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[leiicTBytoLLIMIA

TOCT ISO 14971-2011 U3penus
MeauumnHckue. NMpumeHeHue
MeHeA)XMeHTa pucka K MeguLUMHCKUM
n3genuam

I'OCT ISO 14971-2011

MEXTOCYJAPCTBEHHbII CTAHJAPT
W3IBS MEULIMHCKUE
HpI/IMCHﬁHI/IC MCHC/I’KMCHTA pI/ICKa K MCIAUIINMHCKHUM
N31CIINIM

Medical devices. Application of risk management to
medical devices

MKC 11.040.01
Jara BBenenus 2013-01-01

[IpenucnoBue

Lenu, ocHOBHBIE IPUHLIMITBI U TOPSIOK MPOBEACHHS PadOT MO MEKIOCYIapCTBEHHON CTaHJapTU3ALUH
ycranoBienbl [OCT 1.0-92 "MexrocyaapcTBeHHas cucreMa cranaapTusanud. OCHOBHbBIE MOI0KEeHUs"
u [OCT 1.2-2009 "MesxrocynapcTBeHHas cuctemMa ctanaaptuzaunu. CTanaapThl MEKIOCy1apCTBEHHbIE,
MpaBWIa ¥ PEKOMEHIAINH 10 MEXKTOCYIapCTBEHHON cTannapTi3anuu. [IpaBuna pa3paboTKu, IPHHSTHS,

MIPUMEHEHUSI, OOHOBJICHUSI U OTMEHBI"
CaelleHus 0 CTaHJApTe

1 IOATOTOBJIEH ®enepanbHbIM TOCYAapCTBEHHBIM YHUTAPHBIM NpennpuatueM "Beepoccuiickuil Hay4Ho-

HCCIIEZI0BATENIbCKUN MHCTUTYT CTaHAapTH3aluu U cepTudukanuu B MmammHoctpoenun" (BHUMHMALILL)

2 BHECEH ®enepaibHbIM areHTCTBOM 0 TEXHUYECKOMY PETYJIUPOBAHUIO U METPOJIOTHH
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3 [TPUHSAT MexrocyaapcTBEHHBIM COBETOM IO CTAHIAPTHU3AIMH, METPOJIOTHH U CePTU(PHUKAIUH (TIPOTOKOIT
ot 29 Hosi6pst 2011 1. N 40)

3a OPUHATUEC CTaHJapTa IIPOroJIoCOBaJIn:

KpaTkoe HaumMeHOBaHME CTpaHbl Kog crpansl mo MK | CokpalnieHHOe HaUMEHOBaHHE HAIIMOHAIBHOTO
no MK (MCO 3166) 004-97 (MCO 3166) 004-97 Oprasa 1o CTaHJapTH3aIIH
Benapyco BY I'occrannapt Pecy6auku benapych
Kazaxcran Kz loccranpapt Pecnybnuku Kazaxcran
Keipreizcran KG Keipreizcranaapt
Poccuiickas @enepanus RU Poccranmapr

4 TIpukazom DenepalbHOIO areHTCTBA [0 TEXHUYECKOMY PEryJIUpOBaHUIO U MeTpoJioruu oT 13 nexkadps 2011
r. N 1261-ct mexrocynapcrBennbiii cranaapt [OCT ISO 14971-2011 BBeneH B JeiicTBrE B KauecTBe

HalMoHaIbHOrO cTannapra Poccuiickoii @enepauuu ¢ 1 auBaps 2013 r.

5 Hacrosimumii craHmapT HICHTHYCH MeKayHapoaHoMy ctanaapTy ISO 14971:2007* Medical devices -
Application of risk management to medical devices (M3nemust MenunuacKue. [IpuMeHeHre MEHEIKMEHTA

pUCKa K MEAULIUHCKUM I/I3L[€J'II/I$IM).

* I[OCTyH K MEXKXAYHApOAHBIM U 3apy6e)KHI>IM JAOKYMCEHTaM, YIIOMAHYTBIM B TEKCTC, MOYKHO IOJTYYUTD,

O6paTI/IBH_II/ICI) B CJ'IV)K6V MOJUIEPIKKH T10JIb30BaTEIIECH. - HpI/IMe'-IaHI/Ie HM3TOTOBHTEIIS 0a3bl JaHHBIX.

Crenenb cooTBeTcTBUSA - uaeHTH4Had (IDT).

Cranpapt noxarorosiet Ha ocHose mpuMeHenus TOCT P MCO 14971-2009

6 BBE/IEH BITEPBBIE

Hubpopmariyst 00 H3MEHEHHSIX K HACTOSIIIEMY CTaHIapTy MyOIHUKYETCS B €KEr0THO W3/1aBaeMOM
nH(popmarroHHoM yka3zatesne "HarroHaabHbIe CTaHAAPTHI", @ TEKCT U3MEHEHHI U TIOTIPABOK - B €)KEMECSIUHO
n3gaBaeMoM MH(pOpMalMoHHOM yKa3aTelne "HanuonanbHble cTangaptel”. B ciydae nepecMoTpa (3aMeHbl) WK
OTMEHBI HACTOSIIIETO CTaH/apTa COOTBETCTBYIOIIEE YBEJIOMIICHHE Oy IeT OIMyOJIMKOBAHO B €)KEMECSUHO
n3/1aBaeMoM nH(popMalMoHHOM ykazatese "Hamunonanbpable ctanaapThl”. CoOTBETCTBYIOMIAS MHPOPMAIIHSI,
YBEJIOMJICHHE U TEKCThI Pa3MEMIA0TCs TAKXKe B MHPOPMAITMOHHOHN CHCTeME OOIIEro Mmojib30BaHUs - Ha
odurmanpHoM caiite DeneparbHOTO

azeHmcenmed no MexXHU4YeCKomy pecyaiuposanuro u mempoaocuu 6 cemu HHmepHem

BBenenue

Mesxnynaponssiid crannapt ISO 14971:2007 paspaboran texaudeckum komurerom UCO/TK 210
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"MeHeKMEHT KaueCTBa U COOTBETCTBYIOLIME OOIINE aCIEeKThl MEIUIIMHCKUX U3/IEIHNA" U OJKOMHUTETOM
MDBK/TIK 62A "OOmiue actieKThl IeKTPUISCKUX U3ACTHI, IPUMEHIEMBIX B METUIIMHCKOMN MPaKTUKe".
[punoxxenue H "PykoBoJACTBO IO MEHEDKMEHTY PUCKA MEAULIMHCKUX U3JCNUH JUIsl TUArHOCTUKY in Vitro"
noarorosieHo TexuuaeckuM komuterom MCO/TK 212 "Knuaudeckue 1abopaTopHbIC UCCICIOBAHUS 1

NIMATHOCTUYECKUE TECT-CUCTEMEI in vitro".

Hacrosimumit CTaHAAPT PEKOMCHAYCTCA pacCMaTprUBaTh KaK OCHOBY JIs1 OCYHICCTBIICHUSA U3TOTOBUTCIISIMUA
PE3YIbTATUBHOI'O MCHCPDKMCHTA BCECX PUCKOB, CBA3AHHBIX C IPUMECHCHUEM MCIAUIIUMHCKHUX U3JIeTIIM.
Coaepn{amnecx B HACTOSAIICM CTaHAApPTE Tpe6OBaHI/I$I SIBJISIFOTCSL JJISl M3TOTOBUTEIIEH TOM 6330171, B paMKax
KOTOpOfI HpaKTI/I'-IeCKI/Iﬁ OIIBbIT, MTHTYUTUBHOC NIOHUMAaHWE U YMCHUC MTPUHATH IIPABUIIBHOC PCUHICHUE

HCIMOJIB3YIOT AJid MECHCIPKMEHTA BbIIICYKAa3aHHbIX PUCKOB.

Hacrosmumit CTaHAApT Np€AHA3HAYCH HCIMOCPECACTBECHHO JIsA HU3rOTOBUTENIEH MEIUIIUHCKUX U3JSTUN U CUCTEM,

NPUMCHSAIOIINX YCTAHOBJICHHBIC B JAHHOM CTaHAAPTE NPHUHIUIIBI MCHCPKMCHTA PHUCKA.

Bubt ACATCIIbHOCTHU, B KOTOPBIX YHAaCTBYIOT OTACJILHBIC JINIIA, OpTaHU3alluKu WX OPraHbl TOCYJapCTBEHHOI'O
yhupaBJIC€HUA, MOT'YT CTAaTh IAJI BBINICYKA3aHHBIX WX APYIUX YYaCTBYHOIIHUX CTOPOH NCTOUYHHUKOM OHaCHOCTeI\/'I,
CIIOCOOHBIX MNPUYIUHUTL BPC WM HAHCCTU ymep6 MeHeKMEHT PUCKOB MPEACTABIACT COOOM CITOKHBIN JJIA
PACCMOTPECHUSA NPCAMET, TaK KaK KaXJasd U3 yU4aCTBYIOIINX CTOPOH MOXKET IIO-pa3HOMY OLI€CHUBATH

BEPOSATHOCTH IPUUMHEHUS Bpeaa U BO3MOKHOCTh HAHECEHHUs ylepOa B Cily4yae OlnacHOCTH.

KoHnenus pricka BKIIOYAET JIBa KOMIIOHEHTA:

a) BEpOSITHOCTD NIPUYMHEHUS BPEA;

b) mocneacTBUSA NPUUUHEHHOTO BPEa, T.€. €ro TAKECTb.

PaccmarpuBaemast KOHIETIUSI OCOOCHHO Ba)KHA MPUMEHUTEIBHO K MEUITUHCKUAM U3JICIHSIM H3-3a OOJIBIIIOrO
YUCJIa yYaCTBYIONIUX CTOPOH, BKJIIOYAs MPAKTUKYIOIIUX BpaueH, YUpEKICHUS 3]]paBOOXPaHEHUS,
YIIOJIHOMOUYEHHBIE OPTaHbl, TPOMBIIIJICHHBIC TIPEATIPUSITHS, TAIIMEHTOB U IPYTUX MTOJIH30BATEIICH.

[To cpaBHEHHIO ¢ peabIAYyILEH peaaKkield OCHOBHASA YacTh HACTOSILETr0 CTaHAapTa pacliupeHa, HO [JIaBHOE
BHHMAaHHE YICJICHO MPUIOKEHUIM. VX 4iCIIO YBETUYHIIIOCH 3a CUeT IpuiioskeHus F, conepikaiiero rian
MEHEPKMEHTa PUCKA, IPUIIOKEHUS |, TOCBAIEHHOTr0 OMOJIOrMYECKUM OMACHOCTSAM, IPUIIOKEHUS 110

OesomacHoctu J u OCTATOYHOMY PUCKY. CyHIeCTBCHHO YBCINYHUIIOCH B o0BeMEe MMPUITOKCHHUE, ITOCBAIICHHOC

MCHCIPDKMCHTY pHUCKa MEANIIUMHCKUX U3JeTIUN I IMarHOCTUKY in Vitro.

1 Obnactb NPUMEHEHNS

Hacrosmumit CTaHAAPT YCTAHABJIMUBACT IJIA U3TrOTOBUTEIIA MMPOUECC ONMPEACICHUA OHaCHOCTeﬁ, CBsI3aHHEBIX C
MCAUIHUHCKUMU U3 ACIUAMUA, BKIIXOYasA U3ACINA ]I JUAlrHOCTHUKH in vitr 0, U IIPpOLCAYPbI OIIPEACIICHNS,

OLICHUBAHUA, YIIPABJICHUA PUCKAMU 1 MOHUTOPUHI'A PE3YJTIbTATUBHOCTU JAHHOT'O YIIPABJICHUS.
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TpeGOBaHI/Iﬂ HACTOAIICTO CTaHAapTa IPUMEHHUMBI KO BCEM CTaUAM XXU3HCHHOI'O UKJIAa MCIUIITUHCKHUX

HU3OCIINH.
HacTrosmumii cTanaapT He MOKET ObITh UCIOIB30BaH JIJISl IPUHITHS KIHMHHYCCKUX PEIICHHH.
Hacrosmuii ctanaapt He yCTaHABIMBAECT YPOBHU JOMYCTUMOrO PUCKA.

Hacrosimumit CTaHAapT HE TpeGyeT HaJIN4YUs Y U3TOTOBUTEIA CUCTEMbI MCHEPKMCHTA KauCCTBa, OJJHAKO

MCHCIPDKMCHT pHCKa MOXET OBITh COCTaBHOM YaCThIO CHCTEMBI MCHCIP)KMCHTA Ka4CCTBaA.

2 TepMuUHbI U onpeaeneHns

B nacrosimem CTaHAApTC MPUMCHAIOT CICAYIOINEC TCPMUHBI C COOTBETCTBYIOIIUMU OIMMPEACTICHUSIMMU

2.1 IKCIIyaTAIIMOHHBII TOKYMeHT (accompanying document): JIOKyMEHT, IPUIIAraeMbIii K METUIITHCKOMY
U3JICITIHIO U COMIepKAIHi HH(MOPMAIIUIO JUIS JIUL, OTBETCTBEHHBIX 32 COOPKY, IPUMEHEHHE U TEXHUUECKOE
00CITy’)KUBAHUE MEIUIIMHCKOTO U3/ICIHs, OTIepaTopa WU IOJIb30BATEIIsI, 0COOCHHO B OTHOIIICHUHU

0€30IaCHOCTH.

[Mpumeuanwue - JlanHoe omnpeneneHue 3auMcTBoBaHo u3 [1], 3.4.

2.2 Bpen (harm): ®usnveckas TpaBMa WK yIIepO 30POBBIO JIFOJICH, WK UMYIIIECTBY, UIIA OKPYIKAIOIICH
cpene (cwm. [2], 3.3).

2.3 omacHoctb (hazard): [ToTeHIMaNbHBIN HCTOYHUK Bpeaa (cM. [2], 3.5).

2.4 onmacHas cutyanus (hazardous situation): OGCTOSTENBCTBA, IPH KOTOPBIX JIFOIN, UMYIIIECTBO FIIH

OKpY’KaIolas cpejia MoJABEPKEHbI OHON MM HECKOJIBKUM OINacHOCTAM (cM. [2], 3.6).

[Ipumeuanue - Cm. npusoxenue E 1uig NOHUMaHKs B3aMMOCBSI3U MEXKIY TepMUHAMHU ""onacHOCTh" U "onacHas

cutyanums'".

2.5 mpexycmotpennoe npuMeHenue (intended use): [Ipumenenue u3menus, mporecca Wid yCIyrH 1o
HA3HAYEHHUIO B COOTBETCTBUH C TEXHUYECKUMHU TPEOOBAHUAMM, HHCTPYKLUUAMHU U UH(DOPMALUEH,

MPEIOCTABICHHBIMHA U3TOTOBUTEIIEM.
2.6 MeTUIHHCKOE W3deJue N1 AUarnocTuku in vitro (IVD) (in vitro diagnostic medical device) (IVD

medical dCViCG)Z MeauumuHcKoe n3aCIMe, MPEAHA3HAYCHHOC U3TOTOBUTEIIEM IJI UCCIICAOBAHUA Hp06, B3ATBIX

13 TeJla YCJIO0BCKA, B LCJIAX MTOJTYUCHUS I/IH(bOpMaIII/II/I JJI1 AMarHOCTUKKW, MOHUTOPUHIA U OIIPECACTICHUA

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


https://www.mediana-filter.ru

| ‘: %EﬁHAb!i!IA, CtaHpapTbl kayecTBa BoAbl: https://www.mediana-filter.ru/news-and-technology/standarts/

COBMECTUMOCTH.
Ilpumep - Takumu uzdenusamu mo2ym 0vlms peazeHmol, KA1UOPAMOpsl, yCMpolicmea 0Jis omoopa u
Xpanenus npoo, KORMPOIbHbIEe MAMEPUATIbL U CORYHICIEYIOUiIe UHCMPYMEHHbl, ANNAPAMbL WU
cpeocmaa.

[Ipumeuanue - MoxeT ObITh UCITOIB30BAHO OT/ICIIBHO WM B KOMOMHAIIMH C TIPUHAIICKHOCTAMU WK IPYTHMU
MEMIIMHCKAMU U3/ICTTHSIMU.

2.7 sxm3uenublii muka (life-cycle): Bee craauu cymecTBOBaHMS MEIUIIMHCKOTO U3/IE/HS, OT TIepPBOHAYAILHOM
KOHIICIIIIMH JIO BBIBOJIA U3 SKCILTyaTal[MK U YTUIU3ALINH.

2.8 m3roroBuTeb (Mmanufacturer): Ou3nyeckoe WK IOPUANIECKOE JIUIO, OTBETCTBEHHOE 32 MMPOCKTUPOBAHHKE,
H3rOTOBJICHHUE, YITAKOBBIBAHKUE W/UITH MAPKHAPOBKY MEIUIIMHCKOTO H3/EIHS, YCTAHOBKY/MOHTAX HJTH
MOJIM(UKAIIIIO METUIIUHCKOTO U3/ IePe]l BBITYCKOM €ro B 00pallieHHe UK BBOJAOM B SKCILIyaTalHIO
HE3aBUCUMO OT TOT'O, BBITIOJHSCT JIM 3T OTEPAIMH BBIIICYTOMSIHYTOE JIUIO WA TPEThsI CTOPOHA OT €ro
HAMEHH.

[Ipumevanns

1B OIIpECACIICHUN TEPMHHA "H3rOTOBUTECIIB" CJICAYCT YUYUTHIBATDH IMOJTOXKCHHWA HALIMOHAJIBHBIX U PETMOHAJIbHBIX

HOPMATHBHBIX IOKYMEHTOB.

2 Ompenenenue TepMuHa "Mapkuposka" cwm. [3], 3.6.

2.9 mennuunckoe m3geane (medical device): JIo60it ”HCTpYMEHT, anmapar, mpudop, yCTPOHUCTBO,
000opyIOBaHKE, UMIUIAHTAT, i/ Vitro peareHT WId KaaudpaTop, IporpaMMHOE 00eCIiCueHHEe, MaTepHal Wil
UHBIC [TOJOOHBIC WK CBS3aHHBIC C HUMU H3/ICIU, IPEIHA3HAYCHHBIC H3TOTOBUTEIIEM ISl IIPUMEHCHUS K
YEJIOBEKY IO OTACIBHOCTH I B COUCTAHUH JPYT C APYTOM B IEIIIX:

- IMarHOCTUKH, TPO(HIAKTUKN, MOHUTOPUHTA, JICUYCHUS WM 00JIerdeHus 3a00JICBaHUIA;

- IMarHOCTUKU, MOHUTOPUHTA, JICUCHUS, OOJICIYCHUS HITH KOMITCHCAITUH TIOCIICACTBUIA TPABMBI;

- UCCIICTOBAHMSI, 3aMEIICHUS HJIH U3MCHEHHSI aHATOMUYECKOTO CTPOCHUS HITH (DU3UOIOTUIECKUX TIPOLIECCOB;
- TIOJIICPYKAHUS HJIH COXPAHCHHUS YKHU3HU;

- YIIPaBJICHHUS 3a4aTHEM;

- IICSI/IH(bCKIII/II/I MCIUIUMHCKHUX HSHGHHﬁ;

- IIOJIyYCHHA I/IH(i)OpMaIII/II/I JUISI METULIMHCKUX el IOCPEACTBOM UCCIIEAOBAHUA in vitro Hp06, B3ATBIX U3

T€Jia YCJI0BCKaA, IIpU YCJIOBUH, UYTO UX q)YHKIII/IOHaJ'II)HOC BO3/ICHCTBUE HA YEJIOBEUECKUI OpraHu3M HE
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PCAIMN3YETCH 3a CUCT (bapMaKOHOFI/I‘ICCKI/IX, HUMMYHOJIOTUYCCKUX TN MeTa00IMICCKUX CpeacCTB, HO MOXCET

NoAACPKUBATHCA TAKUMHU CPEACTBAMMU.

[Ipumevanns

1 anHoe ompenenenue pazpadorano Lleneroit rpymmoii o rimodaneHor rapmonu3saimu (Global
Harmonization Task Force - GHTF) (cm. [4]).

2 CJ'ICILYIOHII/IG n3aCIdA MOT'YyT pacCMaTpruBaTbCA B HCKOTOPBIX CTPaHAX KaK MEIUITUHCKHUE, HO B UX

OTHOIICHUU €1IC HC BI)Ipa6OTaH €JIMHBIN TTOX01:

- BCIIOMOT'aTCJIbHBIC CPECACTBA IJIs JIUI] C OTPAaHUYCHHBIMU BO3ZMOKHOCTSAMHU HUJIHU C (bI/ISI/I'-IeCKI/IMI/I u

YMCTBEHHBIMH HEJIOCTaTKaAMU;

- M3JICNHS JJTS1 JICYCHHU S/ THAarHOCTUKH 3a00JIeBaHUI M TPABM Y KUBOTHBIX;

- IPUHAJIKHOCTA MEUITMHCKUX U3/1eNui (CM. TipuMmedanue 3);

- Ie3UHUIMPYIOIINE BEIICCTBA;

- M3/1eJWs1, BKIIFOUYAIOIIME TKAHU )KUBOTHBIX MIJIHM Y€IOBEKa.

3 TpeboBaHUs HACTOSIIIIETO CTAHAAPTA IPUMEHSIIOT TAK)KE K MPUHAIICHKHOCTSIM, KOTOPBIC MPETHA3HAYCHBI

HU3TrOTOBUTECIIEM AJId UCIIOJIB30BaHHA B KOMIIJICKTC C KOHKPECTHBIM MCIUIUHCKUM U3ACTIUEM B LEJIAX

obecrieueHust ero MpeyCMOTPEHHOTO MPUMEHEHUSI.

2.10 o0bexTHBHOE CBHIETEILCTBO (objective evidence): /laHHbIE, TOATBEPKIAOIINE HATMIUE UITH
HUCTUHHOCTb 4ero-iaudo.

[Ipumeuanue - OObEKTUBHOE CBUCTEIBCTBO MOXKET OBITh IMOJYUEHO MOCPEICTBOM HAOOACHNUS, H3MEPCHMS,
WCTIBITAHMSI WM JPYTUMU criocobamu (cM. [5], 3.8.1).

2.11 mocTpousBoacTBoO (post-production): YacTh )KU3HEHHOTO IIUKJIA U3/ICIIUS TIOCIIe OKOHYAHHUS €ro
MIPOCKTUPOBAHMSI U U3TOTOBJICHHS.

Ilpumep - K nocmnpousze00cmey omnocam: mpancnopmuposanue, Xpanenue, MOHmaxyc, npUMeHenue
uzoenus, mexHu4ecKoe 00CayHcusanue, pemoHm, MoOUPUKAyUIo, CHAmMUE ¢ IKCHAYAMayuu u

ymuausauuio.

2.12 mpouemypa (procedure): Y cTaHOBICHHBIN cIT0CO0 OCYIIECTBICHHUS ACATSIBHOCTU WK TIporecca (cM. [5],
3.4.5).
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2.13 mpomuecc (process): COBOKYITHOCTh B3aMMOCBSI3aHHBIX ¥ B3aUMOJICHCTBYIONIUX BHUJIOB JCSITEIILHOCTH,

npeoOpa3yroriast BXoAbl B BEIXoAb! (cMm. [5], 3.4.1).

2.14 3amucw (record): JIoKyMeHT, CopepKallMid JOCTUTHYThIC PE3Y/IbTaThl MM CBUCTEIbCTBA

OCYIIIECTBJIICHHOH jiesitenibHOCTH (cM. [5], 3.7.6).

2.15 ocraTounmlii puck (residual risk): Puck, octaroriuiicst ocie BBIMOJIHEHUS Mep MO YIPABICHHIO PUCKOM.

[Ipumevanns

1 3aumcTBOBaHoO u3 [2], 3.9.

2 B [2], 3.9, ucniosnib30BaH TepMHH "3aIUTHBIE MEPBI" BMECTO TEPMHUHA "MEPBHI 110 YIPABICHUIO PUCKOM".

OI[HaKO B KOHTCKCTE HACTOALICTO CTaHAapTa "3aIlII/ITHI>Ie Mepr" SIBJISIFOTCSI TOJIBKO OJTHOM M3 BO3MOYKHOCTEMN

YIpaBJIeHHUS PUCKOM, KaK OMUCAaHO B 6.2.

2.16 puck (risk): CoueTanue BeposSTHOCTH IPUIMHEHUS BpEIa U TSHKECTH 3TOro Bpeaa (cM. [2], 3.2).

2.17 anamm3 pucka (risk analysis): CucremMaTudeckoe UCIOIb30BAaHHE NMEIOMICHCS HHPOPMAIIUHU TS

BBISIBJICHUS OITACHOCTEH 1 onpesenenus pucka (cm. [2], 3.10).

