHHOM MPOIYKLIMU HA Pa3HBIX MMPOU3BOICTBEHHBIX
IUIOIIAKAX MPOU3BOIATCS HECKOIBKO CEpUN TOTOBOM MPOIYKLIMHU, KOTOPHIE BBIMYCKAIOTCS Ha PHIHOK Ha
OCHOBAHUH OJJHOTO PETUCTPALIMOHHOTO YAOCTOBEPEHUS:

a) (5.4.1) YnoiHOMOYEHHOE MO NPOU3BOAMUTENSA, HUMEIOIIETO JHIEH3UI0 Ha MPOU3BOACTBO
JICKapCTBEHHBIX CPEJICTB, BBIMYCKAIOIIEe CEpHIO Hepac(hacOBaHHOW MPOIYKLIHH, MOXKET MOATBEPKIATH
COOTBETCTBHE BCEX CEPHI TOTOBOM MPOIYKIMM TEpea MX BHITYCKOM. B 3TOM ciyyae yrmolHOMOYEHHOE
muro Jmbo OepeT Ha cebs TEepCOHANBHYI0 OTBETCTBEHHOCTh 3a BCE CTAJWU TMPOW3BOJACTBA, IJIMOO
NPUHUMAEeT BO BHUMAaHHE 3aKIIOYCHHS B OTHOLICHUM CTaaAuU (DAacOBKM M (MJIM) YHAKOBKH, BBIIAHHBIC
YIOJIHOMOYEHHBIMHU JIMLAMH IIJI0IIAI0K, OCYIIECTBIISIONINX 3TH CTaIUH;

0) (5.4.2) lomyckaeTcst TakXe MOATBEP)KICHUE COOTBETCTBHS KAXJI0W CEPUH TOTOBOM MPOIYKIHH
0 MOMEHTa €€ BBIIyCKa YIOJIHOMOYEHHBIM JIMIIOM TPOU3BOJUTENS,, KOTOPBIM  BBIMOJHUII
3aKIIIOYUTENIBHYIO orepannio (pacoBKu U (MJIM) YIAKOBKH. B 3TOM cilydae ynoJHOMOYEHHOE JIMIO JHO0
Oeper Ha ce0si MEpCOHANBHYIO OTBETCTBEHHOCTh 32 BCE CTaJAMM MPOM3BOJCTBA, JHOO NMPHUHHUMAET BO
BHUMAaHHE 3aKIIOYCHHE O KayeCTBE CEpUH, MOJyUYeHHOE OT YIOJHOMOUYEHHOIO JIMIA C MECTa BBIMYCKa
cepuu Hepac(hacoBaHHOM MPOAYKLINY;

B) (5.4.3) Bo Bcex cimyuasix opraHu3aliii IpOM3BOJCTBA TOTOBOW MPOAYKLUHU B Pa3HbIX MECTaxX Ha
pa3HBIX MPOM3BOACTBEHHBIX IUIOIMIAJKAX B PAMKAX OIHOTO PETUCTPALMOHHOTO YIOCTOBEPEHHS JOJDKHO
OBITH ONpeNeNeH0 OJHO JHUIO (Kak MpaBWJIO, YIOJHOMOYEHHOE JIMIO MPOU3BOJAUTENS CEpUU
Hepac(hacoBaHHON MPOAYKIIUH), KOTOPOE HECET MOJIHYI0 OTBETCTBEHHOCTH 32 BBIITYCK BCEX CEPUI TOTOBOM
MPOAYKIUH, MOJYyYSHHBIX U3 OJHOW cepuu Hepac(hacoBaHHOM MPOAYKUMHU. DTO JIMIO JOJDKHO 3HATH O
MoOBIX TpoliieMax, CBSI3aHHBIX C KadeCTBOM JIIO00HM Cepuu TOTOBOM MPOAYKLUMH, U KOOPAMHUPOBATH
OCYIIECTBIICHHE BCEX HEOOXOOUMBIX Mep, MPEANPUHUMAEMBIX B CBSA3M C HAJIWYUEM MPOOJIEMBI B
OTHOIICHUU CepUH Hepac(hacOBAHHON MPOTYKIIUH.

Hecmotpss Ha TO, 4TO HOMepa cepuil Hepac(hacoBaHHON M TOTOBOM NPOMYKIMH HEOOS3aTENbHO
JOJDKHBI COBMAAATh, HEOOXOAUMO TOKYMEHTAIBHO OOPMHUTH CBSI3b MEXKy HOMEpAaMH 3TUX CEPUi, 4TOOBI
MO>KHO OBUIO 00€CTICUUTh MPOCIICKUBAHUE TIPU AyIUTE.

23. (5.5) B cmyuae ecnu u3 ofHOM cepuu Hepac(hacoBaHHOM NMPOIYKIMU B Pa3HBIX MECTax Ha
pa3HBIX MPOM3BOJCTBEHHBIX IUIOIMIAJKAX (GacyroTcst U (MIM) YHAaKOBBIBAIOTCS HECKOJBKO CEpHil TOTOBOM
MPOAYKIUH, KOTOpPbHIE BBIMTYCKAIOTCSA HAa OCHOBAHWHU DPAa3HBIX PErHMCTPALMOHHBIX YIOCTOBEPEHUH (UTO
UMEeeT MECTO, HampuMmep, KOrjJa TpaHCHAMOHAJIbHAs KOMIIAHUS  BJIAJAeeT HAlMOHAIbHBIMH
PETrUCTPAIIMOHHBIMU YAOCTOBEPEHUSIMU Ha JIGKAPCTBEHHBIA IpenapaT B HECKOJBKUX TOCYNapCTBaX WIH
MPOM3BOJIUTENL BOCIPOM3BEJCHHBIX JIGKAPCTBEHHBIX IpernapaToB mpuolOperaeT HepachacoBaHHBIHN
JIeKapCTBEHHBIN mpenapaT, ¢gacyer W (WIM) yMaKOBBIBAET €ro, M BBIMYCKAeT TOTOBBIN JIEKApCTBEHHBIH
npernapar Mo CBoeMy COOCTBEHHOMY PErHCTPALMOHHOMY YJOCTOBEPEHHUIO):

a) (5.5.1) YnonHOMOYEHHOE JMIIO NPOU3BOAUTENS T'OTOBOW MPOIYKUUH, MOATBEPKAAIOIIEE
COOTBETCTBUE CEPUHM TOTOBOW MPOJYKIMU YCTAaHOBJICHHBIM TpPeOOBaHUIM, MOXKET JHOO B3sATh Ha cels
MEPCOHATBHYIO OTBETCTBEHHOCTh 332 BCE CTAaIUM IPOM3BOJICTBA, JIMOO OCHOBBIBATHCS HA 3aKIIOUCHHH,
MOJIyYEHHOM OT YIOJHOMOYEHHOTO JIMIIAa IPOU3BOIUTENS Hepac(hacoBaHHOM MPOAYKLINY;

6) (5.5.2) Jlobas mpobnema, CBsi3aHHAas C KadeCTBOM JIIO0OM CEpUH TOTOBOM MPOIYKIHH,
MCTOYHHKOM KOTOpPOW MOTJIa SIBUTHCS HCXOJHAs cepusi Hepac(hacoBaHHOM MPOAYKLWH, NODKHA OBITH
cooOIIeHa YIMOJHOMOUYEHHOMY JIMIly, OTBETCTBEHHOMY 3a TIOATBEp)KICHHE KadecTBa O3TOH cepuu
HepacgacoBanHOU npoxaykiuu. [lociae 3Toro ykaszaHHOe YHOJTHOMOYEHHOE JIMIIO JOJDKHO HPEANPHHSTH
BCe HEOOXOAMMBbIe ACHCTBUS B OTHOILIEHHH BCEX CEPUil TOTOBOM MPOAYKLMH, TPOU3BEACHHBIX U3 JaHHOM
cepun HepachacoBanHOM mpoaykiuu. [lopsmok AeicTBHil B 3TOM Cilydae MOJIKEH ObITh YCTAHOBJICH B
COTJIAIICHUH.

