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[Ipenucinosue

Lemn n mpuHIAITE! cTaHaapTH3anuu B Poccutickoit denepanuu ycTaHOBICHBI DeiepaIbHBIM 3aKOHOM OT 27

nexa0ps 2002 1. N 184-D3 "O TeXxHMYECKOM PEryJnpoBaHuK”, a MpaBuia MPUMEHEHHUS HAIIMOHAIbHBIX

crarmaptoB Poccuiickoit @enepanmm - TOCT P 1.0-2004 "Crangaptu3aius B Poccutickoit demepariim.

OcHOBHBIE TTOI0KEHUA"

CeeleHHs 0 CTaHAaApTe

1 PABPABOTAH O61epoccuiickoii 001eCTBEHHOM opranu3anueii "Accouuaius HHKEHEPOB 10 KOHTPOJIIO
mukpo3sarpszaenuil”" (ACMHKOM)
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2 BHECEH Texundeckum kKoMuTeTOM I10 cTaHmapTu3anuu TK 458 "IIpaBuia mpon3BoACTBAa U KOHTPOIIS

KadecTBa JCKapCTBECHHBIX CPEACTB"

3 VTBEPXJIEH 11 BBEJIEH B HEﬁCTBHE IIpukazom PenepaIbHOro areHTCTBA M0 TEXHUYECKOMY

peryianpoBaHuio U Merposoruy ot 2 uroHs 2006 r. N 105-cT

4 BBEJIEH BIIEPBBIE

Hngopmayust 06 uzmenenusx Kk Hacmosiuiemy CmaHoapmy nyoauKyemcs 6 exice200H0 uz0a8aemom
ungopmayuonnom ykazameine "Hayuonanonole cmandapmot”, a mexcm uzmenenuil u NONPAGox - 8
edcemMecsIuno uz0asaemulx unpopmayuonnvix ykasamensix "Hayuonanvuvie cmanoapmol”. B ciyuae
nepecmompa (3amemwl) Uil OMMEHbl HACMOAWEe20 CIMAHOAPMA COOMEEemMcmsyloujee yeeoomietue Oyoem
ONYOIUKOBANO 8 edHCeMeCIUHO U30asaemom unpopmayuonrnom ykazameie "Hayuonanonoie cmanoapmer”.
Coomeemcmayiowas ungopmayus, y8eOoMieHue u meKkcmol PA3Mewaiomcst Mmakice 8 UHGOPMayUoHHOL
cucmeme 0bwe2o noIb306anUs - Ha opuyuarbHom caiime PedepanbHo20 a2eHmcmed no MexHUYECKOMY

pezynuposanuio u mempono2uu 6 cemu Mumepnem

BBenenune

OO0s13aTeTbHBIMU TPEOOBAHUSMH K TIPOU3BOJICTBY JICKAPCTBEHHBIX CPEJCTB SBIISFOTCS:
- HJICHTUYHOE, CTAH/IAPTHOE BBITIOJTHEHUE BCEX OTEpPaIlnii;
- MPOCIICKUBACMOCTb ITPOIIEcca MMPOU3BOJICTBA KAXKIOW CEPUU TIPOTYKITHH;

- o0OecrieueHne MoJHOTO COOTBETCTBHS BCEX 3TAIOB OPOM3BOACTBA, HCXOAHBIX M YIITAKOBOYHBIX MAaTCPHUAIIOB,

MTPOMEKYTOYHOHN M TOTOBOH MPOJYKIIMH 33 JaHHBIM TPEOOBAHUSIM.

C 3ToM IR0 MPOU3BOICTBO JICKAPCTBEHHBIX CPEJICTB JIOJKHO OCHOBBIBATHCS HA CUCTEME JOKYMEHTAIIHH,
peTIaMeHTHPYIOIIEH OpTraHU3aIlii0 M TEXHOJIOTHIO TIPOU3BOACTBA, KOHTPOJIb KAUeCTBA U JOKYMCHTAIIEHOE
ohopMIICHHE BCEX BBIIOJIHAEMbIX onepaluii. JIro0oe neiicTBre J0IKHO BBIMOIHITHCS B COOTBETCTBUH C
TOKYMEHTOM. VICKITFOYaroTCsl CIIETIOBAHNE YCTHBIM PACIIOPSKCHHUSAM U BBITTOTHCHUE JCHCTBHM 11O

COOCTBEHHOMY YCMOTPEHHUIO.

[Topsi0K TPON3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB PErIIAMEHTUPYETCSI CHCTEMOOOPA3YIOIIHM
crangaprom [OCT P 52249. Hacrosiuuii crangapt aetanusupyet tpedoanust [OCT P 52249 B yactu

BCIACHUA OpFaHI/I3aHHOHHO—TCXHOHOTquCKOﬁ JOKYMCHTAIIUH.

1 ObnacTb NPUMEHEHUS
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Hacrosumumii ctangapT ycTaHaBIMBAaeT OCHOBHBIC TPEOOBAHMS K OPraHU3allMOHHO-TEXHOJOTHYCCKOM
JIOKYMEHTALINH, HEOOXOIUMOM [IJIsl MPOU3BOACTBA JiekapcTBeHHBIX cpeacTB 1o 'OCT P 52249, ee

COJICPKAHUIO U TIOPSIIKY BEJICHUSI.

CranmapT He YCTaHaBIIMBACT KOHKPETHBIC ()OPMBI JOKYMEHTOB, TPEOOBAHHUS K UX Pa3pabOTKe, COTIACOBAHHMIO,
YTBEPKJICHUIO, XPAHEHHUIO U TIP., KOTOPBIE OMPEIEISIFOTCS] CAMHM TPEATNPUSTAEM - TIPOU3BOIUTEIIEM
nekapctBeHHBIX cpencT (JIC). [IpuBeneHHbBIC B TPHIIOKEHHUSIX 00pa3Ilbl JOKYMEHTOB HOCST CIIPaBOYHBIN

XapakxTep.

CranmapT He pacipoCTPaHIETCs] Ha OPTaHNU3aIlMOHHO-PACIIOPSTUTEIBHYIO JOKYMEHTAITUIO (TTPHKA3bI,

pacropspKeHUs, IOJKHOCTHBIE MHCTPYKIIMU U TIP.).

2 HopmaTumBHbIE CChINKK

B macTosmiem cTangapTe HCTIOIB30BAaHbI CCHIIKH Ha CIICIYIONINE CTaHIapThI:

TOCT P 51141-98 Jlemoupon3BOICTBO M apXUBHOE J€J10. TepMHUHBI M ONPEACICHNS

T'OCT P 52249-2004 IlpaBuiia mpoM3BOACTBA U KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEIACTB

T'OCT P 52537-2006 ITpou3BOACTBO JIEKAPCTBEHHBIX cpeacTB. CucreMa obecneuenus kauecrsa. O0mme

TpeOoBaHMs

[Tpumeuanwe - [Ipu Mob30BaHUH HACTOSIIIMM CTAHIAPTOM IEJIECO00Pa3HO MTPOBEPUTH JICHCTBUE CCHIIOYHBIX
CTaHAapTOB B HH(GOPMALIMOHHONW CUCTEME OOIIEro MOIb30BaHus - Ha opuIHaIbHOM caiite dDeaepaibHOro
areHTCTBA M0 TEXHUYCCKOMY PETYJIUPOBAHHUIO U METPOJIOTHH B CeTH VIHTEpHET MIIH O €XKETOJTHO
H3/1aBaeMOMy MH(POPMAIMOHHOMY yKa3aTelno "HalmonanbHble cTanaapThl”, KOTOPBIHA OIMyOIMKOBaH 110
COCTOSIHHIO Ha | STHBaps TEKYIIETo rojia, ¥ 10 COOTBETCTBYIOIINM €KEMECSUHO U3/IaBACMbIM
WH(POPMAITMOHHBIM YKa3aTelsIM, OITyOJIMKOBAHHBIM B TEKYIIIEM Toly. ECITH cChUTOUHBIN JIOKYMEHT 3aMEHEH
(M3MEHEH), TO TIPH TT0JIb30BAaHUH HACTOSIIIAM CTaHAPTOM CIISAYET PYKOBOJICTBOBATHCS 3aMEHEHHBIM
(M3MEHEHHBIM) IOKYyMEHTOM. ECiH cChIIOYHBIN TOKYMEHT OTMEHEH 0e3 3aMEHBI, TO TIOJIOKEHHE, B KOTOPOM

JJaHa CChUIKA HA HETO, IPUMEHACTCA B 4aCTH, HE 3anaFHBaIOIHCﬁ OTY CCBLIKY.

3 TepMuUHbI 1 onpeneneHnd

B macTosmiem cTangapTe MpUMEHEHBI CIICTYIONINE TSPMUHBI U OTIPEICIICHUS
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3.1 cnemmuduxanmus (specification): JlokyMeHT, comeprkaiiuii TpeOOBaHUS K MaTepyajaaM U IMPOIyKTaM,
WCTIOJIh3yEMbIM HJIH TTOJTyYaeMbIM TP IPOU3BOICTBE, SBIISTFOIIUICS OCHOBOM ISl OIICHKH KayecTBa
nekapctBeHHbIX cpenctB (TOCT P 52249).

3.2 NpOMBIILIEHHBII perjiaMeHT, TEXHOJIOTHYecKasi HHCTPYKIHS H HHCTPYKIHS 10 YIIAKOBKE:
JIOKyMEHTBI, OTIpeICIISIONINE BCE UCIIOIb3yEeMbIe HCXOIHBIC MATECPHAIbI M OTIEPAIIAH 110 TIPOM3BOJICTBY U
ynakoBke npoaykuuu (COCT P 52249).

[Ipumevanms

1 TIpOMBINUICHHBIN PETJIAMEHT OXBaTBIBAET BCE ACTICKTHI TEXHOJIOTHUYECKOTO TIpoIiecca, TpeOOBaHMS K
Ka4eCTBY ChIPbsI, BHYTPUIIPOU3BOJCTBEHHOMY KOHTPOJIFO, KOHTPOJIIO KayecTBa, 0€30MaCHOCTH TPy,
9KOJIOTHYECKOH 0€30MaCHOCTH, YTHIIN3AIIUU OTXOIOB H TIP.

2 JlommycKaeTcst MCITOIb30BaHNE TEPMHUHA ""TEXHOJIOTHUSCKII perjaMeHT" BMECTO TepMUHA "TIPOMBIIIICHHBII

permameHt".

3.3 HHCTPYKIHsI, METOUKA, npoueaypa (procedure, standard operation procedure): JJoKyMeHTHI,
coJieprKallire YKa3aHus 10 BBIMOJIHEHUIO OTICIBHBIX BUJIOB OIEpaIlii; HAIIPUMeEp, 110 OYHCTKE,
MePEOoICBaHUI0, KOHTPOJIIO OKPYKAIOIIEH cpelibl, 0TOOPY NPo0, POBEICHUIO HCITBITAHUH, SKCIUTyaTallud 1
TexHu4YecKkoMy o0caykuBanuio ooopyaoBanust (TOCT P 52249).

[Ipumeduanmne - "CranmapTHas ornepannonHas mporeaypa - COIT" - HepekoMeHTyeMBIi TSPMHUH.

3.4 nporokoJi Ha cepuio (record): JIoKyMeHT, OTpa)KaroIInii X0 MPOU3BOACTBA KaK10i Cepru IPOAYKIIUH, B
T.4. pa3pelleHre Ha e¢ peaan3alinio U Bce (haKTophl, BIMSIONIME Ha KauecTBO roToBoi npoaykiuu (COCT P
52249).

[Ipumeuanwue - I[IpoToKOJ Ha CEPHUIO MIPOAYKIIUU (IOChE Ha CEPHUIO) BKIIOYACT:

- mpoTokoJI(b1) Ha Ipon3BoacTBO cepun 1o [OCT P 52249 (noapasnuen 4.17);

- mpoTokoJI(bl) Ha yrnakoBky cepun 1o ['OCT P 52249 (noapasuen 4.18);

- IIPOTOKOJIBI KOHTPOJIA UCXOJHBIX W YIITAKOBOYHBIX MaTCpHUAJIOB, B TOM YHCJIC pa3pCUICHNC Ha X

TIPUMEHEHHUE;

- IPOTOKOJ WJIK APYTOM JTOKYMEHT TI0 KOHTPOJIIO Ka4eCTBa TOTOBOW TIPOAYKITHH;

- pa3pelleHne Ha PeaTu3auio CEPHH TIPOIYKIINH;

- POTOKOJIBI HA TTOJIOTOBKY 00OPYIOBAHUS, IIOMEIICHUH U TIp.;
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- Ipyrue J0KyMEHTHI (IIpH HEOOXOIUMOCTH ).

JlaHHBIEC O MPOBEJICHUH OCHOBHBIX TEXHOJOTHYCCKUX OTIEPAIMid, UCTIOJTHUTEIISAX U TIP. MOTYT 0(hOPMITSITBCS B

BHJIC MapIIPYTHBIX KapT.

3.5 yurennble konuu: Konnu TOKyMEHTOB, HAXOSIIMECS HA yUeTe B TOIPA3/ICIICHNN, KOHTPOJIUPYIOIIEM
BEJICHHE JOKYMEHTAIIUH, U B KOTOPBIC BHOCSTCS JIFOObIC U3MEHEHHS JTST TIOJICPIKAHUSI KX COOTBETCTBHS

OpHUTHHAIY.

3.6 cepus (batch, or lot): OnpeneneHHOe KOIUUIECTBO OJHOPOAHBIX HCXOIHBIX U YIIAKOBOYHBIX MaTePUajIOB
WA OZHOPOIHOM MTPOIYKIIMH, 00pabOTaHHON B X0 OHOM MM HECKOJIBKUX TTOCIIEI0BATEIbHBIX

texnosornyeckux craguii (COCT P 52249).

[Tpumeuanwe - [Ipr HEOOXOAMMOCTH Ha OTIPEACIICHHBIX CTAIUSIX TPOU3BOJICTBA CEPHSI MOKET OBITh pa3JieicHa
HAa TIOJICepHH, 00BhEINHSICMBIE BITOCICJCTBHH B OJTHOPOHYIO CEPUI0 IPOAYKIHH. [Tpr HempepbIBHOM
TIPOU3BOJICTBE MOHSITHE CEPUH JIOJKHO OTHOCUTHCS K ONPEACIIEHHON YaCTH MPOAYKIINN, XapaKTePU3yEeMOH

OJIHOPOTHOCTBIO.
C TOUYKHM 3peHUs] KOHTPOJISI TOTOBOM MPOAYKIIHMH CEPHsI TPOLYKIINH BKIIIOYAET B €01 COBOKYITHOCTD €THHUI
JI0O3UPOBAHHOMN (hOPMBI JIEKAPCTBEHHBIX CPEACTB (JIEKAPCTBEHHOM (POPMbI), H3rOTOBICHHBIX M3 OJJHOrO 00beMa
HCXOHOTO MaTepHaja U MPOIIEANINX SANHYIO MOCIICA0BATEILHOCTD TPOM3BOACTBEHHBIX OTIePaIil Wit

SIUHBIN ITUKJT CTePUITN3AIINH; TIPH HETIPEPHIBHOM ITPOM3BOJICTBE - BCE CIMHUITBI, IPON3BEACHHBIC B 3aJaHHBIN

WHTEpBAI BPEMEHHU.

3.7 opraHu3anuoOHHO-PACTIOPSIUTEIbHBIA JOKYMEHT: By MICEMEHHOTO IOKYMEHTa, B KOTOPOM
(DUKCUPYIOT pellIeHUue aIMUHUCTPATUBHBIX U OPTaHNU3aIMOHHBIX BOITPOCOB, @ TAK)KE BOIIPOCOB YIPABJICHHUS,
B3aMMO/ICHCTBUS, 00CCTICUCHUS M PETYITUPOBAHMS JCSITEILHOCTH OPTaHOB BJIACTH, YUPEIKICHUH,

MPEANPUATUI, OPraHU3aLMM, UX MoApa3aeacHuil 1 1oKHOCTHBIX Jull (TOCT P 51141).

4 O0Lwme nonoxeHus

4.1 OcHoBHbIE TpeOOBAHUS K JOKYMEHTAIIUH:

- HCUYEPIIBIBAIOIIHI XapaKTep, T.€. 0XBAT BCEX BBIMOJHAEMBIX ONEpaIiii, TpeOOBaHUH K MaTepHaaM,

MIPOIYKIIMH, METOIaM HCIIBITAHUH 1 TIp.;
- SICHO c(hopMyYJTMPOBAaHHOE HAMMEHOBAHKE M Ha3HAYCHNE;
- OTCYTCTBHE JHUIIHEH HH(OPMALIMK U €€ HEOOOCHOBAHHOTO JTyOJIMPOBAHMSI,

- SICHOE M3JIOKEHHUE TeKcTa 0e3 HEONPECACICHHOCTH U IBYCMBICIICHHOCTH,
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- JJOTU4YHAasA CTPYKTYypa, CACTEMHOC N3JI0OKCHUEC B COOTBETCTBHUH C YCTAHOBJICHHBIM ITOPAAKOM KOJUPOBaHUA

(pyOpuKaLym, HyMepalun);

- ohopMIICHUE U YTBEPIKICHHUE B YCTAHOBIICHHOM TTOPSITKE.

4.2 CucreMa TOKYMEHTAITMH B TPOM3BOJICTBE JICKAPCTBEHHBIX CPEJICTB IOJDKHA COOTBETCTBOBATH
pa3pelIMTeIbHON JOKYMEHTAIIMKA U PETUCTPALIMOHHOMY J0Che, TPeOOBaHUSIM HAI30PHBIX OPIaHOB,

HOPMAaTUBHBIM 1 HOPMATHUBHO-IIPABOBBIM TOKYMCHTAaM.

4.3 Crneyet npeaycMOTPETh TOPSJIOK BEICHHUS IOKYMEHTAIIMY B CHCTEME 00eCTIeUeHHUs KauecTBa, BKIToYast
TIOPSIJIOK €€ UCTIONB30BaHMS, yUeTa ¥ CHCTEMbI HyMEpaIliy, KOJUPOBAHUS U MAPKUPOBAHUS, a TAKKE

0o(OPMIICHUS U PACCMOTPEHHUS TIOJTYYCHHBIX JaHHBIX M ITPOTOKOJIOB Ha CEPUIO0 TOTOBOM MPOIYKIMHU (Janee -
cepuro). Ha mpeanpusitin noymkHa ObITE pa3paboTaHa HHCTPYKIIHS, PErJIAMEHTUPYIOIIAs! TOPSIOK BEICHHS

JIOKYMCHTAITHH.

4.4 BejeHue TOKYMEHTAIIMK B COOTBETCTBUY C YCTAHOBJICHHBIMH TPEOOBAaHUSMH 00€CIICUNBACT MIOCTOSHHYIO
BOCIIPOHM3BOIMMOCTh ITPH IPOU3BOJICTBE CEPUH MPOTYKITHH, TIPEAOTBPANIACT OMTUOKH, BO3HUKAIOIIHNE TIPH
YCTHOM OOIIIEHUH, HEPABUIILHOM TOJIKOBAHHHU CJIOB, HETIOJIHON WITH YTEPSHHOW HH(POPMAIINH, JTAeT
BO3MOKHOCTb TIPOCIIE/IUTH UCTOPHIO CEPUU TPOIYKIIMH U TIPH HEOOXOTUMOCTH BBISIBUTH PHUUHBI
OTKJIOHCHHWH, BITUSIONIME HA KAUECTBO, M BHECTH KOPPEKTUBBI BO M30€KaHNE TIOBTOPCHHS OTKIIOHCHUH B

Oynyuem.

4.5 JIoKyMEeHTBI, KaK TIPaBUIIO, HE JIOJDKHBI ObITh PYKOTIMCHBIMH. J[aHHBIC, KOTOPBIC BHOCATCS B OJTaHKH
PYKOITUCHBIM CITOCOOOM, JTOJIKHBI OBITH BBIITOJIHEHBI YETKAM, Pa300PUHBBIM MTOYEPKOM, TAK, YTOOBI ITH

3aIMCH HEJb3s1 OBLTO aHHYJUPOBATh.

4.6 JIOKyMEHTHI JIOJDKHBI CHCTEMAaTHIECKH PACCMATPHUBATHCS HA MTPEAMET COOTBETCTBUS TEKYIITIM
TpeOOBaHMSIM C BHECEHHEM M3MEHEHUH (ITpU HEOOXOIMMOCTH) U TIEpECMAaTPUBATHCS TI0 UCTCUCHUH CPOKa ¢

JIEWCTBUSL.