HpI/IMe‘IaHI/IC - Anamu3 PUCKaA BKIIIOYACT U3YUCHHEC ocJieIoBaTeIbHOCTEN CO6I>ITHI71, KOTOPBIC MOT'YT IPUBECTHU

K OIMaCHbIM CUTYyallUsAM U IPUYMHCHUIO BpEaa (CM. MPHUITOKCHUEC E)

2.18 omenka pucka (risk assessment): [TosHbIH npoliecc aHaIKM3a U OLIEHUBaHUs pucka (cm. [2], 3.12).

2.19 ynpasaenue puckom (risk control): [Tporecc mpuHATHS pelieHUI ¥ BBIMOTHEHUS MEP 10 YMEHBIICHUIO

PUCKOB 10 YCTAaHOBJICHHBIX ypOBHeI\/'I WK IMOAACPKaHHA PUCKOB Ha YCTAHOBJICHHBIX YPOBHSX.

2.20 ompenesieHne pucka (risk estimation): [Ipouecc, mpuMeHsIEMBbIi JJIs1 IPUCBOCHUS 3HAYCHHI BEPOSITHOCTH

HACTYIUICHU BpE€aa U TSHXKECTU O3TOr'0 Bpe/aa.

2.21 ouenuBanme pucka (risk evaluation): IIporecc cpaBHeHHs prCKa, KOTOPBINA YXKe ONPEICIICH, C

YCTaHOBJICHHBIMU KPUTEPUAMHU PUCKA AJIS OMPEEIICHUS IOMyCTUMOCTH PUCKA.
2.22 meHeqKMeHT pucka (risk management): CucTeMaTHYECKOE IPUMCHEHUE TOJIUTUKY, TIPOLIEAYP U
MIPAKTUYECKUX METOZ0B MEHEKMEHTA JUIsl peILIeHUs 3a/1a4 aHAJIM3a, OLEHUBAHUS, YIIPABICHUS U

MOHHUTOPHHI'A PUCKA.

2.23 ¢aiin menemkmenTa pucka (risk management file): CoBOKyIHOCTB 3amucei U IPyrux JOKYMEHTOB,

CO31aBa€MbIX B IIPOLECCE MCHC/PKMEHTA PUCKaA.

2.24 6e3omacHocThb (safety): OTcyTcTBHE HEOMyCTUMOTO pHcka (cm. [2], 3.1).
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2.25 TsrecTh (severity): Mepa BO3MOXHBIX ITOCIIESICTBUN OMaCHOCTH.

2.26 BbIc1Iee PYKOBOACTBO (top management): JIM1o uiy rpynma Jjuil, OCyIIECTBIISIONIMX HapaBIeHUE

JeSITETbHOCTH U YIIPaBJIEHUE OpraHU3alued-u3roTOBUTENIEM Ha BBICILIEM YPOBHE.

[Mpumeuanwne - 3aumcrBOBaHO U3 [5], 3.2.7.

2.27 omnbka npuMeHeHnus (use error): BeINogHeHne Ui HEBBIIIOJIHEHUE JISHCTBUA, IPUBOAALIECE K
(YHKIIMOHHPOBAHHUIO MEIUIIMHCKOTO M3/ICNHUS, OTIHYAONIEMYCSI OT IIPEIyCMOTPEHHOTO H3TOTOBUTEICM HITH
0XKHJIaeMOT0 ToJib30Baresem (cM. [6], 2.12).

[Ipumevanns

1 K ommOkam nMpuMEHEHHUS] OTHOCST MPOMaXH, YIyIIeHHs U 3a0myxiaeHus (cum. [6], 2.12).

2 Cwm. [6], a Taroke npusioxenus B u D.1.3.

3 HeanekBatHyto (PU3HOIOTHYSCKYIO PEAKIIHIO MAIMEHTa caMy 0 ce0e He OTHOCAT K OIIMOKE IIPHUMEHCHUSI.
2.28 Bepudukamusn (verification): [TonTBep>keHNE HA OCHOBE MPEACTABICHHUS 00bEKTUBHBIX CBHICTEILCTB
TOTO0, YTO YCTAHOBJICHHBIC TPeOOBaHMS ObLTH BBIMOJHEHBI (CM. [5], 3.8.4).

[Ipumevanns

1 Tepmun "BepuHUINPOBAHO" HCHOIB3YIOT U1 0003HAUCHHSI COOTBETCTBYIOIIETO CTaTyCa.

2 JlessTenbHOCTh 10 MOATBEPIKICHUIO MOYKET BKIIIOYATH!

- OCYUIECTBJICHUE aJIbTepPHATUBHBIX PACUETOB;

- CPaBHCHHEC Haquoﬁ U TEXHUYECKOH JOKYMEHTAIMX 110 HOBOMY IIPOCKTY C aHAJIOTUYHOU I[OKyMeHTaLIPIeﬁ 1o

anpoOUpPOBaHHOMY MPOEKTY;
- IPOBEJICHHUE UCTIBITAHUN U IEMOHCTPALHA;

- dHaJIM3 TOKYMCHTOB JO UX BBIITYyCKa.

3 Obwune TpeboBaHNS K MEHEXKMEHTY pUCKa

3.1 lNpouecc MeHeQKMEHTa puUcKa
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W3roToBuTeh JOMKEH YCTAHOBHUTH, JOKYMEHTHPOBATh U MOIACPKUBATH B paO00YeM COCTOSHHU HETIPEPBIBHBIM
pouecc uACHTU(UKAUN ONIACHOCTEH, CBSI3aHHBIX C METUIIMHCKUM U3/IEJIMEM, OTIPEACTICHUS U OLEHUBAHUSA
COIYTCTBYIOUIMX PUCKOB, YIIPaBJICHUS TaHHBIMU PUCKAMHU U MOHUTOPHUHIA PE3yJIbTATUBHOCTH TAKOTO
YIpaBJIeHUA Ha MPOTSKEHUN BCEro KUZHEHHOTO LIMKIIA METUIIMHCKOTO U3AEHsl. DTOT MpoLece J0KEH
BKJIIOYATh CJIEIYIOLIUE 3JIEMEHThI:

- aHaAJIMU3 PUCKa;

- OLICHUBAHHUE PUCKA;

- YIpaBJIeHHUE PUCKOM;

- IPOU3BOACTBCHHYIO U MMOCTIIPOU3BOACTBECHHYIO I/IH(bOpMaIII/IIO.

JloKkyMeHTHpOBaHHbBIE TIPOLIECCHI KU3HEHHOTO LMK MPOAYKLIUH (cM. pazaei 7 [3]) JOKHBI BKIIOYATh

COOTBETCTBYIOIIUE 3JIEMEHTHI ITPOLIECCA MEHEI)KMEHTA PHUCKA.
[Ipumevanns

1 loKkyMEeHTUPOBaHHBIN MPOLIECC CUCTEMbI MEHEPKMEHTA KaueCTBa MOXKET ObITh UCIIOJIb30BAH IS
o0ecreveHus] CHCTEMHOTO MOIX0/1a K PACCMOTPEHHIO TIPo0IieM 0e30MacHOCTH, TIO3BOJISIOIIETO, B YACTHOCTH,
UACHTH(OUIPOBATH HA PAHHUX CTAIUSIX OMACHOCTU M OMACHBIC CHTYAIlUH, CBSI3aHHBIC CO CII0)KHBIMU
MEIULUHCKAMHI U3JIEIUSIMU ¥ CHCTEMaMU.

2 Hpouecc MCHECIPKMCHTA PHUCKAa CXCMATHYCCKHU MTPECACTABJICH HAa PUCYHKE 1.

Pucynok 1 - CxeMatuuHO€ NpeACTaBICHUE POLIECCA MEHEKMEHTA PUCKA
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P AHanua pucka

*[penycmoTpestoe
npuMeHeHue

W onpegenexne
XAPaKTEPUCTUK,
OTHOCRLUNXCS

K BeacnacHocTn
MEQUUMHCKOIO M3BEenust
*MoenTudunkauma >
onacHocren
*Onpepenexue pucka(os)
ANS Kaxaoi onacHon
cUTyaunm

Ouewxka prcka

\

OueH1BaHKe pucka

vy
Ynpaanesde pruckom

4

*AHaNU3 BOAMOXHOCTEN !
VTIPaBNEHNS PUCKOM
*Bainonxexsue Mep no
YTIPABNEHUK PUCKOM
*OUueH1BaH1e OCTETOMHOM
pucka

*AHANN3 COOTHOLIEHKS
puck/nons3a

*PUCKY OT NPUMEHBHNA
MEeP N0 ynpagneH®o
PUCKOM

*[onHoTa ynpaanexsus
PHUCKOM

MerepkMmeHT pucka

\

OueHuBarme AoNyCTUMOCTH
MONHOMO OCTATOYHOTO PUCKA

{

OT4eTr No MeHeKMeNTY pucKa

!

WiHdopmaums
no npou3eoacTay
W NOCTNPOM3BOACTEY

PI/ICYHOK 1 - CxemaTu4HOE OpeaACTaBJICHUC MTPOLECCa MCHC/PKMECHTA pUCKa

B 3aBucumMoctu ot KOHerTHOﬁ CTaJHUH )KU3HCHHOI'O IMKJIa MCAUIIMHCKOI'O U3CIHA OTACIbHBIM 3JICMCHTAM
MCHCPDKMCHTA pUCKa MOXET OBITh YACICHO 0co00e BHIMaHUE. I[CSITGHI)HOCTI) 10 MCHC/PKMCHTY pUCKa MOXKET
OCYHICCTBIIATLCA umepamueHo UKW MO3TAIIHO B 3aBUCUMOCTHU OT paCCMAaTpUBAEMOI'0 MEAUILIMHCKOT'O U3ACIIHA.

HpPIJ'IO)KCHI/Ie B COACPIKUT Ooiree HOI[pO6HBII>'I 063013 OTAaIloOB IMponecca MEHEIPKMCHTA pHCKaA.

CooTBeTcTBHUE Tpe6OBaHI/I$IM JaHHOr'O moapasaciia MpoOBEPAIOT IIYTEM SKCIIEPTU3bI COOTBETCTBYIOIINUX

JAOKYMCHTOB.
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3.2 OTBETCTBEHHOCTb BbICLLEr0 PYKOBOACTBA

Bricuiee PYKOBOACTBO AOJIDKHO o0ecIeYnBaTh CBHUJIETEJILCTBA CBOEH MIPUBCPKECHHOCTHU MMPOLECCCY

MEHEKMEHTa PUCKa TIOCPEICTBOM:

- obecrieyeHus1 HEOOXOIMMBIMHU PECYPCAMU;

- HA3HAYCHUS KBATU(HUINPOBAHHOIO TTepcoHana (cM. 3.3) s meneil MeHEeDKMEHTa PUCKA.
Briciiee pyKoBOACTBO JIOJIKHO:

- pa3pa6aTI>IBaTB U JOKYMCHTUPOBATH MOJUTHKY YCTAHOBJICHUS KPUTCPUEB JOIIYCTUMOCTH pPHUCKaA. I[aHHaﬂ
MOJIMTUKA OOJIKHA TapaHTUPOBATD, YTO YCTAHOBJICHHBIC KPUTCPUN OCHOBAHbI HA IPUMEHUMbBIX HaAllTUOHAJIbHBIX
1 PEruOHAJIbHBIX HOPMATUBHBIX JOKYMEHTAX U COOTBECTCTBYIOIIUX MEKAYHAPOJHBIX CTaHAAPTAaX, a TAKKE
YYUTBIBAIOT JOCTYITHYIO I/IH(l)OpMaIII/IIO, TaKyro, KaK COBpeMeHHBIﬁ YPOBE€Hb HAYUHO-TCXHUYECCKOT'O Pa3BUTUA U

HOTpC6HOCTI/I 3aNMHTCPECOBAHHBIX CTOPOH;

- IPOBOJUTH aHAJIN3 MPUTOAHOCTH IIPOLECCa MCHC/PKMEHTA PUCKA B 3aINITAHUPOBAHHBIC ITIPOMEKYTKHN BPEMECHU
JJIA obecrieyeHus! OCTOSIHHOM PE3YIBTATUBHOCTH JAHHOTO MMpouecCa U JOKYMCHTHUPOBATH BCC PCUICHUA U
OpEANPUHATBIC neiictBust. Eciiv U3roroBUTENL UMEET I[eI\/'ICTBYIOHIy}O CUCTEMY MCHC/PDKMCHTA Ka4€CTBa, TO

JIAaHHBIN aHAJIN3 MOXKET OBITh YaCThIO aHAJIN3a €r0 CUCTEMEI MCHCIP)KMCHTA Ka4CCTBaA.

HpI/IMe‘IaHI/IC - BI)IHICYKaSaHHBIC JOKYMEHTBI MOT'YT OBITH BKIIIOUCHEI B JAOKYMEHTBI CUCTCMbI MEHEPKMCHTA

KaueCTBa M3rOTOBUTEIIAA, U HA HUX MOT'YT OBITh CCBIIIKU B d)afme MCHCIPKMCHTA pUCKa.

CooTBeTcTBHUE Tpe6OBaHI/I$IM JaHHOIr'O moapasaciia MpoOBEPAIOT IIYTEM SKCIIEPTU3BI COOTBETCTBYIOIINUX

JAOKYMECHTOB.

3.3 KBanudumkauuns nepcoHana

HepCOHaJ'I, BBITIOJIHSIOIIUI 3a7]a4H T10 MCHCIPKMCHTY PHCKaA, JOJDKCH UMCTb 3HAHUS U OIIBIT, O6CCHC‘-II/IB&IOHII/IC
BO3MOXHOCTD BBIIIOJIHCHUA JAaHHBIX 3a1a4. KBaJ'II/I(bI/IKaIII/Iﬂ nepcoHalia JO0JDKHA BKIIIOYATh 3HAHUE
paccMaTpruBacMbIX (I/IJ'II/I HOI{O6HI)IX) MCAUIUHCKHUX I/I3I[CJ'II/Iﬁ, OIIBIT X IPUMEHCHUS, a4 TAKXKE BJIaICHUC
MNPUMCHSACEMBIMU TEXHOJIOTHUAMHA U METOAAMU MCHCPKMEHTA PUCKA. 3amnucu o HCO6XO,Z[PIMOI>'I I(BaJ'[I/I(bI/IKaIII/II/I

nepcoHala CiaeayeT noaacpKuBaTh B pa60'{eM COCTOSAAHHUU.

HpI/IMe‘IaHI/Ie - 38.[[3.‘-11/1 10 MEHCDKMCHTY pUCKa MOT'YT p€lIaThb MPEACTABUTCIIN PAa3HbIX d)yHKIII/IOHaJ'H:HLIX

HOI{pa3I[CJ'I€HPII>i C YYE€TOM MUMCIOMINUXCA Y HUX CIICIIUAJIbHBIX 3HAHUH.
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CooTBeTcTBHUC Tpe60BaHI/I$IM JaHHOTr' O moapasaciia MpoOBEPAIOT IYTEM SKCIICPTU3BI BbIIICYKa3aHHBIX 3armcen.

3.4 [lnaH meHegXMeHTa pucKa

JlesITeNbHOCTh TI0 MEHE/PKMEHTY pUCKa HEOOXOMMO TUTAHUPOBaTh. BBUY ATOTO M3TOTOBUTENH JIOKEH
COCTaBUTh U JIOKYMEHTHPOBATH IJIaH MEHEPKMEHTA PHUCKA JIJISl pACCMaTPUBAEMOTO MEIUIIMHCKOTO U3JICIHSI B
COOTBETCTBHH C MPOIIECCOM MEHEPKMEHTA prcka. [1naH MeHepKMeHTa prucKa TOJKEH ObITh YacThio (haiina
MEHE/DKMEHTA PUCKa.

JlaHHBIN TU1aH JTOJDKEH BKIIOYATh KAK MUHUMYM:

a) 00beM NMPUMEHEHUS 3aIUTAHUPOBAHHOM JISATEIIBHOCTHU 10 MEHE/PKMEHTY PUCKA, B TOM UHUCIIE
UJCHTU(DHUKAIIUIO ¥ OMIMCAHUE METUIIMHCKOTO M3/ICIHS U CTa Ui ero >KM3HEHHOTO ITUKJIa, K KOTOPBIM
MIPUMEHUM KaX</IbIi 2JIEMEHT TUIaHa;

b) pacnipeneneHue OTBETCTBEHHOCTH U MTOJIHOMOYUI;

C) Tpe6OBaHI/I$I K aHAJIM3Yy ACATCIBbHOCTH IO MCHC/PKMCHTY pUCKaA;

d) KPpUTCpUH NOIIYCTUMOCTHU PHUCKA, OCHOBAHHBIC HA MMOJIMTUKE U3TOTOBUTECIIS 110 YCTAHOBJICHUIO JOITYCTHUMOI'O

pHCKa, BKIIFOYAs CITy4YaH, KOTIa BEPOSITHOCTh IIPHYMHEHHS BPea HE MOXKET ObITh OIIPEICIICHa;
€) ACHUCTBHUS 10 Bepr(pUKAIIH;

f) JICUCTBUS T10 C60py " aHaJIu3y I/IH(l)OpMaIII/II/I, OTHOCSIIIEHCS K MCHCPDKMCHTY pHCKa, Ha HpOI/I3BOI[CTBeHHOI71

W TIOCTIIPOU3BOACTBEHHOMN CTa/IHSIX.
[Ipumevanns
1 PykoBojsiuue yka3aHus 10 pa3paboTKe IjlaHa MEHEIKMEHTa PUCKa CM. B IIpuiioxkeHuu F.

2 Heo0s13aTelIbHO BCE DJIEMEHTEHI IJIaHa MCHCDKMCHTA pHUCKa paSpa6aTI)IBaTB OIHOBPEMECHHO. IInan unu ero

9JICMCHTEI MOXKHO paSpa6aTBIBaTI> IIO3TAIIHO.

3 KpI/ITCpI/II/I J0IMIYCTUMOCTHU pHUCKa UMCIOT 0OJIBIIIOE 3HAYCHHE JUI OIIPEACTICHU S KOHEYHOMU PE3YJIbTAaTUBHOCTH
nponecca MCHCPKMEHTA pUCKa. I[J'IS[ KaXXA0To IJIaHa MCHCPKMCHTA pUCKa U3TOTOBUTEIIO CIIEAYCT BBI6I/IpaTI>
HaaICxKaue KpUTEeprunu 101yCTUMOCTHU PHUCKA.

Cpezm IPpOYHX MOXKHO pacCMaTpuBaTh CJICAYIOIINEC BApHUAHTHI:

- moctpoeHue Matpuubl [pucynku D.4 u D.5 (mpunoxenue D)], WiutrocTpupyroei 10mycTuMble 1
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HEJO0MYCTUMbIE KOMOMHALIMY BEPOSITHOCTH MPUYMHEHHUS Bpea U TSHKECTH Bpeaa;

- JayibHeHIIee noapasaeneHue odaactu MaTpuiibl ('mpeHeOpekuMo Maiblid puck”, "0MyCTUMBINA PUCK ITPU
YCIIOBUH €T0 MUHUMHU3AIMH" U T.1.) ¢ TpeOOBaHUEM K pUCKaM, YTOOBI OHH CHavalia ObUIH YMCHBIIICHBI,
HACKOJIbKO 3TO MPAKTUYECKH OCYLIECTBUMO, IPEXK/IE YeM NPU3HATh UX JOMYyCTUMbIMU [cM. D.8 (mpuiioxxenue
D)].

JIro0oi 3 BapHUaHTOB CJIEAYCT BI)I6I/IpaTI> B COOTBETCTBUM C TTOJUTUKON U3TOTOBUTENSI B OTHOIIIEHUM
YCTAHOBJICHUSA KPUTCPUECB JOIIYCTHUMOCTHU PUCKA U HA OCHOBAHWHW MMPUMCHHUMBIX HAlITMOHAJIBHBIX WA
PEruoHaJIbHBIX HOPMATUBHBIX JOKYMCHTOB, d TAK)KC COOTBCTCTBYIOIUX MEKAYHAPOAHBIX CTAHAAPTOB C
ydye€ToM L[OCTyrIHOﬁ I/IH(l)OpMaIII/II/I, TaKOﬁ, Kak COBpeMeHHLIfI YPOBEHb HAYUYHO-TCXHUYCCKOI'O pa3BUTUA U
HMHTEPEChI 3aUHTCPCCOBAHHBIX CTOPOH (CM. 32) PYKOBOI[CTBO 10 YCTAaHOBJICHUIO JAHHBIX KPUTCPUCB CM. B

D.4 (npunoxenue D).

HpI/I BHECEHUHN U3MEHEHUM B IJIaH MEHEPKMEHTA PpUCKa B TCUHCHHUE ) KXNU3HCHHOI'O UKJIa MCIUIITUHCKOTO

U3aCIINA HeO6XOI[I/IMO CACJaTh 3aIIMCh 00 M3MCHCHUIX B (1)31\/'IJ'IC MCHCPDKMCHTA pUCKa.

CooTBeTcTBHUE Tpe60BaHI/I$[M JaHHOTr'O moapasaciia mpoBEPAIOT IMYTEM SKCIICPTU3BI q)afma MCHCIP)KMCHTA

pucKa.

3.5 ®ann meHeXMeHTa pucka

i paccMaTpuBaeMOro MeJIMIIMHCKOTO U3AEUsl U3TOTOBUTENb IOJKEH CO3/1aTh U MOJIePKUBATh B paboyeM
coctosiHuH (hailyl MeHeKMEHTa pucka. B onosiHeHne kK TpeOOBaHUAM APYTUX Pa3/IeoB HACTOSILIETO
cTaHgapTa ¢aiiil MeHePKMEHTA PUCKA JOJDKEH 00ECIICUYMBATh BOBMOXKHOCTD IIPOCIICKUBAHUS KaXKIOU
UACHTH(OUIMPOBAHHON OMACHOCTH TIPH:

- aHaAJIM3€e PHCKa,

- OLICHUBAHUU PUCKA;

- BBHIITOJTHCHUY U BEPU(PHUKALIUK MEP T10 YIPABICHHIO PUCKOM;

- OLICHUBAHUU JIOIMYCTUMOCTH JIIO0Or0(bIX) OCTaATOUHOTO(BIX) PUCKA(OB).

[Ipumevanns

1 3amucu u apyrie JOKYMEHTBI, COCTABIISIONIHE (haiil MEHEPKMEHTA PUCKA, MOTYT OBITh YaCThIO APYTHX
JIOKYMEHTOB U (paiiioB, TpeOyeMbIX, HAlpUMep, CUCTEMON MEHE/DKMEHTa KauecTBa n3roroButess. daiin
MEHE/PKMEHTa PUCKa HeoOs3aTeNbHO JOJDKEH HEMOCPEICTBEHHO BKIIIOUATh BCE 3alIMCH U APYTUE IOKYMEHTHI,

OTHOCANIUECA K HACTOAICMY CTaHIAPTY. OL[HaKO OH JOJDKEH COACPIKATh, 11O MEHbIIEeH MEpPEC, CChUIKU UITU

YKa3aHus Ha BCE TpeGyeMBIC JAOKYMCHTBI. WsroroBurento CJIeaAyeT CBOCBPEMEHHO CO6paTI> CChUJIOYHYIO
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HH(pOPMAIHIO B (haiiie MCHEDKMEHTA PHCKA.

2 ®daiii MEHEPKMEHTA PHCKa MOXKET OBITh ITPEICTABIICH B JIF000H (opMe Ml Ha JTF0O00M HOCHTEIIE

uHbOpMaIHH.

4 AHanus pucka

4.1 lNpouecc aHann3a pucka

Ananms PpUCKa pacCMaTpuBacMoro MCIUIUHCKOTO U3ACTIUA HeO6XOI[I/IMO IMPOBOJAUTH B COOTBETCTBHU C 4.2-4.4.
I[eﬂTeJ'IBHOCTL 110 3aIlJIaHMPOBAHHOMY aHAJIM3Yy PUCKA, 4 TAKKEC PE3YJIbTAThl aHAJIN3a pUCKa JOJIKHBI OBITh

3aperHCTPUPOBAHBI B (haiiie MCHEIIKMEHTA PHCKA.

[Ipumevanns

1 Ecnu JOCTYIHBI pe3yIbTaThl aHATHM3a PUCKA WM APYTasi OTHOCSINASICS K pUCKY MH(OpMAaIus [T OZ0OHOTO
MEIULUHCKOTO U3/IENIHsSL, TO UX MOYKHO HCIIOJIb30BaTh B KAUECTBE OTIPABHON TOYKH TP HOBOM aHAJIN3E.
CreneHb COMOCTABUMOCTH 3aBUCUT OT Pa3IMYMi MEXKIly U3JIeIUAMU U OT TOTO, MOTYT JIU JaHHBIE PA3INUUs
CTaTh UCTOYHUKOM HOBBIX OITACHOCTEN WM CYIIIECTBEHHBIX PA3IN4Hil B TOTOBOM MPOIYKLINH,
XapakTepUCTUKaX, GYHKIIMOHUPOBAHUH UITU PE3yJIbTaTax MpUMEHEHUs. BO3MOXXHOCTb IPUMEHEHUS yKe
HMMEIOILErocs aHajIn3a pUcKa OCHOBaHA TAK)KE HA CUCTEMATHYECKOM OLICHHBAHHUM BIIMSHUS N3MEHEHHH Ha
pa3BUTHE ONACHBIX CUTYaLUH.