24. (5.6) B ciyuae ecnu cepuro rOTOBOM NPOAYKLHH 3aKyNaeT M pealn3yeT NPOU3BOAUTEINb,
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UMEIOIINH JIMLIEH3UI0 Ha MPOM3BOJICTBO JICKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C COOCTBEHHBIM
PETUCTPAIIMOHHBIM ~ YAOCTOBEPEHHEM (UTO HMEET MECTO, HampuMmep, KOrja MpPOU3BOIUTEIb,
MOCTABJISIONIUI BOCIIPOM3BEICHHBIN JIEKAPCTBEHHBIN Ipemnapar, SBJSIETCS JIMIOM, Ha UMS KOTOPOTO
BBIJIAHO PETUCTPAIIMOHHOE YAOCTOBEPEHUE Ha JIEKAPCTBEHHBIM Ipemnapar, NPOU3BOAMMBIN JAPYTHM
MIPOM3BOJIUTENIEM), U TIEPBBIA IPOM3BOIUTENH 3aKyMAaET TOTOBYIO MPOIYKIIMIO, COOTBETCTBUE KOTOPOH er1ie
He OBLJIO MOATBEPXKICHO €€ MPOU3BOJUTEIIEM, M BBITYCKAET €€ Ha OCHOBAaHUM COOCTBEHHOM JIHMIIEH3UU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB U COOCTBEHHOI'O PErHCTPALIMOHHOTO YI0CTOBEPEHUS:

YTHOIHOMOYEHHOE JIMLO MPOU3BOAUTENS, 3aKyIMalOMIero TMPOAYKIHIO W HE HMEIOLIEero
JTOKYMEHTAIbHBIX PEe3yJIbTaTOB TOATBEP)KICHHUS €€ COOTBETCTBUA, JOJDKHO CaMO MOJTBEPIHUTH
COOTBETCTBUE YCTAHOBJICHHBIM TPEOOBAHUSAM 3TOM CEpUU FOTOBOW MPOIYKIMU Tepes ee BhImyckoM. [lpu
3TOM YMOJHOMOYEHHOE JIMIO 3aKyTMAaOLIero MPOU3BOIUTENS IPUHUMAET Ha ce0sl OTBETCTBEHHOCTH 3a BCE
CTaguM TPOM3BOJICTBA WJIM OCHOBBIBACTCS HAa 3aKIIOYEHHH O KauyecTBE CEpUU MPOSYKIHU
YIOJIHOMOYEHHOTO JIMIIa POU3BOIUTENA-TIOCTABIIUKA.

25. (5.7) B cnyuyae ecnu mabopaTtopusi KOHTpOJISI KauyecTBa JIEKAPCTBEHHBIX IPEnapaToB H
MIPOU3BOIUTENb SBJISIOTCS PA3HBIMH OPTaHU3ALUSAMU:

VYTOJIHOMOYEHHOE JIMIO, TIOATBEP)KAAIONIEE COOTBETCTBHE CEPUH TOTOBOM  MPOIYKIMH
YCTaHOBIJICHHBIM TPEOOBAHUSAM, MOKET MPHUHATH HA ce0s1 OTBETCTBEHHOCTH 3a JIaDOPAaTOPHBIEC HCIIBITAHUS,
NPOBEICHHBIE TOJOOHON JabopaTtopueil, WM YyYWUTHIBaTh MOATBEP)KICHHE B OTHOIIEHUHM MCIBITAaHHM,
BBIJIAaHHOE JAPYTUM YIIOJTHOMOUYEHHBIM JIUIOM. [Ip1 OTCYTCTBHU TaKkoro MOATBEPKACHUS YIIOJIHOMOYEHHOE
JIMIIO JI0JDKHO 3HATh pabOTy JaHHOM 1aOOpaTOpUH U METOIUKH, IPUMEHSEMbIC B HEH /ISl IOATBEP K ACHHS
COOTBETCTBUS KAUECTBA TAHHON TOTOBOW MPOLYKILIHMH.

VI. O6s13aHHOCTH YIIOJTHOMOYEHHOT 0 Jinua (6)

26. (6.1) Ilepen ocymiecTBlIeHHUEM NPOLEAYpPbl MOATBEPKIECHUS COOTBETCTBHUS CEPUU T'OTOBOM
NPOAYKIUH O MOMEHTa €€ BBIIYCKa YIOJHOMOYEHHOE JIUIO JOJDKHO YyOEAMThCS, B YaCTHOCTH, B
BBITOJIHEHUH CIIETYIONNX TPEOOBAHMIA:

a) (a) cepust TOTOBOM MPOIYKIMH M TPOLIECC €€ MPOU3BOACTBA COOTBETCTBYIOT IOJOKEHUSIM
HOPMATUBHBIX JOKYMEHTOB;

0) (b) cepust rOTOBOIl MPOAYKIIMH MPOU3BEACHA B COOTBETCTBHH C TPEOOBAHHUSIMH HACTOSIIUX
[IpaBwi, a ans cepuu MPOIYKIIUH, UMIIOPTUPYEMON M3 APYTUX CTPAH - B COOTBETCTBHU C MPABHIAMHU
Ha/IJIKAIIEro MPOM3BO/ICTBA JEKAPCTBEHHBIX CPEJICTB, IO KpaitHel Mepe, TpeOOBaHUS KOTOPBIX HE HUXKE,
yeMm TpeboBaHus HacTosmmx [Ipasu;

B) (C) OCHOBHBIE HPOLECCHl MPOM3BOACTBA W METOABl KOHTPOJIA BaJUAWPOBAHbBI, YUTEHBI
(akTHUECKuE YCIOBUS MPOU3BOACTBA U JOChE HA CEPUIO IPOIYKIIH;

r) (d) mr00BIe OTKIIOHEHUS WU 3aIJTAaHUPOBAHHBIC MU3MEHEHHUSI B TEXHOJIOTUYECKOM MPOLIECCE WM
KOHTpOJIE KadecTBa OBUIM  yTBEPXKACHBI JIUIIAMH, WMCIOIIMMH HEOOXOAWMBIE ITOJHOMOYHS,
COOTBETCTBYIOIIUI YHNOJTHOMOYECHHBIN (penepanbHblii OpraH HCHOJHHUTEIBHOM BIACTH OCBEIOMIIEH O
TMOOBIX M3MEHEHMAX, TPEOYIOIUX BHECEHHS M3MEHEHHH B PETHCTPALMOHHOE JI0ChE WM JIMLEH3UIO Ha
MIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, M MOJYYEHO pa3pelieHHe YHOJIHOMOYEHHOTO (eaepalbHOro
OpraHa UCMOJHUTEIILHOM BJIACTH Ha BHECCHUE TaKUX U3MCHECHHIA,

1) (e) mpoBeIeHBI BCe HEOOXOIMMBIC MPOBEPKH M HCHBITAHUS (B TOM YHCJE JOMOJHUTEIBHBIN
0TOOp MPOO, HHCIIEKTUPOBAHUE, TPOBEPKU U MCTILITAHMSI, BBI3BAHHBIC OTKJIOHEHUSIMU B TEXHOJIIOTUYECKOM
MPOLIECCE WM BBUY IJIAHOBBIX U3MEHEHUN );

e) (f) moxymeHTauusi MO MPOU3BOACTBEHHOMY IPOIECCY M KOHTPOJIO KauecTBa COCTABJICHA H
yTBEp:KJIeHa NIEPCOHATIOM, HIMEIOIIIUM HEO0O0XO0AUMBIE TOTHOMOYHS;

%K) (g) Bce ayIUTHI IPOBEJICHBI B COOTBETCTBUHU C TPEOOBAHUSMHU CUCTEMBI 00ECIICUECHHUS KaueCTBa,;

3) (h) npuHATEI BO BHMMaHuE Bce (DAKTOPHI, KOTOPHIE, 0 MHEHHIO YIOJHOMOYEHHOTO IHUIIa,
SIBIITFOTCSI CYIIECTBEHHBIMHU JIJIsI KAU€CTBA JAaHHOW CEPUU TTPOTYKIIHH.
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27. YNOIHOMOYEHHOE JHUII0 MOXET HMETh JOINOJHHUTEIbHbIE OOS3aHHOCTH B COOTBETCTBUH C
3akoHoarenscTBOM Poccuiickoi denepauuy KM JODKHOCTHBIMM HMHCTPYKLMSAMH, YTBEPKICHHBIMU
IIPOU3BOIUTEIIEM.

28. (6.2) YNOJIHOMOYEHHOE JIHMIO, IMOATBEPXKAAOLIEe COOTBETCTBUE MPOMEKYTOUHON CTaIuH
MIPOM3BOJICTBA B COOTBETCTBUU C IyHKTamMu 12-13 Hacrosmero IlpunokeHus, BBITOIHSAET 00S3aHHOCTH,
aHaJIOTHYHBIE 00S3aHHOCTSIM, YKa3aHHBIM BBIIIE, IO OTHOLICHUIO K 3TOM CTaHH.

29. (6.3) YiosHOMOUYEHHOE JIUIIO JTOJKHO MOJJEPKUBATH CBOIO KBATM(UKALNIO HA COBPEMEHHOM
YPOBHE B CBETE€ JOCTWKEHUI HAyYHO-TEXHHYECKOIO IpOorpecca M YUYUTHIBATh HW3MEHEHHS B CHCTEME
YIpPaBJIEHUS KauyeCTBOM, MMEIOLIUE OTHOLIEHUE K MPOAYKIMH, COOTBETCTBUE KOTOPOW YCTAHOBJIEHHBIM
TpeOOBAHUAM MOATBEPXKIACT YIIOJIHOMOYEHHOE JIULIO.