Bnecenne n3mMeHeHuit B IOKyMEHTHI JJOKHO BBITIOIHITHCS OJJTHOBPEMEHHO C N3MEHEHHEM TEXHOJIOTHIECKOTO
nporiecca. He joryckaercst OTKIIOHEHUE OT TpeOOBaHUHN JIOKYMEHTOB, €CJIM U3MEHEHHS He 0()OPMIICHBI B

YCTaHOBJICHHOM ITOPSJIKE. Brecenne n3amenenuit JIOJIDKHO BBITIOJTHATBCSA BO BCE YUTCHHBIC KOITUH.

4.7 Tlpu coBepIIIeHCTBOBAaHUH IIPOM3BOICTBA CICAYECT CBOCBPEMEHHO IIEPECMAaTPHUBATh CHCTEMY

JIOKYMEHTAIIMU (BHOCHTh U3MEHEHHUS, YJIANISATh HEUCIIONb3yeMY0 HH(OPMAIIHIO | TIp. ).

4.8 TexHonoruueckas TOKyMEHTAIMsI J0JDKHA OBITh coryiacoBaHa ¢ otaeoM koHTpoiist kauectsa (OKK). Ee

B3aMMOCBSI3b C JIOKYMEHTAIIMEH TI0 KOHTPOJIFO KauecTBa 00ECIIeUnBACTCs Iy TEM MEPEKPECTHBIX CCHUIOK.

4.9 ITpu HEOOXOAMMOCTH B JOKYMEHTaX MOI'yT ObITh IPUBEICHBI TPEOOBaHUs OE30IIACHOCTH B BUIC
OTIEIBHBIX ITYHKTOB (Pa3aeiioB), OTHOCAIINXCS HEMOCPEACTBEHHO K MIPOM3BOACTBY AaHHOM MpoayKimu. [1o
BO3MOYKHOCTH, CJIEAYET 3aMEHATh UX CCHUIKAMH Ha COOTBETCTBYIOIINE TOKYMEHTBI, KOTOPBIE JTOJIKHBI OBITH

TIPOBEPEHBI U COTJIaCOBAaHBI JIMIIAMH, OTBETCTBCHHBIMU HA IPEANIPUATHN 34 BBIIIOJTHECHHUEC Tpe60BaHI/II\/’I 1o
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oxpaHe Tpyaa u(1im) OKPYKaroIiei cpepbl.

4.10 OcHOBOM OpPTraHU3alMOHHO-TEXHOJIOTHUECKON JOKYMCHTAIIUN SBJISIFOTCS 3aKOHBI, TCXHUYICCKUC
perjiaMeHThl, CTaHAapThI, (hapMaKOICHHbIC CTaThU M IPYTMe HOPMATHBHBIE U HOPMATUBHO-IIPABOBBIC
JIOKYMEHTBI.

4.11 Cucrema OpraHu3alMOHHO-TEXHOJOTHYSCKOM TOKYMEHTAIIMH Pa00TAaeT COBMECTHO C CHCTEMOM

Opra"u3annoHHO-pacnopsauTeabaon qokyMeHTanuu o [OCT P 51141, B KOTOpyIO BXOAAT yCTaB

OPpCaANIpUATHA, ITIOJTOXKCHUA O IIOAPA3ACIICHUAX, TOJIKHOCTHBIC HHCTPYKIIUN U IIP.

5 CTpyKkTypa opraHm3aumoHHO-TEXHONOMMYECKON
OOKYMeHTauunu

5.1 Buapl opraHu3alioOHHO-TEXHOJIOIMUYECKUX JOKYMEHTOB IIPHUBEICHbI B Ta0IMIIE 1.

Tabnuma 1 - Buibl opraHu3aiiMOHHO-TEXHOJIOTHYECKUX JOKYMEHTOB

HanmenoBanue nokymeHTa Hasnauenue

1 MHbopMaIus o mpearpusiTuy, OO0mmas TOKyMEHTAIHS TIPEIPUSTHS
PETUCTPAIIHOHHOE TOCKE, JIUIICH3NS Ha

IIPOM3BOJICTBO U IIP.

2 Crnenudukanus JIokyMeHT, cojiepKaniiil TpeOOBaHUs K MaTepraiaM M|
MPOTYKIHN
3 TIpOMBIIIUIEHHBIHN pErJIaMeHT, JIOKyMEHTBI, yCTaHABIMBAONIUE TPEOOBAHUS K TIpoIieccam

TEXHOJIOTHYeCcKasi HHCTPYKLUS, UHCTPYKLMS 10 | IPOU3BOACTBA KOHKPETHON MPOAYKLIUU

YIIaKOBKE

4 NHCTpYyKIUS (METOTUKA) JIOKyMeHT, ycTaHaBJIMBAIOIIHHA TpeOOBaHUs, OOITHE IS
MIPOM3BOACTB PA3IUIHBIX BUIOB IPOIYKITHH

5 TIpotoko:n Ha cepuro JIokyMeHT, oTpakaromii (pakTHIECKUE JIaHHBIC O
TIPOM3BOACTBE KOHKPETHOM CEPUH MPOTYKIINU

6 BHYTpUTIpOM3BOICTBEHHAS ITHKETKA JIOKyMeHT, MICHTU(PHUIUPYIONTHA MaTepHAITbI HITH

MIPOAYKLHIO, COAEpIKALINe YKa3aHUE UX CTaTyca B

[IPOU3BO/ICTBE

Ha OPCOAIIPUATAN TAKXKE TOJIKHBI UCITOJIB30BATHCA MECTOJUKN aTTCCTAIIMA KPUTUICCKOT'O O60py,IIOBaHI/IH n

MIPOIIECCOB, MPOTOKOJIBI ATTECTAIMH, JIOKYMEHTBI TIPOBE/ICHUS ayAUTOB (CAMOWHCIICKITHIA) U TIp.

5.2 Copepaxanue nH(GOPMAIIUU O TPEAIPUITHH U PETUCTPALIMOHHOTO 10Cche peramentupyrorces [TOCT P
52537.
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5.3 Cneunduxanuu

CreunduKauy COCTABISIOTCS IS CASAYIOUUX MaTEPHAIOB U MPOTYKIIUHU:

- ICXOIHBIX, BCIIOMOTaTCJIBHBIX U YITAKOBOYHBIX MaTCPHUAIOB,

- MPOMEKYTOYHOM MPOAYKINHU (TIPU €€ HATUYHUH ),

- TOTOBOM TIPOTYKITHH.

B cnenudukaun yka3nBaroTCs:

- HAMMEHOBaHUe MaTepuaa (IPOYKIMH) CO CCBUIKON Ha BHYTPEHHHUN KOJI IPEANPUSITHS (TIpH

HEOOXOIUMOCTH);

- CCBUIKY Ha (hapMaKONCHHYIO CTaThIO WM APYroil HOPMATHBHBIN JOKYMEHT;

- OCHOBHBIC XapaKTEPUCTHKH MaTepralia (MPOIYKIINH);

- MOPSI0K 0TOOpPa MPo0 U IMPOBEACHUS UCIIBITAHUHN (CCHUIKH Ha METOAMKY MCITBITAHMS ),

- YCIIOBHSI XpaHEHUsSI U MEPBI ITPEIOCTOPOIKHOCTH (CCHIJIKH Ha HHCTPYKIIHIO);

- CPOK TOJTHOCTH (XpaHEHHs1) U TIEPUOIMIHOCTD TOBTOPHBIX MCITBITAHUH;

- IpyTHe JaHHBIC.

K cnienudukanum g0mKeH MpUIIaraThCs mepeueHb MOCTABITUKOB U TPOU3BOIUTEINICH MaTepHUAaIOB.
[Tpumeuanne - K BcrioMorarebHBIM MaTepraiaM OTHOCATCS (DHIIBTPYIOIIHNE 3JIEMEHTHI, MOFOIIIUE H
JIC3UHPUIUPYIONTUE CPEIICTBA U TIP.

[Ipumepsl hopM crerupuKaimii IPUBEACHBI B IPHIOKEHUIX A u B.

5.4 IIpoMbINIeHHbIE PETJIAMEHTBI, TEXHOJOTHYeCKHEe HHCTPYKIMHM M HHCTPYKIMH M0 YNAKOBKE
JlaHHBIE TOKYMEHTBI pa3padaThIBAIOTCS JIJIsl CEPUMHOTO MTPOU3BOJICTBA TIPOYKITMH U COACPIKAT JICTAITBHOES
OTIMCaHUE TEXHOJIOTHIECKOTO TPoIlecca ¢ yKa3aHUEeM CTaJIMi MPoIiecca, BBITOIHIEMBbIX OTepalluii,
TpeOOBaHMI K 000PYI0BAaHUIO, UCIIOIb3YEMBbIM MaTepHraliaM, MeToaM KoHTpourst u 1p. [1], [2], [3]. B
3aBHCHMOCTH OT Ha3HAUCHHsI MOTYT TaKXke pa3padarbIiBaThCs J1a00paTOPHBIE, OMBITHO-IIPOMBINUICHHBIC U
ITyCKOBBIE PEriaMeHThI. BUIBI TEXHOJIOTHYECKHUX PETJIAMEHTOR 10 TIPOU3BOJICTBY JICKAPCTBEHHBIX CPEJICTB

npuBeAeHbI B ipritoskennu C.

JItst Kax1oro pa3mMepa Cepuu MpOYKIMK pa3padaThiBaeTCs IIPOMBIIIIIICHHBIM WM WHON pErjlaMeHT ¢

TEXHOJIOTUYCCKUMHU UHCTPYKIUAMHA, B TOM YHCJIC 110 (l)aCOBKC 1 YIIaKOBKEC, YTBEPKIACHHBIMHA B YCTAHOBJIICHHOM
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nopsizike. TpeOOBaHMUS K TEXHOJIOTHUECKAM HHCTPYKITUSM MPUBEICHBI B IPUIOKEHUN D.

5.5 NMHCTpPYKUMH ¥ METOTUKH

5.5.1 O0me moJIoKeHust

MHCTpYKIMK U METOJIMKH OXBATBIBAIOT BCE chephl IPOM3BOJICTBA U KOHTPOJIS KAUeCTBa U PETVIAMEHTHPYIOT
JICUCTBUS, OOIIME JIUIsl Pa3IMYHBIX BUJIOB TPOAYKIMH. OHU HE BKITIOYAIOT TPEOOBAHUS K TIPOU3BOJICTBY
KOHKPETHOM MPOIYKIIHH, KOTOPBIC H3JI0’KCHBI B MPOMBIIIIICHHOM peritamenTe [2], [3], [4], [5]. UacTpykunm u
METOJIUKH MOTYT 0(OPMIIATHCS B BHJIE CTaHIApTA MPEITPHUSITHSI.

WHCTpYKIIMK U METOJIMKH PETJIAMEHTHPYIOT:

- TTOJTyYEHHUE W KOHTPOJIh KAUeCTBA UCXOAHBIX U YIIAKOBOYHBIX MATCPHAJIOB;

- KOHTPOJIb Ka4eCTBa MIPOMEIKYTOUHOU U TOTOBOH MPOAYKIINH;

- paboty 1abopaTopuii;

- aTTEeCTAIUI0 KPUTHYECKUX MPOIIECCOB U 000PYIOBaHUS;

- paboTy CKJIaJIOB, OOpAIICHHE MaTePHAJIOB, IPOMEKYTOYHON U TOTOBOH MPOAYKIINH;

- TEXHOJIOTUYECKOE ¥ MHKECHEPHOE 000PYA0BaHUE (CUCTEMBI OTOTUICHUS, BEHTWIISAIINU M KOHJIUITHOHUPOBAHUS
BO3/TyXa, TOJITOTOBKH BOJIBI, T1apa, TEXHOJOTHUECKUX KHJIKOCTSH U Ta30B, CKATOTO BO3IIyXa, YACTHIC
[TOMEIIEHHS, PKCILIyaTallus, TEXHUYSCKOE 00CIIy)KMBaHUE M PEMOHT 000PYI0BaHMsI, KAIHOPOBKA MIPUOOPOB U
T.JL.);

- TpeOOBaHUS K TIOBEJICHUFO, THTUEHE U COCTOSIHUIO 3JI0POBbS MEPCOHANIA;

- OPSIZIOK BEJICHHS JJOKYMEHTAIIUH H T.II.

[Tepconan 1oimKeH 3HATh MHCTPYKIIMIO U YMETh OTBETUTh Ha JIFO0O0H BONpoc, Kacaronumiics ee. THCTpyKIMu He
JIOJDKHBI COJIEPIKaTh JIUIITHUE JTAHHBIC, HE MCITOJIb3YeMbIe B paboTe, TaK KaK OHU MOTYT CITY)KUTh PHUUHON

MPU3HAHUS HECOOTBETCTBUS ITpon3BoacTBa TpeboBanusim [OCT P 52249.

I/IHCTp}/KL[HI/I, BKJIXOYasA U3MCHCHUS K HUM, JOJIKHBI COOTBETCTBOBATH TpC6OBaHI/IHM HOPMAaTHUBHBIX

JIOKYMEHTOB, IIPOMBINUICHHBIX PETJIAMEHTOB, TEXHUYECKOH JIOKYMEHTAIIMU Ha MPOIECChl 1 000pyI0BaHHE.

WHcTpyKInK pa3padaTbIBarOTCs B CICAYIOIIUX CITyJasx:

- OpraHu3alnyi HOBOT'O ITPOU3BOJICTBA,

- PEKOHCTPYKIIMH MTPOU3BOJICTBA;

- BBEICHUA HOBOI'O O60py,HOBaHI/I}I 1 IIPOIICCCOB MJIM BHECCHUSA B HUX I/ISMGHCHI/Iﬁ;
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- I3MEHEHUS] HOPMATHUBHBIX JJOKYMEHTOB, TPeOYIOIIEro pa3paboTKH HOBOW HHCTPYKIIHH.

PexkomentyeMblii epedeHb HHCTPYKITHA, METOAMK U CTAHIAPTOB MTPEIITPUSATHS TIPUBEJICH B TIPHIIOKEHUH E.
5.5.2 Coaep:xanne HHCTPYKITUHU

Hacrosimmii cTaHgapT ycTaHaBIuBaeT oOmpe TpeOOBaHUS K COACPKAHUIO U opMe HHCTPYKIMK. KOHKpeTHBIe
TpeOOBaHMS OTIPEICISIOTCS CAMUM MPEANPHIATHEM C YIETOM TOTO, YTO HHCTPYKIIHSI TOJKHA HOCUTh
HMCUCPIBIBAIOIINMN XapaKTep.

[Tpu GonpiToM 00BEME HHCTPYKITUH, HAIIPUMED, HHCTPYKITUH 110 TEXHIYECKOMY 0OCITYKHBAHHUIO, JOIYCKACTCS
CCBIJIKA Ha JIPyrUe IOKYMEHTHI. B 3TOM citydae oJpKeH ObITh OPraHu30BaH KOHTPOJIh H3MEHEHUH B
JIOKYMEHTAaX, Ha KOTOPBIC C/ellaHa CChIIKA.

Pexkomentyercst BKITFOYATh B MHCTPYKIIMIO CJICAYIONTHE Pa3ieibl:

a) o01Me JaHHbIE:

- HANMCHOBAHUE MTPEITPUSATHS;

- HAMMEHOBAHUE TO/Ipa3ICICHHIS,

- HANMEHOBaHUE MHCTPYKITHH;

- HOMEp MHCTPYKIIUH;

- JlaTa yTBEPKICHUSI HHCTPYKITUH;

- 1laTa ¥ HOMEP BHECCHUS M3MEHEHUS (IPpU HEOOXOUMOCTH);

- CPOK JACHCTBHSI HHCTPYKITUH;

- JaHHBIE 110 UICTOPUH MHCTPYKITMH (HOMEP U JAaTy PEKHEro BapuaHTa U HOMEPA U JIaThl BHECEHHS BCEX

U3MCHECHHUI);

b) cienmanbHbIe JaHHBIE:

- 00J1aCcTh IPUMEHEHMSI HHCTPYKIUH (1P HEOOXOAMMOCTH, YKa3aHue 001acTell, Ha KOTOphIe OHA HE

pacIpoCTpaHseTCs);

- TIEPEYCHB JINI (OJDKHOCTEH, TTOAPAa3ACIICHII ), Ha KOTOPBIC pacIIpOCTPAHICTCS HHCTPYKITHS;

- TpeOOBaHMsI K OXpaHe OKPYIKaIoIIe cpebl (IIpu HEOOXOAUMOCTH) C YKa3aHUEM Mep 3allUThl HIIA CO

CCBIJIKOM Ha COOTBETCTBYIOIIUEC TOKYMCHTBI,
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- TpeOOBaHMS TEXHUKH 0E€30ITACHOCTH W IIPOU3BOJICTBEHHOM CAHUTAPHH C YKa3aHUEM CPE/ICTB

WHIWBUIYATbHON 3aIUTHI,

- TIepeYeHb IOKYMEHTOB, CBS3aHHBIX C IAHHOW MHCTPYKITUEH;

- TEPMUHBI U Ompe/eeHus (IIpy HEOOXOAMMOCTH);

- COZIepYKAaHUE MHCTPYKIUU (I HHCTPYKIUI OO0JIBIIOro 00bema),

C) OCHOBHOE COJIepyKaHHe HHCTPYKIMH B (hopMe MMPOHYMEPOBAHHOM MOCIIEIOBATEILHOCTH JCHCTBUH C

yKa3aHHUEM TpeOyeMbIX MaTepHaioB, 000PY10BaHuUs, IIPUOOPOB U TOKYMCHTALIHMH,

d) npoune gaHHbBIC, HAIPUMED, IEPHUOTUIHOCTL 0OPA0OTKH 000PYAOBAHMS U TOMEIIEHUN U TIP.;

¢) aMuIINK, HHUIHAIBI ¥ TOJDKHOCTH:

- pa3pabOTYMKOB UHCTPYKIIUU;

- JIUII, COIrJIaCOBABINMX W YTBCPANUBIINX WHCTPYKIIHIO,

) mpUIIOkKEeHNS K HHCTPYKIINH.

WHCTpYKIHMS MOXKET UMETh TUTYIIBHBIN JINCT, HA KOTOPOM YKa3bIBAIOTCS:

- HAUMCHOBAHUEC TIPCAIIPUATHA,

- HAUMCHOBAHHME TTIOAPA3ACIICHUA,

- HAUMCHOBAHNE NHCTPYKIIHUU,

- HOMEp UHCTPYKITUH,

- JlaTa YTBEPKJACHUS WHCTPYKIIHH,

- laTa ¥ HOMEpP BHECEHMS M3MEHEHUS (IIPU HEOOXOIUMOCTH),

- CPOK JACHCTBHSI HHCTPYKITUH,

- pa3pabOTYUK UHCTPYKIIUH,

- CbaMI/IJII/II/I, WHUIIIAJIBI U JOJKHOCTH JIMII, COIJIAaCOBABINNX W YTBEPAUBIINX WHCTPYKIIHIO.

[Tpu HaNMYMK B MHCTPYKIMU TPadUKOB (PUCYHKOB) M TAOJIHUI] OHHU JIOJHDKHBI HIMETh CKBO3HYIO HYMEPAIHIO U

HanMCHOBAHUA.

Jluna, ykazaHHBIC B IEpEYUCIICHUH b), JIOJDKHBI IIPOUTH 00y4YeHHE paboTe 10 TAHHOW MHCTPYKIINH.
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[Ipu pa3paboTke MHCTPYKIIMU PEKOMEH]IyEeTCSl TOTOBUThH YYEOHO-METOAMUYECKUI MaTeprall, KOTOPBIH MOXKET

TIPUIIAraThCsl K MHCTPYKIINH.

5.5.3 ®opma npeacTaBjeHUss HHCTPYKIUH

®dopma peICTaBICHUS HHCTPYKITUU OTIPEACIISIETCS CaMUM TIpenpusTHeM. B mpenenax oHOTo mpeanpusTus

cJelyeT UCIOJIb30BaTh euHyto hopmy. [Tpumep hopMbl HHCTPYKITMH TPUBEJICH B MPHIIOKEHNH F.