2 HCKOTOpBIe MECTO/Ibl aHAJIN3a pHUCKa OIMMUCAHbI B IIPUIIOKCHUN G.

3 I[OHOJ'IHI/ITCJ'IBHI)IC PYKOBOJAAIIHNE YKa3aHUs MO0 METOJaM aHaJIM3a pUCKa MEANLIMHCKUX W3S 1JIsI

JIMArHOCTHUKHU N Vitro IMPUBCACHBI B IIPUIIOKCHUN H.

4 I[OHOJ'IHI/ITCJ'IBHI)IC PYKOBOJAAIIHNE YKa3aHUs IO METOJaM aHaJIM3a pHCKa B OTHOIICHHUHU TOKCUKOJIOTHYCCKUX

OIMacHOCTEeH MMPUBCACHBI B IIPUIIOKCHUN L

B nononnenue 3alluCsiIM, Tpe6yeMBIM B 42-44, JAOKYMCEHTBI, OTHOCAIIHUECA K IPOBCACHUIO U PE3YyJIbTaTaM

aHalM3a pUCKa, TOJKHbBI BKIIOYATh KAK MUHUMYM:
a) ONUCAHUC U HICHTU(PHUKALUIO PACCMATPHBAEMOTO MEIHIIUHCKOTO U3ICIIHS;
b) unentudukamio una (JIUI) ¥ OPraHU3alNH, BBITOJHUBIINX aHATIH3 PHCKA;
¢) 005acTh MPUMEHEHHsI U AaTy MPOBEJCHUS aHAJIM3a PUCKA.

5 O0xacTh MPUMEHEHUsSI aHAJM3a PHCKA MOXKET OBITh OUCHb IIMPOKOU (HAIIpUMep, pa3paboTKa HOBOTO

n3aeivs, B OTHOLIECHUH IPUMEHCHUSA KOTOPOT'O Y U3rOTOBUTEIISL MAJIO OIIbITA UJIA JIAaHHBIN OTBIT BOO6HI€
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OTcyTCTByCT) HJIN oI paHPI‘-IeHHOﬁ (Haan/IMep, AHAJIN3 BJIIMAHUSA IIPUBHOCHMBIX U3MEHEHMH Ha BBIITYCKa€MO€

U3JIeTHe, 0 KOTOPOM B (haililaXx M3rOTOBHUTEIIST HMEETCsl OOMIMpHAst HH(popMarws).

CooTBeTcTBHUE Tpe6OBaHI/I$[M JaHHOI'0O moapasaciia mpoBEPAIOT IMYTEM SKCIICPTU3BI d)afma MCHCIP)KMCHTA

pucKa.

4.2 [NpenycMoTpeHHOe NpUMeEHEHMe 1 onpeaerieHme
XapaKkTepPUCTUK, OTHOCSALLMXCA K 6e3onacHOCTH
MeOULMHCKOro usgenud

I[J'If[ paccMaTpuBacMoro MEIUIMUHCKOT0O U3ACIIUS U3TrOTOBUTEIIb JOJDKECH JOKYMCHTUPOBATL BCE ClTydyan
npeaAyCMOTPCHHOI'O ITIPUMEHCHUA U 000CHOBaHHO MMPOTrHO3HUPYEMOT'0O HENPABUJIIbHOTO IPUMEHCHU .
H3roroBuTenb JOJDKEH TaKKe I/II[CHTI/I(l)I/ILII/IpOBaTB U JOKYMCHTUPOBATH BCC KAYECTBCHHBIC U KOJIMYCCTBCHHBIC
XapaKTCPUCTUKH, KOTOPBIC MOT'YT ITOBJIUATH HA 0C30I1aCHOCTH MCIUIIUHCKOT'O U3ACJINA, U IIPU HCO6XOZ[I/IMOCTI/I
YKa3aTb UX MpEAaACIbHO AOIIYCTUMBIC 3HAUCHU. I[aHHBIC JAOKYMCHTBI HeO6XOI[I/IMO NoAACPIKUBATH B pa60qu

COCTOSIHUH B (paiiie MCHEIIKMEHTA PHCKA.
[Ipumevanns

1 B xoHTeKkcTe HACTOAIICTO CTaHAapTa HEIMIPABUJIIBHOC MPUMEHCHHUE 03HAYaCT HEIPECAYCMOTPCHHOC UIN

HEHAUIC)KaICC MPUMECHCHUEC MCIUITUHCKOTO U3ACIINUA.
2 HpI/IJ'IO)KeHI/Ie C COACPIKUT BOIIPOCHI, OTHOCAIIHUECS K IPUMCHCHUIO MEAULIMHCKOI'O U31CJIMs, KOTOPLIC MOTYT

CTaThb MOJIE3HBIM OPUCHTHUPOM IIpU I/IL[CHTI/I(bI/IKaLII/II/I XapaKTCPUCTUK JaHHOTI'O U3ACIINA, CIIOCOOHBIX ITOBJIUATH

Ha ero 0e30MacHOCTb.

CooTBeTcTBHUE Tpe6OBaHI/I$[M JaHHOI'0O moapasaciia mpoBEPAIOT IMYTEM SKCIICPTU3BI d)afma MCHCIP)KMCHTA

pucKa.

4.3 NgeHTndomkaums onacHocCTemn

H3roroBuTtenb J0JKEH COCTaBUTh NEPCUCHb U3BCCTHBIX UJIU ITPOTHO3UPYEMBIX OHaCHOCTeﬁ, CBsI3aHHEBIX C

paccMaTpuBa€MbIM MECAUIIUHCKHUM U3JCJIIMEM, KaK JJIsI HOPMAJIbHBIX yCJ'[OBI/II\/'I, TaK U JJ1d yc.]'IOBI/Iﬁ OTKasa.

I[aHHI)II\/'I NEpEUCHb HeO6XOIlI/IMO noAACPIKUBATH B pa60qu COCTOsIHUU B (bafme MCHCIPKMCHTA pUCKa.
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[Ipumeuanue - [Ipumepsl BO3MOXKHBIX OMacHOCTeH, npuseneHHble B E.2 (mpunoxenue E) u H.2.4
(npunoxkenue H), MOTYT OBITH CIIOJIB30BaHbl KaK PYKOBOJICTBO I U3TOTOBUTEISL, BBITOJIHSIOLIETO

HJCHTU(HUKAIIUIO ONTACHOCTEH.

CooTBeTcTBHUC Tpe60BaHI/I$[M JaHHOIr'o moapasaciia mpoBEPAIOT IMYTEM SKCIICPTU3BI q)afma MCHCIP)KMCHTA

pucKa.

4.4 OnpepneneHne pucka(os) 4na Kaxxgom onacHou
cuTyaumm

Heob6xoammMo paccmarpuBaTh 000CHOBAHHO IMPOTHO3UPYEMBIC [TOCIE0BATSIBHOCTH HIH KOMOMHAIMN
COOBITUH, MPUBOJAILIKE K BOSHUKHOBEHUIO OMACHON CUTYalllH, U PETUCTPUPOBATH BO3HUKAIOIILYIO(HE)

onacHyo(ble) CUTYaIHIO(1).
[Ipumevanns

1 I[JISI I/II[GHTI/I(bI/IKaLII/II/I HEC BBISIBJICHHBIX PAHEC OIMMACHBIX chyauHﬁ MOXXHO HCIIOJIb30BaTb CUCTCMHBIC MCTObI,

MIPUMEHUMbIE B KOHKPETHOH cuTyauuu (cM. npuioxenue G).
2 IIpumepsl onacHbIX cuTyauuii npusenensl B H.2.4.5 (npunoxenne H) u E.4 (npunoxenue E).

3 CTOYHMKOM OIACHBIX CUTYallMil MOTYT CTaTh IPOMaxXH, YIYIIEHHUS U 3a01yKACHUS.

Jiist Kaxmoi uaeHTU(OUIIMPOBAHHOM OMTACHOHM CUTYallul HEOOXOIMMO ONPEEISITh CBSI3aHHBIN(C) C HE
PUCK(H), HCTIONB3YS ISl TOTO JOCTYITHYIO HH(POPMAIIMIO WIN TaHHbIC. J[Js ONlacHBIX CUTyallHii, B OTHOIICHUH
KOTOPBIX HE MOXKET ObITh ONpe/iesieHa BEPOATHOCTh IPUYMHEHHS] BPE/A, TOJIKEH OBITh MOATOTOBIICH IIEpEUEHb
BO3MOYHBIX TIOCIIEACTBUI MPUMEHEHUS MEAUIIMHCKOTO U3/I€HS, HCIIOIb3yEMBIN ITPY OLIEHUBAHUHU U
YIpaBICHHU PUCKOM. Pe3ybTaThl 3TOW AEATEIBHOCTH TOJDKHBI OBITH 3apETUCTPUPOBAHEI B (haiine

MCHCIPDKMCHTA pUCKa.

JIrob6as CHUCTEMA, UCIIOJIb3yEMas IJisd KauyeCTBEHHOM WJIM KOJUYECTBEHHOMN rpagalii BEPOATHOCTH NPUINHCHUSA

Bpe/ia WIK TSHKECTH BpeJia, TAKKe T0JKHA OBITh 3aperucTpupoBaHa B dailyie MeHePKMEHTa PHUCKa.
[Ipumevanns

1 Onpenenenue pucka MEAULMHCKOTO U3/IEIHA BKIIIOYAET aHAJIN3 BEPOSTHOCTH BOZHUKHOBEHUS PUCKA U
MOCJIEICTBUM IPUMEHEHHUS] JAHHOTO U3/1eNusl. B 3aBUCUMOCTH OT NIPUMEHEHHS METULIUHCKOTO U3/IENIHS,

BO3MOXXHO, 10CTAaTOYHO paCCMOTPETD JIMIIb HCKOTOPLIC 3JICMCHTHI ITPOIECCa OMPEACTICHUA PHUCKA. Haan/IMep,

B OTACJIbHBIX CIIyYasX HET HCO6XOI[I/IMOCTI/I WUJITU JaiibIIe aHAJIM3a UCXOIHOM OMaCHOCTH M TTOCIEACTBUI
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npuMeHeHus [cM. Takxe D.3 (mpunoxkenue D).

2 OrmpeienieHne pucKa MOKET ObITh KOJIMYECTBEHHBIM MIIM Ka4eCTBEHHBIM. MeTO/Ibl ONpeIeIeHUs PUCKa, B
TOM YHCJIIE SIBJIAIOLIUECS CIEICTBUEM CUCTEMAaTHUYECKUX OTKA30B, OnMcaHbl B puiokenuu D. [Tpunoxenne H
COJICPIKUT UH(POPMAIIHIO, TIOJIE3HYIO MIPU OIPEICICHIH PUCKOB METUIIMHCKUX H3ICIUH LT TUArHOCTHKH in
vitro.

3 Undopmanuio Uiy JaHHbIE Ui ONPEIEICHUs PUCKOB MOXKHO MOIYUYUTh U3:

a) OyOJIMKOBaHHBIX CTaHIAPTOB;

b) Hay4HO-TEeXHUYIECKOI HH(POPMAIINH;

C) JAaHHBIX O TPUMCHCHHUU HOI[OGHI)IX MCEIUIHUHCKUX I/I3L[CJ'[PII>1, BKJIrO4as OHy6J'II/IKOBaHHBIe CBCACHUA 00

HMHIUICHTAX;

d) naHHBIX UCTIBITAHUH SKCIITyaTallMOHHON NPUTOAHOCTH TUIIMYHBIMHU I10JIb30BATEISIMHU;
€) KIIMHUYECKUX JaHHBIX;

f) pe3yIbTaTOB COOTBETCTBYIOUIMX HUCCIICIOBAHUIA,

g) DKCHEPTHBIX 3aKIIIOUEHHIA;

h) cxem BHEITHEW OICHKH Ka4eCTBa.

CooTBeTcTBHUC Tpe60BaHI/I$[M JaHHOIr'0O moapasaciia mpoBEPAIOT IMYTEM SKCIICPTU3BI q)afma MCHCIP)KMCHTA

pucKa.

5 OueHnBaHue pucka

Jiist KaxKIo# uaeHTU(OUIIMPOBAHHOM OMTACHOHM CUTYallul U3TOTOBUTENb JODKCH IIPUHATE PEIICHHUE O
HE0O0XOAMMOCTH YMEHBIICHHUS PUCKA C YUETOM KPUTEPUEB, YCTAHOBICHHBIX B IJIAHE MEHE/DKMEHTA PHUCKa.
Eciiu B yMeHbIlIEHUH pUCKa HET HEOOXOIUMOCTH, TO TpeOoBaHus 6.2-6.6 [1si JTaHHOM ONACHOM CUTYalluu He
MIPUMEHSIOT (T.€. MePexosT K 6.7). Pe3ynbraThl TAKOTO OLIEHUBAHUSI PUCKA JOJDKHBI ObITh 3aPETUCTPUPOBAHBI

B d)al“me MCHCPDKMCHTA pUCKa.

[Ipumevanns
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1 PykoBojsiue yka3aHus 10 IPUHATHIO PEIIEHHUS O JOMYCTUMOCTH pHCKa MpuBeieHb! B D.4 (mpuioxxeHue
D).

2 HpI/IMCHeHI/IC COOTBCTCTBYIOIIUX CTAHAAPTOB KaK OJWH U3 KPUTECPHUEB IMMPOCKTUPOBAHUSA MCIUITUHCKUX

U3JIeTIMU MOXKET SIBJISITHCSI YACThIO JEATEIbHOCTH 110 YHOpaBJICHHUIO PUCKOM, YTO OTBEYACT TpC6OBaHI/I$[M 6.3-
6.6.

CooTBeTcTBHUC Tpe6OBaHI/I$IM JaHHOI'O pasjcia MpOBCPAIOT IIYTEM SKCIICPTU3bI Q)aﬁna MCHC/PKMECHTA pUCKaA.

6 YnpaBneHue puckom

6.1 YMeHbLIEeHNE pUCKa

HpI/I HCOGXOI[I/IMOCTI/I YMEHBUICHUSA pUCKaA CICAYCT OCYIICCTBIIATE ACATCIbHOCTD 110 YIIPAaBJICHHUIO PUCKOM, KaK

omnucaso B 6.2-6.7.

6.2 AHanM3 BO3MOXXHOCTEWN yrpaBfieHUA PUCKOM

WzroroBuTtenb DOMKECH UICHTUPUIAPOBATE MEePY(bl) MO YIIPABICHUIO PHCKOM, HEOOXOAUMYIO(bIE) IS

YMEHbILIEHHs PUCKa(0B) IO AOMYCTUMOIO YPOBHSI.

H3roroButennb qJ0KEH MNPUMCHATH OAWH UKW HECKOJIBKO cr1oco0oB YHpaBJICHHUA PUCKOM, IIEPEUNCICHHBIX

HUKE B TIOPSIJIKE IPUOPUTETOB:
a) BHYTPEHHIOI0 0€301acCHOCTb, 00eCIIeYBAEMYI0 POEKTOM U KOHCTPYKLIHEH;

b) 3amuTHBIE MEPBI, IPEyCMOTPEHHBIE B CAMOM MEAMIIMHCKOM U3JIEIMU WK B MPOLIECCE €r0 U3TOTOBICHHUS;
¢) uadopManuio no 0e30MacHOCTH.

[Ipumevanns

1 [Ipu npuMeHeHu: CocO00B, MPUBEACHHBIX B IIEPEYHCICHUSX D) U C), U3TOTOBUTEIh MOXKET PACCMOTPETh
000CHOBaHHBIC U MPAKTUYECKU OCYIICCTBUMBIC MEPHI 10 YIPABICHUIO PUCKOM H BBIOPATh CIIOCO0,

O6eCHC‘-IHBaIOIIIHI71 HCO6XOL[I/IMOC YMEHBIICHUEC PHUCKA, ITPEKAC UEM 6y]:[eT YCTAHOBJICHO, ABJISICTCS JIX PUCK

J0IIYCTHUMBIM.
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2 MepI)I 10 YHIPaBJICHHUIO PUCKOM MOT'YT YMCHBIIUTD TSXKECTh BpCa W BEPOATHOCTb MPUINHCHUA BpEaa,

WM U TO U APYTO€ BMECTE.

3 MHorue CTaHAAPThI paCCMAaTPUBAIOT BOIIPOCHI BHyTpeHHeﬁ 6630HaCHOCTI/I, o0ecreynBaeMou MMPOCKTOM U
KOHCTI)YKHI/ICI\/'I, 3allIUTHBIC MEPBI U I/IH(l)OpMaIII/I}O 110 0€30I1aCHOCTH MEIULMHCKUX U3J1eJIUH. KpOMe TOTO,
Apyrue CtaHaAapTbl HA MEAUIMHCKUC U3ACIIUA PACCMATPHUBAIOT TC 3JICMCHTBI IPOLECCa MCHEPKMEHTA PHUCKa
(SHCKTpOMaFHI/ITHy}O COBMCCTUMOCTD, SKCILTYaTallTHOHHYIO IMTPUT'OJAHOCTD, 6I/IOJ'IOFI/I‘-ICCKYIO COBMeCTI/IMOCTL),
KOTOPBIC SABJIAIOTCA 06HII/IMI/I JUISI MEJTULIMHCKUX W3ACTUMI. HpI/I aHaJIM3€ BO3MOXKHOCTEH yhupaBJICHUA PUCKOM

CIeayCT NPUMCHATH COOTBCTCTBYIOIIUC CTAaHAAPTHI.

4 B OTHOIIICHUH PUCKOB, IJI1 KOTOPBIX HE MOXCT OBITH onpeacicHa BEPOATHOCTb NIPUYUHCHUSA BpEaa, CM.

D.3.2.3 (mpunoxenue D).

5 PYKOBO,Z[HHII/IG YKa3aHusd B OTHOIICHUN I/IH(bOpMaIII/II/I 110 0€30I1aCHOCTH MNPUBCACHLI B ITPUITOKCHUUN J.

BriOpanHbIe MEpBI IO YIIPABICHUIO PHCKOM JOJDKHBI OBITh 3apETHCTPUPOBAHBI B (haiiie MCHEIKMEHTA PHUCKA.
Ecnu B npouiecce aHanu3a BO3MOKHOCTEH yIpaBiIeHHU PUCKOM M3TOTOBUTEIb YCTAaHABIMBAET, YTO TpeOyemoe
YMEHbIIEHHE PUCKA TPAKTUYECKH HEOCYIIECTBUMO, TO OH JIOJDKEH BBITIOJIHUTH aHAJIN3 COOTHOLLIEHUS

PHUCK/TIOJB3a JIJIS1 OCTATOYHOr0 pHcKa (repexoa K 6.5).

CooTBeTcTBHUE Tpe60BaHI/I$[M JaHHOTr'0O moapasaciia mpoBEPAIOT IMYTEM SKCIIEPTU3BI q)afma MCHCIP)KMCHTA

pucKa.

6.3 BbINosiHeHWE Mep MO ynpaBrieHUnt0 PUCKOM

M3roroBUTENb JOKEH BBITOJHSITH MCPBI IO YIIPABJICHUIO PUCKOM, BI)I6paHHBIC B COOTBETCTBHH C 6.2.

BeimonHeHHe KaX10i MEpHI 110 YIIPABICHHIO PUCKOM JIOJDKHO OBITH BepUBHUIUPOBaHO. JlaHHAs BepUpHUKALIUL

J0JI>KHa OBITh 3aperucTpupoOBaHa B (baﬁne MCHC/PKMCHTA pUCKa.

Pe3ynpTaTHBHOCTE MEp IO YIIPABICHUIO PUCKOM JTOJDKHA OBITh BEpUBHUINPOBAHA, 8 PE3yIbTaThl BEPHUPHUKALIUH

- 3apCTUCTPUPOBAHLI B (bafme MCHC/PDKMCHTA pUCKa.

HpI/IMe‘IaHI/IC - BCpI/Id)I/IKaIII/ISI PE3YIbTATUBHOCTHU MOXKECT BKIIIOYATh JICCTBUS 110 BATMAALIUH.

CooTBeTcTBHUC Tpe60BaHI/I$[M JaHHOI'0O moapasaciia mpoBEPAIOT IMYTEM SKCIIEPTU3BI q)afma MCHC/PKMCHTA

pucKa.
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6.4 OueHnBaHMe OCTAaTOYHOIoO pUcKa

JIr000M OCTaTOYHBIN PUCK, COXpaHﬂmmnﬁCﬂ IOCJIC BBIITOJIHEHUA MEP 110 YIIPABJICHHUIO PUCKOM, HCOGXO}II/IMO
OLEHUBATH B COOTBCTCTBUU C KPUTCPUAMU, YCTAHOBJICHHBIMU B IIJIAHC MCHC/PKMCHTA pUCKa. PeSyJ’IbTaTI:I

JaHHOI'O OLICHUBAaHUS JOJIKHBI OBITh 3aperucTpupOBaHLbI B (baﬁne MCHCIPKMCHTA pUCKa.

Ecnu ocratounsblii(e) puck(u) COriacHO yCTaHOBJICHHBIM KPUTEPUSAM OLEHEH(bl) KaK HeI0MyCTUMBIH(€), TO

HEO00X0/IUMO PUMEHUTH JIOTIOJIHUTEIHLHBIC MEPHI TI0 YIIPABIICHUIO PUCKOM (CM. 6.2).

Ecnu ocratounsie PUCKH OLCHCHBI KaK JOITYCTUMBIC, TO U3TOTOBUTEIIb AOJIKCH MPUHATH PCHICHUEC, O KaKHUX
OCTAaTOYHBIX pHUCKaX HCO6XOIH/IMO I/IH(l)OpMI/IpOBaTI) 1 KaKyr0O UMCHHO I/IH(i)OpMaIH/IIO HCOGXOL[I/IMO BK/IIOYMUTH B

OKCILTYaTallMOHHBIC JOKYMCHTBI B HCJIAX MPUBJICYCHNA BHUMAHUA K OCTATOYHBIM PUCKaM.

[Ipumeuanue - PykoBojsiure yka3anus 1o ”HGOPMHUPOBAHUIO 00 OCTATOYHOM PUCKE(ax) MPUBEICHBI B

MPUWIIOKEHUH J.

CooTBeTcTBHUE Tpe6OBaHI/I$IM JaHHOTr'0O moapasaciia mpoBEPAIOT IMYTEM SKCIIEPTU3BI d)afma MCHCIPKMCHTA pHUCKa

1 OKCILTYyaTallMOHHBIX JOKYMCHTOB.

6.5 AHann3 CooTHOLLEHUA puck/nonb3a

Ecnu octaTounbIit PUCK 10 KPUTCPUAM, YCTAHOBJICHHBIM B IUIAHEC MCHCPKMCHTA pHUCKa, COYTCH
HEOOIYyCTUMBIM, a JlaJibHeH1ee YHpaBJICHHUE PUCKOM - IPAKTUYCCKHU HCOCYIIECTBUMbBIM, TO U3Ir'OTOBUTCIIb
MOXET C06paTI> 1 IpOaHAJIM3UPOBATH UMCIOIIUCC JaHHBIC U JIUTCPATYypy, YTOOBI YCTAaHOBUTB, MIPECBBIIIACT JIN
oJib3a Ipu NpeaAyCMOTPEHHOM IMPUMCHCHUN MEAULTUHCKOI'O U3CIINA OCTaTOYHBIN PHUCK. Eciu CO6paHHI>Ie
J10Ka3aTCJIbCTBA CBUACTCIILCTBYIOT O TOM, YTO IIOJIb3a OT NPEAYCMOTPCHHOI'O MPUMCHCHUS MEAUIIUHCKOT'O
HU3ACJIMA HC IMTPEBLIIACT OCTaTOYHBIN PUCK, TO PUCK CUHHUTACTCA HEAOITYCTUMBIM. Ecnu nonp3a ot
npeaAyCMOTPCHHOI'O MPUMEHCHUA MEAULIMHCKOI'O U3ACJIH ITPEBBIIIACT OCTaTOYHBIN PUCK, TO MOXKXHO HCpeﬁTH

K BBIITOJTHEHUIO TpeOOBaHU 6.6.