30. (6.4) IIpu npuBIEYEHUU YIOITHOMOYEHHOTO JIMLA K MOATBEP>KICHUIO COOTBETCTBUSL CEPHUU
MIPOAYKIMH, KOTOPYIO OH 3HAET HEIOCTATOYHO (HampuMmep, MpU OCBOEHUU HOBOI'O BHMJA MPOLYKIMH WU
IIpU NIEPEX0JIe Ha APYroe MpealpHUsITHE), YIOJHOMOYEHHOE JIUIO JOJKHO IMOJIYYUTh COOTBETCTBYIOLIME
3HAHUS U OTIBIT, HEOOXOIMMBIE JIJIs1 BHIIOJIHEHUS 3TUX 00SI3aHHOCTEH.

31. B coorBercTBMM C HOpPMaTHBHBIMH INpaBOBbIMM akTamu Poccuiickoit ®enepanuu Ha
YIOJIHOMOYEHHOE JIMIIO MOXET OBITh BO3JIOXKEHA OO0S3aHHOCTh YBEIOMIISATH YHOJTHOMOYECHHBIH
(benepanbHBIil OpraH MCHOJIHUTEIBHOM BIACTH O TAKOM M3MEHEHHH, YTO MOXKET MOTpeOoBaTh MOBTOPHON
aTTeCcTaluu.

VII. Tepmuns! u onpenenenus (7)

32. JIna uenei Hacrosuero [IpuiokeHns KpoMe TEPMUHOB U OINpPEAEIEHUH, PETyCMOTPEHHBIX
ragoi [ HacTosimx [IpaBui, HCIIOIB3YIOTCS TaKKe CIEAYIOINE OCHOBHBIE IIOHATHS:

OLIECHKA COOTBETCTBUSI CEPHM TOTOBOIl MPOAYKIMH - JIOKyMEHTaJbHOE OQOpMIICHHE
COOTBETCTBUS CEPHU TOTOBOM MPOAYKINU YCTAHOBJICHHBIM TPEOOBAHHSM JI0 €€ BBIITYCKA;

MOATBEPKAeHHe - [IOIUCAHHOE CBUIETEILCTBO TOI'0, YTO IIPOLIECC WM UCIIBITAHUS BBIITOJIHECHBI B
COOTBETCTBUM ¢ TpeOoBaHusMu [IpaBun opraHM3anMyd TNPOU3BOACTBA M KOHTPOJIS KayecTBa
JICKapCTBEHHBIX CPEACTB W TPeOOBaHMSAMH, YCTAHOBJIEHHBIMH IIPH TOCYIAapPCTBEHHOW pErucTpalu,
COTJIACOBAHHOE B MUCbMEHHOU (hOpME C YIIOITHOMOYEHHBIM JIMLIOM, OTBEYAIOIIUM 32 OLIEHKY COOTBETCTBUS
CepUM IOTOBOM NMPOAYKIUH 10 €€ BBIITYCKA;

cepus roOTOBOM NMPOAYKIUHM - CEpUs IPOIYKIIMHA B OKOHYATEIIbHOM YIIAKOBKE, TOTOBAs K BBIILYCKY;

cepus Hepac(hacoOBAHHOM NMPOAYKLHUM - CEpUs NMPOAYKLIMH YCTAHOBIECHHOIO IIPU PErUCTPALMU
JIEKapCTBEHHOTO Iperapara pa3Mepa, roToBasi K (hacoBKe, OKOHYATEIbHOM yNaKoBKe, TM00 HaXoasmascs
B MHAMBHUIYAJIbHBIX YMAKOBKAaX U TOTOBasl Ul KOMIUIEKTOBAHMSI OKOHYATENbHBIX ymHakoBOk. Cepus
Hepac(hacoBaHHONW MPOAYKIMH MOXKET COJepXaTb, HANpuMep, >KUIKUH HepacacoBaHHBIN NPOIYKT,
TBEp/IbIC JIEKAPCTBEHHBIE ()OPMBI (TaOJIETKU MITU KAICyJIbl) WM HAIIOJIHEHHBIC aMITYJIbI;

coryiallieHue 0 B3aMMHOM IPH3HAHHMHU - COIVIALIEHHE O B3aMMHOM IIPU3HAHUM WHCIEKIUH CO
CTPaHOM, B KOTOPOI NMpOoU3BOAATCS (M3 KOTOPOW MOCTABIISAIOTCS) BBO3UMBIE JIEKAPCTBEHHBIE CPEJCTBA.

Hudopmarus 06 H3MEHEHHSX:
Ilpuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
6HECeHbl U3MEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
IIpuiaoxenne N 17
K [IpaBunam Hamekamen
NPOU3BOJACTBEHHON MPAKTUKH

Bbinyck mo napamerpam
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C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
I. Hpunnun (1)

1. (1.1) Beimyck mo mapaMerpam - 3TO CHCTE€Ma BbIIyCKa NPOAYKLMH, IapaHTUPYIOLIas, 4YTO
OpoayKIus o6nanaer TpeOyeMbIM KayecTBOM, Ha OCHOBAaHUHM HH(GOpMAIMU, IOJYYEHHOH BO BpeMs
IIPOM3BOJICTBEHHOTO TMpoOllecca, a TaKKe HAa OCHOBAHUH COOTBETCTBUS OIPENEICHHBIM TPEOOBAHHIM
HacToAmux [IpaBuii, OTHOCAIIMMCS K BBIITYCKY 10 ITApaMETPaM.

2. (1.2) Bremmyck mo mapaMmeTpaM JOJDKEH YJOBIETBOPSTH OCHOBHBIM TPEOOBAHUSAM HACTOSIIUX
[TpaBui, BKIIIOYast COOTBETCTBYIOIINE [IpHitoskeHUst K HUM U U3JI0’KEHHbBIE HUXKE TpeOOBaHUSI.

I1. Beinyck mo mapamerpam (2)

3. (2.1) IlpoBenenue BceoOBEMITIONIETO KOMIUIEKCA ITPOBEPOK U KOHTPOJIS ITAPAMETPOB B MPOIIECCE
IIPOM3BOJICTBA MOXKET oOecreuuTh Oojiee BBICOKYIO TapaHTHIO COOTBETCTBHS T'OTOBOM MPOIYKIHH
crienr(pUKaIK, YeM UCTIBITAHUS TOTOBOM MPOLYKIIUH.

4. (2.2) Beimyck 1o mapameTpaM MOKET OBITh pa3pelieH B OTHOLICHUHM HEKOTOPBIX CIEIHATIbHBIX
napaMeTpoB B KayeCTBE AIbTEPHATHUBBI TPATUIIMOHHOMY HCIBITAHHIO TOTOBOW MpoAyKuuu. Pazpematsb
BBIITYCK 110 TTapamMeTpaM, OTKa3bIBaTh B HEM HJIM aHHYJIUPOBATh Pa3pelIeHUe Ha BBHIIYCK MO IMapameTpam
JOJDKHBI COBMECTHO JIOJKHOCTHBIE JIMIAa YIOJTHOMOUYEHHBIX (elepalbHbIX OPraHOB HCIOJIHUTEIBHOM
BJIACTH, B KOMIIETEHIMIO KOTOPBIX BXOAMUT OLEHKA NPOAYKIMHM IIPH PErucTpaluyd M IPOBEICHUE
MHCTIEKIIUHI TI0 coOtoeHnIo HacTosmux [Ipasuit.

I11. Beimyck mo napaMerpam AJsl CTepHIbHON npoaykuuH (3)

5. (3.1) Ilynkramu 5 - 21 nHacrosimero IIpuioskeHusl yCTaHOBJIEHBI TPeOOBAaHUS K BBITYCKY IO
napamMeTpaM TOTOBOM TpOXyKIMH Oe3 MpOBENCHHS HCIBITAaHUS Ha CTepHIbHOCTh. ckmoueHue
UCIBITaHUSl HA CTEPUIIBHOCTD SIBJISIETCS IPAaBOMEPHBIM TOJIBKO MPU HAJIMYMH YCIIEIIHOTO MOATBEPKICHUS
TOT0, UTO 3apaHee yCTaHOBJICHHbIE YCIOBHS MTPH BaIMIAIMH MIPOIECCa CTEPHIN3AMH ObUTH JOCTUTHYTHI.

6. (3.2) UcnpiTanust Ha CTEPUILHOCTH MO3BOJISIIOT OOHAPYKUTH TOJIBKO 3HAYUTEIbHBIC HAPYIICHUS
B CHCTEME 00€CIIeUeHHUs CTEPHILHOCTH.