5.5.4 Tlopsaaok pa3padoTKH, COTJIACOBAHMS U YTBEP:KIAeHUS UHCTPYKIUIA

WHcTpyKIust pazpadaThiBacTCs KOMIIETEHTHBIM COTPYIHUKOM. JIaHHBIA COTPYIHUK MOKET BXOJAWTh WK HE

BXOJIUTH B TIEPEUCHb JIMII, HA KOTOPbIE OYAET pacpoCTPaHATHCS HHCTPYKIIHSL.

Pa3paboTka HHCTPYKIIMK BEAETCS B CIICAYIOIIEM MTOPSIIKE:

- TOJIyIeHre HoMepa pa3pabaTeiBaeMO HHCTPYKIMH B OT/IEIIE, KOHTPOJIUPYIOIIEM BEACHUE JOKYMEHTAIUH;
- pa3paboTKa IMPOeKTa HHCTPYKIIUH;

- 00CY X ICHHE MHCTPYKIIUU U paboTa B COOTBETCTBHHU C HEH B ONBITHOM ITOPSIIKE C YYACTHEM TeX, KTO OyaeT
10 Hel paboTaTh; MPH 3TOM 0c000€ BHUMAHKE CICIYET YACIATh MTOJHOTE HHCTPYKIIMK U ICHOCTH €€
H3JI0/KEHHS;

- 10paboOTKa HHCTPYKIMH C YUETOM ITPEIOKCHIIN U 3aMEYaHuii;

- IIOBTOPHOE 00CYKJCHUE HHCTPYKIUU (TP HEOOXOUMOCTH);

- IPOBEPKa HEOOXOIUMOCTH M3MEHEHHMS IPYTUX JOKYMEHTOB B CITydae yTBEPIKACHHS JaHHON HHCTPYKIIUH
(TIp BHECEHMH W3MEHEHHI B MHCTPYKIIMIO - TIPOBEPKA HEOOXOAMMOCTH H3MEHEHHH APYTHX Pa3/IeiioB JaHHON

WHCTPYKIUH WU IPYTUX IOKYMEHTOB);

- COTJIACOBaHME WHCTPYKIIMH C COOTBETCTBYIONIUMH CITY)KOaMu (OT/IeJIaMH), B TOM YHCIIE CITY>KO0M KOHTPOJIS

Ka4deCTBa U noApa3aACICHUEM, OTBETCTBCHHBIM 3a BEACHUEC TOKYMCHTAIIUN,

- YTBEP)KJIEHNE UHCTPYKIINN;

- MOMEIICHUE WHCTPYKIIMU B AJIEKTPOHHYIO 0a3y JaHHBIX MPEANPHSITHS (€CTH ATO IPEYCMOTPEHO);

- U3TOTOBJICHUE HEOOXOIMMOTO YMCITa KO HHCTPYKIIUY C YKa3aHHEM HOMepa KOITMU WHCTPYKIIUU 1

IIOCTAaHOBKA UX HaA YYCT,

- 00y4eHHe MmepcoHalia cpasy JKe MOociie YTBEPKICHHUS HHCTPYKITHH.

5.5.5 Ilopsaaok npeacTaBjJeHUs M1 XPaHEHUSI HHCTPYKIMIA
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WHCTPYKIIMK MOT'YT OBITh IIPEICTABACHBI B OYMa)KHOM H(MJIM) B 2JICKTPOHHOM BHJIE.

JlocTyTl K MHCTPYKIMSAM B 3JISKTPOHHON ()OpME JOIKHBI MMETh BCE JINIA, HA KOTOPhIC OHH

PacIpoCTPAHSIIOTCS, COOTBETCTBYIOIINE PYKOBOIUTENN U COTPYIHUKHA TTOIPA3ICTICHAN.

OpuruHabl (KOHTPOJIBHBIC DK3EMIUISIPBI) XPAHATCS B OTJIEIe 00eCIIeUeHUs KauecTBa HITH JIPYTOM

moapa3aciIC€Hu, OTBETCTBEHHOM 3a KOHTPOJIb BEACHUA JOKYMCHTAIIUH.

TTonmp30BaTe b MOKET UMETH TOJIHKO Z[CI;’ICTBYIOHIPIS YYTCHHBIC KOIINH, HC JOITYCKACTCA HAXOXIACHUC Y

TIOJIB30BATECIIA ITPOCKTOB JTOKYMEHTOB.

[IpoekThl JOKYMEHTOB A0KHBI uMeTh rpud "TIPOEKT".

[Toapasnenenue, KOHTPOIUPYIOIIEE BEACHUE JOKYMEHTAIINH, JIOJKHO CIICUTH 32 HEIOMYIIIEHUEM
JyOJIMPOBaHUSI HHCTPYKIIUH M TPOTHBOPEYUI B MHCTPYKITHSIX, IIPUBJICKAS JJIST ATOTO HEOOXOTMMBIC

TTOIpa3ICICHHS.

5.5.6 IlepecMoTp 1 BHeceHHe U3MEHEHUIT

WHCTpYKINY TOIDKHBI TIEPUOINICCKH TIEPECMATPUBATHCS TI0 UCTEUCHUH CPOKA UX JICUCTBHSI, HO HE PEXKE
OJIHOTO pa3a B Jia roja. [Ipu u3aMeHeHus X B 000pyIOBAHNH HITH MPOIIECCE BHOCITCS U3MEHEHHSI BO BCE

WHCTPYKIIUH, UMCIOIITNEC K HUM OTHOIICHUC.

Pexkomentyercst BBECTH AJIEKTPOHHYIO CHCTEMY KOHTPOJISI BEJICHHS JJOKYMEHTAIINH, ITPEIyTPEKIAFOITYI0 00

OKOHYaHHH CPOKa JICHCTBHSI IOKYMEHTA U HEOOXOIUMOCTH €r0 TIEPEeCMOTPa WITH BHECCHHUS U3MEHCHHI.

5.6 IIpoToko.a Ha cepuio

5.6.1 IIpu pa3paboTKe TEXHOJOTHYSCKOM TOKYMEHTAIIMH HEOOXOIUMO IIPEyCMaTPUBATh IIOPSI0K
PETHUCTPAITUH X0/1a BHITIOJTHEHHUS OTIEPAIIAi U MTOJTydaeMbIX Pe3yJIbTaTOB, & TAKKE 3aBEPCHHUS TIOIITHUCIMU
MOJTyYEHHBIX JaHHBIX. J{JIst 3TOr0 Ha MpeInpUATHN PEKOMEHYETCs pa3padaThiBaTh (POPMBI IOKYMEHTOB C
W3TOTOBJICHUEM, TTPU HEOOXOIUMOCTH, OJTAHKOB JIJIsl BHECEHUS! JIAHHBIX (3aITUCEH) TIPU BBITOJIHCHUH

oreparuu.
ConepxaHre TIPOTOKOJIOB Ha IPOU3BOJICTBO CEPHIl M TPOTOKOJIOB HA YIIAKOBKY CEPHH JTOHKHO
COOTBETCTBOBATH MTPOMBINIJICHHOMY PETJIAMEHTY, TEXHOJIOTUYECKUM WHCTPYKIIUSIM M MHCTPYKIIASIM Ha

YTaKOBKY.

[Ipu HEOOXOAUMOCTH OJIAHKH ISl BHECEHUS TaHHBIX (3amuceil) MOMEIaloT B HHCTPYKIUU B BUJIC

TIPUIIOKCHHIH.

5.6.2 Takue OJIaHKH TOJDKHBI COIep KaTh HAMMEHOBAHUS orepaiuii (000py1oBaHus, MapaMeTPOB U IIp.) U

rpadbl U PETUCTPAIIMN BBITOJIHEHHSI OTICpAIlHiA, COCTOSIHUS 000PYI0BaHUs, 3HAUCHHI MTapaMeTPOB H T.II.

Bitanku 1151 BHECEHMSI TaHHBIX (3aIuceii), pu HeOOXOAMMOCTH, TOJKHBI COACPIKATh YKa3aHuUs 110

MIPOBEJICHUIO BBIUUCIICHUH (cM. mipriioxkeHue G).
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Branku crieryet cocTaBisITh TAKAM 00pa3oM, YTOOBI MOKHO OBLIIO CPABHUBATH TOTYYCHHBIC PE3YIIBTATHI C
HOpMaMH, YKa3aHHBIMH B CIICITU(PHUKAIMIX ¥ IPYTUX ToKyMeHTax. OHU JIOJDKHBI COACPKaTh YKa3aHHE O

HEOOXOIMMOCTH BHECCHHS 3aIIUCEH B Cllydae OTKIOHEHU.

PexomenyeTcst yka3piBaTh KpUTEPUH BO3MOKHOCTH ITOBTOPHOTO TIPOBEACHMSI OTNIEPAIIMiA B CITydae

OTKJIOHCHHS OT YCTaHOBJICHHBIX HOPM.

Ha 6nanke cienyer npeaycMaTpuBaTh MECTa JUIS TIOJIITUCEH OIepaTopoB M APYTUX JIHII, KOTOPBIE TPOBEPSIFOT
(KOHTPOJIMPYIOT) BBHITIOJTHEHUE KPUTUICCKHUX OTIEPAIIUil M CTaBSAT BTOPYIO IOJIUCH Ha OJIAHKE, a TAKKE MECTO

JUTS TIOJIITHCEH TIPOBEPSIONIETO (OTBETCTBEHHOTO) JIMIIA CTPYKTYPHOTO IO Ipa3IciICHHSL.

5.6.3 brnanku st BHECEHMSI JaHHBIX JIOJDKHBI OBITh pa3pad0TaHbl TAKUM 00Pa30M, YTOOBI BeICHUE 3aIIUCei OT

PYKH OBIJIO CBEJICHO K MUHUMYMY.

Takue OJaHKH CIIeyeT UCII0JIb30BaTh, HAIIPUMED, Ha dTAre MOJArOTOBKH K paboTe ¢ 000pyI0BaHHUEM H
MarepuanaMmu. HezarmoHeHHbIe oISl TpeHa3HAYeHBI JIJIsS BHECEHUS HOMEPOB CepUH, /1aT, BPEMEHH,
TEMIIEPaTyPhbl, HICHTH()HUKAIIMOHHBIX HOMEPOB, HOMEPOB IOMEIIEHUI, HOMEPOB 000PYTIOBAHHUS, TIPOBEICHUS

KaJ'II/I6pOBKI/I, CUHUTBIBACMBIX UCXOIHBIX TaHHBIX, PE3YJIHTAaTOB PaCYCTOB.

Brianku TOMKHBI 3aTIOTHATHCS TIEPCOHAIIOM B peallbHOM BPEMEHH 110 Mepe BBITIOJTHEHUS TPeOOBaHUI
WHCTPYKIMH (METOMKH). JJaHHBIC pETHCTPUPYIOT B MOCIIE0OBATEIIEHOCTH MX TIOJTYYCHHUS. 3aII0JTHEHHBIC
OJIAaHKH JTOJKHBI TapaHTUPOBATh, YTO BCE HEOOXOAUMBIC JaHHBIC COOPAHBI U HUYETO HE YITYIIECHO, U SBIISTHCS

CBHICTCIBCTBOM TOI'O, UTO pa60Ta OblIa BBIITOJIHEHA B COOTBETCTBHH C HHCTDYKHHSIZ.

5.6.4 Ha nro0oM 3aroHsieMoM OJIaHKe TOJDKHO OBITh yKa3aHO HAaUMEHOBAHHE OpraHu3aium, Homep (hOpMbI 1
HOMED €€ MePeCMOTPEHHOT0 BapranTa (MM CChUIKA Ha MHCTPYKIIHMIO, €CITH OJJaHK BHECEH B ITPUIIOKEHHE),

HOMEP WHCTPYKIIMH, HOMEP CEPHUH MPOTYKIINHU, YKa3aHO YUCIIO CTPAHUII.

KonTpomupyemsie onepaiu, 060pyI0BaHue, MTapaMeTPEI U ITP. YCTAaHABIUBAIOTCS COOTBETCTBYIOMIEH
WHCTPYKIWEH. JJomkeH OBITh ONpeeicH MOPSI0K NCIIPaBICHHsS JaHHBIX. HarmpumMep, qaHHbIe (3amucu),
MTPOCTABIIEHHEIE 10 OIMIMOKE, TOKHEI OBITH 3a4EPKHYTHI, 4 HAIIPOTHB BHECEHHBIX TPABUILHEIX JaHHBIX
(3amuceit) 10JDKHA OBITH IMPOCTABJICHA MOAMKUCH OTBETCTBEHHOIO JIMIla. Y JaJeHHe JaHHBIX (3aKcei) JTF00bIM

c11oco0oM (C ITOMOIIBIO JTACTUKA, KOPPEKTUPYIOIICH KUIKOCTH U Jp.) HE JTOIyCKaeTCsl.

5.6.5 Bce rpadsl 0/1aHKOB JOJIKHBI OBITH 3aroIHEHbI. Ecin rpada 3amoiHsercs o Mepe He00X0AMMOCTH, TO B
HEH MOYKET CTAaBUTHCS MPOYEPK MM APYrast OTMETKA, OJHO3HAYHO YKa3bIBAIOIIAS HA OTCYTCTBUE AaHHBIX IS
3anoaHeHus. JJ0KHO OBITh IPEIyCMOTPEHO CBOOOIHOE MECTO (II0JIs1) JUIsl 3alIMCH OTKJIOHEHHUH OT

crienu(UKAIi, BRIIBJICHHBIX 10 X0y BBIIIOJHEHUS OIepaIuii.

Ecim B mporiecce mpon3BoICTBa KaKOe-TMOO0 JICHCTBHUE BBITIOHIETCS 110 CCBUIOYHOMY IPOTOKOJTY, TO B OJIaHKe

JIOJDKHO OBITH MPEIYCMOTPEHO MECTO JUTS BHECEHHsI TAKMX 3alMCeH U yKa3aHHUs HOMepa IPOTOKOJIA.
5.6.6 Cieayer JOKYMEHTaIbHO O(OPMIISITH BBIIIOJIHEHHE JH00BIX OlEpaliii TAKMM 00pa30M, YTOObI MOKHO

OBLIO OPOCICINUTh BECH X0 IMTPOU3BOACTBA U KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOT'O CPEACTBA. 3aroJIHeHHEIE U

[IPOBEPEHHBIE OTBETCTBEHHBIM JIMIIOM IIPOTOKOJI Ha IIPOU3BOACTBO CEPUU U MPOTOKOJI HA YIIAKOBKY CEpHUH,
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MoITMCaHHbIe (YTBEPKJCHHBIC) B YCTAHOBJICHHOM IOPSKE, BXOJAT B COCTAB IMIPOTOKOJIA HA CEPHIO

MIPOIYKITHH.

5.6.7 Ilepen Hayayiom J1it000OI0 TEXHOJIOIHUECKOI'O IIPOLIECCa CIIEAYET IIPOBEPSATH U O(POPMIIATH IPOTOKOJIOM
TO, YTO 00OPYJ0BaHUE U paboyasi 30Ha 0CBOOOXK/ICHBI OT MPEABLIYIIEH TPOIYKITHH, JOKYMEHTOB H
MaTepHaJIOB, HE TPEOYIONIMXCS TSI IITAHUPYEMOTO TIPOIiecca, U SBIISIOTCS YUCTHIMHA U TOTOBBIMH K

OKCILTyaTaluun.

CozeprkaHue MpOTOKOJIOB Ha IIPOU3BOJICTBO JODKHO COOTBETCTBOBATh TpeboBanusm 'OCT P
52249 (noapasnen 4.17).

[TpumMepsl IPOTOKOJIOB MMPOU3BOCTBA CEPUH, ITOJATOTOBICHHBIX B (hOpME OT/ICIBHBIX OJIAHKOB, TPUBE/ICHBI B

npunoxernu G.

5.6.8 Ha xaxy10 MpOM3BEACHHYIO CEPUIO MM YaCTh CEPUU TOTOBOM MPOLYyKIUHU (TIPU HEOOXOIUMOCTH)

CJIe/TyeT COCTaBISTh MPOTOKOJ Ha YIAKOBKY B COOTBETCTBUU C MHCTPYKIIMH TIO YIAKOBKE.

[TpoToKOI HA YIIAKOBKY JIOJDKEH COJICPKATh HOMEP CEPHU U YUCIIO SIUHHIL HepachacoBaHHON TIPOTYKITHH,

KOTOPOE JIOJDKHO OBITh YIIAKOBAHO, & TAK)KE HOMEP CEpUH M (DAKTUIECKOE YMCIIO STUHHII TOTOBOH MPOYKIIHH.

5.6.9 Ilepen Hayayiom J1t00O0# OIepaliu 10 YIIaKOBKe CIIEAYET IPOBEPSATh U OPOPMIIITH IIPOTOKOJIOM TO, YTO
o0opymoBaHHe U paboyvas 30Ha OCBOOOXICHBI OT MPEIBIAYIICH TPOAYKIIHH, TOKYMEHTOB M MaTEPUAJIOB, HE
TpeOYIOIUXCS JUTS TUTAHUPYEMBIX OTIepaliiii 1o YITaKOBKEe, U 4TO 000PY/I0OBAHUE SBJISIETCS YUCTHIM M TOTOBBIM

K OKCIITyaTaluu.

Cozeprkanue MpOTOKOJIOB Ha YIIAKOBKY JIOJDKHO cOOTBETCTBOBaTh TpeboBanusm ['OCT P 52249 (nmoapasnen
4.18).

[TpumepHOE conepkanre HHCTPYKIUA HA YITAKOBKY CEPUU M COOTBETCTBYIOIINX MPOTOKOJIOB,

MTOJITOTOBJICHHBIX B (hOpME OT/IEIBHBIX OJIAHKOB, TPUBEICHBI B MPHIIOKEeHUH H.
5.6.10 Jlinst KpUTHUECKOr0 000PYI0BAHUS CIICAYET BECTH JKyPHAIIbI, OTMEYast B HUX, 110 MEPe HeOOXO0IUMOCTH,
BCe padOTHI 10 aTTEeCTAIlUH, KaTHOPOBKE, TEXHUYECKOMY 00CIYKUBAHHIO, OUMCTKE, PEMOHTY 000pYI0BaHUs C

YKa3aHUEM JaThl U JIMI], BBIIIOJTHUBIINX 3TH pa60T1>1.

B xypHanax takike ciemryeT perucTpupoBaTh B XpOHOJIOTUIECKOM TOPSIKE UCTIOIB30BaHNE KPUTHIECKOTO

000pyI0BaHUS ¥ 30HBI, Iic 00pabdaThIBaIaCh IPOAYKIIHSI.

JKypHans! 1y1st MOHUTOPUHTA OKPY’KAIOIIEH CPEJIbI CIIEAYET BECTH, €CITU CHSITHE IMOKAa3aHMH BBITOIHICTCS Ha

MecTe (HarmpuMep, MOKa3aHui TeMIIepaTyphl, TaBJICHUS, BIIaXKHOCTH).

B nipotokoste Ha cepuro (I0Che Ha CEPHIO) JT0JKHA OBITH CeaHa CChIIKA Ha COOTBETCTBYIONIYIO 3aIiCh B

JKypHaJe, e 9TO BaXKHO TIPH MTPOU3BOJICTBE JTaHHOW CEPHH.

5.6.11 HaGop 10KyMEHTOB, COMPOBOKIAIOIIUX CEPUIO TOTOBOU ITPOIYKIIHMHU, B TOM YHCJIC IIPOMBIIIICHHBIN

peTrIaMeHT, TeXHOJIOTUIECKHUE NHCTPYKIIMH U HHCTPYKIUH O (haCOBKE M YIIAKOBKE, IPYTHUE HHCTPYKIIUH U
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3aItoJIHsIeMbIe OJIAaHKH, TTOJUICXKUT ITPOBEPKE OTIEIOM 00ECIICYCHHUS KaueCcTBa Ha MOJHOTY U NPaBUIIBHOCTD
odopmiteHus. Pe3ybraThl TaKOW IPOBEPKH JOJKHBI OBITH 3aBEPEHBI TIOIITMCHI0 OTBETCTBEHHOTO JIMIIA JI0
BBIJIaYM Pa3pelicHNs Ha peali3alluio CEPUH MPOTYKIIHH.

5.7 BHyTpuUnpou3BOACTBEHHbIE I TUKETKHI

Pexkomennyercst pa3pabarsiBaTh CHCTEMY BHYTPUIIPOM3BOJICTBEHHOTO 3TUKETUPOBAHHMS [T MApPKHUPOBAHUS:
- HCXOJIHBIX MaTepPHAJIOB,;

- IPOMEKYTOYHOU W TOTOBOM MPOAYKITHH;

- 000pyT0BaHMsI, TOMEIICHUH 1 30H;

- TEXHOJIOTUIECKON OJICHKIBI U T.JI.