B oTHOIIIEHUH PUCKA, TJIC [0J1b3a OT IPUMEHEHHST MEAUIIMHCKOTO U3/ICIUSI IPEBBINIAET PUCK, H3TOTOBUTEIb
TOJDKEH PEIIHUTh, KAKyI0 HHPOPMAIHIIO [0 0€30IaCHOCTH HEOOXOAMMO TIPEIOCTABUTD JIJIsl HHPOPMUPOBAHUS
00 OCTaTOYHOM PHCKE.

PCByJ'IBTaTBI OLCHUBAaHUS JOJI>KHbBI OBITH 3aperuCTpUpPOBAHLI B (bal‘/'me MCHCIPKMCHTA pUCKa.

[Mpumeuanue - Cm. Takxe D.6 (mpunoxenue D).

CooTBeTcTBHUC Tpe6OBaHI/I$[M JAaHHOIO 1noJapasaeia NpoBEPSAOT IYTEM SKCIICPTU3BI Q)afma MCHC/PKMCHTA
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pucKa.

6.6 Puckn, BosHuKatoLwme BcrneacTBne BbINONHEHUS
Mep Mo ynpaBreHno PUCKOM

3d)(b€KTHBHOCTL BBIITOJIHEHUSA MCP I10 YIIPABJICHUIO PHUCKOM H€O6XOL[I/IMO AHAJIIM3UPOBATH C TOUKHU 3PCHUS:
a) BO3HMKHOBEHHMSI HOBBIX OIACHOCTEN U OMACHBIX CHTyaHHﬁ;

b) BJIMAHUS BBIIIOJITHCHHBIX MEP MO YITPABJICHUIO PUCKOM Ha PUCKH, OMIPECACIICHHBIC JI PAHEC

I/II[CHTI/I(l)I/IIII/IpOBaHHLIX OIIaCHBIX CHTyaHHﬁ.

JIfoOBIMH HOBBIMH HIJIH BO3pPOCIIMMHU PUCKAMU HCOGXOL[I/IMO YHpaBJIATbL B COOTBETCTBHU C TpC6OBaHI/I$[MI/I,

puBeIeHHBIMU B 4.4-6.5.
PesynpraTel aHanu3a Mep 1o yIpaBICHUIO PUCKOM CIIEIYyeT 3aperHCTPUPOBAaTh B (paiiiie MEHEIKMEHTA PUCKA.

CooTBeTcTBHUC Tpe6OBaHI/I$[M JaHHOI'0O moapasaciia mpoBEPAIOT IMYTEM SKCIICPTU3BI d)afma MCHCIP)KMCHTA

pucKa.

6.7 [lonHOTa ynpaBrieHnsa PUCKOM

H3roroButennb 10KEH o0ecreYnTh PACCMOTPEHUEC pI/ICKa(OB) JJIA BCEX I/IL[eHTI/I(i)I/IIII/IpOBaHHBIX OIIaCHBIX
CPITyaIIPIﬁ. Pe3y.]'H)TaTBI JIAaHHOM JIeSITENbHOCTH JT0JIXKHBI OBITh 3aperucTpupOBaHLbI B (bal‘/'me MCHCIP)KMCHTA

pucKa.

CooTBeTcTBHUC Tpe6OBaHI/I$[M JaHHOIr'0O moapasaciia mpoBEPAIOT IMYTEM SKCIICPTU3BI d)afma MCHCIP)KMCHTA

pucKa.

7 OueHnBaHne AoNYyCTUMOCTU COBOKYMHOIO
OCTaTO4YHOro pucka

Ilocne BbITIOHEHUS U BepI/I(bI/IKaHI/II/I BCCX MCDP IO YIIPABJICHHUIO PUCKOM HU3TOTOBUTECIIb JOJDKECH ITPUHATH
PEIICHUC O JOIMYCTUMOCTHU COBOKYITHOI'O OCTAaTOYHOI'O PUCKA, CO3AaBacMOro MEIUIIMHCKUM U3ICINEM, C

TOYKH 3pCHUA KPUTCPUECB, YCTAHOBJIICHHBIX B IIJIAHEC MEHC/PKMEHTA PUCKA.
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HpHMeanHe - PyKOBOL[SIIIII/Ie YKa3aHus 110 OCHUBAHWIO COBOKYITHOT'O OCTAaTOYHOI'O pHCKa MPHUBEACHBI B D.7

(npunoxxkenue D).

Eciu COBOKyHHI)II\/'I OCTaTOYHBIN PUCK 10 KPUTEPHUAM, YCTAHOBJICHHBIM B IINIAHEC MEHCIPKMEHTA PHUCKA, OLICHCH
Kak HCHOHyCTHMBIﬁ, TO M3TOTOBUTCIIb MOXECT CO6paTI> W IpOaHaJIM3UPOBATH UMCHOIIHUECA JAaHHBIC U
JIUTCpaTypy, YTOOBI YCTAaHOBUTD, MIPEBBIMIACT JIM 1TOJIb3a IMPU MMPEAYCMOTPEHHOM IMTPUMCHCHHUNU MEAULTMHCKOI'O
U3aCIINA COBOKYHHLII\;I OCTaTOYHBIN PHUCK. Ecin COGpaHHBIC J0Ka3aTeJIbCTBa CBUACTCILCTBYIOT O TOM, YTO
moJib3a OT NPEAYCMOTPEHHOTO MPUMEHECHUA MCIUITUHCKOTI'O U3ACIIUSA ITPEBLIIIACT COBOKynHBIﬁ OCTaTOYHBIN
PHUCK, TO PUCK CHHUTACTC JOITYyCTUMBIM. B IMPOTHBHOM CJiy4ac COBOKynHBIﬁ OCTaTOYHBIN PUCK CUHUTACTCA

HEJ0MYCTUMBIM.
B oTHOIIEHUHN COBOKYITHOI'O OCTaTOYHOI'O PUCKA, KOTOPBINA OLIEHEH KaK JOMYCTHUMBbIi, N3rOTOBUTENb JOJDKEH
PELIUTh, KaKyI0 HH(MOPMALIUIO HEOOXOIUMO BKIIFOYHTH B AKCILTYaTAllMOHHBIC JOKYMEHTHI JUIs
HH(GOPMUPOBAHUS O COBOKYITHOM OCTaTOYHOM PHUCKE.

[Ipumeuanue - PykoBojsiue ykazanus 1o nHGOPMHUPOBAHUIO 00 OCTATOYHOM pUCKe(ax) MpUBEIECHbI B
MIPUWIOKEHUH J.

Pe3ynbraThl OLIEHUBaHUS COBOKYITHOI'O OCTATOYHOI'O PUCKA JIOJIKHBI ObITh 3apErucTpUpPOBaHbI B (aiine

MCHCIPDKMCHTA pUCKa.

CooTBeTcTBHUC Tpe60BaHI/I$IM JaHHOI'O pasjcia MpOBEPAIOT IIYTEM SKCIICPTU3bI (1)al7ma MCHC/PKMCHTA pUCKa U

OKCILTYaTallMOHHBIX JOKYMECHTOB.

8 OT4eT N0 MeHeKMEHTY puUcKa

Hepezx BBCACHHUECM MCAUIMHCKOT'O U3ACIINA B 06pameHHe HU3TOTOBUTECIIb JOJDKCH IMTPOBECTU aHAJIM3 IIpoLecca

MCHCPDKMCHTA pUCKa. I[aHHBIﬁ aHaJIu3 OOJI2KCH, I10 MEHbILIEeH MEpPE, CBUACTCIILCTBOBATL O TOM, YTO!:
- MCHCDKMCHT pHCKa OCYIICCTBJICH B COOTBETCTBUH C ITJIAHOM;,
- COBOKyHHbeI OCTaTOYHBIN PUCK SABJIACTCA JOIMYCTHUMBIM;

- IPUMCHAIOT HAAJIC)KAIUC CIIOCOOBI MOJTy4YCHHA HCO6XOI[HMOﬁ HpOHBBOI{CTBCHHOﬁ n HOCTHpOI/BBOHCTBeHHOﬁ

uHbOpMaIHH.

PCSyJ'IBTaTbI aHaJin3a nponecca MCHCPKMEHTA PUCKaA JOJIKHBI OBITh 3aHECECHBI B OTYCT 110 MCHCIDKMCHTY

PUCKA U BKIIIOYCHLI B (1)a17m MCHCPKMCHTA pUCKa.
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B nmane meHempxkMeHTa pUcCKa DO0JIKHBI OBITh YKa3aHbl JInla, UMCIOIINEe HCO6XO,HI/IMI)IC IOJIHOMOYHUS 1

OTBETCTBEHHBIE 3a MPOBE/ICHHUE aHAIN3a pollecca MEHEPKMEHTA prcka [cM. 3.4, mepeuncieHue b)].

CooTBeTcTBHUC JaHHOMY pasicily MpOBEPAIOT IIYTEM SKCIICPTU3BI q)afma MCHCIPDKMCHTA pUCKa.

9 lNponsBoagcTBeHHAsa 1 NOCTNPON3BOACTBEHHAS
NHopmauns

H3zroroButennb 10KEH pa3pa60TaTL, JOKYMEHTUPOBATH U MMOAACPKHUBATH B pa60qu COCTOsIHMU CUCTEMY
c60pa " aHaJIn3a I/IH(bOpMaHI/II/I 0 paccMaTpuBa€MOM MEINIUHCKOM U3JACIINU WA HOI[O6HI>IX HU3CIIHAX Ha

CTaauiaX MPOU3BOJACTBA U MMOCTIIPONU3BOACTBA.

[Tpu pa3paboTke cucteMbl cOOpa U aHATU3a HHPOPMAIIH O PACCMATPUBACMOM MEIUIIMHCKOM H3JICITUU

HU3TrOTOBUTECIIb CPEAX NPOUCTO NOJDKCH YUYHUTHIBATDL:

a) MCXaHU3MbI, C TIOMOLIbIO KOTOPBIX MOXXHO CO6I/IpaTI> n 06p363TBIBaTI> I/IH(l)OpMaIII/I}O, MOCTYyNarouryro oT
OIIepaTopos, MoJIb30BaTeNel niu APYTux JIML, OTBETCTBCHHBIX 3a YCTaHOBKY/ MOHTaQX, IPUMCHCHHUEC U
noAACPKAHNE B pa60qu COCTOSAHUU MCIUILIMHCKOI'O U3CJINA;

b) HOBBIC WJIU IIEPECMOTPECHHBIC CTAHAAPTHI.

B paMKax JIAHHOM CHCTEMBI CJICOYCT TaKKE CO6I/IpaTI: 1 aHaJIM3upOBaThb O6IIICIIOCTy1'IHyIO I/IH(bOpMaHI/IIO,

OHy6J'II/IKOBaHHy'IO ) HOILO6HI)IX MCIUIHUHCKUX U3CITNAX, HAXOJANXCS Ha PBIHKE.

I[aHHy}O HH(bOpMaIIPIIO HCO6XO,Z[I/IMO OLEHUBATH C TOYKU 3PCHUSA COOTBCTCTBUA Tpe6OBaHI/I${M K 6630HaCHOCTI/I,

0COOEHHO € Y4ETOM TOro:

- CYILIECTBYIOT JIX HE BBISIBJICHHBIE PAHEE OMACHOCTH WJIM OMACHbIE CUTYAlUU;

- HE CTaJl JIU HEeJIOMyCTUMBIM PUCK(H), OTIpe/IeIeHHBIH(bIe) paHee /Uil KaKOH-TM00 ONacHON CUTYyallnu.
[Ipu nonoxuTensHOM OTBETE Ha JII000H U3 JaHHBIX BOMPOCOB HEOOXOIUMO:

- OCHUTD BJIMSIHHUC BBIICYKA3aHHBIX (i)aKTOpOB Ha paHEC OCYHICCTBICHHYIO JACATCIbHOCTD IO MCHCIPKMCHTY

PpUCKa U 110 pE3yJibTaTaM OLICHUBAHUA HAYaThb MPOUECC MCHC/PKMEHTA PUCKA 3aHOBO,

- IPOBECTU aHAJIN3 (baf/'ma MCHECPKMCHTA pPHCKa 110 paCCMAaTpuBacMoOMy MCAUITUHCKOMY HU3ACIINIO; IIPU
HAJIMYUH TTOTEHIIMAJIbHON BO3MOXKHOCTH U3MEHEHHSI OCTaTOYHOT'O pI/ICKa(OB) W €ro (I/IX) JO0IMYCTUMOCTH
CJIeay€CT OUCHUTb BO3JICUCTBUE BbIIICYKAa3aHHBIX q)aKTOpOB Ha paHEEC BBINIOJIHCHHBIC MCPLI 110 YIIPABJICHUIO

PHUCKOM.

PCByJ'IBTaTbI OLCHHUBAaHUSA JOJI>KHbBI OBITH 3aperuCTpUpOBaAHLI B (bal‘/'me MCHCPKMCHTA pUCKa.
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[Ipumevanus

1 OTI[C.]'H)HI)IC ACIICKThI TOCTIIPOU3BOJCTBEHHOI'O MOHUTOPUHTI'A ABJIAIOTCA NPECAMETOM HAllMOHAJIbHBIX UJIU
PEruoHaJIbHBIX PETJIAMCHTOB. B Takux clIydasx MOryT OBITH 3a/1eiCTBOBAHBI JIOMIOJIHUTEIbHbBIE MEPbI

(HaHpHMep, NEPCHECKTUBHOC MMOCTIIPONU3BOACTBEHHOC OIIeHI/IBaHI/IC).

2 Cwm. takxe [3], 8.2.

CooTBeTcTBHUC Tpe60BaHI/I$IM JaHHOI'O pasjcia MpOBEPAIOT IIYTEM SKCIICPTU3bI Q)aﬁna MCHC/PKMCHTA pUCKa U

JIPYTOl COOTBETCTBYIOIICH JIOKyMEHTAIIHH.

[TpunoxeHne A (cnpaBo4yHoe). ObocHoBaHMe
TpeboBaHU

[Ipunoxenune A
(ctpaBouHOE)

A.1 O01He moJI0KeHU S

O0weaunenHas padouas rpymmna 1 UCO/TK 210 - MOK/TIK 62A "TIpuMeHeHHe MEHEKMEHTA PUCKa K
MEJIUIIUHCKUM U3JIenusM" pazpaboTaiia JaHHOE TIPIIIOKEHUE, I TOTO YTOOBI JIOKYMEHTHPOBAThH
000CHOBAaHHOCTh TPEOOBAHUM, COACPIKAIIIMXCS B IEPBOM BEPCHUU HACTOSIICTO cTaHaapTa. B xo/e pa3paboTku
HACTOSIIIIeH BepCUU 000CHOBaHME TPpeOOBaHUI ObLIO OOHOBJICHO C YYETOM U3MEHEHUN B HOPMATHBHBIX
JnokymeHTax. [Ipu ganbHenIemM nepecMoTpe HaCTOSIIET0 CTaH1apTa MOXHO HCIOJIB30BaTh JJAHHOE
MIPWIOKEHHE HAPSAY C OMBITOM, TPUOOPETEHHBIM B X0JI€ TPUMEHEHHSI HACTOSIIETO CTaHJ1apTa, Ik TOTO
YTOOBI CJIENIaTh HACTOSIIIUI CTAaHAAPT elile 0oiee MOAE3HBIM JIJISl U3TOTOBUTENCH, PEryTUPYIOIIHUX OPraHOB U

NMOCTAaBIIMKOB MCIUIIMHCKUX YCIIYT.

BaxxnocTh pazpa®oTku cTaHzapTa, pacCMaTPUBAIOIIET0 MEHEPKMEHT PUCKa MEUIIMHCKUX U3JIENIUH, BO3pocia
OJyaroapsi OCO3HAHUIO PETyIUPYIONIMMU OpraHaMH HEOOXOMMOCTH TPUMEHEHUSI IIPOIIecca MCHEIKMEHTA
pHUCKa U3TOTOBUTENISIMU METUIIMHCKUX U3/1eIuii. PaHee He cyliecTBOBaIO HU OJHOTO CTaHAapTa Mo
MEHEKMEHTY PUCKa METUIIMHCKUX U3/IEIUN, 1 HACTOSAIIMK CTaHaapT OblT PU3BaH 3aN0JIHUTH Ipo0e B
nanHou obnactu. s pa3pabotku cranmapra Oputa copmuponana pabdouas rpymmna 4 UCO/TK 210.
[IpakTHyecKu OAHOBPEMEHHO ObLIO 3aIVIAaHUPOBAHO BKJIIOUYEHUE B CTAHAAPT JIEMEHTOB, KAaCAIOIUXCs
MEHEKMEHTa pucka. bpijia mpu3HaHa He0OXOAUMOCTh BbIJIENICHU IEITEIbHOCTH 110 MEHEPKMEHTY PUCKa U
chopmupoBana padouas rpymma 15 MOK/IIK 62A. Oco3HaB, 4To UHTEPECH IBYX paOOYHX TPYIII
nepecekatorcsi, MOK u UCO chopmupoBanu oobeanHeHHyto padouyto rpynny 1 (JWG 1) no MeHeKMeHTy
pucka. CoBMecTHas padoTa npuBena K M3JaHuio ctanaapra ¢ asyms jgorotunamu - MCO u MOK. Obe
opranuzauuu (kak MCO, tak 1 MOK) Taroke npu3HalOT CTaHJapThl APYT APYra, OTHOCSIIUECS K
MEHEKMEHTY PUCKa, HO OIyOJIMKOBaHHbIE [10J] KAKUM-TO OJJHUM JIOTOTUIIOM, B KQUECTBE MEXIyHAPOTHBIX
CTaHAapTOB. [{BOMHOI JIOTOTUI IO TYEPKUBACT, YTO CTAHAAPT pa3padOTaH yCUINSIMHE ABYX COOOIIECTB -

MOCPEAICTBOM yuacTust rocynapcts - wieHoB MCO u HauuoHambHbIX KOMUTETOB MOK.
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Ha NEpBOHAYAJIbHOM 3Talle O6C}7)K,H6HI/I$I CTaHJapTa 1Mo MCHCPKMCHTY pHCKa HCO6XO,Z[I/IMO OBLIO PEUINTDH
KIIFOYEBLIC BOIMMPOCHI MCHCPDKMCHTA PUCKA, TAKHUEC, KaK IIPOLIECC OUCHUBAHWA PHUCKA, TOCTHXXCHHEC Oajanca
COOTHOIICHUA pI/ICK/HOJ'IB3a JUTS MEJUUMHCKUX U3/1EJIUH. I/I3FOTOBI/ITCHI/I, peryjiupyromue opraibl 1
MOCTAaBIIMKU MEAUIIMHCKHUX YCIIYT IMPUILIA K OCO3HAHUTIO TOT'O (baKTa, yT0 "abcomoTHas" 6€30IacHOCTh B
OTHOILIEHUH MEJIUIUHCKUX U3JIeJIUI HEJOCTHXKUMA. KpOMC TOr0, pUCKHU, BO3BHUKAIOIIUE BCJICACTBUC
YBCIIUYUCHUA I[I/IBepCI/I(bI/IKaIII/II/I MEIULUMHCKUX U3AEIUN 1 paciinpeHuA 00JIacTH BX MMPUMCHCHH, HCBO3MOXXHO
BCCCTOPOHHE paCCMOTPETh B paMKaXx CTaHAAPTOB I10 0€e30IacHOCTH OpoaAYyKIHH. Oco3Hanue JaHHBIX (l)aKTOB u
BBITCKAIOIIAA U3 HUX HOTpe6HOCTI> B MCHC/PKMCHTE PUCKAa MCIUITUHCKNX U3JIeNIUi Ha MPOTSXKCHUU BCETO UX
KHU3HCHHOI'O IUMKJIa CIIOCOOCTBOBAIU OPUHATUIO PECIICHUSA O pa3pa60TI<e nepBoﬁ BEpCUH CTaHIapTa 110

MCHCDKMCHTY pHUCKa.

HepBOHa‘-IaJ'ILHO CTaHAApPT IJIAaHWUPOBAJIN pa3pa60TaTb B HCCKOJIBKHX YacCTAX, KaXaast U3 KOTOPbIX ObL1a OBl
MNOCBAIICHA KOHKPETHOMY DJICMCHTY MCHC/PKMCHTA PUCKaA. I‘IaCTB, MOCBAIICHHAA aHaJIn3y pUCKa, JOJDKHA
ObLia cTaTh HCpBOﬁ YaCTbIO O6HICI‘O CTaHgapTa 1Mo MCHC/PKMEHTY pUCKa. ITo3z:ke ObLIO MOPUHATO PCUICHUC O
paspaﬁoTKe CAUHOI'0 JOKYMCEHTA, BKIIFOYAKOLICTO BCC JICMCHTBI MCHC/[PKMCHTA PUCKA. I'naBHOM HpI/I‘II/IHOﬁ
CcTajla OYCBUIHOCTE TOI'O Q)aKTa, YTO BBIIIOJHECHUC MCHC/PDKMCHTA PUCKA SIBJIACTCA 00s13aTeIIbHBIM BUAOM
ACATCIIBHOCTHU Cpa3y B HECKOJIBKUX MEXKAYHAPOAHBIX PETYJIUPYIONIUX CUCTEMAX. HOSTOMy OBLITO IMPU3HAHO
HeHCJ’IeCOOGpaBHLIM UMETh OT/IeJIbHBIN CTaHAApT MO aHAJIN3Y pHUCKa IJIs Ka)XJIOM 13 ITUX CHCTEM. KpOMe TOTO,
pa3pa60TI<a CAUHOI0 CTa”HJapTa 110 MEHCPKMECHTY pUCKa BMECTO HECKOJIbKUX yacTel J0JDKHA ObLIa JIyqme

OpOACMOHCTPUPOBATH CBA3b MECKAY PA3HBIMU 3JICMCHTAMU MCHEPKMCHTA PHCKaA.

Hacrosmas BEpCUs pa3pa60TaHa JJIA TOTO, YTOOBI BHECTH JOINOJIHUTEJIbHBIC PYKOBOJAIINEC YKAa3aHUA 10
MNPUMCHCHHIO HACTOANLIETO CTaHAapTa. HesnauurtenbHble U3MEHEHUs BHECEHBI B OCHOBHYIO 4aCThb: )1068.B.]'ICHO
Tpe6OBaHI/Ie IJTaHUPOBAHWA MOHUTOPUHI A HOCTHpOHSBOL{CTBeHHOﬁ JACATCIIBHOCTH XU U3 OTYECTA I10

MCHCDKMCHTY pHCKa yJaJICHO Tpe60BaHI/I€ MIPOCICIKUBACMOCTH.

B MIPUITOKCHUHN E (paHee - IPUJIOKCHUEC D) MPUBCACHBI HOBBIC PYKOBOJAANINEC YKa3aHWs B OTHOIICHUN
B3aMMOCBSI3M OMTACHOCTEMN M OMAaCHBIX CI/ITyaIII/II\/'I. Bcee ClIy4an HUCIIOJIb30BAHUA JAHHBIX TCPMUWHOB B HACTOAIICM
CTaHAAPTEC MPOAHATIU3UPOBAHLI B LIEJIAX 00€CIICUCHHS COTTIACOBAHHOCTH C JaHHBIMHA PYKOBOJAIIIMMU

YKa3aHUsIMUA.

I[aﬂbHeﬁHIaﬂ I/IH(I)OpMaIII/ISI COACPIKKUTCA B HWOKCTIPUBCICHHBIX pas3aciiax U nmoAapa3aciax HaCTOAICTO

CTa”HgapTa.

A.2 O6ocHoBaHUe TPeOOBaHUIA, coep:KAMXCA B KOHKPETHBIX pa3jiejiax U Mojapasaesiax HacTosero
cTaHaapTa

A.2.1 O6aacTb NpUMeHeHUs

Bo BBeZieHHY K HACTOSIIIEMY CTaHIAPTY COICPIKUTCS OOBSICHCHNE HEOOXOIUMOCTHU Pa3paboTKH CTaHAAPTa TI0
MEHEKMEHTY PUCKA, IPUMEHUMOT0 K MPOEKTUPOBAHUIO U U3TOTOBJICHUIO BCEX MEIUIIMHCKUX U3JIEIHH.
MeauumHCKue U3enus Ui AMarHOCTUKHY i1 Vitro crielliaibHO OTOBOPEHBI B 00JIaCTH MPUMEHEHUS BO
n30exaHue JII000ro HeMOHUMAaHHUs, KOTOPOE B CHITY Pa3IMYUil B PEryIupyOIIUX JOKYMEHTaX pa3HbIX CTPaH

MOIJIO OBI HCKJIIOUUTH JAHHBIC U3CIHUs U3 obnacTu OPUMCHCHHUS HACTOANLIETO CTaHAapTa.
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Pucku cyniecTByIOT Ha NPOTSKEHUH BCErO KU3HEHHOTO LUKIJIA MEAUIIMHCKOTO u3aenus. Puckamu,
BBISIBJICHHBIMU HA OJTHOW CTaJIUU dKU3HEHHOTO IUKJIAa MEIUIIMHCKOTO U3ENHS, MOKHO YIIPABISAThH C TOMOIIBIO
JICWCTBU, BBITIOJHIEMBIX Ha COBEPUICHHO APYTOW CTAIMU KU3HEHHOTO 1uKIiIa. [To 3Toi npuurHe HACTOSIIHN
CTaHAPT JOJDKEH ObITh IPUMEHUM KO BCEM CTaUSAM KM3HEHHOTO ITUKJIa MEAMIIMHCKOTO U3JIETHs. ITO
03HAYaeT, YTO CTAHAAPT OPUEHTUPYET U3TOTOBUTEIS MPUMEHITh IPUHIUITBI MEHEPKMEHTA PUCKA K
MEIUIMHCKOMY U3JIeNIMIO0, HAUMHAS OT MEePBOHAYAIBLHOIO 3aMbICIIA U JIO BBIBOJA U3 DKCIUTyaTallUd U

YTUIn3anuu.