7. (3.3) Beimyck mo mapameTpam JIOIyCKaeTcs TOJIBKO B TOM Cllydyae, €ClId MapaMeTpsl mporecca
CTEpWIM3ALMM CEPUM MPOAYKUUH TapaHTUPYIOT, YTO BaJIMAMPOBAHHBI NPOLECC CTEPUIM3ALUU
o0ecreynBaeT CTEPUIIbHOCTD MPOTYKIIHH.

8. (3.4) Brimyck mno mapameTpaM JIOIYyCKaeTcs TOJBKO JUIsl JIEKAPCTBEHHBIX IIPENapaToB,
noJyIexamux (UHUIITHON CTEPHIIN3AIH B IEPBUYHON YIIaKOBKeE.

9. (3.5) [na Belmycka Mo mapamMeTpaM MOTYT OBITh PAacCMOTPEHBI METOJbl CTEPHIU3ALMH,
npeaycMaTpUBAIOINEe B COOTBETCTBMM ¢ TpeOoBaHusiMU ['ocymapcTBeHHoO# (apmakonen Poccuiickoit
denepalny UCIIOJIb30BAHKE NTApa, CyXOro Kapa U HOHU3UPYIOLIETO U3JIyUCHHUS.

10. (3.6) Beimyck nmo mapameTpaM HE NPHUMEHSAETCS IPU NPOU3BOACTBE COBEPLUIEHHO HOBBIX
JIEKapCTBEHHBIX MPENaparoB, TaK KaK YJOBJIETBOPUTEIbHBIE PE3YJIbTAThl UCIBITAHUN HA CTEPUIBHOCTDH B
TE€YEHHE ONPEJIEICHHOIO NEPUOAA BPEMEHU SIBIISIOTCS YacTb0 KPUTEPUEB MPUEMIIEMOCTH. B OTAENbHBIX
Clly4asiX JIaHHbIE€ HCIBITaHUS Ha CTEPWIBHOCTb, YK€ HMMEIOIIMECS A JAPYTUX IpernapaToB, MOKHO
CUMTATh TOCTATOYHBIMH I HOBOT'O Ipenapara, B KOTOPbI BHECEHO TOJIBKO HE3HAUUTEIbHOE U3MEHEHUE
C TOYKHU 3peHHs 00eCTIeUYeHHsI CTEPUITBHOCTH.

11. (3.7) HeoOxoauMo MpOBOIUTH aHAJIN3 PUCKOB CUCTEMbI OOECIEUEHHsS CTEPHILHOCTH,
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HaIpaBJICHHBIA Ha OIICHKY PUCKA BBIITyCKa HECTEPHIILHON TPOILYKIIHH.

12. (3.8) Ilpenmpimymuii onmbpIT pabOThI MPOU3BOAMTENS JICKAPCTBEHHBIX IPENApaToB JIOJDKEH
CBHJIETEJILCTBOBATH O COOTBETCTBUU €TI0 MPOU3BOJICTBA TpeOOBaHMAM HacTosmux [IpaBui.

13. (3.9) Ilpu omeHke COOTBETCTBHS MPOU3BOJACTBA TPEOOBAHMIM HACTOAMMX [IpaBuil MOIKHBI
YUUTBHIBATHCSl BBISBJICHHBIE CIydyad HapyIICHUS CTEPUIBHOCTH NPOAYKIHH, a TakKXe pe3yJIbTaThl
UCTIBITAHUNA Ha CTEPHJIBHOCTh JAHHOTO JIEKAPCTBEHHOIO Ipernapara ¢ TOYKU 3pPEHHS JIEKapCTBEHHBIX
MPEerapaToB, CTEPUIN3YEMBIX TAKUM K€ MU aHATOTUYHBIM CIIOCOOOM.

14. (3.10) VYyacTok TpPOW3BOACTBA M  CTEpUIM3AlMU JODKEH OBITh  oOecredeH
KBAJM(HUIMPOBAHHBIM HMHXEHEPOM, HMEIOIIMM ONBIT pPadoThl MO OOECIEUYECHUIO0 CTEPUIBLHOCTH, H
KBAJIM(UIUPOBAHHBIM MHUKPOOHUOJIOTOM.

15. (3.11) Pa3paboTka M mepBUYHAS BaJUAALMSA MPOAYKTA JOJDKHBI OOecreyuBaTh, YTO IPH
COOJIIOJICHUH BCEX COOTBETCTBYIOIIUX YCIOBUN OyI€T BBITYyCKAThCS MPOILYKIIHSI OIMHAKOBOTO Ka4eCTBa.

16. (3.12) Cucrema KOHTpOJS M3MEHEHMM JOJDKHA IPEIyCMAaTpUBaTh MX AHAIU3 IEPCOHAIIOM,
00eCTeYrBaIOIIUM CTEPUIBLHOCTD.

17. (3.13) HeobxomumMo OpraHuM3oBaThb CHUCTEMY KOHTPOJS MHKPOOHOW KOHTaMHUHAIHMH
JIEKapCTBEHHOTO MpenapaTa nepesi Crepuin3amnuei.

18. (3.14) HomxHa OBITH UCKIIIOUEHA BOZMOXKHOCTD MEPENYTHIBAHUS MIPOAYKIIUH, MTPOIIEIIICH 1 He
IpoIIemeil CTepUIN3aluio, YTo obOecreuynBaeTcs MyTeM (U3NYECKOTO pPa3/IeieHUsl MPOIAYKLIUU WIH
MCTIOJIb30BAHUEM 3JIEKTPOHHBIX CUCTEM, MPOIIEAIINX BaTUIAIHIO.

19. (3.15) 3amucu mo crepwiau3alM HEOOXOAMMO IMPOBEPSATh HAa COOTBETCTBUE TPEOOBAHHIM
crienn(UKauy ¢ IPUBJICUCHHUEM HE MEHEE JIByX HE3aBUCHMBIX CUCTEM KOHTPOJIs. Takoil KOHTPOIb MOXKET
NPOBOJIUTHCS JBYMS COTPYIHMKAMHM WJIM COTPYAHMKOM M KOMIBIOTEpPHOW CHCTEMOMW, MpOIIeAIe
BaIMJAIIHIO.

20. (3.16) Ilepen BBIMYCKOM KaXIOW CEepHUM MPOAYKIMH HEOOXOAMMO JOMOJIHHUTEIBHO
MOATBEPAUTD CIIEYIOIIEE:

BCE IUIAHOBBIC Pa0OTHI MO TEXHUYECKOMY OOCIY>KMBAHHIO U TEKYIHE MPOBEPKU HCIOIB3YyEMOTO
CTEpPHIIN3aTOPA BHITIOIHEHBI;

BCE PEMOHTHbIE Pa0OTHI M M3MEHEHMS COTJIACOBAaHBI C MHIKEHEPOM M MHUKPOOHOJIOTOM, KOTOpBIC
HECYT OTBETCTBEHHOCTb 32 IPOLIECC CTEPUIIN3ALINY;

UCTIOJIb3yeMble IPUOOPHI MPOLTN KAINOPOBKY (TIOBEPKY);

CPOK JIeHCTBHS BaJHMJIAIIMH CTEPUIIN3ATOpa Ul JAHHOM 3arpy3Ku HE UCTEK.

21. (3.17) Ecnu Bel1aHO pa3pelieHne Ha BITYCK CEPUH MPOAYKLUHU IO TapaMeTpaM, TO PEILIEHUS O
BBIITYCKE WJIM OTKJIOHEHHM CEPUU MPOAYKIUH JTOJDKHBI OBITh OCHOBAHBI HAa TPEOOBAHUSAX YTBEPIKICHHBIX
MHCTPYKIIMA B YacTU BBITycka MO mapamerpaMm. IIpu HEBBINONHEHHMM STHX TpeOOBaHUI BBIIYCK
MPOAYKIHUH I10 MapaMeTpaM He JOIMyCKAaeTCs a)ke MPHU YCIOBUU YCHEIIHOTO MPOBEACHUS HCIIBITAHUS Ha
CTEpPHIIBHOCTb.