BHYTpHUTIPOM3BOICTBEHHBIC STHKETKH JICJIATCS Ha JIBA BUJIA:

- HICHTH(DUKAIMOHHBIC,

- CTaTyCHBIC.

B naeHTH(UKAIMOHHOM STHKETKE YKa3bIBAIOTCSI:

- HaMMEHOBaHue (KOJI) MaTepraja Wid IpOoAyKTa;

- HOMEp CepuH;

- JlaTa HAHECEHUS 3TUKETKU (MapKUPOBKH);

- TTOJIITUCH.

CraTycHas 3THKETKa (3THKETKA CTaTyca) COJNEPKUT HH(POPMAIIUIO O TOM, TJIe HAXOIUTCSI MaTepHall
(TpoyKIWsI, €IMHUIIA 000PYIOBAHUSI, TOMEIIICHHUE | TIP.) WM KaKyk0 CTAJMIO B POW3BOACTBEHHOW TIETH OH
npoien (Hampumep, "HaxoauTes Ha KapaHTMHHOM XpaHeHUH (Ha koHTpose)", "IIpoien kapaHTHHHOE
xpanenue" ¥ T.7.). Ha Hel Takke ciienyeT yKka3bplBaTh HauMeHOBaHUE (KOJ1) MaTepuaa, HOMEp CEpHH U JaTy.
Hudbopmarmro o cratyce Marepuaia (IpoayKIIMU) PeKOMEHIYETCS BBICISITh [IBETOM ATHUKETKH, HAIPUMED:
- KpacHbI# - "OTKI0HEH"

- JKeAThIN - "HaxoauTcs Ha KapaHTUHHOM XpaHeHHH (Ha KOHTpoJie)";

- 3eJICHBIN - " JIomyIIeH K NCTI0Ib30BaHUIO" .

JlaHHBIE 0 cTaTyce eIUHUIIBI 000PYIOBAHUS, IOMEIICHHUS U TIP. HAHOCATCS Ha OTACTBHYIO THKETKY, KOTOpast
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MTOMEIIACTCST Ha COOTBETCTBYIOIIEE 000PYIOBAHHUE U TIP.

Jannblie 00 uaeHTH(HUKALUN MaTepraia (IIPOIYKIMK) K €ro CTaTyce MOI'yT ObITh HAHECEHBI Ha OLHY U TY XKe

STUKETKY.

[Tpumeps! ohopMIICHHST STHKETOK TIPUBEACHBI B TPHIIOKCHHH 1.

6 BeoeHue gokymeHTauum

[Topsiok BeieHUsT JOKYMEHTAIMHU JI0JKEH OBITh ONpeeIeH CIeIUalbHON HHCTPYKLIKEH (CTaHIapTOM
MPEANPUATHS ), PErIaMEHTUPYIOMIEH TOPSAA0K pa3pad0TKH, yTBEPIKACHUS, pACIIPOCTPAHEHHUS, NCII0JIb30BaAHMUS

JOKYMEHTOB, BHCCCHHUSA B HUX W3MEHEHHH U p.

6.1 IlepBbIM 1IArOM MpHU Pa3zpabOTKE OPraHU3aIMOHHO-TEXHOJIOTMUYECKOMN JOKYMEHTAI[MH, COOTBETCTBYIOIIEH
tpedoBanusm [OCT P 52249, noipkHa ObITh pa3pab0TKa MHCTPYKIUMH 110 BEACHUIO JOKYMEHTAIlMU (CTaH1apTa
MIPEJIPUSATHS ), YCTAHABIMBAIOIICH MOPSIO0K COCTABIICHHUS, IIEPECMOTPa, YTBEPKICHUS ¥ UCIIOIB30BAHUS BCEX
HEOOXOMMBIX JIOKYMEHTOB, B TOM YHCJIC HHCTPYKITHHA, TEXHOJOTHUECKUX PETIIAMEHTOB MTPOU3BOJICTRA,
TEXHOJIOTHYECKUX MHCTPYKIIMN, HHCTPYKIUH 110 (hacoBKE M YIIAKOBKE, a TAK)KE BEACHHUS TIPOTOKOJIA Ha CEPUIO
TOTOBOM MpoXyKIwH. [Ipyn HEOOXOIUMOCTH MOTYT PErIIaMEHTHPOBATHCS TPEOOBAHUS K COACPKAHUIO, OopMe,
TIOPSIZIKY COTJIACOBAHMS, YTBEPKIACHUS U HCIIOJB30BaHMs (PacIipOCTPaHECHHUSI, IPUMCHEHUS, H3bSTHS )

KOHKPETHBIX BUIOB JOKYMCHTOB.

6.2 TIpoMBINIUIEHHBIC PETJIAMEHTHI IPOU3BOICTBA, TEXHOJIOTHUSCKUE HHCTPYKIIUM U HHCTPYKIIMU 0 (haCOBKE 1
YIaKOBKE, KaK MPaBUIIO, Pa3padaThIBAIOTCS HA CTAIMH Pa3paO0TKH M MMOCTAHOBKH MPOYKIIMK Ha
TIPOU3BOJICTBO ¥ KOPPEKTUPYIOTCS B X0JI€ TPAKTHUECKOTO UCITOJIB30BAHMS B COOTBETCTBUH C MTPUHATHIM

TIOPAAKOM BHECCCHUS HM3MEHEHHH.

6.3 JIoOKyMEHTBHI, periiaMeHTHPYFOIIHE TPOIIECC MPOU3BOJICTBA, MOT'YT ObITh H3MEHEHBI B CBSI3H C MOSIBIICHHUEM
HOBBIX JJAHHBIX O ITPOU3BOJICTBE JIEKAPCTBEHHOTO CPEJICTBA. B Ka)10ii HOBOW BEPCHUU JIOJDKHBI OBITh YUTCHBI
camble TIOCJICTHHIE JJAaHHBIC, UCTIOIb3yeMasi B IAHHOE BPEeMsl TEXHOJIOTHsI, HOPMATHBHBIC U (hapMaKOTICHHbIC
TpeboBanms. HoBast BepcHs J0IKHA TaKiKe COACPIKATh CChUIKY Ha MPEIBIIYIYI0 PEIAKIINIO, YTOOBI
00ecTeunTh MPOCIICKUBAEMOCTh IIPOU3BOICTBA CeprU Mo ayKIrH. OOOCHOBAaHUS H3MEHEHUH clieyeT

0(hOPMIISITH TIPOTOKOJIOM.

HeobxoaumMo pa3zpaboTaTh HHCTPYKIIMH, PETIIAMEHTHPYFOIINE ICHCTBYSI, KOTOPBIE CIIEAYeT MPeIPUHAMATh
IIPY U3MEHEHUH UCXOJHBIX MATEPHAIIOB, IPYTUX KOMIIOHEHTOB JIEKAPCTBEHHOTO CPEJCTBA, B TOM YHCIIE
YIaKOBOYHBIX MaTEPHAIIOB, TEXHOJIOTHYECKOTO 000PYI0BAHMSI, OKPYKAIOIIEH cpe/ibl (MITH MPOU3BOICTBEHHOM
30HBI), CITI0OCO0A TIPOM3BOJICTBA MITH METOJIa HCITBITAHUS WITH JIF000E JIPYroe U3MEHEHHE, KOTOPOE MOYKET
TIOBJIMSITH HA KA9€CTBO MPOAYKIIMH UM BOCTIPOM3BOAMMOCTH Tiporiecca. Bee m3meHeHus, BIUSIONNEe Ha
Ka4eCTBO TMPOJIYKITUH WITH BOCIIPOU3BOIMMOCTb IPOIIECCa, JOJDKHBI OBITh O(OPMIICHBI JOKYMEHTOM U
yTBepxkIeHbl. Heo0X0IMMO OIIEHUTh BO3MOYKHOE BIUSTHUE N3MEHEHHSI TEXHUYECKUX CPEJICTB, CHCTEM,

000pyIOBaHMS U TApaMETPOB MPOIECCOB Ha KAYeCTBO MPOAYKIIUH, B TOM YHCIIC TIPOBECTH aHAIN3 PUCKOB.
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Crueayer onpeaeanTbh He00X0UMOCTh U 00bEM ITOBTOPHOM aTTECTALIMH.

[Tpoaykuus, mpou3BeeHHas! MPY U3MEHEHHBIX TEXHOJIOTHYECKHX MPOIIeccax, He JIOJDKHA OBbITh pealn30BaHa
0e3 OCBEJIOMIICHHOCTH O JIAaHHBIX M3MEHEHUSIX OTBETCTBEHHOT'O TIEPCOHAIIA, B TOM YHUCIIE Y TIOJIHOMOYEHHOTO

JIMIa.

6.4 Eciii u3MeHeHHe B TEXHOJIOIMYECKON JOKYMEHTAIIMN HE BIICUYET 3a COO0M M3MEHEHHI B PErMCTPAI[HOHHOM
JI0Cche (He HapyIIaeT COOTBETCTBUS MEXKAY TEXHOJIOIMUECKON JOKYMEHTAIUEH U pEruCTPAlMOHHBIM J10Che), TO
[poILIeIypa BHECEHUS U3MEHEHHUSI MOYKET PErJIaMEHTUPOBATHCS COOTBETCTBYIOIIMM JTOKYMEHTOM CHUCTEMBI
YIIpaBJICHUS JOKYMEHTALMEH peanpusaTusi. Takoe n3MeHEeHNEe MOXKET SBJIAThCS 00bEKTOM HHCIICKTUPOBAHMUS

Ha cootBeTcTBUE TpeboBanusim [OCT P 52249.

6.5 Eciii u3MeHeHre B TEXHOJIOIMYECKON JOKYMEHTAIIUHU BJIeUEeT 3a COO0M M3MEHEHHS B PErUCTPALliOHHOM
JIOChE, TO BHECEHHE U3MEHEHHH PEriIaMEHTUPYETCS HE TOJIBKO JJOKYMEHTOM CHUCTEMbI YIIPaBICHUS
JIOKYMEHTALUEH IIPeaIPUATHSI-IIPOM3BOAUTENISA, HO U IPOLEAYPO, YCTAHOBJICHHON B COOTBETCTBYIOIIUX
HOPMATHUBHBIX JJOKYMEHTaX KOMIICTCHTHBIM OPIaHOM.

6.6 KonTpoJb 3a BHECEHHEM U3MeHeH Uit

OpurrHAJIBI JJOKYMEHTOB (OyMa)kKHbIC KOITHH) XPaHSITCS B TIOJpa3/IeICHUH, OTBEUYAIOIIEM 32 BeJICHUE

JIOKYMEHTAIINH.
JIi1st MpaKkTUYECKOTO UCTIOIB30BAHNUS C OPUTHHAIIOB CHUMAIOTCS KOTIHH.
Komuu MOTyT OBITh YITEHHBIMH M HEYYTCHHBIMH.

B nmoapaznenenun, oTBevaronieM 3a BeJIeHHE JOKYMEHTAIINHN, BCE YUTEHHBIC KOITUU PETUCTPUPYIOTCS B

YYETHOM JIMCTE C YKa3aHUEM I10JIpa3/IeJICHUs U pabodero MecTa, B KOTOPBIX HaXOJSTCS KOTIHH.

[Ipu BHECEHMH N3MEHEHHI Pa3padaThIBACTCsl HOBBIM AK3EMILISIp OPUTHHAJIA JIOKYMEHTA, B KOTOPOM
MIPOCTABIISICTCS] HOMEP ¥ JIaTa BHECCHHS U3MEHEHHMSI. 3aTeM M3TOTABIMBAIOTCS KOITUHU JIOKYMEHTA 110 YUCITY
YUYTEeHHBIX Komui. Ha xaxxmolt yurennon kommu npoctapiisgercs mramn "YUTEHHAS KOITUA" ¢ ykazaanem
JaThl 0(hOPMIICHHUS KOIMHU | JIUIIA, BBIJABIICTO KOIHIO. YUTEHHAs KOS BBIIAETCS B COOTBETCTBYIOIICE

moApa3acICHUEC, IIPU OTOM IIPCKHAA KOIIHUA U3bIMAaCTC . H3baTBHIC KOTTHH YHHUYTOXAIOTCA.

PeKOMeHIyeTCs Ha KKy YITEHHYI0 KOmuio poctasisits mrami "[JEVCTBUTEJIBHO JI0

20 r." (ykaszaHue AatThl).
HeyureHnble KOMU HE MOTYT HUCITOIB30BATHCS IS pabOTHI.

B vHCTpYKIMH JOJDKHBI OBITH MPUBEICHBI JAHHBIC O MTPEKHEM BapHaHTE WHCTPYKIIMU M BCEX U3MEHEHUSIX C

yKa3aHHEM X HOMEPOB H JIaT.
6.7 OTMeHa T0KYMEHTOB

JIOKYyMEHT ¢ UCTEKIITM CPOKOM JICHCTBHS WM 3aMEHEHHBIN JJOKYMEHT JIOJDKHBI OBITh U3BSITHI U3 OOpaIleHHMsI.
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Ha nipeanpusitun 10J0KeH OBITh TIPEAYCMOTPEH MOPSIOK, HCKITFOYAKOIINN 00paIlleHre WITH HCITOJIb30BaHHE
OTMEHEHHBIX JJOKYMEHTOB HJTH JIOKYMEHTOB C UCTEKITUM CPOKOM roJIHOCTH. Harmpumep, 3To0 MOXKeT OBITh
MIPElyCMOTPEHO CUCTEMOW KOJMPOBAHUS M TPHCBOCHUEM JPYTroro HOMepa, yKa3aHHEeM B KOJIe JOKYMEHTa
HOMEpPa U3MEHEHHMsI, aBTOMATHUYECKOM 3aMEeHOI HoMepa (K0/1a) JOKyMEHTa 110 UCTCUCHUIO CPOKa €ro JIeHCTBUS
1 TIp.

6.8 KogupoBanue (0003Ha4YeHHne) TOKYMEHTOB

JIOKYMEHTBI IOJUKHBI MIMETh 0003HaueHue (ko). CucremMa 0003HaUEHUI ONPEACIIIeTC CaMUM IPEIIPHITHEM.

[Tpumep crcTeMbl KOJUPOBAHUS IPUBECH B MPUIIOKEHUH J.

[Topsiiok KoAMPOBaHNS TOJDKEH ObITH 0O(hOPMIICH OTIICIIEHOW HHCTPYKITHEH.

[Mpunoxenne A (cnpaso4dHoe). [pumep popmbl
cneymdunkaunm Ha maTtepuarbl

[Ipunoxxerune A

(cripaBOYHOE)
HanmvenoBanue Crierudukarust Howmep Crp. wmw3
(bupmbI
[Monpa3znenenue: Otnen Jara Howmep pemakmmm
KOHTPOJISI KAUeCTBa BBCICHUS
HaszBanne HHCTPYKINH/METOIMKH
HanmenoBanune Marepuainst
TY
[TocraBmmkm (mepedeHb 0JI00PEHHBIX MTOCTABIIMKOB)
YmakoBKa 1 yCIOBUS XpaHEHUS TIJIOTHO 3aKPBITHIN KOHTEWHEP, KOMHATHAS
TeMIeparypa
Metoj oTO0pa pod
Haumenosanmue Pesynprar MerTo OIleHKY ToKa3aTeist
TIOKa3aTelst
Buemnuii Bug Hanpumep: Genbrii Ccpuika Ha METOIUKY
KPHUCTAIUTMICCKUH MTOPOIIOK HITH
OeJIple TUIOCKUE KPUCTAIITBI
Cocra (dhopmyia) CchlTKa Ha METOJTUKY
Coneprxanue He menee ....% u e 6oxee ....% Ccpuika Ha METOIUKY
10 OTHOIICHHIO K CYXOMY
BEIIIECTBY
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Omnpenenenne Ccpuika Ha METOIUKY
KOJINYECTBEHHBIX
XapaAKTEPUCTHK
Paspabotan ©.1.0., CormacoBan ©.1.0., Yreepaun ©.1.0.,
ITOJIITNCH, JIaTa ITOJUTNCE, JIaTa ITOJITNCE, JIaTa

[MpunoxeHnne B (cnpaBo4vHoe). [Npumep hopmbl
cneymduKkaumm Ha NPOMEXYTOYHYIO U TOTOBYIO

NPOAYKLINIO

IIpunoxenue B

(crpaBOYHOE)
HanmenoBanne Crierudukarnust HOMEp Ctp. w3 cTp.
TIPEPHUSATHS
[Monpasnenenue: Otnen Jarta BBencHUS Bepcus
KOHTPOJIsI Ka4eCcTBa
Hassanue tabaetku, 50 mr
N [TapameTpbt Hopwmet o ®C CChUIKM HA METOIUKH
1/ (TYwurn)
1 Onmcanne
2 CocraB
3 [ToummaHOCTD
4 PactBopenue
5 [TocToponnme nmpumecu
6 KonmuectBennoe onpezeneHne
7 YmakoBka
8 MapxkupoBka
9 Xpanenue
10 CpoK ToHOCTH
[IITprxoBoii K01
OT60p 1IPOO
Paspabotan ®.1.0., Cormacosan @.1.0., Yreepaun ©.1.0.,
MOAMHKCH, IaTa MOAMHKCH, faTa IOJIMHKCH, JaTa

[MpunoxeHne C (cnpaBo4Hoe). Buabl
TEXHOJIOMMYECKUX PEerfiameHToB Mo Npon3BoaCTBY
NleKapCTBEHHbLIX CPeacTB
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IIpunoxenune C
(cnpaBo4HOE)
C.1 B 3aBuCcHMOCTH OT Ha3HAYECHHSI TEXHOJIOTHYECCKHUE PETIIAMEHTHI ITOIpa3ACIIsIOTCS Ha JIaDOpaTopHbIe,

ONBITHO-ITIPOMBIIIICHHBIC, ITyCKOBBIC M TPOMBIIIIICHHBIC [1].

C.2 [opsaok pa3pabOTKH, SKCIIEPTU3HI, COTIACOBAHMSI M YTBEPKIACHHUS JTFOOOTO TEXHOJIOTHYECKOTO
perjaMeHTa JIOJKEeH MPelyCMaTpUBaTh COOTBETCTBYIONIHI YPOBEHb KOMIICTCHITUH U KBATU(DUKAITIH

OTBCTCTBCHHBIX JIUII, YTBEPKIAIOINUX U COTIIaCYIOIINX €r0.

C.3 JlabopaTopHbIii periiaMeHT pa3padaThiBaeTCsi B COOTBETCTBUU C TEMH K€ IIPABUIIAMU, YTO U
MTPOMBIIIUICHHBIN PETJIAMEHT, COACPIKUT TE e pa3eiibl U YCTAHABIUBACT METO bl U3TOTOBICHHS MTPOAYKIIMU H
YCIIOBUSI, 00ECTICUNBAIOIIIE BOCIIPOU3BOMMOCTD TEXHOJIOTHYECKHUX IPOIIECCOB B JTAOOPATOPHBIX YCIOBHUAX CO
CcTa0MIIBHBIMU BBIXOJIaMH, IIPaBHUJIa TEXHUKHU Oe3omacHocTH. JlomyckaeTcst B3aMmeH pas3jeina "TexHuko-

skoHomuueckre HopMmatuBbl" (TOH) BHeceHne B TaOIUIly SKCIIEpUMEHTAIBHBIX JaHHBIX 110 TOH.

C.4 OnbITHO-IIPOMBIIICHHBIN periiaMeHT Ha HOBYIO IIPOAYKIMIO Pa3pabaThIBaeTCsI OAHOBPEMEHHO C
(hapMaKoNCHHOM CTaThell Ha JICKAPCTBEHHOE CPEJICTBO U SIBIISIETCS HEOTHEMJIEMOM Y4aCThIO KOMILJICKTA

TEXHUUCCKOHN TOKYMCHTAITHH.

OIBITHO-TIPOMBITIUICHHBIA perIaMeHT Ha HOBBIN BUI ITPOTYKITMH MITH TEXHOJIOTHUISCKHI TIpoIiece,
OCYIIECCTBIISIEMBIM HA CEPUITHO paOOTAFOIINX MOIITHOCTSX MTPOMBIIUICHHOTO NIPEANPHUSITHS, JOJDKEH HMETh

JIBOMHOE YTBEPIKIICHUE OPraHU3alnU-pa3paboTINKa | TPEIPUATHSI-IPOU3BOUTEIISL.