O0s1acTh MPUMEHEHUS HACTOALIETO CTaHAapTa HE BKIIIOYAET IPUHATUE PEIIEHUS OTHOCUTENILHO TPUMEHEHHS
MEAMLMHCKOro u3nienus. [IpunsaTue pemenns o MpoBEASHUN KIMHUYECKOH MPOLEAYPbI C IPUMEHEHHEM
MEIMLIMHCKOTO U3JIeNus TPeOyeT TOCTUKEHUS ONTUMAIILHOTO COOTHOIICHUS! MEXKAY OCTATOYHBIMHU PUCKAMH U
0’KHJaeMOH M0JIb30H OT MPOBEJCHMS JAHHOM MPOLEAYPbI UK albTePHATUBHBIX npoueayp. I1pu BeiHeceHHH
TaKHUX pelIeHUu HeOOXOUMO YUUTHIBATh MIPEIYyCMOTPEHHOE MPUMEHEHUE, KIMHUYECKYIO MOJIb3Y U PUCKH,
CBSA3aHHBIE C KOHKPETHBIM MEIUIIMHCKUM U3/IENINEM, a TAK)KE PUCKU U MOJIb3Y, CBS3aHHbBIE C KITMHUYECKOM
MIPOLEAYPOH WM YCIOBUSMU NPUMEHEHHUS MEAULMHCKOTo u3aenus. HekoTopble U3 3TUX peleHunii MoryT
OBITH TIPUHSTHI TOJIBKO KBATH(DHUIIMPOBAHHBIM MEIUIIMHCKUM PaOOTHUKOM, BJIAJICIOMINM HH(DOpMALUEH 0
COCTOSIHIH 37I0POBbsI KOHKPETHOTO MAIMEHTA MM 3HAIOIIUM CyOhEKTUBHOE MHCHHE CaMOT'0 MMAIEHTA 10

JAHHOMY BOIIPOCY.

HeCMOTpr Ha CEPHE3HYIO MMOJICMUKY I10 IMTOBOAY ypOBHefI JA0IyCTUMOCTH pHCKaA, HACTOSIIAMN CTaHAapT HE
YyCTaHaBJIMBACT JAaHHBIC YPOBHH. YcTaHoBIIeHHE €IMHOTO JIJIs1 BCEX CJIy4aceB YPOBHA OOITYCTUMOTI'O pPUCKa OBLIO

Obl HEYMCCTHBIM 11O CJICAYIOIIHUM IIpUYUHAM:

- u3-3a 00JIBIIOro pa3H006p331/15[ U3JEIUN 1 CPITyaIIPIﬁ, OXBAaThIBAEMBIX 00JIACTHIO NPUMCECHCHU HACTOAIICTO

CTaHgapTa, 4TO JIMIIAaET CMbICJIa BBIpa6OTKy CAUHOI'0 YPOBHS AOITYCTUMOTI'O PUCKA,

- U3-3a HAJINYUA MCCTHBIX 3aKOHOB, O6BI‘~IaeB, LIEHHOCTEH 1 0COOEHHOCTEMH BOCIIpUATHA PHUCKA, Ooiree
NOAXOAAIIHNX AJI ONPEACTICHUA JOITYCTUMOI'O prUCKa B KOHKpCTHOﬁ I(yJ'IbTypHOfI Cpeac U KOHKPETHOM

peruose.

HOCKOJ’IBKy HE BO BCEX CTpaHax Tpe6yeTc;1 HaJINMYHUEC CUCTEMbI MCHC/DKMCHTA Ka4€CTBA y HU3rOTOBUTEIICH
MCAUIHUHCKHUX I/ISIICJ'H/II\/'I, TO CUCTEMA MCHCIPDKMCHTA Ka4CCTBA HC ABJIACTCA Tpe6OBaHI/IeM HaCTOAICTO
CTa”HgapTa. O,Z[HaKO HaJIM4YHUEC CUCTEMbI MCHCIPKMCHTA Ka4CCTBa LI}Z)GBBI)I‘-IH.I\/'IHO Ba’XHO JJIA HAAJICKAIICTO
MCHCIPDKMCHTA PUCKOB. ITo aToit MNPpUYINHE, a TAKXKC ITOTOMY, UTO OOJIBIIMHCTBO U3rOTOBUTENIEH HCIOJIB3YIOT
CUCTEMY MCHC/PKMEHTA Ka4€CTBaA, HACTOSIIHAMN CTaHAAPT IMOCTPOCH TaAKUM 06pa30M, YTO OH JICTKO MOXKET OBITh

BKJIFOYEH B ITPUMEHSAEMYIO U3TOTOBUTEIEM CUCTEMY MEHEIKMEHTa KayecTBa.
A.2.2 TepMuHBI U onpe/ie/IeHUSA

Bo u3bexanue n300peTeHusi MHOKECTBA HOBBIX M, BO3MOYKHO, HEIPUBBIYHBIX TEPMUHOB HACTOSIINUN CTaHIAPT
HaMEPEeHHO OCHOBAH Ha OO0JILIIIOM KOJUYECTBE MH(OPMAIIMK 110 MEHEPKMEHTY PUCKA, COJIEPIKaIIEeHCs Kak B

CTaHAapTax, TaKk U B ITPOYUX U3JaAHUAX. TaM, T'1€ BO3MOXHO, UCITOJIb30BAHBI YK€ UMCIOIIUCCA TCPMUHEI C

COOTBETCTBYIOIIUMHA ONPCACICHUAMMU. OCHOBHBIMH HCTOYHHKAMU TEPMUHOB U OHpeI[eJ'ICHI/Iﬁ SIBJIAOTCA [2],

[3], [3].

OnpeneneHI/m HEKOTOPBLIX TEPMHUHOB B HACTOAIIEM CTAaHAAPTEC OTINYAIOTCS OT O6HIerI/IH$ITBIX. HaHpHMep,
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ob0beauHeHHas padboyas rpymmna 1 (JWG 1) HamepeBanack BKIIOYHTE B ompeneseHne Tepmuna "spena’” (2.2)
YIOMUHAHHE O YPE3MEPHOM ICUXOJIOIMYECKOM CTPECCe WIIM HeXeTaTeIbHON 0epeMEeHHOCTH KaK YacTH

Sl

"Bpena, HAHOCHUMOTO 3/10pOBBIO JItoJIeil". BbIsI0 U3BECTHO, UTO BHIMOJIHEHUE MEHEXKMEHTa pUCKa OyeT
00s13aTeTIHbHBIM TPEOOBAHUEM, BHIPAXKCHHBIM B SIBHOW HJIM CKPBITOM (hOpMe, BO MHOTHX CTPaHAX HJIM PETHOHAX.
B sT0ii cBsi3M ObLIa clienaHa MoMbITKAa UCTIOIb30BATh OMIPEIEICHHUS, ITUPOKO PACIIPOCTPAHEHHbIE B
perynupyromux 1okymentax. Hanpumep, onpeaenenue tepmuna "usrorosutens” (2.8), cogepxaiieecs B [10],
COOTBETCTBYET ONPEAETICHUIO TOTO ke TepMUHa, ucrojbzyemomy B CLIA. Tepmun "MequuuHckoe uzaenue" u
ero onpezenenue (2.9) B3arel u3 [3], rae oHU 3aMMCTBOBaHbI y ['pymnribl o rinodaabHON rapMOHHU3AMH

(GHTF) [4].

Omnpenenenue TepmuHa "mpeaycMorpeHHoe npumeHenue" (2.5) sBisieTcss KOMOMHAIMEH U3 OIpeIeTICHUI
TepMHHOB "mipeycmorpenHoe npuMmenenue” (CLIA) u "npenycmorpennoe HazHadenue" (EC). Itu repMuHbI
HUMEIOT MPAKTUYECKU OJTHO U TO e onpeeneHue. CuuTaercsi, YTo Ipu pacCMOTPEHUH MPELyCMOTPEHHOIO
MIPUMEHEHUs] MEUIIMHCKOTO U3/I€Hs U3TOTOBUTENb IPUHUMAET BO BHUMAHUE MPEATNOIaraeéMbIxX

MOJIb30BaTeNeH JAHHOTO HU3ACuS.

OnpezneneHust ceMu Ipyrux TEPMUHOB, IPUBEJICHHBIE B HACTOALIEM CTaHIapTe, HE OCHOBAHbI Ha
ONpeeTIeHUAX, IPUBEJICHHBIX B APYTUX CTaHJapTaX. ITO ONpPEIeIeHUs TAKUX TEPMUHOB, KaK "KU3HEHHbII
uuka" (2.7), "noctnpousBoactso” (2.11), "ymnpasnenue puckoM" (2.19), "ouenuBanue pucka" (2.21),
"onpenenenue pucka" (2.20), "MenemkMeHT pucka” (2.22) u "daiin MeHepKMenTa pucka” (2.23).
Onpeznenenue TepMuHa "KU3HEHHBIA UK HEOOXOIUMO JJISl pa3bsICHEHHUS TOTO MOJIOKEHHS, YTO B KOHTEKCTE
HACTOSIIEr0 CTaHapTa JaHHBIA TEPMUH OTHOCUTCS KO BCEM CTaIUSIM CYIIECTBOBAHUS MEIUIUHCKOIO
uznenus. OnpeneseHue TepMUHa "MIOCTIPOU3BOACTBO" BBEJCHO, JUIsl TOTO YTOOBI MPUBJIEYb BHUMAaHUE K
BaYXHOCTH 0XBAaTa BCEro KU3HEHHOT'O LIMKJIA METUIIMHCKOTO U3AEIHs IS Lieield MEeHEe[KMEHTa PUCKa.
Onpeznenenue TepMuHa "yrpaBiieHUe pUCKOM" COTJIacOBaHO C ONpe/iesieHueM TepMuHa "aHanu3 pucka',
MpuUBeICHHBIM B [2]. B nepBoHavyanbHON BEPCHUU HACTOSILETO CTaHAapTa B OIPEIeIEHUH TePMHUHA
"olleHMBaHue pucka'" ObUIa CChUIKA Ha '"CyllecTBYIOLIME 00IIecTBeHHbIE IIeHHOCTH". B JaHHOi Bepcuu 3Ta
CCBIJIKA OTCYTCTBYET 10 IBYyM MpUUMHAM: 1) onpeaeseHre TepMUHA He I0JDKHO COJiepKaTh TpeOoBaHue; 2)
TEPMHUH "CYILECTBYIOLIUE OOLIECTBEHHbIE IEHHOCTH' HE SABJISIETCS JOCTATOUYHO TOYHBIM. Y JaJIeHUE JaHHOTO
TEPMHHA U3 OIPEEIICHUS] KOMIIEHCUPYETCS OMMCAaHUEM KOHIIETIIUN PUCKA BO BBEACHUHU K HACTOSILIEMY
CTaHIAPTy, 0OCCIICUEHIEM JIOMOTHUTEILHBIX HOPMATHBHBIX TPEOOBAHHH K IMOJUTHKE MEHEKMEHTA PUCKa, a
TaK)Ke PyKOBOISIIMMH YKa3aHUSIMU B OTHOLICHUH JIOIYCTUMOCTH pHUCKa. B onpenenennu repMuHa
"MEHeIKMEHT pUcKa' clieslaH aKIeHT Ha UCTIOJIb30BaHUU CUCTEMHOTO MOJIX0Aa U HEOOXOIUMOCTH KOHTPOJIA
€O CTOPOHBI BhICLIEro pykoBoacTBa. Konuenmus "daiina MeHepxMeHTa pucka' BriepBble Obula onvcana B [7],
HO B OIIpe/IeJIeHHEe JAHHOTO TEPMUHA BHECEHBI M3MEHEHHUS, TIOCKOJIbKY OIpe/iesieHue U3 [7] OTHOCUTCS K

3aImucCsAM 11O Ka4YCCTBY.

Onpeznenenue TepMuHa "Boiciiee pyKoBoJICTBO" (2.26) 3auMCTBOBAHO U3 [5]. OHO OTHOCHUTCS K JIUILY WM

TpYyHIe Juil, HaxXoJAnXCsA Ha BBICIIIEH CTYIICHH OpraHu3alyu.

A.2.3 O6uue TpeGOBaHUSA K MeHEIKMEHTY pUcKa

A.2.3.1 Ilpouecc MeHezKMEHTa PUCKa

TpeGOBaHI/Ie K U3roTOBUTECIIIO YCTAHOBUTD MPOLCCC MEHEIPKMCHTA PHUCKAa KaK 4aCTh IPOCKTUPOBAHUSA U

pa3pa60TKH MCIUIUHCKOTO U3ACJIUA COACPIKUT 3.1. D10 HCOGXOL{I/IMO, AJIs1 TOro 4TOOBI U3TOTOBUTEL MOT

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


https://www.mediana-filter.ru

EANAHA

| ‘: %Mnb-rp CtaHpapTbl kayecTBa BoAbl: https://www.mediana-filter.ru/news-and-technology/standarts/

CHUCTEMaTUYECKU 00ECIIeYNBaTh HATMYUE TPEOYEMBIX 3JICMEHTOB B MPOIIECCE MCHEKMEHTA PHCKA. AHAITN3
PHCKa, OI[CHUBAHKE PUCKA U YIPABICHHE PUCKOM SIBIISTIOTCS OOIICIPU3HAHHBIMU OCHOBHBIMU 3JICMEHTaMU
MeHeKMeHTa prucka. OJIHAKO B HACTOSIIEM CTaHApTe JIeIaeTCs aKIEHT Ha TOM, YTO IIPOLECC MEHEIKMEHTa
pHCKa HE 3aKaHYMBACTCS HA MIPOSKTUPOBAHKH, Pa3paOb0TKe U M3TOTOBICHUH (BKIIFOYAsI IPU HEOOXOIUMOCTH
CTEpUIIM3ALIMIO, YIIAKOBBIBAHUE U MAPKUPOBAHKUE) MEUIIMHCKOTO M3/IEJIHsL, a IPOJOJDKACTCS Ha CTaIul
MOCTIPOU3BOICTBA. [10 ATOM mpu4rHE cOOP MOCTIPOU3BOICTBEHHON HH(POPMAIIH ObLT IPH3HAH
HE0O0XOAMMBIM AJIEMEHTOM Tpoliecca MEHEPKMEHTa prcka. KpoMe Toro, npu Halnu4yuu y U3roTOBUTENs
CHUCTEMbI MEHEPKMEHTA KayecTBa MPOIecC MEHEKMEHTA PUCKA JIOJKEH OBITh MOJHOCTHIO HHTETPUPOBAH B

JaHHYIO CUCTEMY Ka4ye€CTBa.

HeCMOTpr Ha TO 4TO ACATCIIBHOCTD IO MECHEIPKMCHTY PHCKAa BO MHOI'OM 3aBUCUT OT KOHKPETHOI'O
MCIUIIMHCKOI'O U3ACIIUA, CYIICCTBYIOT OCHOBHBIC 3JICMCHTBI, KOTOPbIC HCO6XOI[I/IMO BKJIFOYAaTh B IIPOLECC
MCHCPKMCHTA pUCKa U KOTOPBIC pACCMOTPCHBI B JAHHOM IIOApPa3a€JIcC. B nannom nmoapa3aciice TAaKXKE OTpaKeHa
BO3MOXHOCTb pa3J'II/I‘~II/1ﬁ B PEryjIMpyrOmunX JOKYMEHTAX IO MPUMCHCHHWIO MCHEPKMCHTA PHUCKaA K

MCAUIUHCKHUM U3CIIUAM.

TpeboBaHUAM CTAHIAPTOB [0 CUCTEME MEHEDKMEHTA KauecTBa cTporo cieaytoT 3.2 u 3.3. B HekoTophIx
CTpaHax JJis BBEACHUS U3JIeNus B oOpalleHue HeoOX0AMMO HaJIMuMe CUCTEMbl MEHE/DKMEHTa KauecTBa (Kpome
TEX CIIy4aeB, KOTJIa H3IENIUE CICHUABHO HCKITFOUEHO 13 00IaCTH IPUMEHEHHS CHCTEMBI MEHEDKMEHTA
KauyecTBa). B npyrux crpaHax npuMeHEeHUE CUCTEMbl MEHEPKMEHTa KauecTBa SBJSIETCSA JOOPOBOIBHBIM
BbIOOpOM HM3roToBuTeNs. TeM He MeHee BhIOHeHHE TpeboBanmii 3.2 U 3.3 He0OXOIUMO TS 00CCIICUCHHS
Pe3yJIbTAaTUBHOCTH MEHEPKMEHTA PUCKA HE3aBUCUMO OT TOT'0, UCIIOJIBb3YET JIU U3TOTOBUTENb BCE MPOUYHE

9JIEMEHTBI CUCTEMbl MEHE[PKMEHTA KauecTBa.
A.2.3.2 OTBeTCTBEHHOCTDb BBICIIEr0 PYKOBOJICTBA

O0s13aTeNBCTBA BBICILIEIO PYKOBOCTBA UTPAIOT PELIAIONIYIO POJIb B JOCTHXKEHUH PE3YIIbTaATUBHOCTH MpoLiecca
MEHEXKMEHTa pUcka. Briciiee pykoBOJICTBO JOJKHO HECTH OTBETCTBEHHOCTD 3a MTPOLECC MEHEIKMEHTa
pHUCKa B LI€JIOM, U B JAHHOM I0JIpa3/iesie yAeIeHo 0c000e BHUMAHKUE POJIM BBICLIETO PYKOBOJICTBA, OCOOCHHO

CIeayronuM MOMEHTaM:

a) IpUu OTCYTCTBHUU HeO6XOI[I/IMI:IX PECYPCOB ACATCIIBHOCTD 11O MCHC/PKMEHTY PUCKaA 6y[leT MCHEC

peSyHbTaTHBHOﬁ, Jaxe €CJIM OHa OTBEYACT BCEM APYIrUM TpC6OBaHI/I5[M HaCTOAIICTO CTaHAapTa,

b) MCHC/PKMCHT pHCKa SABJIACTCS CHCIII/IaJ'II/BI/IpOBaHHOﬁ JUCIUTIMHON 1 Tpe6yeT BOBJICYCHHS B ITPOLIECCC

poQeCcCHOHATIOB, CIICIHATEHO 00YYCHHBIX METOIaM MEHE/DKMEHTa prcka (cM. A.2.3.3);

C) MMOCKOJIBKY HACTOSIIIUN CTaHAapT HC YCTAHABJIMBACT YPOBHHU AOIYCTUMOI'O PHUCKA, OT BBICHICTO PYKOBOACTBA

Tpe6yeTc;1 pa3pa60TaTI> MOJIMTUKY YCTAHOBJICHHA JOITYCTUMOCTHU PUCKOB;
d) MCHC/PKMCHT pHCKa MPEACTABISACT coboit SBOJIFOLIMOHHBIN nponecce, u rmo3TomMy HeO6XOI[I/IMO IpOBOAUTH
HepI/IOL[I/I'-ICCKI/Iﬁ aHaJIn3 ACATCIIbHOCTH IO MEHECIPKMECHTY PUCKaA, IJIA TOI'O YTOOBI YAOCTOBEPUTHCA B €€

NPaBUJIBHOCTH, UCIIPABUTH HEAOCTATKH, BHCAPUTL YCOBEPIICHCTBOBAHUA U a1alITUPOBATLCA K U3BMCHCHUSAM.

A.2.3.3 KBajqudukanus nepcoxHana
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I[J'ISI BBITTIOJIHEHUA 3a1a4 110 MCHC/PKMEHTY pUCKa BAXKHO UMETH KBaJ'IPI(bPIIIHpOBaHHBIfI nepcoHall. HpOHCCC

MEHE/PKMEHTA PUCKa TpeOyeT MPUBICUCHHUS TIEPCOHANA, HMEIOIIETO MTPAKTUYCCKUIA OIIBIT B TOM, KaK:

- YCTPOEHO MEIUIMHCKOE U3/IENNUE;

- (DyHKIMOHUPYET MEIUIIUHCKOE U3/ICIIHE;

- U3rOTOBJICHO MEAMILIMHCKOE U3JIEIINE;

- IPUMEHATh MEIMIIMHCKOE U3/eIIHE;

- IPUMEHSATH NPOLIECC MEHEPKMEHTA PHCKa.

K BBIIIOTHEHUIO MEHEDKMEHTA PUCKA HEOOXOIMMO MPUBIIEKATh MIPEACTABUTENICH Pa3HbIX (PYHKIIHOHATBHBIX
MoJipa3/ieJIeHuid U JUCLMILIMH - CIIEUAIMCTOB B cBoel obsactu. [1pu 3TOM crienyet B3BEIIEHHO MOAXOAUTh K
BONPOCY B3aUMOOTHOIICHUH MEXKAY COTPYIHUKAaMH, BBITOIHSIOIIMME 33/1a4l MEHEIKMEHTa PUCKA.

st obecriedeHnst 00bEKTHBHOCTH CBUICTEIBCTB HEOOXOIUMO BECTH 3aIIUCH O KBATH(DUKAIIMU ITIEPCOHAA.
Hacrosimuii cTaHmapt He COACPIKUT TPEOOBAHUS XPAHHUTh 3TH 3aIlUCH B (haiiie MCHEIKMECHTA PHCKa BO
n30exKaHue TyOIUpOBaHUS U U3 COOOPKEHUH KOH(PHUICHINATFHOCTH M 3allUTHl HH()OPMAIIUH.

A.2.3.4 Ili1aH MeHeIKMEHTa PUCKa

[11an MeHeKMEHTa pUcKa HEOOXOIUM T10 CIEAYIOLIUM COOOPaKEHUSM:

a) Juld HaJJIe)Kallero MeHePKMEHTa PUCKa BaKEH OPraHM30BaHHBINA MOIXO;

b) IIaH SBJIACTCA OHCpaTI/IBHOI\/'I CXEMOM 1151 MeHEeHKMEHTa PpUCKa,

C) I1aH CHOCO6CTByeT 00BEKTUBHOCTH MCHC/PKMCHTA pUCKa U ITIOMOTacT HE 3a0BIBaTh O €I'0 OCHOBHBIX

AJIEMEHTaX.
[lepeuncnenus a) - f) (cM. 3.4) 00sA3aTEIBHBI MO CIECIYIONUM COOOPAKESHUSIM:

- o0JyiacTh IPUMEHEHHMSI IJIaHA BKITIOYAET JIBE OTIMYHBIC APYT OT JIpyra cocrapistoiue. [lepBas n3 Hux
HUJACHTU(HUIUPYET paccMaTPpUBAEMOE METUIIMHCKOE M3Ie/IKe, BTOpast - CTaIUH KU3HEHHOT'O IIMKJIA JJAHHOTO
W3JIeTUSI ¥ COOTBETCTBYIOIINE UM JIEMEHTHI I1aHa. OnpeenvuB 00J1acTh MPUMEHEHUs TIaHa MEHE/DKMEHTA

pUcCKa, U3roTOBUTEIIb CO3AaCT 6&3}7, Ha KOTOpOﬁ CTPOUTCA BCA ACATCIbHOCTD IO MCHC/DKMCHTY PHCKa,

- pacnpeacjaCcHuEC OTBETCTBCHHOCTU U MOJITHOMOYM I HCO6XO,HI/IMO JJIL TapaHTHUXU TOT'O, YTO HET yHyIIIeHHOﬁ

OTBCTCTBCHHOCTH,

- dHaJIM3 TaKoro BuJa ACATCIbHOCTU, KaK MCHCIPKMCHT PUCKaA, ABJIACTCA 00513aHHOCTBIO BBICIICTO

PYKOBOJICTBA;

- KpUTEpUHU NOIIYCTUMOCTU PUCKA SABJISKOTCSA OCHOBONOJIAratOIMMHU Jis1 MCHEPDKMECHTA pUCKa, UX CICAYCT
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yCTaHaBJIMBATb O Ha4aJla aHaJIM3a pyUCKa. DTO ITOMOKET COXPAaHUTDb 00BEKTUBHOCTH mporunecca, OorMcaHHoro B

pazzaene 5;

- BepI/I(bI/IKaIII/ISI ABJISICTCS OJHUM U3 OCHOBHBIX BUAOB JACATCIBHOCTH, €€ IIPOBCACHUC SABJIACTCA Tpe6OBaHI/IeM
6.3. HHaHHpOBaHI/Ie JaHHOI'o BUJa ACATCIbHOCTU IIOMOI'acT 00CCIICYNTD HATHINC HCO6XOI[I/IMBIX PECYPCOB.