IV. TepMuHbI 1 onpeae/ieHUs

22. Jlns neneit HactosAuiero IIpunoxeHus UCTIONb3YIOTCS CIEAYIOLUE OCHOBHBIC IOHATHS:

BBINIYCK [0 NMapaMeTpaM - CUCTEMa BBIIIYCKa MPOLYKIUH, KOTOpas NAaeT IapaHTHIO TOTO, YTO
OPOAYKIUS MMeeT TpedyeMoe KayecTBO, Ha OCHOBE MH(OpManuu, TMOJYYeHHOHM B  Xoje
IIPOU3BOJCTBEHHOTO MIPOLIECCA U B COOTBETCTBUM ¢ KOHKPETHBIMU IPAaBUJIaMU OpPTaHU3alUK IPOU3BOJCTBA
1 KOHTPOJISL KaUeCTBA JIEKAPCTBEHHBIX CPEJCTB, CBSI3aHHBIMU C BBIIIYCKOM IO ITapaMeTpam;

cucreMa ofecrneyeHUs] CTePUIbHOCTH - KOMIUIGKC Mep IO OO0ECIEUYEHUIO0 CTEePUIILHOCTH
npoayKuuu. /s nexapCcTBEHHBIX MPEnapaTroB, MOAISKAIINX (UHUIITHONW CTEPUIIM3ALUHU, 3TOT KOMIUIEKC
Mep BKITIOYAET B ce0sl cleayrolee:

a) (a) pa3paboTKy JEKapCTBEHHOTO Mpernapara;

6) (b) 3HaHWe M, IO BO3MOXXHOCTH, KOHTPOJIb MUKPOOMOJIOTHUECKUX XaPAKTEPUCTUK HCXOJIHOTO
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CBIPbSI U TEXHOJIOTMUYECKUX BCIIOMOTATEIbHBIX CPEACTB (HAPUMEp, Ta30B U CMa30YHBIX MAaTEPHAIIOB);

B) (C) mpoBeleHHE KOHTPOJISI KOHTAMHHAIIMM B XOJ€ TEXHOJOTMYECKOro Ipolecca s
MPEeIOTBPALCHUS TOMAIaHUsI MHUKPOOPTaHM3MOB B TMPOIYKIUI0O U KX Pa3MHOXKEHHUS, UYTO OOBIYHO
JOCTUTAETCS TyTEM OYHCTKH U CAHUTApHON 00pabOTKU MOBEPXHOCTEH, KOHTAKTHPYIOMINX C MPOAYKIIHEH,
MpeIyNpexaCHUS KOHTAMUHALIMK U3 BO3yXa MOCPEACTBOM MPOBEACHUS Pa0OT B YHCTHIX MOMEIICHHSX,
MPOBEACHUEM TEXHOJOTUYECKOIO IMpollecca C OrPAHMYECHUSIMH BO BPEMEHHM M, B COOTBETCTBYIOIIHUX
CIIy4asiX, UCTIOIh30BAaHUEM CTATUI (PUIIbTPAIIHH;

r) (d) mpenmoTBpamieHHe MEepPEeNyTHIBAHUS MPOU3BOJICTBEHHBIX IOTOKOB CTEPHIM30BAHHOW U
HECTEPUIN30BAHHON MPOIYKIINU;

1) (€) TOCTOSIHHOE JOCTH)KEHHE KaueCTBa MPOIYKIIUH;

e) (f) mpouecc crepunmzanuu;

X) (g) cucreMy KauecTBa B ILI€JIOM, B TOM YHUCJIE CHCTEMY OOECIICUeHUs] CTEPUIILHOCTH, a UMEHHO:
KOHTPOJIb M3MEHEHHMIA, 00ydeHHEe TepCoHalla, HATUYHE YTBEPXKIACHHBIX IMPOU3BOJIUTEIIEM WHCTPYKIHUH,
KOHTpPOJIb TIPU BBIMTYCKE MPOAYKIIMH, IJIAHOBOE TEXHHUYECKOe OOCTy)KMBaHUE, aHalu3 cOoeB B padore,
MpeIOTBpaIeHIE OMMOOK IO BUHE TIEPCOHAIIA, BATHIAIUIO, KaTHOPOBKY (ITOBEPKY).

Hudopmarus 06 H3MEHEHHSX:

Ipuxazom Munnpommopea Poccuu om 18 oexabpsa 2015 2. N 4148 6 nymepayuouHwlii 3a201080K
BHeCceHbl USMEHEeHUs

Cm. mexcm HyMepayuoHHO20 3a2071068KA 8 Npeobloyuiell peoaKyuu
Hpunoxenne N 18 (19)
K [IpaBunam Hamekamen
NPOU3BOJACTBEHHON MPAKTUKH

KOHTPOJ’ILHI)IC H apXUBHBIC 06[)33111)]

C n3MeHeHHSIMH H JOMOJTHECHUSIMHA OT:

18 mexadpst 2015 r.
I. O61acTs npumenenns (1)

1. (1.1) Hacrosmee Ilpunoxenue ycraHaBIuBaeT TpeOOBaHUS K OTOOpPY M XpaHEHHUIO
KOHTPOJIBHBIX 00pa3IOB MCXOIHOTO CBHIPhsS,, YMAKOBOYHBIX MAaTEpHUajoB WM TOTOBOM MPOAYKLUUU H
apXMBHBIX 00PA31I0B TOTOBOW MPOIYKIHH.

2. (1.2) CneunanbHble TpeOOBaHHS B OTHOILECHUH JIEKAPCTBEHHBIX IPENapaToB, MpeIHa3HAuCHHBIX
JUTSL KITMHUYECKUX MCCleIoBaHui, ycTtaHoBieHsl [Ipunoxkennem N 13 k HacTosiiuum [IpaBuiiam.

3. (1.3) Hacrosmee [IpunoskeHne Takxke pacrpocTpaHseTcss Ha paboTy ¢ apXMBHBIMH 0Opa3lamu
JIEKapCTBEHHBIX CPEICTB, PEAIM3yEMbIX (MMIIOPTUPYEMBIX) HECKOJBKMMM OpraHU3alUsIMHU ONTOBOM
TOPTOBJIN JIEKAPCTBEHHBIMH CPEACTBAMH.

L. Mpuauun (2)

4. (2.1) OGpa3upl XpaHAT JUIsI JOCTHXKEHUS JIBYX IIeJICi: BO-TIEPBBIX, YTOObI 00ECIEUNTh HAJTHYUE
oOpasua [uUis aHaJIUTUYECKUX HCCIEHAOBAaHMM, BO-BTOPHIX, YTOObI OOECIEYUTh HaJHMuue oOpasla
MOJTHOCTBIO TOTOBOM mMpoAykuuu. C ydyeToM JaHHBIX IIeJieil 00pas3ibl MOTYT OBbITh HOJENICHBI Ha JIBE
KaTeropuu:

KOHTPOJIbHBI o0pa3en - oOpaszer, 0TOOpaHHBIM W3 CEpUH HCXOJHOTO CHIPhS, YIaKOBOYHOTO
MaTepuaia WIM TOTOBOW NMPOJYKIMH, KOTOPBI XpaHHUTCS IS MPOBEICHHS aHajdh3a B TEUCHHUE CPOKa
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TOAHOCTH CEpPUU B Clyyae BO3HHMKHOBEHHS Takoil HeoOxomumocTH. HeoOXoaumo coxpaHSATh 00paslibl,
OoTOOpaHHBIE  HAa  KPUTHYECKUX  TPOMEXKYTOUHBIX  CTagusX  (Hampumep, IMocie  KOTOPBIX
IIpelyCMaTpUBAIOTCS NMPOBEACHUE AHAJTUTUUECKUX HCCIIEIOBAaHUM M Bbllaya pa3pelieHUil Ha BBINYCK), U
00pa3ubl MPOMEXYTOUYHBIX IPOIYKTOB, KOTOpPHIE TMOCTABIAIOTCS 32 TpEAeTbl 30HBI  KOHTPOJIS
MIPOU3BOIUTES, €CIH CTAOMIBHOCTh 00PA3I0B ATO JIOIYCKAET;

apxXuBHbIN o0pa3en - oOpasell B OKOHYATEIbHOH YHakOBKE, OTOOpPaHHBIM W3 CEpUU TOTOBOM
MIPOAYKIMM, KOTOPBIM XpaHAT B LENAX MOATBEPXKACHUS HACHTHUYHOCTU. Hampumep, B TeueHue cpoka
XpaHEeHUsI CEepUU MOTYT MOTpeOOBaTbcs OCMOTP O0paslia MM YHNaKOBKH, MAapKHUPOBKH, WHCTPYKIMU MO
NPUMEHEHUIO, TTONTyYeHHe HH(POPMAIIUK O HOMEPE CEPUH U CPOKE TOJHOCTH. B HCKIIIOUUTENBHBIX CITydasx
yKa3zaHHOEe TpeOOBaHUE MOXKET OBbITh COOMIOIEHO 0e3 XpaHeHUs TyOIUKaToB 00paslioB, B YaCTHOCTH, €CIH
HEOOJIbIIINE CEepPUM YMAKOBBIBAIOT JUIS PA3HBIX PBHIHKOB WM TPH TPOM3BOJACTBE OYEHb JOPOTUX
JIEKapCTBEHHBIX IIPENapaToB.