C.5 IlyckoBOI ¥ IPOMBIIIUICHHBIN PErIaMEHThI YTBEPIKIAI0TCS PYKOBOAUTEIEM (DapMalieBTHYSCKOTO
MIPEIPUSATHS ITOCIIE COTJIACOBAHUS C OpraHU3alreiH-pa3paboTYINKOM TEXHOJIOTHIYECKUX ITPOIECCOB,
MIPOEKTHOM opraHu3aluei (B cliydae UCI0Jb30BaHUsI HOBBIX/PEKOHCTPYUPYEMBIX IUIOIIAACH HUITH
000pyI0BaHM ) U SKCIIEPTHOM OpraHu3aliei o CTaHAapTU3aluy TPeOOBAaHUHI K 3aKPEIICHHOM IPyIIIe

MIPOAYKITHH.

C.6 B KOMIUTEKT JOKYMEHTOB TEXHOJOIHYECKOTO PErJIAMEHTA JOJDKHO BXOIUTH 3aKIIOYEHHE O Pe3yIbTarax
HAYYIHO-TEXHMYCCKOM IKCIEPTHU3bI HAa COOTBETCTBHE TPEOOBAHUIM AEHCTBYIOIINX MEKOTPACIIEBBIX
HOPMATHBHBIX JTOKYMEHTOB, TIPABH/I U HOPM TEXHUKH 0€30MaCHOCTH M IIPOMBIIIICHHOW CAHUTAPHH, & TAKIKE
Ha COOTBETCTBHE OPraHMU3aI[MK IIPOU3BOJICTBA W KOHTPOJISI Ka4eCTBA JIEKAPCTBEHHBIX CPEICTB

tpedoBanusm [OCT P 52249.

C.7 TllpombIIIIeHHBIE PETIIAMEHTHI JIJIST B3PBIBOOMIACHBIX TIPOU3BOICTB, MOJKOHTPOIBHBIX COOTBETCTBYIOIINM
HAJ30PHBIM OpraHaM B YacTH IPOMBIIIJICHHON W AKOJIOTHYECKOW OE30IMacCHOCTH MPOU3BOJICTB, a TAKIKE
COOJTFO/ICHUS] CAHUTAPHO-TUTHEHHYECKUX HOPM JIOJDKHBI OBITh JIOTIOJTHUTEBHO COTIIACOBAHBI C TAHHBIMHU

OpraHammu.
C.8 B KOMIUIEKT TOKyMEHTOB MTPOMBITIINIEHHOTO PETJIAMEHTa HAa BHOBH OCBAWBAEMYIO ITPOTYKITUIO TOJIKHBI

OBITH BHECEHBI IIPOTOKOJIBI HCITBITAHUI IIPOMU3BOJICTBA M ITPOTOKOJIBI ATTECTAIIMU B COOTBETCTBUH C
tpedoBanusmu [OCT P 52249.

KoHTakTHasa nHpopmaums: https://www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

EANAHA

| ‘C %ManP CtaHpapTbl kayecTBa Bogbl: https://www.mediana-filter.ru/news-and-technology/standarts/

C.9 KBanudukaius 0OTBETCTBEHHBIX JIMII, YTBEPIKAAIOIIMX M COIIACYIOIIMX TEXHOJIOTHYECKUI perilaMeHT, B
TOM YHCJIC PYKOBOAMTEIS IPEIIPUATHS, JOJKHA ObITh MOATBEPIK/ACHA COOTBETCTBYIOIIMMH JOKYMEHTaMH 00

00pa30BaHUU UM MOBBIIICHUN KBAIH(DHUKAIIMK B COOTBETCTBYIOIIEH 001aCTH e TEIbHOCTH.

C.10 CepuiiHbIii BBITYCK MMPOAYKITUN OCYIIECTBISICTCS B COOTBETCTBHH C ITYCKOBBIM M IIPOMBITIUICHHBIM

periiaMeHTOM.

[Tpumeuanwne - Cpok IEHCTBHSI ITyCKOBOTO PETJIaMeHTa HE JOJDKEH MPEBBIIATh, KaK MPaBuiio, 0oJiee Tpex JieT.

PernmamenTsI ciieyeT peryisipHO IepecMaTpUBaTh C IEPUOUIHOCTHIO OJIMH Pa3 B ISATH JIET.

C.11 Pa3paboTka, HCIIOIb30BAaHUE M IIEPECMOTP TEXHOJOTMUYSCKUX PErJIAMEHTOB OCYIIECTBIISIOTCS B
COOTBETCTBHUH C HHCTPYKITUEH (CTaHIAPTOM NPEANPHUSLTHS), PETIIAMEHTHPYIOIICH TOPSIOK BEICHUS
JIOKYMEHTAIINH, YTBEPKICHHON Ha MPEIPUATHH, HA OCHOBAHUH JICHCTBYIONIMX HOPMATHBHO-TTPABOBBIX

JTOKYMCHTOB.

C.12 CobGmonenne TpeOOBaHUI TEXHOJIOIMUECKOIO PErJIaMEHTa SIBIIIETCsT 00sI3aTeIIbHBIM, IIOCKOIBKY OH
SIBIIICTCS] HOPMATHUBHBIM JIOKYMEHTOM JIJIsl TIPOM3BOJICTBA KOHKPETHOTO JICKAPCTBEHHOTO CPEICTBA

KOHKPETHBIM ITPOU3BOIUTEIIEM.

C.13 B coorBerctBun ¢ TpeboBanusiMu [ OCT P 52249 TexHOIOrHYEeCKUi periaMeHT JOKEH ObITh
pa3paboTaH ¥ yTBEPXKIEH JUIsl K&KI0T0 BUIa (OPMBI) JICKApCTBEHHOTO CPEJICTBA M OTIPEICIICHHOTO pa3Mepa
CepHH, KaK TPaBUIIO, C Y4ETOM MOIIHOCTH UCIIOIB3YyEMOT0 TEXHOJIOTHIECKOTO 000PYI0BaHUS.

TpeOoBaHMUs OJJTHOTO TEXHOJIOTHUYECKOTO PErJIAMEHTa MOTYT PACIIPOCTPAHATHCS HA Pa3HbIC JO3UPOBKH OJIHOTO
HAaUMEHOBAHUSI JICKAPCTBEHHOTO CPECTBA CTPOTO OMPEACICHHOM JICKapCTBEHHON (hOPMBI, BBIITYCKAEMBbIE IO

OIHOH (hapMaKOIEHHON CTaThe Ha OJHOTUIIHOM 000PY/I0BaHUH.

JlaHHOE TTOJIO’KEHUE TTOJTHOCTBIO COTIIACYETCS ¢ TPEOOBAHUSAMU OOMICTIPUHATON MEKIYHAPOIHON MPAKTUKH

MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB.

C.14 He gorryckaercst IpOM3BOJIbLHOE U3MEHEHHE 00beMa CEPUH MPOIYKIHUN B PAMKAX OZHOIO
TEXHOJIOTMYECKOI0 periiamenTa. JIro0oe u3MeHeHre A0KHO ObITh 000CHOBAHO, O(hOPMIIEHO BEIOMOCTHIO
W3MEHCHHH W 3apETHCTPUPOBAHO KaK OTACIIBHBIA ITPOMBIIIICHHBIN periaMenT. He momyckaeTcs cocTaBicHHE
W YTBEPKJCHHE TPYIIIIOBBIX PETIIAMEHTOB Ja)Ke B IIPOU3BOJICTBE C TIPOCTHIMU TEXHOJOTHYESCKUMH TTPOIIECCAMH
Ha OJTHOTHUITHOM 000PYIOBaHHH.

C.15 PexomenayeTcs BKITFOYATh B COCTaB TEXHOJOTHUECKOTO PETIIaMEHTa CIICTYIONINES Pa3/ICibl:

- XapaKTEePUCTUKA TOTOBOTO MIPOIYKTA;

- XUMHYECKas CXEMa ITPOU3BOICTBA,

- TCXHOJIOTHUYCCKasA CXEMa IIPpOMN3BOJACTBA,
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- anmapaTypHasi cXeMa pOU3BOJICTBA U crieluUKaIys 000pyI0BaHNUS;

- XapaKTEePHUCTHKA MOTYITPOTYKTOB, NCXOIHBIX U YITAKOBOYHBIX MaTepPHAIIOB;

- U3JI0KCHNEC TCXHOJIOTHYCCKUX ITPOIECCOB,

- MaTepuabHbII OallaHC;

- mepepaboTKa U 00e3BpEKMBAHUE OTXOI0B IIPOU3BOICTBA,

- KOHTPOJITb TTPOU3BO/JICTBA;

- Ge3omacHast SKCILTyaTalysl TPOU3BOJICTBA;

- OXpaHa OKPYIKaroIIeH Cpe/Ibl;

- TIepevYeHb MPOU3BOICTBEHHBIX HHCTPYKIIH;

- TCXHUKO-D3KOHOMHWYCCKUEC HOPMATHUBBI,

- “H(MOOPMAITMOHHBIC MaTEPHAIBL.

C.16 ITo pazgeny "Xapakrepuctrka rotoBoro mpoaykra" B coorBerctBuu ¢ [ OCT P 52249 mannabie 0 TOTOBOM

MIPOAYKITUN JOJKHBI COJICPKATh:

- HAMMEHOBAHUE U KOJI IPOIYKITUU B COOTBETCTBHUHU C TPEOOBAHUSAMH CrIeNU(DUKAIINU (HOPMATHBHOTO

JIOKYMEHTA), PETUCTPAIMOHHBIA HOMED;

- OTIHCAaHNE JICKAPCTBEHHOHN (POPMBI, €€ TO3MPOBKY U pa3Mep CEpHH, COCTaB MperapaTa co CChUIKON Ha

COOTBETCTBYIOIIHI JOKYMCHT;

- METOJIUKH 0TOOPa 00Pa3IOB U MPOBEICHHS UCIIBITAHHMHA CO CCHIIIKOW HAa COOTBETCTBYIONIHHA JOKYMEHT
(HarrpumMep, hapMaKoIeiHHy 0 CTaThI0), KOJMUECTBCHHBIC U KAYECTBEHHBIC XapaKTePUCTUKH, YCITOBUS

XPaHEHUS ¥ MEPHI IPEIOCTOPOKHOCTH MTPH MPUMEHEHUH TIpernapara;

- IepeUYeHb aKTUBHBIX (hapMaIleBTHYCCKUX CYOCTAaHITUI, HHTPEIMEHTOB U IPYTHX MAaTEPUATIOB C TOYHBIM
HAaUMEHOBAaHHEM W YKa3aHHEM MapKH, COPTa B COOTBETCTBHH C IPUHATON crienn(puKanueii (HopMaTuBHBIM
JIOKYMEHTOM), C YKa3aHHUEM HMX KOJIOB M BCEX WHTPEIUEHTOB, KOTOPhIE MOTYT IIPe00Pa30BhIBATHCS B XOIE
TEXHOJIOTHYECKOT0 Tiporiecca. [Ipu 3ToM periiaMeHTHpOBaHHbIC TpeOOBaHMs crienn(UKauii (HOpMaTHBHBIX

JIOKYMEHTOB) MPUBOJIATCS 00513aTEIBHO;
- YCTaHOBJICHHBIHN BBIXOJT TOTOBOW MTPOYKITUH C YKAa3aHUEM JIOTTYCTUMBIX MTPEIETIOB, TOATBEPKIACHHBIX
COOTBETCTBYIOIIMMH pacyeTaMH, COTIIACOBAHHBIMHE ITPH Pa3pad0TKe TEXHOJIOTHUECKOTO PETIaMeHTa ¢

SKCIIEPTHOM OpPTaHW3aIKEH, a TAKKE BBIXOI HA OTACIBHBIX CTaAUIX TIPOU3BOICTBRA.

JlanHbIe CBEIEHUS TOIKHBI TIOATBEPKIATHCS B pazaenax " XapakTeprucTrKa MOympOyKTOB, NCXOTHBIX U
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YIIAKOBOYHBIX MaTepuasioB” u "MarepuanbHbiii OanaHc".

C.17 Paznen "XapakTeprCTHKa TOJIYIIPOIYKTOB, HCXOAHBIX W YIIAKOBOYHBIX MaTePHUAJIOB" TOIKCH

COZIEPKATh:

- HaMMeHoBaHue (B aJipaBUTHOM IOPSAKE) U MacCy (MM APYTroi KOJIMYSCTBEHHBIN ITapaMeTp) Kaxa0ro

WHTPEJIMEHTA HA KXY TO3UPOBAHHYIO GOPMY;

- TTOJTHBIN TIEPEYCHb KOMITOHEHTORB C YKa3aHUEM WX HAUMEHOBAHHUI MM KOJOB U CIIEIU(pUIECKUX TpeOOBaHUH,

OTpaAXArOMIINX IMOKAa3aTC/IN Ka4€CTBA CO CCHIJIKAMHA Ha COOTBECTCTBYIOIINEC HOPMATHUBHBIC TOKYMCHTBI,

- ONMCAaHUE YIIAaKOBOYHO-YKYIOPOYHBIX MATEPHAIIOB, B TOM YHCIIe 00pa3IOB WM KOTHI BCEX YITaKOBOUHBIX U
JIPYTUX BUJIOB MaTepPUAIIOB ISl MAPKUPOBAHUS, TATHPOBAHHBIX U TTONMUCAHHBIX JUIIOM, OTBETCTBEHHBIM 32 UX

YTBEpKJICHHUE.

C.18 Pa3znen "AmnmapaTypHasi cxeMa IIPOM3BOJICTBA U crielr(uKaIis 000pyaoBaHus" JOHKEH COAepKaTh
MOJIPOOHOE M3JI0KEHUE OCHOBHOTO TEXHOJIOTUYECKOTO M BCIIOMOTaTEIbHOTO 000PYI0BaHHUSI, KOTOPOE MOXKET

OKa3bIBaTh CYIICCTBCHHOC BIIMAHUEC HA KAYECTBO ITPOAYKIINH.

HanmenoBanusi 000py0BaHus ¥ IPUOOPOB MIPUBOJIATCS B COOTBETCTBHHY C JICHCTBYIOIUMHI HOPMATHBHBIMHU

JIOKYMEHTAMH, TEXHHYECKUM ITaCIiOPTOM | CIieI(pHKaIel TTOCTaBIINKA (M3TOTOBUTEIS ).

XapakrepucThKa 000pyI0BaHus JOHKHA COAepKaTh HHPOPMAIUIO 0 MaTepralie padodei 30HbI
000pyI0BaHMs, KOHTAKTUPYIOIICH C ITPOIYKTOM B IPOIIecce pabOThI, M CPEACTBAX U3MEPEHHUS (IaTYMKaXx ),
MMOBEPXHOCTH KOTOPBIX HEMMOCPEACTBEHHO KOHTAKTUPYIOT C MPOoayKToM. COOTBETCTBHE 000Dy IOBAHHSI
YCTaHOBJICHHBIM TPEOOBAHMSM TOJKHO OBITH TOATBEPIKICHO CEPTU(GHUKATOM COOTBETCTBHS MO0 JIeKIapamnncei

COOTBETCTBHUS (TIPOTOKOJIAMH UCTIBITAHUM, aTTECTAIMN U TIp. ).

C.19 Paznen "M3nokeHnEe TEXHOIOTHIECKOTO TIporiecca’ TOMIUMO TOYHOTO M3JIOKCHUS TTOPSAKA BHITTOTHCHHUS
TEXHOJIOTMYECKUX OIEPaLMii JOJDKEH COACPIKATh OMMCAHNE TEXHOJIOIHMH M CIIOCOOOB YIIAKOBKH U

MapKAPOBAHUSI.

B 3akmounTensHOM YacTu pasjiena Ha KX I0M CTa iy IPOU3BO/ICTBA YKA3bIBAIOTCS BOBMOKHBIC OTKIIOHEHUS
OT TEXHOJIOTHYECKOTO MPOoIiecca, MPUBOISIINE K OpaKy MM BOSHUKHOBEHUIO aBAPUIHBIX CUTYAIIHA, a TAKKE

MEpPBI UX MPEIYTIPEKICHHUS.

C.20 Pa3pgen "MarepualibHblii OajgaHc" JOKEH COlep KaTh MOTHYI0 HH(DOPMALIMIO O TECOPETHIECKOM
3HAYCHHUH BBIXO/IA MPOJIYKIIMH Ha KaKJOW CTaIUH ITPOU3BOJICTBA C YKa3aHHEM MaKCHMAaIbHOTO H
MHUHUMAaJILHOT'O TIOKa3aTesei BbIX0/1a, PH MPEBBIIIICHUH KOTOPBIX TPEOyeTCs MPOBEACHUE PACCIICIOBAHUS B

COOTBETCTBHH C IOPAAKOM, YCTAHOBJICHHBIM HaA IIPCAITPUATHHA.

C.21 B paznene "KoHTpoJb MPOU3BOICTBA" COACPKHUTCS TIEPCUCHD BaKHECHUIITX KOHTPOJIBHBIX TOUCK
MIPOU3BOJICTBA, TPEOYIOIMINX COOJFOICHHUS] YCTAHOBJICHHOTO TEXHOJIIOTHYECKOTO PEXKHUMA B TIEIITX 00ecTieueHUs
CcTaOMIIPHOTO Ka4eCcTBa BBIITyCKaeMOU MpoAyKInu. JIro6oe n3MeHeHne KOHTPOJIBHBIX TOYEK CIIeIyeT
ohopMITATE KaK U3MEHEHHE periiamenTa. Harpumep, HeoOX0AMMO YKa3bIBaTh MPEICIBHOEC KOJMYECTBO

0CTaTOYHOT'0 MaTepHaia (ChIphs, Moypadpukara oT NpeAbIAyIIeH CeprH), J0OABIIEMOT0 K TIOCIE Ty FOIIeH
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cepuH, MOPSIIOK UX MPEABAPUTEIHLHON MTOATOTOBKH M KOHTPOITh, & TAKIKE CPOKH MCIIOTH30BAHHUSI.

C.22 Paznen "be3omnacHas SKCIUTyaTalys IMPpOM3BOACTBA" TOKEH COMIePKaTh XapaKTEPUCTHUKH OITAaCHOCTCH
[IPOM3BOJICTBA, UCUEPIILIBAIOIIHI ITIePEUCHb CBEICHUM, IIOATBEPIKIAIONUX 0€30I1aCHOCTh TOTOBOIO MPOIYKTa,
CBIPbsI, MOJIYIPOAYKTOB U CYOCTaHIMI ¢ yKa3aHHEM COOTBETCTBYIOIIMX HOPMATHBOB, METOJIbI MX KOHTPOJIS, a
TaKKE 3aKIF0YCHHE CIICUAIM3UPOBAHHBIX KOMIIETEHTHBIX OpraHU3alliii O BO3MOXXHOCTH 00eCIIeYCHHS

0e30ITacHBIX yCJIOBI/IfI BCICHUA BCCX TCXHOJOTHUYCCKUX ITPOLIECCOB.

Paznen nomkeH copepikaTh YTBEPKIACHHBIC METOIBI M CITOCOOBI IMTOJATOTOBKH K pa0OTE MOMEIICHHIA,
000pyIOBaHMS U TIEPCOHAA, TIOPSIIOK TIOYYCHHUS pa3pellieHUs] Ha UCTIOIb30BaHUE, a TAK)Ke HAMMEHOBAHHS

BEILECTB U PELENTYPhI IJIs1 CAHUTAPHOH 00padOTKH.

C.23 B paszgaene "lIlepeuerb IpOM3BOACTBEHHBIX HHCTPYKIUN" yKa3bIBAIOTCS 0003HaYCHUS (KOZBI) 1

HanMMEHOBAHWS HHCTPYKITUH, COMIePKaIITIX:
- TaHHBIE 0 MECTE HaXO0XKICHUS IIPOU3BOJICTBA 1 OCHOBHOIO 000Dy I0BAHUS;

- TpeOOBaHMsI K MOArOTOBKE OCHOBHOI'O 000pyA0BaHUs (OUHCTKE, COOPKE, KaIuOpPOBKE, IIOBEPKE,

CTEPWIIM3AIIMN U IPYTHM OTIePAIIHsIM);

- TOIPOOHOE M3IOKEHUE CTAAMK TEXHOJIOTHUECKOTO MPOIEcca, B TOM YUCIIe TPEOOBAHUS K KOHTPOJIIO
MaTepHaJIOB, MTPEIBAPUTEIBHON 00paboTKe, MOCIeI0BATEILHOCTH BHECCHHSI MATECPHAJIOB, BPEMEHH

TIepeMEIINBaHMSI, TEMIIEPAType U JIp.;

- OIMMCAHHUEC BCCX BUIOB BHYTPUITPOU3BOACTBCHHOI'O KOHTPOJIA C YKa3aHUEM JIOITYCTUMBIX IIPEACIIOB KOHTPOJIA

1 OTBCTCTBCHHBIX JIMII,

- YCIIOBHSI XpaHeHUsI Hepac(hacoBaHHOM MPOAYKIIMH, TPEOOBAHUS K YITAKOBKE, MAPKUPOBAHUIO, CIICITUAIILHBIC

YCJI0BHsI XpaHeHHs (ITpH HEOOXOAMMOCTH);
- CIeNHAIbHBIC MEPBI TIPEIOCTOPOKHOCTH.