Eciu BepI/I(i)I/IKaHI/If{ HE 3aIllJTaHupPOBaHa, €€ BAXXHBIC COCTABJIAIOIIUC MOTYT OBITh YIOYIICHBI;

- HCO6XOILI/IMO pa3pa60TaTL ClICUAJIbHBIC METOABI ITOJIYUCHUA HpOPISBO)ICTBeHHOﬁ n HOCTHpOHSBOL{CTBCHHOﬁ
I/IH(bOpMaHI/II/I 00 U3ACIINU, AT TOIrO YTOOBI CylmeCTBOBaJIa O(I)I/IIII/Ia.]'IBHaSI " HaJ1CKalllum O6p3.30M
OpraHru30BaHHas1 06paTHa$[ CBA3b, 06ecneqHBa}0ma${ BKIIIOUCHHC HpOH3BOI{CTBeHHOﬁ n

HOCTHpOHSBOI{CTBCHHOﬁ I/IH(bOpMaHI/II/I B IpOLECC MCHC/PKMCHTA pUCKa.

I[J'I?I o0JIeryeHus ayJuTa U aHajin3a npouecca MEHEIPKMEHTA PUCKa BKIIIOYEHO Tpe6OBaHI/Ie XPaHUTB 3aIIUCHU 00

HN3MCHCHUAX.

A.2.3.5 @aii MeHeIKMEHTAa PUCKA

B Hacrosiiem crannmapre TepMuH "(aiin MEHEKMEHTA PUCKA" TIPUMEHSIIOT Il 0003HAYCHUST HAMEP CHHS
W3TOTOBUTENS Pa3MECTUTh B KOHKPETHOM MECTEe MJIM 0003HAYUTh MECTOIOJIOKEHHUE BCEX 3aIUCEi,
OTHOCSIINXCS K MEHEIDKMEHTY PHCKa. DTO 00Jeryaet mporece MCHEIKMEHTA PHCKa B CIIOCOOCTBYET Ooiee
3 PEKTUBHOMY IPOBEICHUIO ayIUTa HA COOTBETCTBHE TPEOOBAHMSIM HACTOSIIETO CTaHIapTa. BrimoHeHwe
TpeOOBaHM O MIPOCIEKUBAEMOCTH HEOOXOAUMO IS IEMOHCTPALIMH TOTO, YTO MIPOLECC MEHEIKMEHTa PUCKa

MMPUMCHCH K KaJ101 HI[CHTPI(i)HIIHpOBaHHOfI OIIaCHOCTH.

Ba>1<Hy}0 POJib B MMPOLECCEC MCHEIKMCHTA PHUCKa UT'PACT €ro 3aBCPpUICHHOCTD. HesaBepmeHHaﬂ 3aJada MOXKCET
O3Ha4aTrb, 4YTO I/II[CHTI/I(I)I/ILII/IpOBaHHOI‘/'I OIMAaCHOCTBIO HE YIIPABJIAIOT, CJICACTBUEM YCTO MOXKET CTATh
NPpUYIMHECHUC BpEaaA. Hp06neMa MOJKET OBITh CJICACTBUEM HE3aBECPIICHHOCTHU JIeCTBUI Ha o000 cTaaguu
mnponecca MCHCPKMEHTA pUCKa. 210 HeI/I,HeHTI/I(bI/IHI/IpOBaHHBIe OIMMaCHOCTH, HCOLICHCHHBIC PUCKU,
HCEYCTAHOBJICHHBIC MCPBI 11O YITPABJIICHUIO PUCKOM, HCBBIIIOJTHCHHBIC MEPBI IO YIIPABJICHUIO PUCKOM HWJIN MEPbI
10 YHIPaBJICHHUIO PUCKOM, ITPU3HAHHBIC HEPE3YJIbTAaTUBHBIMHU. ﬂﬂﬂ obecrieueHus YBEPECHHOCTHU B

3aBCPIICHHOCTH IMpOLECCa MCHC/PKMCHTA pUCKa HCO6XO,HI/IMO OCYHICCTBJICHHUE TPOCIICIKUBACMOCTH.

A.2.4 Auaau3 pucka

A.2.4.1 Ilpouecc aHau3a pucka

B 4.1 onucano, kak NPUMEHATH JAOCTYITHYIO MOJIE3HYI0 HH(POPMAIIHIO, UCTIONb3Ys PE3YIbTaThl aHAM3a PUCKA
oJ00HOro MenuimHCcKoro m3nenus. [Ipumeuanne 1 (cm. 4.1) uHGOPMUPYET MOTH30BATEINCH HACTOSIICTO
CTaHJapTa O TOM, YTO MPU HATUIHU HEOOXOIUMOHN HH(POPMAIIH O TIOZOOHOM H3/ICIIUU €€ MOKHO U HYIKHO
HCIOJIb30BATh JJIS SKOHOMHUU BPEMEHH, YCUIIMHI U Apyrux pecypcoB. OHAKO MOIb30BATESIM HACTOAIIETO
CTaHJapTa HEOOXOAUMO BHUMATEIBHO U CHCTEMATHYCCKH OLCHUBATH JTAHHYIO WH(DOPMAIIHIO C TOYKH 3PCHUS

ee MPUMEHUMOCTH K TeKYIIEMY aHaIU3y PUCKa.
Crnemyer OTMETHUTD, 4TO MepeyrcieHus a), b) u c) (cMm. 4.1, npumedanue 4) conepxaTt TpeOoOBaHUs K

OCHOBHOMY MHWHHUMAJIBHOMY Ha60py JaHHBIX, HeO6XOI[I/IMOMy AJI obecrieueHus IPOCICIKUBAECMOCTU U

NPEACTABIAONIEMY BaXKHOCTD JJIA dHAJIN3a CO CTOPOHBI BBICIICTO PYKOBOACTBA U MOCJICAYONINX ay AUTOB.
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TpeboBanus, cogepikamiuecs B iepeducicHuu ¢) (cm. 4.1, npumedanue 4), MOMOTAOT TAK)KE YTOYHUTD

0011aCTh MPUMCHCHHA aHAJIM3a PUCKa U BepI/I(bI/ILII/IpOBaTB €T0 3aBCPHICHHOCTD U IMOJIHOTY.

A.2.4.2 TlpexycMOTpeHHOE IPUMeHeHHe U MIeHTH(PUKAIUA XapAKTEePUCTHK, OTHOCSLIHUXCH K
0e30MacHOCTH MeAULMHCKOT0 U31eusl

Ha nanHowm sTarme nponecca MCHCPKMEHTA pUCKa U3TOTOBUTEIIb JOJIKCH IMTPOAHAIIM3UPOBATH XapPaKTCPUCTUKH,
BJIMAIOIIHUEC HA 0€30IacHOCTh MEIULMHCKOTO u3aenus. MI3roroBUTenb Takxke JOKEH NPpUHHUMATb BO BHUMaHHE
npeamnojaracMmoro HOJIB3OBaTeH$I(eI>'I) MCIUIUHCKOI'O U3ACJuA, T.C. YUUTbIBATD, 6yz[eT JIK OTO HCO6y‘-IeHHI)II\/'I
I10JIB30BAaTCJIb UJIN KBaHI/I(i)I/IIII/IpOBaHHBII‘/'I MEAUIUHCKUI pa6OTHI/IK. HpI/I MNPOBCACHNU aHAJIN3a pUCKa
HCO6XOJII/IMO TAKXE YUYUTBIBATH, YTO MECAULIMHCKUE U3ICTIUS MOTYT OBITh MNPUMCHCHBI B OTJIMYHBIX OT
OpeaAYCMOTPCHHBIX U3IOTOBUTCIIEM CUTYyallUAX, a TAKKC B CUTyallUAX, HC IPEAYCMOTPCHHBIX Ha dTalax
MIPOCKTUPOBAHUS U pa3pa60TI<H MCAUIHUHCKOI'O U3ACIINAA. Ba)KHO, YTOOBI M3TOTOBUTED IIOMBITANICS 3ariisIHyTh

B 6y,aymee 1 OpeaAyCMOTPETb OMMACHOCTHU, BO3SMOXHBIC ITPU IIPUMEHCHHUU MECAULIUMHCKOT'O U3CJIN.

[punoxxenue C npegHazHaueHO AJIs OKa3aHUs MOMOILM B OMTUCAHUU XapaKTEPUCTUK KOHKPETHOTO
MEJMLMHCKOTO U3JIENUs U YCIOBUI ero npuMeHeHus. [IpuBeieH bl B HEM MepeyeHb BONPOCOB, HA KOTOPbIE
CJelyeT 1aTh OTBETHI, HE SABJISETCS UCUEPIIbIBAOIIMM. Kaskblii H3rOTOBUTENb I0JKEH TBOPYECKH OTHECTUCH
K OTPEAETICHUIO XapaKTEPUCTHK, OTHOCSIIMUXCS K 0€30MaCHOCTH KOHKPETHOT'O MEUIIMHCKOTO U3/1ETIHSL.
Criucok, npuBeeHHbIHN B puiioxkeHuu C, B3AT U3 EPBOHAYAILHONW BEPCUU HACTOSILETO CTaHAapTa U UMEET
JIOTIOJTHEHHMSI, IOSBUBILIHUECS B PE3yJIbTaTe U3yUEHHUsI KOMMEHTApHUEB K MpoekTaM cranaapTa. CIUCOK JOJDKEH
noOy’KaTh U3TOTOBUTENS K IPOBEJCHUIO aHAJIN3a B OTHOLLIEHUU TOTO, "KOTJa MU YTO MOXKET NOUTH
HenpaswibHO". [Iprokenue H B OTHOIICHUN MEIUIIMHCKUX U3ICIUN U AUATHOCTUKHY in Vitro pa3paboTaHo
NCO/TK 212 "Knuanveckue 1a00paTOpHbBIC UCCICIOBAHNS U TUATHOCTUICCKUE TECT-CHCTEMEI in Vitro"
CIEMATIBHO AJIS HACTOSIIEro cTanaapTa. TekeT npuiokeHus [ B OTHOILIEHUH TOKCUKOJIOTMUECKUX
ONAacHOCTEH 3aMMCTBOBAH U3 MPUIOKEHHs B mepBoHavaIbHON BEpCUM HACTOSIIETO CTaHIapTa C

HC3HAYUTCIbHBIMHU U3MCHCHUAMU.

A.2.4.3 UnenTuduKanus onacHocTeil

Ha nanHoM 3Tane u3roToBUTEIIO HeO6XOI[I/IMO CUCTCMATUYCCKHU I/I,Z[CHTI/I(I)I/ILII/I])OBaTB IMPOrHO3UPYEMBIC
OITaCHOCTH, CBA3AHHBIC C KOHKPETHBIM MEAUIIUMHCKHUM HU3ACJIMECM, KaK JJIsI HOPMAJIbHBIX yc.]'[OBPIfI, TaK U I
yCHOBI/Iﬁ OTKasa. I/IIICHTI/I(i)I/IKaHI/IFI JOJIDKHa OBITH OCHOBaHA Ha XAPAKTCPUCTUKAX, OTHOCAIINXCA K

0e30macHOCTH MECIAUIHUHCKOI'O U3ACIINA, I/II[CHTI/I(bI/ILII/IpOBaHHI)IX B4.2.

A.2.4.4 Onpenesienue pucka(oB) Il KAKI0H ONMACHOI CUTyaluu

OI_IeHI/IBaTb PUCK U OCYHICCTBJIATL MCHEPKMCHT PUCKA MOXKHO TOJIBKO ITOCJIC TOI'0, KaK OlmaCHas CUTyalus
I/II[GHTI/I(l)I/IIII/IpOBaHa. HCO6XOL[I/IMO CUCTCMATHYCCKU JOKYMEHTUPOBATh 000CHOBaHHO MIPOTrHO3HUPYEMBIC

IOCJICJ0BATCIbHOCTHU CO6I)ITI/II71, KOTOPBIC MOT'YT npeoGpa3OBaTL OIMaCHOCTH B OINNACHYIO CUTYyallHIO.

HpPIJ'IO)KCHI/Ie E Bximtouaer NEepCUYCHb TUITMYHBIX OIacHOCTEH 1 IPpUMEPLI, AEMOHCTPUPYIOIIUEC B3aUMOCBA3b
MCKAY OIMMACHOCTAMM, IIPOTHO3UPYEMBIMH ITOCJICI0BATCIIBHOCTAMU CO6I>ITI/II\/'I, OIMaCHBbIMHU CUTYaAllUSIMU U
BO3MOXHBIM BPE€AOM, YTO IMO3BOJIACT ITIOMOYb U3TOTOBUTCIIIO B I/II[CHTI/I(bI/IKaIII/II/I OIMAaCHOCTEH M OMaCHBIX
CHTyaIIHﬁ. DTO 0COOCHHO BasKHO IpU HAJIUYKUHW ITOCTICAOBATCIIBHOCTHU CO6BITI/II\/'I, KOTOpast MOXET IMPUBECTHU K

OIacHoOM CUTyallud U B UTOI'C - K IPUYUHECHUIO BpEIa. WsroroButento CJIEAYyECT pacClio3HaBaTh U
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I/II[CHTI/I(l)I/IIII/IpOBaTL TAaKKEC IIOCJICA0BATCIbHOCTHU CO6I:ITI/II\/'I, JJIs TOro 4TOOBI JOJIDKHBIM 06pa30M OIIPEACIIUTH

BO3MOJKHBIH(bI€) puCK(H) [cM. pucyHok E.1 (npunoxenue E)].

HepequL, HpHBCI{eHHLIﬁ B IPHUJIOKCHUU E, HEC ABJISICTCS UCUCPIILIBAIOIIUM U HE NOJDKCH pAaCCMATPUBATHCA

Kak KOHTpOJ’ILHbeI NEepCUYCHb; OH MMPU3BaH CTUMYJIMPOBATH TBOPUCCKOC MBIIIIJICHHUE U3TOTOBUTCIIA.

210 MOCJIeIHUM dTan aHajr3a pucka. I'naBHOI TPYAHOCTBIO HA JAHHOM 3TaIi€ ABJISICTCA TO, YTO ACATCIbHOCTDb
10 ONpCACIICHUIO PUCKA 6YIICT pa3H01‘/'1 JUTSL KQXKJ101 Hccnez[yeMoﬁ OIacHoM CUTyalluu U IJIs1 KaXXA0ro
paccMaTpuBacMoOro MEANIMUHCKOIO0 U3CJIHA. HOSTOMy OBLIO MOPUHATO PCHICHUC U3JIOXKUTH COACPKAHNC
JaHHOr'o moapasjiciia B O6HII/IX ycpTax. HOCKOJ’ILKy OIMMaCHOCTHU MOT'YT BO3HUKHYTb KaK IIPpH HOPMaJIbHOM, TaK U
IpU HEMTPABUJIIBHOM ITPUMCHCHWHU U3ACIINA, CJICAYET BHUMATCIbHO PaCCMOTPETh o00e CUTyalru. Ha IIPAaKTHUKE
00e COCTaBJIAIOIHE pUCKA - BEPOATHOCTb NPUYHUHCHHUA U TSKECTh BPpEea - pPEKOMCHAYIOT aHAJIM3UPOBATh
OTJIeNIbHO. EC/iM M3roToBUTEIb CUCTEMATHYECKHU OPUMCHSACT crrocod PasaCICHUA Ha KaTCropun B 3aBUCUMOCTHU
oT ypOBHeﬁ TSKECTU UM BEPOATHOCTU IIPUIHMHECHUS BpE€aa, TO €My CICAYCT pa3pa60TaTI> CBOIO CXEMY
PasaCICHUA HAa KaTCropun U 3aperuCTpupoBaThb €€ B d)afme MCHCIPDKMCHTA pUCKa. DTO MO3BOJIAT
HU3TOTOBUTECIIIO IPAaBUJIbHO PEarupoBaTbh Ha MOBTOPHOC MOABJIICHUC DKBUBAJICHTHBIX PUCKOB U IMOCITYKUT

CBUACTCIILCTBOM TOT'O, KaK OH paHCC MOCTYyIIall B HOI{O6HOM ciydae.

HeKOTOpI)IC OITACHBIC CUTYAllUU ABJIAIOTCA CJICACTBUEM CUCTCMATHYCCKUX OIIMOOK HIIH rocJieIoBaTeIbHOCTEN
COOBITHI. I[O CUX IIOp HET €AMHOTO MHCHHA B OTHOIICHUHU TOI'0, KaK PaCCUUTATb BEPOATHOCTDH
CHCTeMAaTHYCCKOM OIHMOKU. B ClIydae, Koraa BEPpOATHOCTb MPUIMHEHUA BPpE€a HC MOXET OBITh paccyuTaHa,
BO3MOJXHBIC OITACHOCTH BCC PaBHO HeO6XOI[I/IMO NPUHHUMATh BO BHUMAHHUE, @ COCTABJIICHUEC ITEPCYHS CBA3AHHBIX
C HUMH OIIACHBIX chyauHﬁ MO3BOJIMT U3IrOTOBUTEIIO CKOHIIEHTPUPOBATHCA HAa YMCHBIICHNUN PHCKOB

BCJICACTBUEC PA3BUTUSA 3TUX OIMACHBIX CHTyaHHﬁ.

YacTo Helnerko NOJYUYUTb AOCTATOYHBIC KOJIMYCCTBECHHBIC JAHHBIC ITPU OMIPEACICHUN pI/ICKa(OB), IoO3TOMY

OPECATTOKCHUE OCYIICCTBIIATH OIIPCACIICHUC pI/ICKa(OB) TOJIBKO KOJIMYE€CTBEHHBIM CIIOCOO0M OBLIO OTBEPTHYTO.

[punoxxenue D comepkut nose3Hble pyKOBOASIINE YKa3aHus 0 aHaIu3y pucka. MHpopmanus B3sTa u3
HECKOJIbKUX UCTOYHHUKOB, BKIto4as [8]. HacTodmmii cTaniapT npru3HaeT NpakTHYECKyIo MoJib3y [8], mpu 3ToM
00J1aCTh €ro MPUMEHEHHsI PACIPOCTPAHCHA HA BCE MEITUIIMHCKUE U3CIHS M BCE ATAITBI IPOIIecca
MEHeKMeHTa pucka. HecMOTps Ha IMPOKOE MCIIOJIb30BaHUE B KAYECTBE MPUMEPOB B MPUIIOKEHUHU D

rpa(uKOB ¥ MATPHIL IO PUCKY, HACTOSIIIHMI CTAHAAPT HEe TPpeOyeT 00sI3aTeIbHOTO X IPUMCHEHUSL.

A.2.5 OueHnBaHMe pUCKa

W3zroToBuTenb HOKECH IPUHAMATD PEIICHHS B OTHOIICHHH JOIMyCTUMOCTH pucka. OH MOXET HCIOIh30BaTh
HH()OPMAIIHIO O PUCKAX, KOTOPHIC YKE OIPEICIICHBI, U OI[CHUTH 3TH PUCKH C TIOMOIIIBIO KPUTSPUCB
JOIYCTHMOCTH, YCTAHOBIICHHBIX B IUIAHE MEHE/PKMEHTA prcka. OH MOXKET TaKXKe PACCMOTPETh PUCKH B IIEIISIX
OIIPEICNICHUS TeX U3 HUX, KOTOpBIC TpeOyeTcss yMeHbIINTh. Pa3nen 5 Hamcan Takum 00pa3oM, 4ToObI IIOMOYb
MOJIH30BATEII0 N30eKATh HEHYKHON pabOTHL.

A.2.6 YnpasBiieHHe PHCKOM

A.2.6.1 YMeHblIIEHHE PUCKA
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Oransl 6.2-6.7 00pa3yroT JOTMUECKYO MOCIEA0BATEILHOCT. TaKOH CHCTEMAaTHUYECKUI TIOXO/] BaXKEH IS

obecrieueHust JOCTyIa K HeoO0XoaumMon HH(GOPMALIUH.

A.2.6.2 AHa/IN3 BO3MOKHOCTEl ynpaB/ieHUs] PUCKOM

Yacto CYHICCTBYET HCCKOJIBKO CII0CO00B YMCHBIICHUS pUCKaA. B HacTosmem CTaHAApTC MPUBCACHBI TPU

criocoba:

a) BHYTPCHHSAA 6C3OHaCHOCTL, obecrieunBaeMast IMTPOCKTOM U KOHCTPYKHHeﬁ;

b) 3allIUTHBIC MEPHBI, IPEAYCMOTPEHHBIC B CAMOM MCIUIIMHCKOM U3ACIINH WJIN B MTPOLCCCE €TI0 U3TOTOBJICHUA,

¢) uadopmarnus no 6€30MacHOCTH.

TakoBbI CTaHAPTHBIE MEPBI IO YMEHBIICHUIO PUCKA, IPUBEACHHBIC B [2] U IepeUrCIICHHBIE B TIOPSIKE
npuoputeTa. JJaHHBIA NPUHIUI ONMCAaH B HECKOJIBKHUX JIOKYMEHTaX, BKJIto4as [9], B TOM 4Kciie B MECTHBIX U
pEeruoHanIbHBIX JOKyMeHTax (Hanpumep, B [10]). Korga sTo mpakTuyecku ocyiecTBUMO, 6€30MacHOCTh
W3JIeNINs PEKOMEHIYeTCsl 3aKIIa/IbIBaTh B €ro KOHCTPYKIUU. B MpoTHUBHOM ciiyyae HeOOXOAUMO
MIPEyCMOTPETH 3alIUTHBIE MEPbI, HAIIPUMEP OTPAKICHUS WK CUCTEMBI CUTHanu3auuu. Hanmenee
MIPEINOYTUTEIBHON 3alIUTHON MEPOU SBJISIFOTCS MUCbMEHHBIE MTPEIYTIPEKICHUS WIN

Ol"paHI/I‘-IeHI/IFI/HpOTI/IBOHOKa3aHI/I${.

O6HIerI/I3HaHO, 4YTO OJAHHM U3 PE3YyJIbTATOB aHAJIM3a BO3MOKHOCTEMN YHOpaBJICHUA PUCKOM MOXKET CTATh
OTCYTCTBHUE IPAKTUYICCKU BO3ZMOXKHOT'O crocoba YMCEHBUICHUA pHUCKa O JOITYCTUMOI'O YPOBHS COIIaCHO
OpeaABapUTCIIbHO YCTAHOBJIICHHBIM KPUTCPUAM JOITYCTUMOCTHU PUCKA. HaanMep, MOYKET OBITh MPAaKTUICCKHU
HEOCYIICCTBUMBIM IPOCKTUPOBAHUE U3CIVA IJIA TOAACPIKAHUA )KU3HU C OLICHCHHBIM JOITY CTUMbBIM
OCTAaTOYHBIM PHUCKOM. B sTtom ClIy4dac CJICAYCT BBIITOJIHUTL aHAaJIn3 COOTHOLICHUA pI/ICK/HOJ'H)Sa, KaK 3TO
OIIMCAHO B 65, YTOOBI OMpPEACIIUTD, IIEPEBCIINBACT JIU IMOJIb3a OT IPUMEHCHU S U3ACIINS OCTaTOYHBIN PHUCK.
Taxast BO3MOHOCTb OIKCaHa B COOTBCTCTBYIOLIEM IMOAPA3ACIIC HACTOAIIETO CTaHAapTa U CIIYKHUT IJIA
obecreueHus YBEPEHHOCTU B TOM, YTO NPCANPUHATHI BCC YCUIWA NJIA YMCHBIICHUA PUCKOB 10

npeaBapUuTCIbHO YCTAHOBJIICHHOT'O JOITYCTUMOI'O YPOBH:I.