5. Bo MHOruX ciy4asx KOHTpPOJIbHBIE M apXHBHbIE 00pa3lbl TOTOBOW MPOAYKIMHA HICHTHYHBI U
ABJIAIOTCS €IUHHUIAMM TPOIYKIMU B OKOHYATEJIbHOM ynakoBKe. B Takux ciydasx KOHTPOJIBHBIE U
apXHWBHbBIE 00pa3Ibl MOT'YT paCCMAaTPHUBATHCS KaK B3aMO3aMEHSEMBIE.

6. (2.2) YV mpousBoauTens, UMIOpTEpPa WM Ha NPEANPUATHH, TIE€ BbIIACTCA pa3peleHUE Ha
BBIIYCK cepud (Kak yka3zaHo B myHkrax 20 - 25 Hactosdmero IlpunoskeHus), IOJKHBI XpaHUTBHCS
KOHTPOJIbHBIE M (WJIM) apXHBHBIE OOpaslbl KaKIOH CepuH TOTOBOW MPOAYKLUHU, a Y MPOU3BOJUTENS -
KOHTPOJIbHBIE 00pa3Lbl KAKIAOH CEPHUH UCXOAHOTO ChIpbs (MCKIIIOYeHHUS yKa3aHbl B yHkTe 10 HacTosero
[Mpunoxenus) u (WIK) TPOMEKYTOUHOW mNpoaykuuu. Ha Kaxmoil NpoM3BOACTBEHHOM IUIOLIAJIKE,
OCYIIECTBIISIIOLICH YMAaKOBKY, IOJDKHBI XPAaHUTHCS KOHTPOJIbHBIE OOpa3lbl KaXKAOH CEepHM MEPBUYHBIX
YIaKOBOYHBIX MAaTEpUaAlOB M IE€YaTHBIX MaTepuaynoB. JlomyckaeTcss BKJIIOUYATh II€YAaTHbIE MaTepUallbl B
COCTaB KOHTPOJIBHBIX U (MJIM) apXUBHBIX 00pa31[0B TOTOBOI MPOIYKIINH.

7. (2.3) KonrponbHble U (MIK) apXUBHBIE 00pa3lbl XapaKTEPU3YIOT CEPUI0 TOTOBOM MPOTYKIHH
WJIA UCXOJIHBIX CHIPbSl U MaTE€PUAJIOB, SIBISIOTCS MPUIOKEHUEM K JI0ChE HA CEPHIO U MOTYT OBITh OIICHEHBI,
B YAaCTHOCTH, B ClIyyae NPEAbSBICHUS NPETEH3UH K KAa4yeCTBY JIEKAPCTBEHHOrO IIpernapara, IPOBEPKU
COOTBETCTBUSI TPEOOBAaHMSM, YCTAHOBIEHHBIM NPpU TOCYJApCTBEHHOM pErHCTpalld, MPOBEPKU
MapKHPOBKH M YIAKOBKH MM TPU MPOBEPKE YIOIHOMOYECHHBIM (pe/iepabHbBIM OPraHOM HMCIIOTHUTEIbHOM
BJIACTU (MHCHEKIIUEH).

8. (2.4) HeobxonuMo BecTH 3amucu JUIsi 0OecHeueHHs! MPOCIIeKHBAEMOCTH OOpPa3loB. 3amucu
JOJKHBI OBITH TOCTYTIHBI YIIOJHOMOYEHHBIM (heiepabHbIM OpraHaM UCIOJTHUTEIbHOM BIACTH.

II. JnuTeabHOCTH XpaHeHus (3)

9. (3.1) KonrtponbHble U apXUBHBIE 00pa3lbl KaXIOW CEpUU TOTOBOM NMPOIYKIHMU HEOOXOIUMO
XpaHUTh, 110 KpallHEW Mepe, B TEYEHHWE CPOKa INOJHOCTU CEpUU U OJHOIO TO/a IOCJIE MCTEUEHUs CpoKa
rogHocTi. KOHTpoJbHBIN 00pa3zer] 1oJkeH OBbITh YIIAaKOBaH B €ro MEPBUYHYIO YIAaKOBKY. B cimyuae ecnu
NEpBUYHAS YIMAaKOBKa SBISETCS OYEHb OOJBIIONW, KOHTPOJIBHBIM 00pa3el] MOXeT ObITh YIakoBaH B
YIAaKOBKY, COCTOSILYI0 M3 TOI'O K€ Marepuaja, 4TO U NEpPBUYHAsl YNAaKOBKa, B KOTOPOM BBIIIYCKaeTCs
JeKapCTBEHHbIN npenapar. COOTBETCTBYIOIINE YKa3aHHs B OTHOIIEHUN UMIIOPTUPYEMBIX JIEKAPCTBEHHBIX
IpernapaTroB JUIi BETEPUHAPHOTO TMPHUMEHEHHUs KpOME HMMYHOOMOJIOTHYECKUX JIEKapCTBEHHBIX
IIpenapaToB NpUBOAATCA B IyHKTax 5-6 [Ipunoxenus N 4 x HacTodmum IIpaBunam.

10. (3.2) O6pa31bl HCXOAHOTO CHIPhsI (KPOME paCTBOPHUTENIEH, Ta30B MM BOJIBI, IIPEeIHA3HAUYCHHBIX
JUIL TEXHOJIOTMYECKUX LEJIEH) JOJDKHBI XPaHUTHCS B TEUEHME HE MEHEE J[IByX JIET IIOCJE BBIITYCKa
JIEKapCTBEHHOT'O Iperapara, eciu OoJjiee UIMTENbHBIA MEePHOA HE MPEIyCMOTPEH COOTBETCTBYIOLIUMHU
HOPMATHBHBIMU TIpAaBOBBIMH akTaMu Poccuiickoit @enepanuu. YKa3zaHHBIH MEpPUOI MOXKET OBbITh
COKpaIlleH, €ClIM B crieuu(puKaiy yKkazaH 0ojiee KOPOTKUI Meproja CTaOMIBHOCTU ChIPbs. YTIaKOBOUHBIE
MaTepHalbl JOLKHBI XPaHUTHCS B TEYEHHE CPOKa FOJIHOCTH COOTBETCTBYIOLIETO TOTOBOT'O MPOAYKTA.
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IV. Koim4ecTBO KOHTPOJIBHBIX H APXHBHBIX 00pa3uos (4)

11. (4.1) KonuyectBO KOHTPOJBHBIX O0OpPA3LOB JAOKHO OBITH JOCTATOYHBIM Uil MPOBEJCHUS HE
MEHEE YE€M JBYKPATHOI'O IIOJHOIO AHAJUTHYECKOIO KOHTPOJS CEpUU MPOAYKIUH B COOTBETCTBHM C
TpeOOBAaHUSAMH, YCTAaHOBJICHHBIMU IIPH TOCYIapCTBEHHOH peructpauuu. llpm HeoOXxoaumocTu is
KaX/I0TO BHUJAa AHAIUTHYECKOTO KOHTPOJIA TOJDKHBI HMCIIONB30BaThCS HEBCKPBITHIE YIAaKOBKH. JIroOble
UCKJIIOUEHHS] U3 3TOr0 TpeOOBaHMS JOJDKHBI OBITh OOOCHOBAaHBI M COTJIACOBAHBI C YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTEILHON BIIACTH.

12. (4.2) Ecniu HOpMaTHBHBIMHU IIpaBOBBIMU akTamu Poccuiickoii denepanny ycTaHOBIIEHBI
TpeOOBaHUS B OTHOLICHUH KOJIMYECTBA KOHTPOJIBHBIX 00Pa3lloB M apXUBHBIX 00pa3LOB, TaKUe TPEOOBaAHUS
JIOJDKHBI COOJIIOIaThCA.

13. (4.3) KonrponbHble 00pa3lbl IOKHBI OBITh NPEACTABUTEIBHBIMHU JJISI CEPUU HCXOJIHOTO
CBIPbsI, IPOMEKYTOUHOW WJIM TOTOBOM MPOAYKIIUH, U3 KOTOPOil oHM 0TOOpaHbl. [Ijis1 KOHTpOst Hauboee
KPUTHYECKHX JTalloOB Ipolecca (B YaCTHOCTH, Hayaja MM KOHIIAa Ipolecca) MOTYT OTOHpaThCs
JONIOJTHUTENbHBIE 00pa3ipl. Eciin mporecc ymakoBKM Cepuu BEAETCS B XOJ€ JIByX M 0ojee OTACIbHBIX
orepauuii Mo yHakoBKe, TO MOCJe KaKIOH M3 3THX omepanuil HeoOXO0AUMO OTOMpaTh HE MEHEe OJHOTO
apxuBHOTO oOpasna. JlroOble HCKIIOUEHUS W3 OTOro TpeOOBaHHs JOJDKHBI OBITh OOOCHOBAaHBI M
COTJIACOBAHBI C COOTBETCTBYIOLINM YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM MCTIOJTHUTEIIBHON BIACTH.