C.24 He pexoMeHIyeTCsl BHECEHHE U3MCHEHHH B 00s13aTe/IbHbIC Pa3ielibl periaMmenta 0e3 ohopMiIeHus U
PETHUCTPAITUH BEJOMOCTH U3MEHEHHI WJIM HOBOTO PETJIaMEHTa, €CJIM TAaKUX CYIIECTBEHHBIX HM3MEHEHUI Ooiee

Tpex.

[TpunoxeHne D (cnpaBo4Hoe). TexHonornyeckmne
NHCTPYKUNU U NHCTPYKLUKUM NO doaCcoBKe M YNaKoBKe

[Ipunoxerune D
(cupaBo4HOE)
D.1 Jlist xaxmporo pasMepa Cepuu MpoU3BOAMMOr0 JICKAPCTBEHHOIO CPEACTBa HEOOXOAMMO UMETh

YTBEP)KICHHBIN TEXHOJIOTUIECKUI PETIIAMEHT ¢ TEXHOJIIOTHUECKIMHU HHCTPYKIUSMH, B TOM YHCIIE TI0 (pacoBKe
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1 yTIaKOBKE.

TexHoa0rn4ecKue HHCTPYKIUH, pa3padoranHbie B coorBeTcTBHM ¢ [OCT P 52249, noiKHbI ITOJIHOCTHIO

COOTBETCTBOBATH TEXHOJIOTHYCCKOMY PETTIAMCHTY M COACPIKATH CICAYIOMICC:

- TaHHBIE 0 MECTE BEJICHMUS IIPOLIECCa U MCIIOJIb3yEeMOM 000PY/I0BaHHUH;

- OPSIZIOK MTPOBEJICHUS TIOJITOTOBKH HEOOX0AUMOTO 000y I0BaHHSI MITH CCHIJIKH Ha MHCTPYKIIUU (METOJIUKH)

(HampuMep, OYMCTKH, MOHTaXKa, KaIMOPOBKH, CTCPHJIN3ALINHN);
- TOAPOOHO M3II0KEHHBIE TIPABHJIA, TIOPSIOK M PEXKMMBI BBITOJTHEHHUS KaXKI0TO JACHCTBUS (HAIPUMED,
MIPOBEPKH CHIPBSI, IPEABAPUTEIIHLHON 00PaOOTKH, MOPSIIKA 3arPy3KH ChIPhS, BPEMEHH CMEIITHBAHMS,

TeMIIepaTypHBIE PEKUMBI);

- OTMCaHue JICHCTBHIA TI0 JTFOOOMY BHYTPHITPOM3BOACTBEHHOMY KOHTPOJIIO C YKa3aHUEM TIPEACTbHBIX

3HAYCHUN KOHTPOIHPYEMBIX TTAPAMETPOB;

- IpY HEOOXOUMOCTH TPeOOBAHUS K XpaHEHHIO HepachacoBaHHOU IIPOAYKIMH, B TOM YHCJIE TPeOOBaHMS K

MTPOU3BOJICTBEHHON Tape, MAPKUPOBAHUIO U CIIEIMAIBHBIM YCIOBHSIM XpaHSHHUS, TJIe 3TO TpeOyeTcs;

- 0CO0OBIE MEPBI TTPEIOCTOPOIKHOCTH;

- IOPAOK 3aITOJTHCHUA HepBI/ILIHOI\/’I TEXHOJIOTHUECKOU JOKYMCHTAIIMN B XOA€ BBIITOJITHCHUA pa60T.

D.2 Uuctpykimu 1o (hacoBKe M YITAKOBKE JOJKHBI COOTBETCTBOBATH TEXHOJIOTHYECKOMY PETJIAMEHTY,

coaepKaTh CIICIYIOMINE CBEACHUS TN CCBIUIKH Ha MHCTPYKITHN, COICPIKAIITNC CIACAYIOIINE CBSICHNS:

- HAUMCHOBAHME JICKAPCTBECHHOI'O CPECACTBA,

- OTIMCAHNE €0 JICKapCTBEHHOH (GOPMBI M COJCPIKaHUEe AEHCTBYIOIIETO BEIIECTBA;

- KOJIMYCCTBO JICKAPCTBCHHOT'O CPECACTBA B YIIAKOBKE, BRIPAXKCHHOC B INTYKaX, CAMHUIIAX MaCChI NI 06'£>€Ma,

MO0 IPYTHX SIMHUIIAX U3MEPEHHS C YKa3aHUEM, PH HEOOXOAMMOCTH, JIOITYCTUMBIX OTKIIOHCHUH;
- TTOJTHBIM TIEPEYCHB BCEX YITAKOBOUHBIX MATEPHUAIIOB, TPEOYEMBIX ISl CEPUH ONPEICIIEHHOTO pa3Mepa, B TOM
YHUCJIE KOJIMYECTBO, PA3MEPhl U TUITBI MAaTEPHAIIOB C YKa3aHUEM KO/1a Ha KKl YITAKOBOYHBIA MaTepHal

COIJIaCHO CIienu(DHUKAIUSIM;

- IPY HEOOXOAMMOCTH 00pAa3eIl MIIH KOTIMEO COOTBETCTBYIOIIMX MapKUPOBAHHBIX YITAKOBOYHBIX MaTEPHAJIOB C

HaJU4heM CBOOOHOr0 MeCTa Ik OTMETKH HOMEepa CEpUU U CPOKa T'OJHOCTHU IIPOIYKIUH;

- 0cO0BIE MEpBI IPEJOCTOPOIKHOCTH, B TOM YHCIIC YKa3aHKUE O TIIATEIBHOM MPOBEPKE 30HBI 000PYI0BAHHMS C

LIEJIbIO TIOATBEPIKACHUS OUMCTKH 30HbI IIEpe]] HauaaoM padoThI;

- OITMCAHHEC ITpoIIEcca (baCOBKI/I 1 YIIAKOBKH, B TOM YHCJIC OCHOBHBIX U BCIIOMOI'aTCIbHBIX onepaunﬁ n

HCTIONIE3YEMOTO 000PYAOBAHUS;
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- MOAPOOHOE ONMKMCAHNE TEXHOJIOIMYECKOr0 KOHTPOJIS CO CChUIKAMM Ha METOIUMKY 0TOOpa mpob (00pasios) u

JIOTTYCTUMBIMH TTPEACITEHBIMHI 3HAYSHUSIMA KOHTPOJIUPYEMBIX TTapaMeTPOB.

D.3 ITocnemoBaTenbHOCTD pa3AeiioB TEXHOJIOTHICCKUX MHCTPYKIIMK TOKHA COOTBETCTBOBATH MOPSIAKY

BBITIOJTHCHHUSA OCHOBHBIX ITPOU3BOJICTBCHHBIX onepaum”l.

[lepBbliit pasaen 10JDKEH BKIOYATh HH(POPMALIMIO O MOArOTOBKE IIPOM3BO/ICTBA, @ IMEHHO: OYUCTKE,
[IOArOTOBKE 000PYI0BaHMUs, HCXOAHBIX MaTepuanax u T.J. BMecTo moJIHOIro omnucaHus BCexX IMPOLEAYp U
KOHTPOJIS, BBITIOJHIEMOTO B IIPOIIECCE TTOATOTOBKH IPOM3BOJICTBA, PEKOMEHIYETCS IIPHUBOJANTE CCHIUTIKH Ha

COOTBETCTBYIOIINE UHCTPYKIIUN (METOTUKH).

D.4 B TexHOJIIOrHYeCKON HHCTPYKIIUHU CIIEIYET IPUBOAUTD JaHHBIC O MOMEIICHHIX (BHYTPEHHUH KOI) U
HCTIOIh3yEeMOM 000PYI0BAaHUH; TPHYEM KaK/asi IMHNIIA 000PY0BaHUS JIOJKHA UMETh HAMMEHOBAHHE, THIT
Y MHJIUBUAYITBHBI HOMEP, YTOOBI 00€CIIeYHTh TIPOCIISKUBAEMOCTh TIPOU3BOJICTBA KAXKIOH CepHH
MIPOAYKIMHU. B HHCTPYKITUSIX IPUBOJINUTCS YKa3aHUE O HEOOXOIUMOCTH HIIeHTH(DHUKAIIMN 000PYI0BaHUS B

TPpOoIECCe €0 UCITOJIBb30BaHUA OTUKETKAMU C HOMEPOM CEPUN U BUAOM IIPOTYKITUH.

D.5 B uHCTpYyKIIMK pPEeKOMEH TyeTCsI YKa3bIBaTh BCE BEIIECTBA, UCTIOIb3YEMbIC B TEXHOJIOTHIECKOM IIPOIIECCE,
KOJI JUTS KXKI0TO M3 HUX (ITPU HAJIMYHH), & TAKKe TpeOyeMoe KOJIMYECTBO JUIs TPOU3BOJICTBA CEPUH U CCHUIKH
Ha WHCTPYKIIMU TI0 B3BEIIMBAHUIO WM OTMEpHUBaHUI0. KpoMe Toro, cieayeT yka3biBaTh HOMEpa Cepui,
CCBIJIKM Ha crieli(UKAIMY 1 METOJIUKH MCITBITAHWH, TaThl BBIZIAUN pa3pellieHHs Ha UCIIOJIb30BaHUE H(HITH)

HOMEp JOKYMEHTA, TTOATBEPIKIAFOIICTO KaueCTRO.

HpI/IMC‘IaHI/IC - Ot JAHHBIC IPUBOJATCA HA OCHOBAHHUH COOTBCTCTBYIOIINX JOKYMCHTOB 110 KOHTPOJIIO

Ka4gyecTBa.

Heo0xoauMo IpHBECTH TaKiKe CBEACHUS 00 0)KHUAAEMOM BBIXOJIC TOTOBOM IMPOAYKIMH C YKa3aHHEM

JOIIYCTHUMBIX IIPCIACIIOB.

JITst Ka)JI0T0 MHTPEMEeHTa MOTYT OBITh YKa3aHbI JIOIyCKaeMble BEpXHHUE U HIKHHE TIPe/Ie/IbHbIC 3HAYCHUS
JICHCTBUTEIHFHOTO KOJIMYECTBA BEIIECTBA TI0 OTHOMICHUIO K HOMHUHAIILHOMY KOJIMYECTBY B TEXHOJIOTHUECKOM

PETIIAaMCHTE ITPOU3BOACTBA HA CEPHUIO B 3ABUCUMOCTH OT KOJTMYCCTBCHHOT'O COJACPIKAHUA.

IIpenensr mpuemiemocta oT 95% mo 105% HOMHHAIBHOTO KOJTHMYECTBA TSI ICHCTBYIOITUX BEIECCTB U
npeaeisl oT 90% 10 110% HOMHHAILHOTO KOJUYECTBA JIJIs BCIIOMOIaTeIbHbIX BEIISCTB HE TPEOYIOT

JOITIOJITHUTCIIBHOI'O 000CHOBaHMSI.

D.6 MoryT nomnyckathcs 0oJiee MUPOKUE MPEJIEITBI PUEMIIEMOCTH, KOTOPBIE JIOJIKHBI ObITh 000CHOBAHBI
JI0Ka3aTeIbCTBOM, YTO CEPHUU C COCTABOM, OJTM3KUM K 3HAUCHHUSM TPE/IaraeMbIX HUKHUX H BEPXHUX

MIPEJICIIOB TIPUEMIIEMOCTH, ITPOIOJKAIOT COOTBETCTBOBATH CIIEIU(DUKAITUSM Ha TOTOBYIO TIPOTYKITHO.
Ecnm xonmmdecTBO MCTIONBE3YEMOTO ICUCTBYIOIIETO BEIIECTBA PACCUUTHIBACTCS U3 JICHCTBUTEIHHOTO

KOJIMYECTBEHHOI'O COJIEPIKaHMs BellecTBa B AaHHOU cepuH ("'paxropusanus'), TO 3TO JODKHO OBITh YKa3aHO.

Ecmu st Toro, uTo0BI 00111 Macca cepruu rOTOBOH MPOIYKIMH OBLTa paBHA Macce, MPEeayCMOTPEHHON B

KoHTakTHasa nHpopmaums: https://www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

EANAHA

| ‘C %ManP CtaHpapTbl kayecTBa Bogbl: https://www.mediana-filter.ru/news-and-technology/standarts/

MTPOM3BOJICTBEHHON PEIENITYPE Ha CEPHIO, NCTIOIB3YIOTCS APYTUE BEIIECTBA, TO ATO TAKIKE JIOJDKHO OBITH

yKa3aHo.

B nHCTpYKIMSIX 110 (hacOBKE M YIIaKOBKE HEOOXOIMMO yKa3aTh KOJIMUYECTBO TOTYYCHHOW Hepac(hacoBaHHOM
MIPOAYKIIMK ¥ MaTepUaIbl, HEOOXOMMBIC JUIS €€ YIIAKOBKH C yKa3aHHEeM HOMepa CepuHr U(MiIH) JOKYMEHTa,

TTOATBEP K IAIOIIETO UX KAa9eCTRO.

D.7 Crienyet IPUBOAMTE CXEMY TEXHOJIOTHYECKOTO IPOIecca ¢ yKa3aHueM MOCIICA0BATEIbHOCTH OCHOBHBIX
OTIEpaIiii, TOUEK BBEACHHS UCXOAHBIX MATEPHAIOB B IIPOIIECC M IO X0y MPOIECCa, B KOTOPBIX TPOBOIUTCS
oTOOp 1Mpo0 (00Pa3IOB) U TEXHOJIOIHUYECKUI KOHTPOJIb. Ha Takoi cxemMe peKOMEH1yeTCs BBIACIISATh

KPUTHYECKUE TIPOIIECCHI.

Onepanuu, He crielUpUIHBIC IS IPOU3BOJICTBA KOHKPETHOM MTPOAYKIIMH, HAIIPUMED, CBI3aHHBIC C

MOJITOTOBKOW 00OPY/IOBAaHMS, B TEXHOJIOTMYECKONW HHCTPYKIIMU HE TPUBOISITCS.

CremyeT TakyKe IMMPHUBECTH TMOATAITHBIC YKa3aHUS 110 BBITTOTHCHUIO KaXKI0W CTaINH U OTIepaIlin
TEXHOJOTHYECKOT0 Tpoliecca. YKa3aHus I KaXXI0W CTaIuH CIIeTyeT HyMEepOBaTh M HAUMHATEH C HOBOM
CTPaHMIIBI JJIs TOTO, YTOOBI UMETh BO3MOXKHOCTD BbIJIaBaTh MCIIOJIHUTEISIM UMEHHO T€ YaCTH JOKYMEHTOB,

KOTOPbIC HEOOXOAMMBI JIsI BHIIOJHEHUS 3aIlJIaHUPOBAHHBIX OIEepaIiii.

D.8 B TexHOJIIOrHUeCKUX HHCTPYKLUIX ¥ MHCTPYKIHUSX 110 (haCOBKE M YIIAKOBKE HEOOXOAMMO OIHMCATh KaXK10€
JIeCTBUE HA JAaHHOW CTaJIHH, ITOCICA0BATEILHOCTE ACHCTBUM M TEXHOJIOTHYCCKIE TTapaMeTPHI IIporecca
(HampuMep, MPOBEPKY UCXOTHBIX MATEPUAJIOB, MOPSIOK 3arpy3KH UCXOJIHBIX MaT€PHAIIOB, BPEMsI
CMEIIMBAHUs, TEMIIEPATYPHbIE PEXKUMBI U Apyroe). Cieayer TakyKe IPUBECTH BCE TOUKH KOHTPOJIS B IIPOLIECCE
IIPOM3BOJICTBA CO CCHUIKAMHU Ha METOAMKY, B COOTBETCTBHH C KOTOPBIMH IIPOBOUTCS JaHHbBIN KOHTPOJIb.
Pazpnen "KoHTpoJib mpoliecca yrakoBKH" JOJKEH BKJIIOYATh B ce0s IIPOBEPKY:

- 00I1Iero BU/Ia YIIAKOBKH;

- COOTBETCTBHS YIIAKOBOYHOI'O0 MaTepHalia yIiaKOBbIBAEMOM IIPOAYKIIUH;

- MPaBUJILHOCTH MapKUPOBAHMSI,

- IPaBWIILHOCTH PabOThl YCTPOHCTB KOHTPOJIS HA JIMHUW YIIAKOBKH H T.JI.

Heo0xoauMo yka3aTh, 4TO H3bAThIC HA KAKOW-IMOO0 CTagquu 00pa3iibl IPOYKIIUH HE JOJDKHBI HCIIOJIb30BAThHCS

B TCKYIIEM TCXHOJIOTHYCCKOM ITPOIIECCE.

D.9 Ilpu He0OX0UMOCTH CJIeAyeT YKa3bIBaTh JaTy (BpeMsl) Hauajga U OKOHYAHUS OTACAbHBIX CTaIui
MTPOM3BOJICTBA JINOO UX MPOJIOJDKUTEIHLHOCTD, €CJIM OHU CTPOTO PETIIAMEHTHPOBAHBI JUTS TAHHOH MPOYKIIHH.
JlomkeH ObITh IPUBEJICH MOPSIOK MOTYUYSHHS, TIepead U CIaYH MPOJYKIIMU C YKa3aHUEM

COITPOBOIUTEIIEHON TOKYMCHTAITHH.

Heo0xoauMo Takke periaMeHTHPOBAaTh JICHCTBHS TIEpCOHAA TPH BOZHUKHOBEHNUH OTKJIOHEHUH OT 3a/JaHHBIX

rapaMeTpoB WM HapyLIEHUH CTaHAAPTHOIO X0/1a BBIITOJHEHUS TEXHOJIOTHYECKUX ONepaLiil.
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Onucanne K0 CTa TN TEXHOJIOTHIECKOTO TpoIiecca JIOJKHO 3aKaHYMBATHCS CBEJICHUSIMHA 00 OYKHIaeMOM
BBIXO0JIC TIPOJIYKITUH C YKa3aHHEM JOIMYCTUMBIX MTpeesioB. [Ipr He0OOXOAMMOCTH CIIeyeT IPUBECTH

TpeOOBaHMs COCTaBJICHMs OajlaHca Ha JaHHOW CTaIHH.

B nHCTpYKIMSIX 110 (hacOBKE M YIIAKOBKE JIOJDKHO OBITh YKa3aHO, YTO OCTABIIUECS MAPKUPOBAHHBIC
YIMaKOBOYHBIE MaTepHaJIbl MOIIEKAT YHHUTOKEHHUIO CO CCHIIIKON Ha MHCTPYKITUIO TI0 YHUUTOXKEHHUIO, a
BO3BpaT Ha CKJIAJ] YIIAKOBOYHBIX MaTEPHAIIOB, HA KOTOPBIX HE OBLT ITPOCTABIICH HOMEP CEpUH, TPOBOIUTCS

COTJIACHO COOTBETCTBYIOIIEH HHCTPYKIMHK C O(OPMIICHHEM IIPOTOKOJIAa BO3BpaTa.

MHCTpyKIMH 110 yIIaKOBKE JTOJDKHBI 3aBEPIIATHCS YKa3aHUEM O TIOJIBSICHUH OaiaHca MEX1y KOJUIEeCTBOM
HepachacoBaHHON IPOAYKIMH, YIAKOBOUHBIX MAaTEPHAIOB U IMOJIYYCHHOM IOTOBOM MPOAYKIIMU. BhInoHeHEe

Ka)KI0U OTepaItiy JOJDKHO TOATBEPIKIAThCS TOMUCHIO NCIIOTHUTEIS M KOHTPOJIUPYIOIIETO JINTIA.