A.2.6.3 BolnoJiHeHUE Mep N0 YIIPABJIEHUIO PUCKOM

Breinonnenue MCED 110 YIIPABJICHUIO PUCKOM BKJIKOYACT MMPOBCACHUC ABYX PA3HBIX BepI/I(bI/IKaIII/II\/'I. HepBaﬂ
BepI/I(bI/IKaHI/ISI HCOGXOI{I/IMa JJIA obecneUeHUs TOI'0, 4YTO B OKOHYATCJIbHOM IIPOCKTEC IIPHUHATHI
COOTBETCTBYIOIIME MCPLI IO YITPABJICHUIO PUCKOM, BTOpas BepI/I(bI/IKaIII/ISI - UTO MPUHATBIC MEPLI 110
YHOpaBJICHUIO PUCKOM JICCTBUTEIBLHO OPUBOJAT K €0 YMCHBIICHHIO. B HEKOTOPLIX ClIydasaXx JJIsd
NOATBEPIKACHUSA PE3YJIBTATUBHOCTU MEP IO YITPABJICHUIO PUCKOM MOYXHO BBITIOJIHUTH JICUCTBUS T10

BaJIUJIALIUH.
A.2.6.4 OuleHBaHNe OCTATOYHOI0 PUCKA
Ha manHOM 3Tane onpenesnsioT JOCTaATOYHOCTh IIPHHSATHIX MEp, VI TOTO YTOOBI PUCK CTAN AOIMYyCTUMBIM. Eciu

OCTaTOYHBIN PUCK HE YAOBJICTBOPACT KPUTCPUAM, YCTAHOBJICHHBIM B IUIAaHEC MCHCPKMCHTA pHUCKa, TO

H3rOTOBUTEIIb JOJKEH NPUHATH JOMOJHUTCIIbHBIC MCPBI 110 YIIPAaBJICHHUIO PUCKOM. I[aHHI)II\/'I HTCpaTPIBHBIfI
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Iponecc peKOMEHAYCTCA OCYHIECTBIIATL A0 TEX I1OP, IMOKa OCTaTOYHBIN PUCK HE 6yI[CT YMEHBIICH O0

JA0IyCTUMOTO YPOBHS, YCTAHOBJICHHOI'O B INIAHC MECHEIPKMCHTA PHUCKaA.

ITonp3oBaTesss MEAUIIMHCKOTO U3ACTUS CIeayeT obecrieuuTh HCOGXOI[I/IMOI\/'I I/IH(bOpMaIII/ICI\/'I 00 0CTaTOYHBIX
pUcCKax, ajst Toro 4TOOBI JAaTb €EMY BO3MOXXHOCTb IPUHUMATh I/IH(bOpMI/IpOBaHHOG peuicHuce. OI[HaKO
HU3TrOTOBUTECIIb CaM IPUHUMACT PCHICHUEC O TOM, KaKyIO I/IH(bOpMaIII/IIO 00 0CTaTOYHOM PUCKE U B KAKOM o0BeMEe
CIeay€eT Npe€aoCTaBUTh IMOJIb30BATECIIIO. 2710 TpC6OBaHI/Ie OTpaXxXacT noaxonu, HpHHfITbIﬁ BO MHOTHX CTpaHax Hu

peruoHax.

A.2.6.5 AHAJIN3 COOTHOLIEHMS PUCK/T0JIb3a

Bo3moxHBI ClIy4au, Korja pucCK mpuMEHCHHA MEAUIUHCKOT'O U3ACJIHA MIPEBBIIIACT KPUTCPUH AOITYCTUMOCTU
pUcCKa, yCTaHOBJICHHBIC U3TOTOBUTECIICM. B 6.5 nmpeayCcCMoTpeHa BO3BMOKHOCTb BBEACHN B 06pameHHe
MEIUILIMHCKOTO U3EIMs C BBICOKOW CTENEHbIO MOTEHIUAIBHOTO pUCKa NpUMCHCHUS ITPU YCJIOBHUHU, UTO
HU3TrOTOBUTEJIb IPOBEJI B OTHOLIECHUHN 3TOr0 U3ACJIM TIIATCIIBHOC OLICHUBAHUEC U MOXKET IMTPOACMOHCTPUPOBATD,
4TO 1OJIb3a OT NPUMEHCHUS JaHHOTO MEAUITMHCKOI'O U3ACJIHA IIPEBBIIIACT PHUCK. Baxxno nosectu 10
MOJIB30BATCIIA CBEACHHA O 3HAYMMBIX OCTATOYHBIX PUCKAX U KOHEYHOMU 110JIB3E, 4TOOBI OH MOT NPHUHATD

nH(GOPMUPOBAHHOE pellIeHUe (CM. IpuiioxkeHue J).

A.2.6.6 Pucku, BO3HUKAIOIIME BCJIEACTBHE BHINOJHEHUS Mep 110 YIIPABJIEHHI0 PUCKOM

B 6.6 COACPIKUTCA I/IH(bOpMaIII/ISI 0 TOM, YTO MEPLI 11O YIIPABJICHUIO PUCKOM, MIPECATTPHUHATLIC OTACIIBHO WUJIU B
COYCTaHHU ApYyT C APYIroM, MOT'yT CTaTb UCTOYHUKOM HOBOM OI1aCHOCTH, OTJIMYHOMU OT YKC€ U3BECTHBIX, a

MCPBI, IPECANIPHUHATBIC J11 YMCHBIICHHA OJHOI'O PHUCKa, MOTYT IMTPUBECTU K YBCIIMUCHHUIO APYTOTr'O PUCKA.

A.2.6.7 Ilo1HOTA yNpaBJIeHUsS] PUCKOM

Ha nanHowm sTarme CJIEay€CT MPOBECTHU OLICHNBAHNEC PUCKOB BCEX M3BECTHBIX ornacHocTel. Takoe olleHuBaHue
HCO6XOJII/IMO JJIA obecreueHus YBEPEHHOCTU B TOM, UTO HU OAHA U3 OIAaCHOCTEMN HE ocTanach 3a npeaciaMmu

MOJIHOI'O aHaJINn3a pUcCKa.

A.2.7 OueHnBaHMe JOIMYCTHMOCTU COBOKYIIHOI'O OCTATOYHOI0 PUCKA

HpI/I OCYHICCTBJICHUH Ipo1ecca, OIMIMCAHHOT'O B pa3aciiax 4-6, HU3roTOBUTCIIb I/II[eHTI/I(i)I/IIII/IpyeT OIIaCHOCTH,
OLECHUBACT PUCKU U IPUHUMACT HeO6XOIlI/IMBIe MCPEI 110 YITPABJICHUIO PUCKOM B paMKax CBOCTO ITPOCKTA. Ha
JAAaHHOM 3TaIl€ U3roToBUTECIIb JOJKCH OCTAHOBUTLCSA, pPACCMOTPETh COBOKYITHOC BJIMAHUEC OTAC/IbBHBIX
OCTAaTOYHBIX PUCKOB U NPUHATH PCUHICHNE O BO3MOXXHOCTU JlaJIbHEeH e pa6OTBI HaJ MCAUIIWMHCKUM U3CTIHEM.
COBOKynHBIﬁ OCTaTOYHBIN PUCK MOXKET IMMPEBLIIIATH YCTAHOBJICHHBIC U3IOTOBUTEIIEM KPUTEPHUU JOITYCTUMOCTHU
pUcCKa, Jaxe €CJIn COCTaBJIAONIUE €T0 OTACIbHBIC OCTATOYHBIC PUCKHU 6y1'[yT JA0IYCTUMBI. DTO KacaeTcs
IpeKAC BCCTO CIOKHBIX CUCTEM U U3JETUN C OOJIBLIMM YKCIOM BO3MOKHBIX PUCKOB. Z[ame €Clii COBOKyHHBIﬁ
OCTAaTOYHBIM PUCK HE YAOBJICTBOPSCT KPUTCPUAM IJIaHA MEHCIPKMEHTA PUCKA, U3TOTOBUTEIb UMECT
BO3MOXHOCTb OCYIIECCTBUTH BCCCTOPOHHEEC OLICHUBAHUC COOTHOIICHUW A pI/ICK/HOJ'IB3a, YTOOBI OIMpE€ACIINTD,
MOXXHO JIM BBOJUTH B 06pameHHe MEIUILIMHCKOE U3JIeJINE C BBICOKOM CTENEeHbIO MTOTEHIIUaIbHOT O pucka
MOPUMCHCHUS, HO IIPUHOCAIICE TP 3TOM 6OJ'IBIHy}O OJIb3Y. OueHb BaXXKHO HpOI/IH(i)OpMI/IpOBaTB I1OJIb30BaTCIIA

0 3HAYUMbIX COBOKYIIHBIX OCTATOYHbIX PUCKAX, [IO3TOMY U3IOTOBUTCIIAM IIPEANTNCAHO BKIHOYATH
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COOTBETCTBYIOIYIO HH(POPMAIIHIO B KCILTyaTaIIHOHHBIC TOKYMCHTBIL.
A.2.8 OT4eT N0 MeHeKMEHTY pHCKa

OTUeT Mo MEHE/PKMEHTY PUCKA SIBJISIETCS BayKHEHIIIEH YacThio (aiiia MeHepKMeHTa pucka. [Ipeamnonaraercs,
YTO OH JIOJDKCH MPECTABIATh COO0H CBOAHYIO HH(POPMAIIMIO M0 aHATU3Y OKOHUYATEIILHBIX PE3yJIbTaTOB
MEHE/DKMEHTa pucKka. OTUeT SBISICTCS JIOKYMEHTOM BBICIIETO YPOBHSI M CITY)KHUT JIOKAa3aTeIbCTBOM
oOecrieueHus1 U3TOTOBUTEIEM YAOBJICTBOPUTEIILHOTO BBITIOJHEHHUS TJIaHA MEHEDKMEHTA PHUCKA, a TAKXKE TOTO,
YTO TMOJIYYCHHBIE UM PE3YJIbTAThI TIOJITBEPIK/IAIOT JOCTHIKEHUE MMOCTaBICHHON 1ienu. [lepBoHauanbpHast BepCus
cozieprkana TpeOoBaHue, YTOOBI MPOCICKUBAEMOCTh OblJIa YACTHIO OTYETA MO MEHEDKMEHTY pUCKa. DTO
TpeOoBaHKe OBLIO OTMEHEHO, TaK KaK aHAIN3 MPOCIICKUBAEMOCTH B OTHOLICHUH CIIOKHBIX H3CTHI
3HAYUTEIBHO YCIOXKHIET (OPMY OTUYETA IO MEHEKMEHTY PHCKA IO CPABHEHHUIO C MEPBOHAYAILHO
MPEyCMOTPEHHOU 00beIHeHHoM padbouei rpymmoit 1 (JWG 1). OnHako BHIMOTHEHHE TPOCIEKUBAEMOCTH

0CTaeTCs YacThIO (paiiza MCHEKMEHTA PHUCKA, U 3.5 ObLUT H3MEHEH C YyU4ETOM JaHHOTO TPEOOBAHMSL.
A.2.9 ITpou3BoacTBEHHAs] U MOCTIPOU3BOICTBEHHASI HH(OPMALHSA

Heo6xoauMo Mo uepKHy Th, YTO MEHEIDKMEHT PHUCKA HE 3aKaHYMBAETCSI BBIITYCKOM FOTOBOTO MEIUIIMHCKOTO
uzzenus. MeHePKMEHT pUCcKa YacTO HAYMHAGTCS e1le Ha CTauK UJeH, KOrJa MEIUIIMHCKOE U3JIeNne
oTcyTcTBYeT (hruznyecku. OLUEHOYHbIE TOKA3aTeNId PUCKA MOTYT ObITh YTOUHEHBI Ha CTAJUU POSKTUPOBAHUS
U pa3paboTKH, 0OCOOCHHO B CITy4ae U3TOTOBICHHS (DYHKIIMOHHPYIOIIETO ONBITHOTO o0pasia. Mudopmarms mist
MEHE/KMEHTa PUCKA MOXKET MOCTYNAaTh U3 JIIOOBIX HCTOYHUKOB, B TOM YKCJIE U3 IPOU3BOJICTBEHHBIX 3aMUCei
U 3amuceii mo kauectBy. OTHAKO HUKAKOH OIBITHBIA 00pa3ell He MOXKET 3aMEHUTh PEaTbHOE MEIUIIMHCKOE
U3JIeNIMe B IPOLIECCE ero NPUMEHEHHS PeaibHBIMU M0JIb30BaTesIMuU. [103TOMY U3rOTOBUTEIND AOIKEH
OCYILECTBISTh MOHUTOPHHT MTPOM3BOACTBCHHOW U MTOCTIPON3BOICTBEHHON HH(MOPMAIUH, KOTOPAs MOXKET
MOBJIMATH HA ONPENIeIICHNEe UM PUCKOB U, CJIeI0BATEIbHO, Ha IPUHATHE PELICHHU 0 MEHEIXKMEHTY pUCKa.
NsroroBurento Takke HEOOXOUMO YUYUTHIBATH COBPEMEHHBIN YPOBEHb HAYYHO-TEXHUYECKOT'O PA3BUTHUS U
MIPAKTUYECKYIO MPUMEHUMOCTh METUIIMHCKOT0 u3aeus. Jlannyro nHopManuio cieayeT UCIoab30BaTh s
yIIy4dlIeHHs Ipoliecca MeHeKMeHTa pucka. [Ipu Hanuyuu nmocTnpou3BoACTBEHHONH MHPOPMALIUU MPOLIECC

MCHCPDKMCHTA pUCKa CTAHOBUTCA JICICTBUTEIBLHO HUTCPATUBHBIM ITPOLECCOM C O6paTHOI\/'I CBA3BIO.

B HacTosmiel Bepcuu crangapTa HAMMEHOBaHUE JJAaHHOTO paszzerna u3MeHeHo ¢ "[locTriponsBoacTBeHHas
uHpopmarms” Ha "TIpon3BOACTBEHHAS U MTOCTIIPOU3BOACTBCHHAS HH(pOPMALU'" 110 TOW IPUYUHE, YTO BasKHAS
nH(bOpMaIMs [0 MEHEPKMEHTY PUCKA MOKET OBbITh MOJIyYeHa elle Ha CTaUHU U3TOTOBIECHUS MEJUIIMHCKOTO
uznenus. TpeboBanus pazzaena 9 Takke ObUTH EPECMOTPEHBIL, JIJIsl TOTO YTOOBI MOAYEPKHYTh 3HAUCHHE

IOCJICA0BATCIbHOCTHU IICI‘/'ICTBI/II\/'I, OXKHUIACMBIX OT U3I'OTOBUTCIIA.

[TpunoxeHne B (cnpaBoyHoe). O630p npouecca
MEHeOXKMeHTa pucka MeanunHCKNX n3gernmn

[Ipunoxenue B

(cpaBoyHOE)
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PI/IcyHOK B.1 mpe€aHasHa4€H IJIs TOro, YTOOBI JaThb MOJIB30BATCIIAM HACTOALICTO CTaHJapTa KpaTKoe
IpEeaACTaBJIICHUC O IMMPOUCCCC MECHEIPKMCHTA PUCKa MEANILIUMHCKUX U3JETUHN. Kak nokasano Ha PUCYHKE Bl,
JIaHHBIN Iponecce sABIACTCA UTCPATUBHBIM, KaXIbIN PHUCK paCcCMATpUBAIOT MMOCJICA0BATCIbHO, BO3BpAIlasiCh Ha
Ooiree paHHUE CTaaAuH B CJIydac, €CJIU MCPHI M0 YIIPAaBJICHHUIO PUCKOM ITPHUBOJAAT K BOSHUKHOBCHHWIO HOBBIX

OITAaCHOCTEN WJIM €CJIM CTAHOBHUTCSI I[OCTyHHOﬁ HE U3BECTHAsA paHCC I/IH(bOpMaLII/ISL

Pucynok B.1 - O630p BUI0B A€ATEILHOCTH IO MEHEIKMEHTY PUCKA MEAUIIMHCKUX
U3 eI
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MpeaycMoTpeHHoe NpUMeHeHne
Onpepenenune xapakrepucTuk (4.2)

g
g < ¥
g
E

WnenTuduKaumn M3BECTHLIX UK NPOMHO3UPYeMbIX onacHocTew (4.3)

¥

Onpepenenue prcka(os) ANs KaXa0H onacHoW cuTyaunu(uit) (4.4)

Ouexvsanne
pucka
A

ae

VaeHtudukaumun HeoBXoAMMENX Mep NO YNPAANEHUID PUCKOM,
perucTpauua TpeGosaHuin K ynpasneHuio puckom (6.2)

BOIMOXHO NM yMeHbLEHHe Her

pucxa? (6.2)

BuinonHexue, pervcrpaums 4 sepudMkaLun cooTsaTcTayiowmx map (6.3)

ABNAESTCA NK OCTATOMHLINA
PUCK onycTumsiM? (6.4)

A

Mpesasiwaer nu
MEAULMHCKARA NONb3a
OCTaTOMHBIA prck? (6.5)

Aa Her

Ynpasnesme puckom

Boanukalor nu HoBble
ONACHOCTH UNK ONACHBIE CUTYaLWM

W OKA3LIBAKT N OHW BNUAHKE
Ha cywecTeyowme pucku? (6.6

Her

Bee nu naeHTMUUMPOBAHHLIE
ONACHOCTH paccMoTpeHn? (6.7

Mpeswiwaer nu
MEAMLMHCKAR NONL3A
NONHLIA OCTATOYMbIA
puck? (6.5)

HanseTca Ny AOMYCTUMBIM NONHLIA
OCTATOMHLIA PUCK? (paznen 7

ﬂﬂ"

MoaroToBxa oTYETa NO MEHEAXMEHTY prcxa (paagen 8)

OCTATONHOIO pucKa
A

\

AHanNW3 Npou3BOACTEEHHOR W NOCTNPOMIBOACTBEHHON
uHdopmauuu (paagen 9)

wHpopMaums
A

[ Puck HegonycTum ]

HeoBxoauma ni nosropHas
oueHka pucka? (pazgen 9)

MpounssoacTeEeHHAR

W NOCTNPOMU3IBOACTBEHHARA OueHnBarne NoNHo
N

PI/IcyHOK B.1 - O630p BHUAOB ACATCIIBHOCTH IO MEHCPKMCHTY PUCKAa MCAUIUMHCKUX U3
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[MpunoxeHne C (cnpaBo4Hoe). Bornpockl, Ha
KOTOpble HEOOXOANMO OTBETUTL AN onpeaeneHus
XapaKTePUCTUK MeONLUNHCKOro nsgenus,
BNUSAOWNX Ha 6€30MacHOCTb €ro NPUMEHEHUS

[Ipunoxenue C
(cpaBouHOE)

C.1 O0mue MoJI0:KeHus

TpebGoBaHHe K M3TOTOBUTEITIO UACHTU(DHUIIMPOBATH XapaKTECPUCTUKH MEAUIIMHCKOTO U3/IC/Hs, BIHUSIONIUE Ha
0€30MMacHOCTh €ro MPUMEHEHHS, COACPKUTCS B 4.2. PaccMOTpeHHe 3THX XapaKTEPUCTHK SIBJISCTCS OCHOBHBIM
TpeOOBaHUEM B UJICHTU(PUKAIIUN OTIACHOCTEH, CBSI3aHHBIX C MEJUIIMHCKUM m3zenueM (cm. 4.3). OnHuM u3
Croco0O0B BBIMOJHEHHS JAHHOTO TPEOOBAHHUS SBJISICTCS COCTABJIICHUE TMIEPEUHS BOIPOCOB, OTHOCSIIUXCS K
W3TOTOBIICHUIO, TIPEyCMOTPEHHOMY IPUMEHEHHUIO, MTPEINOIaraeMbIM MMOIb30BATENISIM, 000CHOBAaHHO
MIPOTHO3UPYEMOMY HEMPABWIBHOMY MPUMEHEHUIO U YTUIIN3allUK MEAUIIMHCKOTO u3/ienusi. Eciu 3amaBath aTu
BOITPOCHI OT UMEHH BCEX 3aMHTEPECOBAHHBIX JIUI] (HAIPUMED, TTOJIH30BATENIEH, CIICIIUATUCTOB 110
TEXHUYECKOMY OOCITY)KUBAHUIO, TTAIIUEHTOB U T.J.), TO MOKHO TIOJYyYUTh 0O0JIeE IMOJIHYI0 KapTUHY O
BO3MOJKHBIX OMACHOCTSIX. [IpuBeIeHHbIC HIKE BOMIPOCHI MOTYT MTOMOYb B HICHTH(UKAIIMHA XapaKTEPUCTHK
MEJTUIIUHCKOTO U3JISNINSI, BIUSIONUX Ha OE30MaCHOCTh €TI0 IPUMEHEHHUs. BOIpOCkI, TOMOTaIoNue OnpeieIuTh
PHCK JUTsl TAIIMEHTA OT MIPUMEHEHHSI MEIUIIMHCKUX U3JIEIUN JUTsl TUAarHOCTUKH in Vitro, copepxut H.2.5.4

(npunoxxkenue H).

JlaHHBII nIepeyeHb He SIBJIETCS] HCUEPIBIBAIOLIUM WIIM TUITMYHBIM JJIS BCEX MEIMIUHCKUX U3AETHUH, B HEro
MOJKHO JI0OABJIATH BOMPOCHL, OTHOCALIMECA K KOHKPETHOMY MEIUIIMHCKOMY U3/IENUI0, U U30eraTh
paccMOTpeHus BOIIPOCOB, HE OTHOCSIMXCA K JaHHOMY u3aenuto. [Ipearaercs Takke paccMaTpuBaTh
KaXKIbIH BOIIPOC HE TOJBKO MO OTJIEIBHOCTH, HO M BO B3aUMOCBS3H C APYTUMH BOIIPOCAMHU.

C.2 Bonipocnt

C.2.1 KakoBo npeaycMoTpeHHOe IPUMEHEHHe U KaK cjelyeT IPUMEeHATb MeIMIHHCKoe u3aenue?
PaccmarpuBaemblie pakTOpbI:

- POJIb MEUIIMHCKOTO M3/1EIHSL:

- B JIMATHOCTHKE, TIPO(UITAKTUKE, MOHUTOPUHTE, JICUCHUH WIIH 00JICTYCHUH 3a00JICBaHHUS;

- B KOMITCHCAIMH TPAaBM WK (PU3HYCCKUX HEJTOCTATKOB;

- B 3aMCIIICHUHN WUJIN MOI[I/I(I)I/IKaIII/II/I yacTei Teaa uiu YHOpaBJICHUU 3a49aTUCM;

- IIOKa3aHus K IPUMEHCHUTIO (HaanMep, npeanojgara€MbIC IpynIibl HOHB3OBaTeHeﬁ);
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- MpeIHA3HAYCHO JIM MEIUIIUHCKOE U3CINe JJIsI COXPAHSHUS HITU TIOJIICPIKAHUST YKU3HU;
- HEOOXOAMMOCTh BMEIIATENIbCTBA CIEIUAIMCTOB TIPU OTKA3€ MEUITTHCKOTO U3JICIIHUS.

C.2.2 IIpeaxycMoTpeHa Jii UMILUIAHTAIUA MeAUIIMHCKOT0 U3eans?

PaccmarpuBaembie (pakTOpbl: MECTOHAX0XKICHUE UMILIAHTATA; XapaKTEPUCTUKHU TIPEJITOJIaraeMbIX
MOJIb30BaTENICH: BO3pacT, Bec, (hu3nyecKast aKTUBHOCTD; BIMSHUE CTAPCHHS HA pa0d0vHe XapaKTepUCTHKH
HMMILIAHTATa; PEANOIaraeMblii CPOK JCUCTBHSI UMILIAHTATa; BO3SMOXKHOCTh M3BJICUCHHUSI UMIIIAHTATA.

C.2.3 IIpeaycMOTpeH JU KOHTAKT MEIUIIMHCKOT0 W3/IeJIUsI ¢ MAMEeHTOM WJIH APYTHMHU JIunamu?

PaCCManI/IBaeMI)IC (l)aKTOpI:IZ XapakTep MpearnoaracMoro KOHTakta (HOBCpXHOCTHBIﬁ KOHTAKT, WHBa3WBHBIN

KOHTAKT HUJIN I/IMHHaHTaHI/Iﬂ) 1 B KQXJIOM CJIy4dac - JJIMTCIIbHOCTb U 4aCTOTAa KOHTAKTaA.

C.2.4 Kakue MaTepuajbl WJN KOMIIOHEHTHI BXOASAT B COCTAB MEINIIMHCKOT0 U3/IeJINsl, UCIOJIb3YIOTCS

COBMECTHO JIM00 KOHTAKTUPYIOT ¢ HUM?

PaccmarpuBaemblie pakTOpbI:

- COBMCCTUMOCTD C paCCMAaTpUBACMbIMU BEIICCTBAMU;

- COBMECTHUMOCTD C TKaHSIMH I OHMOJIOTHYCCKUMH KHUIAKOCTAMMU,

- XapaKTCpUCTUKH, OTHOCAIINECS K 6C3OHaCHOCTI/I;

- HAJIMYKUEC B COCTABE MCAUITMHCKOT'O U3ACIUA MAaTCPHUAJIOB ) KUBOTHOI'O ITPOUCXOXKICHUS.

[Ipumeuanue - Cm. npusoxenue I, a Takxe cranaaptsl cepuu [11].

C.2.5 Mo:xet j1u JHeprus ObITH NepeJaHa NalMeHTy WU BbIpadoTaHa mauueHTom?