14. (4.4) HeobxomuMo oOecrneunTh, 4TOOBI B TEUYCHHE OIHOTO ToJla TMOCIE UCTEUEHHUs CpoKa
TOAHOCTH TIOCJIEIHEW NPOU3BEIECHHONM CEepUM HMMEJIHCh B HAIMYMHM WIM OBUIM JIETKO JOCTYIHBI BCE
HEO0XO/IMMBIE aHAIMTHUECKUE MaTepHajbl U 000PYJOBAHUE C IIETbI0 MPOBEACHUS BCEX MPUBEICHHBIX B
crieun(pUKaIUKN UCIIBITAHUH.

V. ¥YcaoBus xpanenus (5)

15. (5.1) XpaHeHue KOHTPOJBHBIX OOpPa3lOB TOTOBOH MPONYKIMH U (hapMaleBTHUECKUX
CyOCTaHIMI TOJDKHO OCYIIECTBISTHCS B COOTBETCTBUU C TPEOOBAaHMSIMU HOPMATHUBHBIX IPABOBBIX AKTOB
Poccuiickoit @enepanuu.

16. (5.2) VYcnoBus XpaHeHHs HOJDKHBI COOTBETCTBOBATH TPEOOBAHUSM, YCTAHOBJICHHBIM IIPH
rOCy/1JapCTBEHHOW PETUCTpalMM JIEKAPCTBEHHOTO CpEACTBAa (HANpUMEpP, XPaHEHUE IIPU MOHMWKEHHOMN
TeMmIeparype, eciu Tpedyercs).

VI. Coranamenns (6)

17. (6.1) Ecnn nuno, Ha UM KOTOPOTO BBIIAHO PETUCTPALIMOHHOE YJOCTOBEPEHUE, HE SIBIISIETCA
OJTHOBPEMEHHO IOPUIAMYECKUM JIMIIOM, OTBETCTBEHHBIM 3a BBIIYCK CepUU NpPOAyKIHH B Poccuiickoit
®eneparyn, 0053aHHOCTh MO OTOOPY M XPAHEHUIO KOHTPOJIBHBIX M apXHMBHBIX OOpa3LOB JOJKHA OBITh
oIpeJielieHa B COTJIAIIEHUH MEXAYy CTOPOHAMHM B COOTBETCTBUU C TMyHKTamu 237 - 255 HacTOALIMX
ITpaBui. DTo Taxke KacaeTcs ciyyaeB, KOTJa Kakas-TM00 JEATENbHOCTD 10 MPOU3BOICTBY WM BBIITYCKY
Cepu MPOAYKLUHU TIPOBOAUTCS HA TOM MPOU3BOJICTBECHHOHN IUIOMIAJKE, KOTOpas HE MPHHAIICKUT
MIPOM3BOUTEII0, OTBEYAIOMIEMY 3a CEpUI0 NPOAYKIMH, oOpamiaromiyiocs B Poccuiickoit denepammu.
ITopsimox orOopa M XpaHEHUS KOHTPOJIBHBIX M apXUBHBIX OOpA3IOB A KaKJOW MPOM3BOJCTBEHHOM
IUIOIIAJIKH, BOBJICYEHHOW B TPOU3BOJACTBO, JOJDKEH OBITh ONpEeAeNieH B COMVIAICHUH MEXIY
MIPOU3BOIUTENSMHU, KOTOPBIM 3TH MPOU3BOACTBEHHBIE TUIONIAIKH TPUHAIEHKAT.

18. (6.2) YIOTHOMOUYEHHOE JIMI0, KOTOPOE BBIAAET Pa3pelliEeHUE Ha BBIITYCK CEPUU JIEKAPCTBEHHOTO
mpernapara, J0JDKHO OOeCHeuuTh JOCTYHMHOCTh BCEX COOTBETCTBYIOIIMX KOHTPOJIBHBIX W apXUBHBIX
00pa3loB B TEUCHUE MTPUEMIIEMOT0 BpeMeHH. [Ipi HeoOX0IMMOCTH Bce TpeOOBaHUS B OTHOILIEHUH TaKOTO
JOCTYIIa YCTAaHABJIMBAIOTCS B COTJIAIICHUH.
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19. (6.3) B caywae eciu B NIPOU3BOACTBE T'OTOBOW MPOIYKIUHU 3aJ€HCTBOBaHbI HECKOJIBKO
MIPOM3BOJICTBEHHBIX IUJIOMIAI0K, NPUHAUIEKAIIUX PA3HBIM TPOU3BOAMTENSAM, HAIWYHE COTJIAIICHHHA
MEXIYy YKa3aHHBIMH IPOU3BOAUTEIISMHU SBISAETCS KIIIOYEBBIM YCIOBUEM COOJIOACHUS TpeOOBaHM MO
0TOOPY ¥ MECTY XpaHEHUS! KOHTPOJIbHBIX M apXUBHBIX 00pa3II0B.

VII. KontpoabHbie 00pa3ubl. Oomue moJioxenus (7)

20. (7.1) KonTponpHble 00pa3ibl MpeAHA3HAYEHBI [T IPOBEACHUS aHATN3a U TOJIKHBI OBITh JIETKO
JIOCTYIHBI JUis Ja0opaTopud, MMEIONIEH BaJMAMPOBAHHBIE METOAMKH IPOBEACHHS TAaKOTO AaHaJH3a.
OO0pa3s1bl HCXOAHOTO CHIPhsI, UCIIOIB3YEMOT0 B MPOU3BOACTBE JICKAPCTBEHHBIX MpenapaToB B Poccuiickoit
®eneparun, U 00pa3ibl TOTOBOM MPOAYKINHU TOJIKHBI XPAaHUTHCS HA TOM NMPOU3BOACTBEHHOMN IUIOLIAJIKE,
Ha KOTOPOH OCYIIECTBIISAETCS IPOU3BOACTBO TOTOBBIX JIEKAPCTBEHHBIX IIPENIAPATOB.

21. (7.2) Iopsinok obpaiieHust ¢ KOHTPOJIBHBIMUA O0Opa3liaMi T'OTOBBIX JIGKAPCTBEHHBIX CPEJICTB,
IIPOU3BOJUMBIX B IPYTUX CTpaHaX:

a) (7.2.1) B cnyuae eciu mexnay Poccuiickoilt @enepanueil 1 COOTBETCTBYIOIIUM TI'OCYAapCTBOM
3aKIII0YEHO COTJIAIlIEHUE O B3aUMHOM MPU3HAHUHU, KOHTPOJIbHBIE 00pa3Ibl MOTYT OTOMPATHCS U XPaHUTHCA
Ha TOW NMPOU3BOJCTBEHHOW IUIOLIA/IKE, Ha KOTOPOW OCYIIECTBISETCS MPOU3BOJACTBO. DTO JOIKHO OBITH
odopmileHO cornanieHneM (B COOTBETCTBUM ¢ myHKTamu 17 - 19 Hacrosmiero [IpuiiokeHus) Mexmy
nMiioprepoM B Poccuiickoit denepanuu ¥ IpOU3BOAUTENIEM, HAXOIAIUMCS 3a €€ MpeeIaMu;

6) (7.2.2) B cnyuae ecnu Poccuiickas @enepaiusi He UMEET ¢ COOTBETCTBYIOIIUM TI'OCYIapCTBOM
COTJIAIIEHUS O B3aUMHOM IPU3HAHUHU, KOHTPOJIbHBIE 00pa3Ilbl TOTOBOM MPOAYKLIMHU J0JKHBI OTOMpAThCs U
XpaHUTbCS Ha MPOM3BOJCTBEHHOH IUIOIMIAJKE, pacroyiokeHHOH B Poccuiickoit ®enepauuu. Otdop
00pa3loB JOJDKEH BBIMONHATHCS B COOTBETCTBHM C COTJIAIICHHEM (COTJIALICHUSMHU) MEXIY BCEMHU
3aWHTEPECOBAaHHBIMU CTOpOHaMHU. OOpaslbl PEeKOMEHAYETCs XPaHWUTh TaM, IJI€ MPOBOJWICS KOHTPOJb
IIPOAYKIIMH IIPH €€ BBO3E;

B) (7.2.3) KOHTpoOJBbHBIE OOpPa3lbl HCXOJHOIO CHIPhS M YNAKOBOYHBIX MAaTEPHUATIOB JOJKHBI
XPaHUTBCS TaM, IJI€ OHU UCII0JIb30BAIIUCH JJIsl IPOU3BOCTBA T'OTOBBIX JIEKAPCTBEHHBIX IIPENApaTOB.