B 3aximroueHHH TEXHOJIOTHYECKON MHCTPYKIIMH U MHCTPYKIIMH 110 (hacOBKE U YIIAKOBKE CIICYET MPUBECTH
CCBIJIKH Ha HHCTPYKIIHIO IO YIAJICHUIO OTXOJIOB M OYMCTKE MTOMEIICHUI U 000pYI0BaHMUSI, & TAK)KE 00pa3Iibl
ATUKETOK, KOTOPBIMH MapKHUPYIOT MIPOU3BEACHHYO MPOIYKIIMIO HA TIEPUO]] OXKHIAHHSI PE3yTbTATOB KOHTPOJIS
roToBOM mpoaykiuu. ClieTyeT yKa3aTh CTaTyc NpoayKinn "HaxomauTcs Ha KapaHTUHHOM XpaHEHUHN'", a TaKkKe

YCIIOBUS €€ XpaHEHHsI, B TOM YHUCIIE Tapy, CIIOCOOBI MAPKUPOBAHUS H JIPYTHE CIICITHAILHBIC YCIIOBHSI.

D.10 B kadecTBe NMPUIIOKEHUIH HHCTPYKITMH JOJDKHBI COJIEPKaTh (DOPMBI MM UMETh CCHIIKH Ha MpHJIaracMbie
MIPOTOKOJIBI, B KOTOPBIX (DUKCUPYIOTCS TaHHBIC MITH MHMDOPMAITUS B IESX JOKYMEHTAIBHOTO MTOITBEPKICHHUS
BBITIOJTHEHUSI TEXHOJIOTHYECKUX OTIepalliii B COOTBETCTBUM C MHCTPYyKIMeH. [1o kputnaeckum
TEXHOJIOTHYECKUM OTIepalysiM B (hopMax Hapsy ¢ OITMCAHUEM TIOJJ00HBIX OTeparfii CiIeyeT

MIpeyCMaTPUBATh MECTO JIJISI TIOJITUCH PYKOBOJAMUTENS TIPOMU3BOJICTBA M KOHTPOJIUPYIOIIETO JIUIIA.

[MpunoxeHune E (cnpaBo4yHoe). PekomeHayeMbiin
nepevyeHb MHCTPYKUNW, METOOAUK U CTaHOAPTOB
npeanpuaTns
IIpunoxenue E
(cnpaBo4HOE)
1 MHCTpYyKIHMS (CTaHIAPT NPEANPHUSLTH) TI0 Pa3paboTKe, YTBEPKICHUIO, paCIPOCTPAHEHUTO, HCIIOIH30BAHHIO
JIOKYMEHTOB, BHECCHHUIO B HUX M3MEHEHUH H TIp.
2 VIHCTpYKIIHS 110 B3BEIINBAHUIO U BBIIAUE CHIPHS.

3 MHCTpYKIMS 110 SKCILIyaTalud 000py10BaHMUs.

4 VIHCTpYKIIHS 0 BHYTPHU3aBOJACKON MapKHPOBKE.
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5 HCTpyYKIHS TI0 TTPEIOTBPAIICHUIO TTIEPEKPECTHOTO 3arPsI3HEHUSI.

6 MHCTPYKITHS 110 TPOU3BOCTBY PA3TUIHON MPOIYKIIUHA B OJTHOM 30HE.

7 HCTpYKIHS TIO BO3BPAIICHUIO Ha CKJIAJl OCTATKOB CHIPbSI I MATEPHAJIOB.

8 MHcTpyKIust 1o nepepadoTke 3a0pakoBaHHOM IIPOTYKIIUH.

9 UucTpyKiwys 110 GOPMHPOBAHUIO JOCHhE HA CEPUIO TOTOBOM MPOAYKIIHH.

10 HCTPYKITHS 10 YUETy OTKJIOHCHUH M BBITIOJTHCHUIO KOPPEKTHPYIOMNX JCHCTBHH B IIpoIiecce

MTPOM3BOICTBA.

11 UHCTpYKIMS 11O OT3BIBY IPOAYKIIMH C PhIHKA M Pa00TE ¢ peKIaMallisIMu.

12 UHCTPYKIMS 10 YHHYTOKEHHUIO 3a0pakOBaHHOM, BO3BPAIICHHONW U OTO3BAHHOM HPOAYKIIMH.

13 UHCTpyKIHs 0 yueTy JBYIKEHUS TPOMAPKHPOBAHHBIX YIIAKOBOYHBIX MATEPHAIIOB.

14 NHCTpYKIMS IO YHUYTOKEHUIO YIIAKOBOYHBIX M MApPKUPOBAHHBIX MATEPHUAIIOB.

15 MHCTpYKITHS 10 OIICHKE 3I0POBBS IIEpCOHAA.

16 HCTpYKITHS 110 THYHON TUTHCHE TICPCOHAIA.

17 VHCTPYKITHS 10 TISPEOICBAaHNIO M HOIIICHUIO OJICHKIBI.

18 UHcTpyKIus o 00paboTKe OIEIKIbI.

19 MHCTPYKITHS 110 BXOY B YUCTHIC TTOMCIIICHUS.

20 UHCTpYKIMS 110 0OYUCTKE, YOOpKe, Ae3UH(EKIIMN ITOMEIICHHIHA.

21 UHCTPYKIMS 1O yaJCHUIO OCTATKOB AC3UH(OUIUPYIOIINX CPEACTB ¢ 00pabOTAHHBIX IOBEPXHOCTEH.

22 WHCTPYKIIMS 110 OYUCTKE U CAHUTApHON 00paboTKe TpyOOIIPOBOIOB.

23 UHcTpyKIus 1o 00pb0e ¢ mapa3uTaMu, HACEKOMBIMH M KUBOTHBIMH.

24 UHCcTpyKIus 10 00y4YeHHI0 IepcoHara.

25 MeToauKH 10 aTTeCTALUU IIPOLIECCOB ¥ 000Dy 10BaAHUSI.

26 UHCTPYKIMS 110 TEXHUYSCKOMY 00CITYKUBAHUIO 000Dy 10BaHUSI.
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27 UHCTPYKIMS 10 OYNUCTKE 000PYAOBAHHMS.

28 UHCTPYKIMS 110 CTEPUIN3aun 000pyA0BaHMS.

29 VHCTPYKITHS 110 OYUCTKE YIIAaKOBOYHBIX JTUHUMN.

30 MHCTpYKITHS TTO MOHTAXKY.

31 UHCTpYKIHUS TIO ayIUTY TTOCTABIITUKOB.

32 MHCTpYKIHS TI0 MPUEMKE HCXOTHBIX MAaTCPHAJIOB.

33 MHCTpYKIHS TI0 MPUEMKE YIIaKOBOYHBIX MaTCPHAIIOB.

34 MHCTpYKIHUS TI0 KapaHTHHHOMY XPaHCHHIO.

35 MHCTpYKIHS TI0 XpaHCHHUIO UCXOIHBIX M YITAKOBOYHBIX MaTCPHAJIOB.
36 MHCTpYKIUS 0 MACHTHU()HUKAIIMYA UCXOIHBIX H YITAKOBOUHBIX MATEPUATIOB.
37 MucTpyKIMst 110 OOPAIEHUIO C )KUBOTHBIMHU.

38 MHCTpYKITNS TT0 KOHTPOIIO OKPYIKAOIICH CpeIb.

[Mpunoxenune F (cnpaBoyHoe). Npumep dopmbl
NHCTPYKUNU (METOLUKN)

[Tpunoxenue F

(crpaBoYHOE)
HammvenoBanwe npennpusTus
Wucrpykmms

HanMEHOBaHHE
N Bepcus Hara
[Monpaznenenne
Otnen
Paspaborana
Haznauenue
MecTo 1 Bpemsi IPUMEHEHHUS
Wcnonnurens
JIn1o, KOHTPOJIMPYIOIee BHIIOTHEHHE HHCTPYKIINU
Martepuaiisl 1 000pyJ0BaHHE
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[IpuBOIUTCS TOUHBIH MTEpPEICHb MAaTEPHATIOB 1 000PYIOBaHMS, HEOOXOIUMBIX TS BHITOTHEHUS

HHCTPYKLMH.

YTBepkaeHa (TTOIIICh)

JlaTa BBeicHUS B ICHCTBHUC

Bsamen

CcTp. u3

[Mpunoxenne G (cnpaBoyHoe). [Npnumepbl dbopm
NPOTOKOJIOB NPOM3BOACTBA CEPUN

[Ipunoxenune G
(cupaBo4HOE)

IIporokoa 1

Hanmenosanue JIC

Kon Howmep cepun

O0bem cepun

KoHTponbs moaroToBku mpon3Bo/ICcTBA

(o Havasa paboThl):

Kon [Tposepeno

Hauanpuuk

00opyTIOBaHHS

CMCHBI

KonTtpomupytomee
o OKK

Ja(*) | Her ()

Ja () Her (-)

1 CannrtapHas TOJrOTOBKA MTOMEIIICHUS

MPOBEICHA

BrITsKHAS cucTema IpoBepeHa

Cucrema 1moja4uu BO3/yxa [poBepeHa

4 Hanunune ounmennoi BOIbLI B

cOOpHHUKE TIPOBEPEHO

IMogaua cxkaTOro Bo3/ayxa npoBepeHa

22 Peakrop

0,4 M ouumeH

23 PeaxTop

0,63 M ouwmmieH

24 Peakrop

0,63 M ouwmiieH

O | 0| 2 | & [\

6/1 PeaxTop

3,2M OYHIIEH

10 6/2 PeaxTop

3,2M O4YHIIEH

11 11/1 CBoprik

2M OYHIIEH

12 112 Coopruk

2M OYHIIEH

13 13 Becor [1T-10 ountens! u

OTKaJTMOPOBaHBI

14 14 Becsr [1B-30 ounrtrens: n

OTKaJTMOPOBaHBI

15 O6opyioBaHNe MAPKUPOBAHO
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16 | WHBeHTaph OUHIIeH | | |

HauvanbHuk cMeHbI

JHara Iloamuce
KonTtpomupyromiee nuiio

Jara Iloamuce
3ameuanus:
[IpoToxon npoBepun
JIomKHOCTD, MOAMUCH JHara

IIpooonacenue (odpammuas cmopona) npomokona 1

Hanmenosanue JIC

Kon | Howmep ceprn | O0beM ceprn

EskecMeHHBII 0CMOTp 30HBI MPUTOTOBJICHUS (HAYATLHUK CMCHBI)

Jlata Cwmena Bpewmsa TToamuce

OuncTKa 30HBI TPUTOTOBIICHUS IO OKOHYAHUH TTpoliecca (HadaIbHUK CMEHBI)

Jlata Cwmena Bpewmst TToamuce

3ameuanus:

[IpoToxon npoBepun

JlomKHOCTD, MOAMUCH Jara

IIporokoa 2

Hanmenosanue JIC

Kon Howmep ceprn O0beM ceprun

Pacuetr xoMnoHEeHTOB

HanmvenoBanue Kon Howmep Howmep Coneprxanne dopmyna ams
CBIPBSA cepun AQHAJUTHIECKOTO OCHOBHOTO pacuera, pacder
JIUCTKA BellecTBa TpeOyeMoro
KOJINYECTBA

Pacuer BrImoann

JlomKHOCTD, MOAMUCH Jara

Pacuer BrImoann

JIoKHOCTD, MOAMKUCH JHara

3ameuanus:

[IpoToxon npoBepun

JIoKHOCTD, MOAMUCH JHara

IIporokoa 3

Hanmenosanue JIC
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Kon | Howmep ceprn O0beM cepun

B3BemBanne KOMIIOHEHTOB

(anmapaTtumk B mpucyTcTBUU KoHTposmpyromiero jguia OKK)

HanmenoBanne | Enmauia Tpebyemoe | Homep B3Bemennoe koanmuecTBo Iloamuce
CBIPBSA M3MEpEeHUs | KOIIMYECTBO | Cepun
Macca | bpyrro| Herro HCIIOJN- | KOHTPOJIU-
Tapsl HUTEJH | pyroliee
o OKK

3ameuanus:

[IpoToxon npoBepun

JlomKHOCTD, MOAMKUCH JHara

IIporokoua 4

Hanmenosanue JIC

Kon | Howmep cepun O0beM ceprun

OT160p 11po6 (koHTpOosHpyromee auio OKK B IpHUCYTCTBUM HAYaIbHUKA CMEHBI)

Jara/Bpems Howmep KosnmgecTBo mpoOwr, Mt [Monmuck
TIPEABSIBUTEIHCKOTO (r)
W3BEIICHHUS

HayaJbHUK CMEHBI | KOHTPOJHUpYIOLIEe

auio OKK
PesynpraTe! nucneirannii (o OKK)
Howmep nporokona ncnibrrannii | " /lanpHeiiee mponu3BoCTBO " JlanbHEHIIIEE TIPONU3BOICTBO
pazpernieHo" 3amnpenieHo"”

MOJIITHACH Iloamuce

DunpTpoBaHUEe pacTBOpa X

[Toyate pacTBOp M3 peakTopa 6/1,2 B coopuuk 11/1,2, napienue azora He 6osee 2 ATM

Jlata/cmena Bpems JaBnenue no Bemonxnn [IpoBepun

MaHOMETpY (ammapaT4uk) (HaYaTbHUK CMEHBI)

HA4ajo KOHeI]

3aMeHUTh PHIIBTPOBAILHBIN AJIEMEHT Ha MaTpoHHBIX GribTpax 12/1,2, mogate pactBop u3 coopuuka 11/1,2,

nasienne azora He 6omee 2 ATM

Jlata/cmena Bpewms JlaBnenue no Bemonxnn [IpoBepun

MaHOMETpY (ammapaT4uk) (HaYaTbHUK CMCHBI)

HA4ajo KOHeI]

3ameuanus:

[IpoToxon mpoBepun

JIoKHOCTD, MOAMKUCH JHara

IIporoxoa 5
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KoppexTupytomue nefictBus

onpeacianii, pacu4CT BbIITOJTHUII ILOJ’I)KHOCTL, IIOAITHUCH

JlomKHOCTD,

HOJITHCH Hata Haumenosanue JIC

Kon Howmep ceprn O0beM ceprun

Koppexruposka N
Howmep mportokoiia HecooTBercTByronuii nokas3arenb Ornrcanne KOppeKTUPYIOIINX
UCHBITAaHUN JIEWCTBUI
Pacuer KOMIIOHEHTOB
HanmvenoBanue Kon Howmep Howmep Coneprxanue ®dopmyia It pacyuera,
CBIpbS cepun AQHAJIUTUYECKOTO OCHOBHOT'O pacuer TpebyeMoro
JIMCTKA BELIECTBA KOJINYeCTBa

Pacuer nposepun JoIKHOCTD, TOATTNCH

3ameuanus:

[IpoToxon mpoBepun

JIomKHOCTD, MOAMKUCH JHara

IIpooonacenue (obpamuas cmopona) npomoxona 5

B3BemBanne KOMIIOHEHTOB

(anmapatuuk B mpucyTcTBUU KoHTposmpyrotiero guia OKK)

Haumenosanue Ennauna Tpebyemoe | Homep Bs3Bemennoe Kom4ecTBO Iloamuce
CBIPbSI W3MEpEeHUsT | KOJIMYECTBO | cepuu HCTIOTHUTEIIS
Macca | bpyrro | Herro
Tapsbl
[Ipu B3BEeMIMBaHUN TTPUCYTCTBOBAI
Konrtponupytomee o OKK Hata [Tommuce

KoppexTupytommie nerictus

(anmapaT4vK B IPUCYTCTBUU HAYaJIbHUKA CMEHBI)

VYkazanue anmapatauky (IeCcTBUS, DaKkTHUYECKHE MAPAMETPHI

rapaMeTpbl Iporecca) nporecca

[loamuce ncnomHUTENS

[IpoxoHTpONIMpOBaN

HavanbHuk cMeHBI JHara Iloamuce

OTt60p 1IPO6

(xorTponmpyromiee auio OKK B IpucyTCTBUM HAa4. CMEHBI)

Jlara/Bpemst Howmep KomnmaectBo

MPEIBIBUTEIHLCKOTO poObI, MII (T)

HU3BEIICHUS

Iloamuce

Haganpank

CMCHBI

KonTtpomupyroree nuiio

OKK

PesynbraTe! ucnbiTannii (koaTposmpyroniee juio OKK)
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Howmep npotokona ncnbrranmit " JlanpHeIIIee TPON3BOICTBO " JlanpHeIIee mponu3BOICTBO

pasperieHo" 3ampenieHo"

TTonnuce [Toanuce

3ameuanus:

[Ipotokon mpoBepun

J0IDKHOCTD, TTOATINCH Hata

dopma
U3BelIeHUsl 0 NPeAbSIBICHUH MPOAYKIUHA HA UCTIHITAHUS

(MpeabABUTETHCKOT0 U3BEIEeHHUsT)

HaumeHoBaHue npeanpusiTus

Lex

Havanpanky

Hszsemenne N
0 MPEIbSBICHUH MPOTYKITMH HA UCITBITAHUS

HanmenoBanmne npoayKium

Craaus TEXHOJIOTHYECKOTO mpouecca

Howmep cepun

KomnuuectBo (MT., KT U T.11.)

[IpempsBienHas TpoayKIus HapaboTaHa

COTJIACHO HOPMATUBHBIM JJOKYMCHTaM

[Ipomykumio mpeabsBUII

noinkHOCTh, @.1.O., moanuck

Hara Bpewms

[Tpo6a oTpaboTaHa COrIACHO UHCTPYKIIMU

Macca (00beM) TIpoOBI

Jlara orGopa nmpoOsl Bpewms

damMunnst KOHTPOIUPYIOIIETO JIUIIA [Tommuce

[Ipotokon mpoBepun

J0IDKHOCTD, TTOATINCH Hata

[Mpunoxenne H (cnpaso4Hoe). Npumep
MHCTPYKLUMKM NO YNakoBKE N NPOTOKOSIOB YNaKOBKN.
NHCTpYKUMSA NO ynakoBke dpriakoHOB B
NHaMBMOyanbHy0 Tapy

[Ipunoxxerane H
(cupaBo4HOE)
1 Hean

[IpenocraBieHre HEOOXOIUMBIX CBEJICHHUM JJISl BBITTOJIHEHHS TTPOIecca YITAKOBKY B MHINBUAYAIBHYO TAYKY

KoHTakTHasa nHdopmaums: https://www.mediana-filter.ru/coord/
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PYYHBIM CIIOCOOOM.

2 O6s1acTh MPUMEHEHHS

Y4acToK yImakoBKH.

3 Ilepconan

HcnomHauTens: omepaTop.

IIporecc kOHTpONMHPYIOT MacTep U KoHTpoupyromee auimo OKK.

4 O6opynoBaHue 1 HHBEHTAPD

Tenexku TpaHCIIOPTHBIE.

CTOJ HAaKOIUTEIIBHBIN.

EmkocTb ai1st coopa OpakOBaHHBIX ITaveK.

Emxoctb mi1st cOopa OpakoBaHHBIX JIMCTKOB-BKJIAIBIIIICH.

Emkocts ai1st coopa OpakoBaHHBIX (hJIAKOHOB.

5 Coipbe U MaTepHAJIBI

dr1akoHBI aHKETUPOBAHHBIC.

[Tayku KapTOHHBIE TPOMAPKUPOBAHHBIC.

HHCTpyKIINH 110 MEAUITUHCKOMY TTPUMCHECHHTO (JTMCTKH-BKJIAIBIIIN).

6 Ilopsiiok mpoBeaeHUsT

6.1 IloaroroBUTEIBLHBIE PA0OTHI

Macrep B 30HE KOMITISKTAITUHN JOKEH CKOMIICKTOBATh MaTepHajIbl B COOTBETCTBHH C "'3a/1aHNEM Ha
ynakoBky" (cM. mpotokoi 1). ITonydnts He00X0AUMOE YMCII0 HHCTPYKIIMIA U ITaYeK Ha CKIIaJle YITaKOBOYHBIX
MaTepHaJIOB COTJIACHO MHCTPYKIHH "TIOpSI0K TTOTydeHUs YIIaKOBOYHBIX MaTEPHAJIOB CO CKi1ana". BEIKaTUTh ¢
TTOMOIIIBIO OTIEpaTOpa U3 30HBI KAPAaHTHHA B 30HY KOMIUICKTAIMH 33JJaHHS TSJICKKH ¢ aHKETHPOBAHHBIMH
(hmakoHaMHU, IIEPECUNTATh, ClIeJaTh OTMETKY B poTokoiie "Kommiekranus 3aganus” (cM. IpoToko 1).
KonTponmupytoriiee JIMIo 0T/iesia KOHTPOJIS KauecTBa JOIHKHO MMPOBEPUTH KOMIUICKTAIHIO 3aJIaHUS; YUCIIO

SIUHUII, HASHTUIHOCTD KOJa, HACHTHIHOCTh MAPKUPOBKH C OTMETKOM B IIpoTokoJe "Komrekramus 3amanms’"

(cm. mpotokoi 1).

KoHTakTHasa nHpopmaums: https://www.mediana-filter.ru/coord/
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Mactep 1 KOHTPOJIUPYIOIIIEe JIUIO OT/Ie)Ia KOHTPOJISI KAauecTBa JTOJKHBI TPOKOHTPOIUPOBATH OUNUCTKY 30HBI
YITaKOBBIBAHUS B MHAWBUIYATBHYIO TTAYKY COTJIACHO HHCTPYKINHK "OUYHCTKA 30HBI YITAKOBKH'' C 3aIMCHIO B
"JIucte KoHTpOJIs ouncTKH" (cM. TpoTokoi 2). HeoOxonumo yoeauTbest, 4To padouast 30Ha, 000pyA0BaHKE U
WHBEHTAPh SIBJITFOTCS CBOOOTHBIMH OT JIFOOBIX HCIOJB30BABIINXCS PAHEE JIEKAPCTBEHHBIX CPEJICTB,
MaTepHaJIOB, TOKYMEHTOB.

Macrep J0/DKEH IPOMapKUPOBATh 30HY YIAKOBKHM UACHTU(UKALIMOHHOM dTUKETKOM.

OnepaTop 10T KOHTPOJIEM MacTepa JOJIKCH BBIKATHUTH W3 30HBI KOMIUICKTAIIUN 3a1aHUA B 30HY YITAKOBKH

TCJIC)KKHN C aHKCTUPOBAHHBIMHA (bJ'IaKOHaMI/I.

Mactep m0JDKeH BBIZIATh OIepaTopy MOATOTOBICHHBIC HA 3aaHUC:

- HHCTPYKITUH 110 MEJMIIMHCKOMY TIPUMEHEHUIO (JINCTKU-BKITA]IBIIIIHN );

- MPOMapKUPOBAHHBIE KAPTOHHBIC TTAYKH.

3anoaHuTh ¥ BeIAaTh "IIpoTOKON yakoBKH B mauky" (cM. mpoTokoj 3) u "3amaHue Ha YIIaKoBKY'".

BeimanHbIe ortepaTopy HHCTPYKITHUH 10 MEAMIIMHCKOMY TIPUMEHEHHUIO (JIMCTKU-BKIIAJIBININ) U TAYKH

MTOMECTHUTh OTIIEJIBHO JIPYT OT JpyTa B CBOOOHBIC JIOTKH.

6.2 OcHoBHBIE Pa0OTHI

OnepaTop JIOJHKEH CHSITB JIOTOK ¢ (hJIAKOHAMHU € TEJISKKH U TIOCTABUTH HA HAKOITUTEIBHBIN CTOII. Psiom
MMOCTaBUTh IyCTOH JIOTOK. CecTh 32 HAKOMUTENILHBIA CTOJI HAIIPOTHB JIOTKOB ¢ (hJIaKOHAMHU, CIIpaBa OT ceOs
MMOCTaBUTh JIOTOK C TUCTKAMHU-BKJIQIBIIIAMH, CJIEBA - IOTOK C MAYKaMH.

CHOXHUTh HHCTPYKIIHIO 1O pazMepy madku. CIIOKUTH MaYKy 10 HAMEUYEHHBIM CTHOaM, BIIOKHUTH JINCTOK-
BKJIAJIBIII B TIAYKY. BIIOKUTE (JIaKOH B MMAYKy, TAYKy 3aKPbITh. Y TTAKOBAHHYIO ITAYKy MTOCTABUTH B CBOOO THBIH
JIOTOK.

3aroyTHeHHBIN TTAYKaMU JIOTOK TIOCTABUTh HA CBOOOTHYIO TEIICKKY.

Buumanue! OnepaTtop B mpoliecce yIakoBKH 00s13aH IIPOBEPSITh:

- HJICHTUYHOCTHh MHCTPYKITHH 110 MEAMIIMHCKOMY TIPUMEHEHNIO (JINCTKOB-BKJIAJIBIIICH) M TTAYeK, CPABHUBAS UX

¢ o0pa3LaMy yImaKOBOYHBIX MaTEpUajIoB B "3a/laHuU Ha YIIAaKOBKY';

- MJIEHTUYHOCTh MAapKUPOBKH (PJIAKOHOB U IaueK, CPAaBHUBAS CO IITAMIIOM B "3a/aHuu Ha YIIAKOBKY".

Marepwualibl, He COOTBETCTBYIOIIHE 00pa3iaM, 0OTOpaKOBbIBATh;

- KA4eCTBO YIIaKOBBIBAEMBIX MaTepHasioB. [IOMAThIC HHCTPYKIMH 110 MEAMIIMHCKOMY TIPUMEHEHHUIO (JIMCTKHU-
BKJIQJIBIIIIN) M TAYKH, & TAK)KE UMEIOIIKe TUorpadckuii Opak (mpo0esibl B TEKCTE, pa3MbITOCTH, CMEIICHHS
LITPUX-KOJA U T.JI.), HEOOXOAMMO OTOPaKOBBIBaTh. DIIAKOHBI ¢ HAPYIIEHHON repPMETHYHOCTHIO YITAKOBKH JIN0OO

uMmeronre Ae(eKT B HAHECCHNH dTHKETKH (IUI0X0€ KaUeCTBO HAKICHKH, Pa3MBITHIH IITaMIT, HEIPABUIEHOE

KoHTakTHasa nHpopmaums: https://www.mediana-filter.ru/coord/


https://www.mediana-filter.ru

EANAHA

| ‘C %ManP CtaHpapTbl kayecTBa Bogbl: https://www.mediana-filter.ru/news-and-technology/standarts/

PACIIOIOKEHHNE STUKETKH) TaK)Ke HEOOXOAUMO OTOPaKOBLIBATh.

OOHapyKeHHBIIH Opak ciieyeT coOupaTh 10 HAMMEHOBAHUSIM B HIACHTUYHO MPOMAPKUPOBAHHBIC EMKOCTH ISt

cOopa Opaka.

Mactepy U KOHTPOJIMPYIOIIEMY JIMITY OTJIeJIa KOHTPOJISI KauecTBa ¢ YCTAaHOBJICHHOM MTEPHOIMYHOCTHIO
(HarpuMep OJIMH Pa3 B 4ac) CIICAyeT MPOBEPSITh KAYECTBO YIAKOBKH C 3aIUCKHIO B TIPOTOKOJIC YITAKOBKH (CM.
IIPOTOKOJI 3), @ UMEHHO:

- HJICHTUYIHOCTb MAYKH (COTIIACHO 33JJaHHIO HA YIIAKOBKY);

- HAJIMYUE U WICHTUYHOCTh MHCTPYKIIMU TI0 MEIUITUHCKOMY NTPHUMEHEHHIO (JTMCTKA-BKIIA/IBIIIA) B ITAYKE;
- HaJm4ue (PIIakoHa;

- KAQUeCTBO CKJIJIbIBAHUS TTAYKH;

- OTCYTCTBHE Opaka y NeuaTHBIX YITAKOBOYHBIX MATEPHUAIIOB U (DJIAKOHOB.

3akar0YuTeIbHbIE PA00OTHI

Mactep m0JDKeH MOACIUTATh:

- YUCIIO YIIAKOBAHHBIX B MAYKy (DJIAKOHOB;

- YUCII0 OPaKOBAaHHBIX WHCTPYKIIHMHA 10 MEAUIIMHCKOMY MIPUMEHEHHUIO (JINCTKOB-BKIIAIBIIICH ), TIaUeK,

(h71aKOHOB;

- YUCIIO OCTABIIUXCS MHCTPYKIIUH 110 METUITMHCKOMY NTPUMEHEHHIO (JIMCTKOB-BKJIJIBINICH ), TTaueK, ()JIAKOHOB.
[Tpumeuanwe - [Toxcyer MHCTPYKIUH IO METUITUHCKOMY ITPUMEHEHHIO (JTMCTKOB-BKJIAIBIIICH) U ITAYSK MOXKET
MIPOBOJIUTHCS ITyTEM B3BEITUBAHMSL.

Brectr qaHHbIE B IIPOTOKOJI Pacxo/ia yIIakOBOUHBIX MaTepraioB (cM. mpoTokoit 4). CocTtaBuTh OajlaHC

pacxoja MaTepraoB.

HO,Z[C‘{I/ITaTL OTKJIOHEHHS B OaJtaHce. CpaBHI/ITL C JOITYCTUMBIM OTKJIOHCHHEM. Ecnm otknonenne OPEeBBINIACT

JIOITyCTUMOE, TO TIPOBECTH TIOBTOPHBIN TIOJICYUET.
[MoncunraTh GakTHUECKUI BBIXO MTPOAYKIIMU. TEOPEeTHYSCKUI BBIXO/I IPOIYKIIMU HA CTaJIUU YIIAKOBKH B
WHIUBUYaTbHYIO TTauKy cocTaBisieT 99,6%. [loacuantars OTKIOHEHUE OT TEOPETHIECKOTO BBIXO/a, CPABHUTH

¢ gorryctumbiM. Jlomyctrumoe otkiionenune coctanisieT 0,3%. /laHHbie BHECTH B TIPOTOKOI Pacxo/ia.

YHUYTOKUTH MPOMaPKHUPOBAHHBIC HEUCIIOIB30BaHHBIC M OPaKOBaHHBIC TTAUKU U OpaKOBaHHBIC (DITAKOHBI

COTJIACHO WHCTPYKINH "Y HIUTOKEHIE HENCIIONBb30BAHHBIX WM OPaKOBAHHBIX YITAKOBOYHBIX MATCPHAJIOB C

KoHTakTHasa nHpopmaums: https://www.mediana-filter.ru/coord/
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rnepeMeHHou nudopmanmei”.

BepHyTh Ha cKJ1a]l yITaKOBOYHBIX MAaTEPUAIIOB HEUCITIOIL30BAHHbIC U OpaKOBaHHbBIC HHCTPYKIIHH IO
MEIUITMHCKOMY TTPUMEHCHHIO (JIMCTKU-BKJIAIBIIIN) B COOTBETCTBHH ¢ HHCTpyKIHeH "Bo3ppar
HEHUCIIOJIB30BaHHBIX MM OPaKOBAaHHBIX YIIAKOBOYHBIX MaTepHalioB 03 epeMeHHOM nHpopMmaryn'.
OnepaTop JIOJHKEH TIEPEBE3TH TEJICKKU C YIIAKOBAHHOM B MAYKy TIPOIYKITUCH B 30HY KapaHTHHA IS
MOCIICTYIOIIETO YITAaKOBBIBAHUS B TEPMOYCAIOUHYIO TUICHKY. Kaskayto TellexKy poMapKHpOBaTh

HICHTU(UKALIMOHHOM STUKETKOM.

OrepaTop IOKEH MPOBECTH OYHUCTKY 30HBI YIIAKOBKH B COOTBETCTBHH ¢ HHCTPYKITHEH "OJnCTKa 30HBI

YITaKOBKH .

Mactep I0JKeH TPOKOHTPOIMPOBATH OUYUCTKY, CIICNIATh 3aIMCh B JIMCTE KOHTPOJISI OYUCTKH (CM. IIPOTOKOI 2).

Bce mpoToKoIBI ciaTh TEXHOIOTY IeXa.

IIporokoa 1

Hanmenosanue JIC

Kon Howmep ceprn O0beM cepun
3ajanne Ha YITaKOBKY
[Hramm Koa nactpyknmm Kox mauku
Cepus Obpa3zerny Obpaszeny
l"onen no [TpuxiienTh 00pa3el HHCTPYKITUU [TpuxiienTh 0Opa3zel mayku
Havanpuuk miexa Hata [Tomnuce
Hagansank OKK Hata [Tonnuce
Kommnekranus 3amanns
HammvenoBanme MCX0THOTO 3amanne Ha KOMIUICKTAIIHIO Kowmrmnexrarus 3aganus (CKiIaj mexa)
CBIPbSI 1 BCIOMOTaTeIIbHBIX (TmarmpyeMoe)
BEIIIECTB
Kox nponykra | Komnmuectso Cepus (10 KomuaectBo
aHaJl. JIMCTY)

Havanpuuk miexa Hata TTomnuce
Konrponupytomiee smio OKK Hata TTomnuce
3ameuanus:

[Tporokon mpoBepun

J0IDKHOCTD, TTOATINCH Hata

IIporokoa 2

Hanmenosanue JIC

Kon | Howmep cepun O0beM cepun
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JIMCT KOHTPOJISL OUMCTKY 30HBI YIIAKOBKH B MHIMBUIYAJIbHYIO TAUKY

N [Tposepeno Macrep Kontpomupytomee o OKK
/11
JIuctku-riaapiuuy npeasyaynero JIC yaaneHst
2 [Taukn mpenpyIyIeH cepun
He ynakoBaHHBIE B Ta4Ky (hIaKOHBI ITPEIBITYIICH
CEpUH yJaJIeHbl
4 YnakoBaHHBIC B TIAYKy ()ITAKOHBI TIPEIBIIYIICH
CEpUH yJaJIeHbl
5 JlokyMeHTanus npebIAyIeil cCepuu yaaneHa
6 TpaHCHOPTHBIE TEJIEKKH, JOTKU YIAJIEHBI
7 HaxonuTenapHble CTOJIBI OYMIIEHBI
8 Emkoctu st cOopa Opaka O4HIICHBI
9 [Tos B 30HE TMHUM OYHIIIEH
Macrep Jara Iloamuce
Kontponupytromiee smio OKK Hata [Tomnuce

OumcTKa 30HBI YIIAKOBKH (ITOCIIE OKOHYAHMSI ITPOIIecca)

Jara, cMeHa Bpewms [Tognuce Mactepa

3ameuanus:

[IpoToxon npoBepun

JloKHOCTD, MOAMKUCH JHara

IIporokoa 3

Hanmenosanue JIC

Kon Howmep cepun O0beM ceprun
[TpoToKOT yITakoBKH (PITAKOHOB B HHAWBHIYAIHHYIO MTAUKY
Jlata/cmena Bpewms ®amuius oreparopa
HayaJIo OKOHYAHHE
KonTpos nporiecca ynakoBbiBaHusl (MacTep, KoHTposupyroriee jimio OKK)
1 mpoBepka 2 mpoBepKa 3 mpoBepka 4 mpoBepka
@©.1.0. MacTtep | KOHTpPO- |MacTep| KOHTpPO- |MacTep | KOHTpPO- | MacTep | KOHTpO-
TIPOBEPSIIOIIETO JHpyIomiee JHpyIoIIee JHpyIomee THpyomiee
o OKK o OKK o OKK o OKK
1 | Bpewmst

2 | UnenTnYHOCTD

ITa4YKH

3 | Hanmnuue u
HIEHTUYHOCTD
JINCTKa-

BKJIaAbIIIIA

4 | Hanuuwne

(hiakoHa
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5 | KauecTtBO
CKJIabIBAHUS

ITa4YKH

6 | OTcyrcTBUE

Opaka

[loamuce

3ameuanus:

[IpoToxon mpoBepun

JlomKHOCTD, MOAMUCH JHara

IIporokoua 4

Hanmenosanue JIC

Kon Howmep ceprn O0beM cepun

Pacxos yakoBOYHBIX MaT€pHajoB Ha CEPUI0

HanmenoBanne ®DJ1aKOHBI, IIT. ITauka, miT. HNuCcTpyKIMsS 10 MEAUIIMHCKOMY
MIPUMEHEHHFO (JIMCTOK-BKIIAJIBII ),

IIT.

Konx

YmakoBaHO B MMayKy

Bpax (moxcuer mytem
B3BEIIIUBAHUSI, CM. HA

obopore)

OcTaTok nocie
YIaKOBBIBAHUS (I10JICUET
IyTeM B3BEUIUBAHHS, CM. Ha

obopore)

Bcero

Komunuecrso o

YIAKOBBIBAHUA

Otkionenne, %

JlommycTmMoe OTKIIOHEHHE, 0,2 2 2
%

Brixoa npoayknuu

Teoperndeckuii BHIXO/I, IT. PakTryecKkni Otkionenue, % Hormyctumoe oTkIIOHEHHE, %

BBIXOJ, IIIT.

0,3

[Toncuer nmpownssen

Macrep Jara Iloamuce

Konrtponupytomiee o OKK Hata TTomnuce

3ameuanus:

[IpoToxon npoBepun
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| J0IDKHOCTD, TTOATINCH Hata

IIpooonacenue (obpamuas cmopona) npomoxona 4

HOHC‘ICT YIAKOBOYHBIX MATEPUATIOB METOAOM B3BCIIMBAHUA

HanmenoBanue Bbpak OcraToK B 11eX€
Macca = Macca =
Macca = Macca =
Macca = Macca =

[Moxcuer npounssen

Macrep Hata TTomnuce

3ameuanus:

[Tporokon mpoBepun

J0IDKHOCTD, TTOATINCH Hata

[MpunoxeHune | (cnpaBo4Hoe). Npumepsbl
BHYTPUNPOU3BOACTBEHHbLIX 3TUKETOK. OTUKETKA
KoHTpons kadyectesa OKK

[Tpunoxenmne I

(crpaBoYHOE)
[Ipennpustue KOHTPOJIb KAUECTBA
BXO/IHOM KOHTPOJIb
OILIEHKA
CyOcrannus
TTocTaBmuk
Konx
Cepusi N Anamz N
Orenka
JHata TTomnuce
IJTUKETKA B3BEIIUBAHUS
DTHKETKa B3BCITUBAHHMSI
[Ipeanpusitue
CyOcrannus Tonen no
Jara nmocrymnenust
Konx Macca naptuu, T
[TponzBoanTETH Yuciio mect

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/
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[Taptua N bpyrro
Tapa
Herto
Jlata OcraToxk Pacxox OO0t Beigan [Tpunsin, B3BECHN
B3BEIIHU- OCTaTOK ®.1.0., d.N.0.,
BaHUS TTOIITUCH TTOTTNCH
Mecto, | Uncno B3Be- OcTtaTok
HOMEp, | BTape | MICHHOE
BHUT KOJIH-
Tapbl JECTBO

ITHKETKA cTaTyca 000py/10BaHUS

[Ipenmpusitue [IpousBoacTBo

YyacTok

Cratyc 000py10BaHus

HaumenoBanue

Howmep Hara

Hcnonp3oBanocs i MosxHO HCTTONBE30BaTE I
HanmenoBanue npogayKiumn HanmenoBanue npogayKium
Cepust Cepust

[Toamucs kouTponupytromero auma OKK

ITHKETKA OLeHKH KaYyecTBa

[Ipeanpusitue KOHTPOJIb KAYECTBA OKK

JlekapCTBEHHOE CPEACTBO dopma

Craust iporecca

Cepust N Cpox rogHOCTH

OreHka KOHTPOJISI Ka4ecTBa

Anamns N Jata [Tomnuce

[MpunoxeHnune J (cnpaBo4vHoe). [pumep cuctembl
KOAUpOBaHUSA

[Tpunoxenue J

(cupaBo4HOE)

Cucrema KOJMPOBaHUS JIOKYMEHTOB MOXKET HMETh alihaBUTHO-TIIM(PPOBOE 0OO3HAYCHHE.

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/
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[Tpumep cxembl KOTUPOBAHUS JOKYMEHTOB.

Bun noxkymenTa [Tonpaznencaue Buy o0opyaoBanus Onepanmst

)4 1152 TII O

Bun noxymenra:

- U - mHCTpYKIHS;

- C - crienuukarus;

- M - MeToIHKa;

- 1P - mpOMBITIICHHBIA pETIaMEHT;
- IIC - mpoTokoi cepum.
ITompaznencuue:

-115V2 - mex 5, ygacTok 2.
Bung od0opynoBanus:

- TII - TabGneT-mpecc.
Ornepanus:

- ouncTKa exemnneBHas - Ol.

Takum 00pa3oM, KOAMPOBAHHOE 0003HAYCHUE NaHHON MHCTPYKIuHU umeeT Bu: U-1[5Y2-TII-O1.
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