VIII. ApxuBHbIe 00pa3ubl. O0mue noJoxenus (8)

22.(8.1) ApxuBHbIe 00pas3Ibl JOJKHBI TPEACTABIATH CEPUIO TOTOBBIX JIEKAPCTBEHHBIX MIPENapaToB
B TOM BHJE, B KOTOPOM OHHU peanusyrorcsi B Poccuiickoii denepanii ¥ MOTYT HMCIOJIb30BaThCS IS
KOHTPOJIS C IIEJIbIO MOATBEPKACHUS COOTBETCTBHSI TPEOOBAHUSAM, YCTAaHOBJICHHBIM MIPU TOCYAAPCTBEHHOM
perucTpanyy, 1 UHBIM TpeOOBaHHSIM, YCTAaHOBJICHHBIM HOPMAaTHUBHBIMHU MPABOBBIMHU akTamu Poccuiickoii
@eneparun. ApXHMBHBIE 00pasllbl PEKOMEHIYETCS XpaHUTh Ha IUIONIAJKe, HAa KOTOPOW HAaXOIUTCS
YIOJHOMOYEHHOE JINLO, BBIAABIIEE PA3PELICHUE HA BBIYCK NPOTYKIUH.

23. (8.2) B cootBercTBUN ¢ mnyHKTOM 22 Hactosuiero IlpunoskeHus B cilydae €ciaud UMEETCS
JCUCTBYIOIIEE COTJIAllEHHe O B3aWUMHOM NPU3HAHUM M KOHTPOJIbHBIE OOpa3lbl XpaHATCA Y
IIPOU3BOJUTENSA, Haxojsaulerocss 3a mnpenenamu Poccuiickoit @enepanuu (noanyHKT "a" myHkra 21
Hacrosmero Ilpunoxenus), OTAENbHBIE AapXHWBHbIE OO0pa3lbl JOMKHBI XpaHUThCS B Poccuiickoii
denepauuu.

24. (8.3) ApxuBHbIe 00pa3mbl JOHKHBI HAXOOUTHhCS HA TPOU3BOACTBEHHOW IUIOIIAJIKE,
IIPUHAJJIEKALIEN POU3BOAUTENIO, UMEIOLEMY JIMLIEH3UIO Ha IIPOM3BOJCTBO JIEKAPCTBEHHBIX CPEICTB, U
OBITH JOCTYITHBIMU JJIS1 YIOJTHOMOYEHHOTO (pe/IepaibHOTO OpraHa NCTIOJHUTEIBHOM BIAaCTH.

25. (8.4) Ecnu B nmocnenoBaTeabHOCTH "BBO3 - MPOLECC YNIAKOBKH - KOHTPOJb - BBINYCK cepun"
y4acTByeT Oojiee OJHOTO Mpow3BOAUTENsS B mpenenax Poccuiickoit deneparuu, TO OTBETCTBEHHOCTH 3a
0TOOp ¥ XpaHEHHE apXUBHBIX 00PA3LIOB J0JDKHA OBITH OIpE/esieHa COTalieHHeM (COTIaleHIsIMU) MEKITY
BCEMHU yUYacCTBYIOIIMMH CTOPOHAMH.
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IX. KoHTpo/bHBIC H apXHBHBIE 00pa31bl NPOAYKIUH, MMIIOPTHPYEMO (pean3yemMoii)
HECKOJBLKHMH OPraHU3anHMsAMH ONITOBOM TOPIOBJ/IH JIEKAPCTBEHHBIMU cpeAcTBamMH (9)

26. (9.1) Ecnu BTOpUYHYIO YIAKOBKY JIEKAPCTBEHHOI'O Iperapara He BCKPHIBAIOT, TO HEOOXOAUMO
XPaHUThb TOJIBKO MCIIOJIb3YEMbIN YIAKOBOYHBIM MaTepuall, MOCKOJIbKY PUCK NEPENyThIBaHUS MPOAYKLUU
HE3HAYUTEJIEH WIN OTCYTCTBYET.

27.(9.2) Ecnn BTOpUUYHYIO YIIAKOBKY BCKPBIBAIOT, HAIPUMEP, ISl 3aMEHbl KAPTOHHOW IauyKu WU
MHCTPYKIIMU MO IPUMEHEHHIO, TO HEOOXOIMMO OTOMpaTh OJMH apXUBHBIN 00paserl A KaxI0i onepanuu
Ipolecca yMaKOBKH, TaK KaK CYyIIECTBYET PUCK MEPENyTHIBAHUS IMPOLYKLIUU B IPOLECCE YHNAKOBKH.
JlookeH OBITh IPEyCMOTPEH MOPSAAO0K, TO3BOJISIIOIINI OBICTPO ONPENeIUTh BUHOBHOTO B IEPENyTHIBAHUH
(mpou3BOANTENL WM OpraHU3alUsl ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMHU CPEJCTBAMM), TaK KaKk OT 3TOrO
3aBUCUT 00BEM OT3BIBAEMON MPOIYKIIUH.

X. KoHTpoJibHBIC H apXUBHBbIE 00pa3ubl B ciay4yae JUKBUAANUH npou3soanTeas (10)

28.(10.1) Ilocne nukBUAaLMy IPOU3BOIUTENS U IPEKPALLEHUS (B pe3yIbTaTe aHHYJINPOBAHUS WU
UCTEUYEHHUsI CPOKa JEHCTBUS) JIMIIEH3UMM Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B IMPOJAKE MOKET
ocTaTbcs OOJBINOE KOJIMYECTBO CEpUl TMPOU3BENEHHBIX OSTHM IPOU3BOAMTENEM JIEKapCTBEHHBIX
IIPENapaToB € HEHUCTEKIINM CPOKOM TOJHOCTU. [l OCTaromMxcs Ha pPBIHKE CEpUH IPOM3BOAUTEID
JOJDKEH 3aKIIOYUTh JOTOBOPHI IO TMepefaue KOHTPOJIBHBIX M apXUBHBIX 00pa3loB (a Takxke
COOTBETCTBYIOLIEH TOKYMEHTAlMH, Kacaromeics Hacrtosmux [IpaBui) Ha XpaHeHHE B NpeJHa3HAuCHHOE
s 3Toro mecrto. IlpowsBoauTeNns MOMKEH MNPEACTaBUTh B YIOJHOMOUYEHHBIN (enepaibHblil opraH
WCIIOJIHUTENIBHON BIACTH JOKA3aTEJIbCTBO TOTO, YTO IPHUHATHl JTOCTATOYHBIE MEpBl IO XpPaHEHMIO, a
00pas1pbl, eciii He0OXOIUMO, MOTYT OBITh JIETKOJOCTYITHBI JJIsl IPOBEICHHS OLICHKH U aHaJIM3a.

29. (10.2) Ecau npou3BOAUTENb HE MOXKET NPEANPHUHATH YKa3aHHbIE MEpBI, TO BBHIIOJHEHHUE
HEOOXOIUMBIX NEHCTBUH MOXET OBbITh HEepeAaHo APYyroMmy Mpou3BOAMTENIO. JIMIO, HA UMS KOTOPOTO
BBIJIAHO PErHCTPALMOHHOE YJIOCTOBEPEHHE, HECET OTBETCTBEHHOCTh 3a TaKylo nepeaauyy (yHKIHUN U 3a
NpeJCTaBICHUEe BCce HEoOXoauMoN HHGOpMAIMU  YINOJHOMOUYEHHOMY (enepaJbHOMy OpraHy
WCIIOJIHUTENIHOM BiacTH. JIMIO, HA UM KOTOPOrO BBIIAHO PETHCTPALIMOHHOE YIOCTOBEPEHHE, NOKHO
COIJIACOBATh C YIOJHOMOYEHHBIM (peiepanbHbIM OpPraHOM MCHOJIHUTENBHOM BIIACTH JTOCTATOYHOCTH MeEp
10 XpPaHEHUIO KOHTPOJIBHBIX U apXUBHBIX 00pa3IIoB.

30. (10.3) Ot TpeboBaHUS PACHPOCTPAHIIOTCS TAaKKe Ha CIydyail JHUKBHIAIMH MPOHU3BOJCTBA,
Haxozsuerocs 3a npeaenamu Poccuiickont @enepaunu. B 3ToMm ciaydyae uMmoprep HeCeT OTBETCTBEHHOCTD
3a obecreyeHWe TOTrO, 4YTO YKa3aHHbIE JIOTOBOPHl XpAaHEHHMsS 3aKIIOUEHbl U COTJIaCOBaHHE C
YIIOJIHOMOYEHHBIM (peiepabHBIM OPTaHOM HCTIOIHUTENILHON BJIACTH MPOBECHO.
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