PaccmarpuBaemblie pakTOpbI:

- BU nepeaaBaeMOI‘/'I OHEPIHu;

- YIIpaBJICHUC BHCpFI/IeI\/'I, Ka4€CTBO, KOJIUYCCTBO, MHTCHCUBHOCTDb U JJIMTCIIBHOCTD BOBI[efICTBHFI;

= ABJIAIOTCA JIX YPOBHHU SHEPTHHU BbILIC, UEM B YK€ IMPUMCHSACMbBIX HOI[O6HI>IX HU3CINAX.

C.2.6 BBoasiT /11 ManieHTy WM BHIBOSIT U3 HEr0 Kakue-1udo0 BemecTrsa?

PaccmarpuBaemblie pakTOpbI:

- CBCACHH: O BBCACHNHU WJIM BbIBCICHUHN BCIICCTB,
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- CBCJICHUA O TOM, OJHO 3TO BCHICCTBO WJIM I'PYIIIIa BCIICCTB,

- JaHHBIE O MAKCUMAJIbHOW U MUHUMAJIbHOMN CKOPOCTH BBCL[GHI/ISI/BI)IBC,HGHI/ISI BCIICCTBA U YIIPABJICHUU 3TUM

nponeccom.

C.2.7 lIpoBoaAT Jiu B MEAULMHCKOM U3/1eJTUH 00pPaA0OTKY OHOJIOTMYeCKUX BelecTB A5 UX

nocJjeyLero UCnoJb30Banus, Tpancy3uu WK TPaHCIJIAHTALUMN?

PaccmarpuBaembie pakTopsl: Bu1 00padboTku u oOpadbareiBaeMoe(bie) BemecTBo(a) (Hanpumep,

aytotpancdy3usi, 1uanu3, 00paboTka KOMIOHCHTOB KPOBU I KICTOYHAS TEPAITHS).

C.2.8 CTepuiibHO JM MOCTABJIAEMOE METUIMHCKOE H3/IeJIHe, HJIU OHO MPeIHA3HAYEHO 151

CTePUIM3ALUH 110J1b30BaTeeM, MU Heo0X0AMMbI Ipyriue BUIbl MUKPOOHO0JIOrHyecKkoii 00padoTku?

PaccmarpuBaemblie pakTOpbI:

- IpE€AHa3HA4YCHO JIU MEAUIMHCKOEC U3ACTINEC N1 OJHOKPATHOT'O MJIM MHOTOKPATHOT'O ITPUMCHCHUS;

- JaHHBIC 00 YCIIOBUAX XPAHCHUS,

- OTrpaHUYCHUC YK CJia TOBTOPHBIX HpI/IMeHeHI/Iﬁ;

- CIIOCOOBI CTCPpUIIU3AllUH,

- BO3/ICHCTBHUE CIIOCOOOB CTCpUIU3alluH, HC TPECAYCMOTPCHHBIX U3TOTOBUTECIICM.

C.2.9 lIpeagna3zHayeHo JIM MeIMIUHCKOE U3/1e/aue JAJI PYTHHHON 04YMCTKH U Ae3uH(peKInH,

BBINOJIHSIEMBIX MOJIL30BaTEIeM?

PaccmarpuBaembie (pakTOPBI: BUJIbI IPUMEHSEMBIX YUCTSIIUX U IC3UHUIUPYIOIINX CPEJICTB, & TAKKE JTHOObIC
OTPAaHUYCHHMSI YUCIIA IUKIIOB OUMCTKU. KOHCTPYKIIHS METUITUHCKOTO U3/ISIIUSI MOXKET BIIUSATH Ha
Pe3yIbTaTUBHOCTD PYTHHHOM OUYMCTKHU U Je3uH(peKiuu. KpoMe Toro, ciielyeT yUuThIBATh BIUSHUE YUCTSIIIUX
U 1e3UH(DUIUPYIONIMX CPEICTB Ha OE30MACHOCTh WM XapaKTEPUCTUKNA METUIIMHCKOTO U3,

C.2.10 Biausier 11 MeIMIMHCKOE U3/1e/INe HA CPeay, OKPY:KAIOIYI0 ManueHTa?

PaccmarpuBaemsbie pakTopsl:

- TeMIiepaTypa;

- BII&YKHOCTb;

- COCTaB aTMOC(i)epHBIX ra30B;

- JaBJICHUE;
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- OCBEILIEHHOCTb.
C.2.11 lIpeana3zHaveHo Jin MeTUITHHCKOE U3/IeIHe JJIsl MPOBeIeHNs U3MepeHuii?

PaccmarpuBaembie pakTophl: H3MEpPsSIEMble TIEPEMEHHBIE, TPABUILHOCTh U TOYHOCTh PE3YJIbTATOB U3MEPEHUI.
C.2.12 SIBasieTcs Jiu MeTMIIMHCKOE W3/1eJIe HHTEPNPEeTHPYIOMUM?

PaccmarpuBaembie (pakTOphI: CIIOCOOHOCTh MEIUITMHCKOTO U3/IENIHSI JIaBATh 3aKJIFOUEHNE HA OCHOBE BXO/THBIX
WJTU TIOJTYYEHHBIX B TIPOIECCE MPUMEHEHUS JAHHBIX, UCIIOJIb30BAHHBIX aJITOPUTMOB U JOBEPUTEIIBHBIX
naTepBanioB. Oco0oe BHUMAHUE CIIEAYET yICTUTh HEMPEAYCMOTPEHHOMY ITPUMEHEHHIO JTAHHBIX WU

AJITOPUTMOB.

C.2.13 llpexycMOTpEHO JIM MPUMEHEHUE MeTUIIMHCKOT0 U3/1eJIUs B COUYETAHUHU C APYTUMHU

MeTHIIUHCKUMH U3eJUIMH, MeIUKAMEHTAMU WIN JIPYTUMH METUIIUHCKUMHU CpeacTBaMu?
PaccmarpuBaemblie hakTOPbI: HACHTH(GUKALINS JTFOOBIX APYTUX TPUMEHIEMbBIX MEIUIIUMHCKUX U3JCITHI,
MEJIMKaMEHTOB WJIA MEUITUHCKUX CPECTB M BO3MOXKHBIC ITPOOJIEMBI, CBSI3AHHBIE C UX B3aUMOJICHCTBUEM;
peakius MalyeHTa Ha 1moIy4aeMoe JeueHue.

C.2.14 IIpoucxoauT Ji He:KejlaTeJIbHOE BblJIeJIeHUE YHEPTUU U BelecTB?

PaccmarpuBaemblie pakTOPbI, CBSI3aHHBIC C SHEPTUEHH: IyM U BUOpaIKs, TeII0, U3JTyueHHe (B TOM YHCIIe
HOHM3HPYIOIIEe, HEHOHU3UPYIOIIEE U YIbTPa(pHOICTOBOS/BUAMMOS/MH(PpAKPACHOE U3ITyUCHHE), TEMIIEpaTypa
Ha KOHTaKTHBIX MTOBEPXHOCTSX, TOKH YTEUKH, dJICKTPUUECKHUE UM MATHUTHBIC TTOJISL.

PaccmatpuBaembie pakTOPbI, CBSI3aHHBIC C BEIECTBAMMU: BEIIECTBA, UCIIOJIb3YEMbIC MPH U3TOTOBJICHHUH,
OYKCTKE M UCIIBITAHUSIX U OKA3bIBAIOIIUE HEXKEIATEIbHOE (PU3NOJIOTUUECKOE BO3/ICHCTBHE B ClTyuae, €CIIM OHU

OCTarOTCA HA U3ACIIUU.

I[pyrI/Ie paccMaTpruBaCMbIC q)aKTOpBI, CBA3aHHLBIC C BCIICCTBAMU: BEIBEACHUC XUMHWYCCKHUX BCIICCTB,

MIPOAYKTOB JKU3HEAEATEIbHOCTH U OMOJIOTHUECKUX KUIKOCTEH.

C.2.15 YyBCcTBUTEIBHO JIU MeJULMHCKOE M3/leJIie K BO3AeiiCTBUIO OKpY:Katouleii cpeabl?
PaccmarpuBaemblie (pakTOpbI: MPOU3BOJCTBEHHAS Cpeia, TPAHCIIOPTHBIE CPECTBA U YCIOBUs XpaHeHus. K Hum
OTHOCSIT: OCBELLIEHHOCTb, TEMIIEPATYPY, BUOPALIMH, YTEUKH, YyBCTBUTEIBHOCTh K U3MEHEHHUSM B
9HEProcHaOXKEHUU U OXJIAKICHUH, JIEKTPOMArHUTHbIE TIOMEXH.

C.2.16 Bo3aeiicTByeT /i MeJULIMHCKOE H3/IeJIHe HA OKPY KAIOIYI0 cpexy?

PaccmarpuBaemblie pakTOpbI:

- BO3/ICHCTBHE HA cpeacTna 3HCpFOCHa6)KeHI/I$[ " OXJIAXKACHUA,
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- BBIACJIICHUC TOKCUYHBIX BCIICCTB,

- FCHEPUPOBAHUC IJICKTPOMATrHUTHBIX ITOMEX.

C.2.17 NmeroTcst Jin pacxoHbIe MAaTEPHAJIBI WIH MPUHA/JIE;KHOCTH, CBSI3AHHBIE ¢ METUIMHCKUAM

usgeaunem?

PaccmarpuBaemblie pakTOpbI: TEXHUYECKUE TPEOOBAHUS K PACXOJHBIM MaTepUaIaM WA MIPUHAIEKHOCTSM,
CBSA3aHHBIM C MEIMIIMHCKUM U3JIENIUEM, U JII00bIe OTpaHUYEHHUs JJIS T0JIb30BaTeNel B BBIOOpE JTaHHbBIX
MaTepUaJIOB WU MPUHAJIEKHOCTEH.

C.2.18 Heo0x0oauMbl JIM TeXHMYeCKOe 00CTy:KMBAHME MJIM KAJIMOPOBKA MeUIIMHCKOT0 U3/1e/1usA?

PaCCManI/IBaCMI)IC (I)aKTOpI)I BKJIIOYArOT CBEACHUA O TOM:

= JOJI2KHBI JIM TCXHUYCCKOC O6CJ'[y)KI/IBaHI/Ie nim KaJ'II/I6pOBKa BBIITOJIHATBCS OIEPAaTOPOM, IMOJIB30BATCIIEM WA

CIICUAIIUCTOM;

- HCO6XOILI/IMBI JIM CIICHHMAJIbHBIC BEIICCTBA UJIN OGOpyI{OBaHI/IC JJIA HAUICKAIICTO TEXHUYCCKOIO

O6CJ'Iy)KI/IBaHI/I$[ njn KaJ'II/I6pOBKI/I.

C.2.19 BxoauT Jin B COCTAaB MEeTHIIMHCKOT0 U3/1eJIUsI MPOrPaMMHOe ofecnieuenue?

PaCCManI/IBaeMI)IC (l)aKTOpBIZ CBCACHUA O TOM, JOJDKHO JIM IPOTrpaMMHOC obOecrieucHUe OBITh YCTaHOBJICHO,

BepI/I(bI/IIII/IpOBaHO, MOI[I/I(bI/IHI/IpOBaHO WJIM 3aMCHEHO OIICpaTopOM, IOJIB30BATCIIEM WJIN CIICHUATIMCTOM.

C.2.20 UmeeT JiM MeIMIUHCKOE U3/1e1Ue OTPAHUYEHHBII CPOK XpaHeHus?

PaCCManI/IBaeMI)Ie (l)aKTOpI:IZ COOTBCTCTBYIOLIAsA MAPKUPOBKA WM MHAUKATOPLI, 4 TAKXKE CBEACHUS 00

yTuiau3anyuu MCAUITUHCKOTO U3ACIIUS 110 UCTCYCHHUU CPOKa rOAHOCTH.

C.2.21 CymecTBYIOT JIM OTCPOYEHHBIE WIN JUTUTEIbHBIE MOCTEACTBUS MPUMEHEHUsI MeTUIHHCKOT0

u3jaeaus?

PaccmaTpuBaeMbie (pakTOpPBI: IPrOHOMHIECKUE U KyMyIITHBHBIC 3(QdekThl. K HUM OTHOCAT: BO3ACHCTBIE
KOPPO3UH Ha HACOCHI TS (PU3UOIIOTUIECKOTO PACTBOPA, MEXaHHIECKYIO YCTAIOCTh, OCTIa0ICHHE Y3II0B TN
KpeIuieHuH, Bo3elicTBrue BUOpaLMy, UCTUPAHUE UM OTKJIEHBAHUE MAPKUPOBOK, YXyALIEHUE CBOUCTB

MaTepUaJIOB MPH JIOJITOCPOUHOM MTPUMEHEHUH MEAULIMHCKOTO U3IEIIHSI.
C.2.22 Kakue MexaHn4yecKue CUJIbI MOTYT BO3/1eliCTBOBATh Ha MeJAMLMHCKOe u3ejue?
PaccmarpuBaemblie pakTOpbI: CBEICHHS O TOM, YIPABIISIET JIM MEXaHUUYECKUMHU CUJIAMH, OKa3bIBAIOLIUMHU

BO3/IEUCTBHE HA MEIUIIMHCKOE HU3ACJINE, TOJBKO MOJIB30BATECIIb UJIK ITOJIB30BAaTCJIb COBMCCTHO C APYT'UMHA

JIMIaMu.
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C.2.23 Yem onpenensieTcsi CPOK CIAYKOBI METUIMHCKOTO HU31eus?

PaCCManI/IBaeMI)Ie (l)aKTOpI:IZ CTapCHUC U3JACIINA U UCTOLIECHUC DJICMCHTOB IMUTAHUA.

C.2.24 IlpenHa3HaveHo JU MeJULIMHCKOE H3/1esiie 1/l OAHOKPATHOI0 NpUMeHeHus ?

PaCCManI/IBaeMI)IC (l)aKTOpI:IZ BO3MOXXHOCTb CaAMOJIMKBUAAIIUH MCIUITUHCKOT'O U3ACIIUA MTOCJIC TPUMCHCHUA,;

HaJIM4YKMe yKa3aHUi Ha TO, YTO JAHHOE M3JIENIHE YKe ObLII0 IPUMEHEHO.

C.2.25 Heo0xoaumbl Jin 0€30MACHBII IEMOHTAK WJIN YTHJIU3AIUSI MeTHITUHCKOTO U3/1eIus?
PaccmarpuBaembie (pakTOphI: OTXObI, BO3HUKAIOIINE TIPY YTUIIM3AIMN MEIUIIMHCKOTO u3envs. Hampumep,
CJIe/lyeT OTBETUTH Ha BOIMPOC, COJICPIKUT JIU JIAHHOE M3/IeJIe TOKCUYHBIE W OTACHBIE BEIIECTBA WU

BCIICCTBA, MPUTOAHBIC IJIA nepepa60TKH.

C.2.26 Heo0xoaumbl Jin cTieNINATbHOE 00y4YeHHe WU CTIeIHAIbHbIE HABBIKH JIJISI MOHTAKA UJIH

NPUMEHCHUS MCIUIIMHCKOT0 I/ISIICJII/ISI?

PaCCManI/IBaeMI)Ie (l)aKTOpI:IZ HOBHU3HA MCIULIMHCKOI'O U3/1CJIHMs; HABBIKHM W 3HAHUS, HeO6XOI[I/IMBIe JJIA

MOHTaXa JAHHOTO M3JEJIHS.
C.2.27 Kakas undopmauus 1o 6e30nacHoMy NpuMeHEeHHI0 OyIeT NMpeJocTaBJ/ieHa M0J1b30BaTe i0?
PaccmarpuBaemble pakTOpbI:

- CBEJICHUS O TOM, OYIET JIU HHPOPMAIHS IPEAOCTABICHA KOHEYHOMY IT0JIb30BATEIII0 HEITOCPEICTBEHHO
M3TOTOBUTEJIEM U OYAYT 33JCHCTBOBAHBI IPYTUE JIHIIA, HAIIPHMEP CIESIUATICTBI TI0 MOHTaXKy/yCTaHOBKE,
MOCTABIIMKH MEIUIIMHCKUX YCIIYT, MEAUIMHCKUE PAOOTHUKH WK (papMaIeBThI, U KaK 3TO IMOBIUICT HA
o0yueHue;

- HH(pOpPMAIHS O IYCKOHAIAJI0YHBIX Pad0Tax (BBOJIE B AKCILIYATAIUIO) U ITepeaade U3ACIHs KOHCTHOMY
MOJIH30BATEIII0, & TAKXKE O I[EJIECO00Pa3HOCTH/BO3MOKHOCTH MOHTAKA JIMIIAMHE, HE UMCIOIIMMU CIICIIHATbHBIX

HaBBIKOB,

- CBCACHHA O HCO6XOL[I/IMOCTI/I nepeoqueHHﬂ WK niepeaTTreCTaliuu ornepaTopoB U O6CJ'Iy)KI/IBaIOHIeFO

nepcoHalaa uCxXoJad U3 npeamnojgara€Moro Cpoka CJ'Iy)K6I>I U30CINA.

C.2.28 ByayT Jin He00X0AUMBbI pa3padoTKa U BHeJpeHHe HOBBIX MPOU3BOACTBEHHBIX MPOLECCOB?

PaCCManI/IBaeMI)Ie (l)aKTOpI:IZ HOBBIC TEXHOJIOTMHU HJIM HOBBIE MacIITaObI MMpoOn3BOACTBA.

C.2.29 3aBucuT JiM ycnenHoe NpUMeHeHUe MeAULMHCKOT0 U3/1eJ1Usl 0T YesloBedecKoro gpakropa,

TaKoro, Kak MoJjib30BaTeJIbCKUil nurepdeiic?

C.2.29.1 MoryT Ji1 0CO0€eHHOCTH KOHCTPYKLMH 10JIb30BaTeIbCKOr0 HHTepdeiica npuBecTH K oMIMOKaM

npuMeHeHus?
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PaCCManI/IBaeMI)IC (l)aKTOpI:IZ O0COOCHHOCTH KOHCTPYKIHUHU ITOJIB30BATCIBCKOI'O MHTep(beﬁca, KOTOpPBIC MOT'YT
MIPUBECTHU K OIIMOKaM MIPUMCHCHMU. K HUM OTHOCST: 3JIEMCHTBI YHOpaBJICHUA WU UHAUKATOPBI, UCIIOJIb3YyEMBIC
CHUMBOJIbI, 5 PrOHOMHUYCCKUEC CBOI‘/JICTBa, JIN3aH U31eNus U CXEMY PACIIOJIOXKECHUSA DJICMEHTOB YIIPAaBJICHUA,
HUEepapxuro ﬂeﬁCTBHﬁ, MEHIO JIJISl U3/1eNIUH ¢ IMPpOrpaMMHBIM YIIPaBJICHUEM, HATJIITHOCTD npenynpemzxe}mﬁ,
XOpOUIYHO CJIBINIMMOCTD CUTHAJIOB TPEBOT'M, CTAHAAPTHBIC IBETOBBIC KO/IbI. I[OHOJ'IHI/ITCJ'IBHOG PYKOBOJCTBO I10

JKCIUTYaTallMOHHOM MPUroJHOCTH cM. [12], o cuctemaM curnanuszauuu - [13].

C.2.29.2 Mcniob3y10T JIM MeUIIMHCKOE H3/leJIie B cpejie, B KOTOPOii oTB/IeKalolue pakTopbl MOIYT

NPHUBECTH K OIIMOKAM NpUMeHeHus ?

PaccmatpuBaeMebie (hakTOpBI:

- TIOCJIEJICTBUS OIIMOOK MIPHMEHCHUS;

- CBEJICHHS O TOM, SIBJISIFOTCS JIM OTBJICKAOIIHE (haKTOPBI IPUBBIYHBIMU IS TIOJTb30BATEIIS;

- BEPOSITHOCTB MOSIBIICHUS PEIKO CIYYAIOIIUXCS OTBICKAIOMINX (HaKTOPOB.

C.2.29.3 UmeeT Ji MEIUIINHCKOE H3/IeJHE COeNMHUTEIbHbIE YACTH WJIN MPUHAJIEKHOCTH?
PaccmaTpuBaeMbie (pakTOpPbI: BO3MOKHOCTD HEIIPABHIIBHBIX COCIUHEHHH, CXOICTBO C COCTUHEHHUSIMU B IPYTUX
U3JICTIHSIX, IPOYHOCTh COSAMHECHNS, 00paTHAsI CBSI3b IPH MOBPEKICHUN COSTUHEHUS, @ TAKXKE CIIUIIKOM
MIPOYHOE HJIM HEIOCTATOYHO IPOYHOE COCAUHCHHUE.

C.2.29.4 UmeeT Jin MeIMIUHCKOE U3/le/He YIPaBJIsAouil uaTepdeiic?

PaccmaTpuBaeMsbie (pakTOpBI: IPOCTPAHCTBEHHOE PACIIPEICICHIE JICMEHTOB YIIPABICHHS, X KOAUPOBAHHE,
TPYIIHPOBKA, CXEMa IPOCTPAHCTBEHHOTO PACIIPEIICIICHHS, PEKUMBI 0OPaTHON CBSI3H, TPyObIe OLIHOKH,
HE3HAYUTENbHBIC TpoMaxu, AU dhepeHInaIHs YIPaBICHUs, KAYeCTBO H300paKCHUH, HAIIPABICHIE
AKTHBHUPOBAHMUS WM U3MEHEHUS, JUCKPETHOCTD WIIH HENPEPHIBHOCTH (PYHKIIMOHUPOBAHUS 3JIEMCHTOB
YIpaBIIeHHs, 00PAaTUMOCTh HACTPOCK WX ICHCTBUIA.

C.2.29.5 UmeeT Ji MeIMIIUHCKOE U3/eaue PYHKIUI0 0ToOpa:keHust nHopmanuu?

PaccmaTpuBaeMbie (pakTOPBI: KAYECTBO H300PaXKEHNUS B PA3HBIX YCIOBHSX; OPHECHTALUS, 3PUTEIbHBIC
CIIOCOOHOCTH IOJIB30BATENIS; CTEIICHB 3aIOTHEHUS YKPaHa MOHUTOPA U MIEPCIICKTUBHOE H300paKeHNUE;
YETKOCTh MPECTABICHHON HH(MOPMAIUH; SANHHUIIEI 0TOOPaKESHUSI HH(POPMAIHHY; IIBETOBBIC KOJIBL; JOCTYII K
HauboJiee BaxKHOU HH(OpMALIHU.

C.2.29.6 UmeeT 1 MeIMIUHCKOE U3/1e/1e MEHIO YIIpaBJjieHus?

PaccMaTpuBaeMbie (hakTOPBI: CIIOKHOCTD ¥ YHCIIO YPOBHEH MEHIO, OCBEIOMIICHHOCTD ITOJIb30BATEIIS O
COCTOSIHMH MEHIO, PacIIOIOKECHUE HACTPOEK, CIIOCO0 MEPEMEIICHHUST MKy 00bEKTaMH, YUCIIO IIArOB B OJTHOM

HCﬁCTBHH, HpO6J’ICMI>I YETKOH IMOCJIe/I0BaTEIbHOCTH JICUCTBUH 1 3allOMHMHaHus, COOTHOILICHUC BaA>XHOCTHU U

AOCTYITHOCTU (I)yHKHI/II/I YIIpaBJICHUS, a TAKKC BJIMAHUE, OKa3bIBAEMOC OTKIIOHCHUSAMUA OT YCTAHOBJICHHBIX
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ONepalMOHHBIX TPOLEAYD.

C.2.29.7 byaer Jiu MeJULIMHCKOE U3/leJIe MPUMEHATHCA JIMLIAMHU ¢ 0CO0ObIMU NOTPedHOCTAMU?

PaCCManI/IBaeMI)Ie (l)aKTOpI:IZ npennonaraeMLIﬁ MOJIb30BAaTCJIb, €I'0 YMCTBCHHBIC CIIOCOOHOCTH U (bH3I/I'—ICCKH€
BO3MOXHOCTHU, HABBIKU U ITOATOTOBKA, SPrOHOMUYCCKUE aCIICKThbI, Cpe€aa MPUMCHCHU, Tpe6OBaHI/I$I K
yCTaHOBKe/MOHTa)Ky, CIIOCOOHOCTD nanueHTa yrnpaBJIsITb IPUMEHCHUCM MCIUITMHCKOTO U3ACIIUA UIIN
BO3JICMCTBOBATh HA TaHHOE IMPUMCHCHUE. Ocobo¢ BHUMaHHE CICAYy€CT YACIIATH MMOJIb30BaTCIsIM CO
CHCIII/IQ)I/I'-ICCKI/IMI/I HOTpe6HOCT${MI/I, TAaKKM, KaK JIila ¢ OrpaHU4Y€HHBIMU BO3MOKHOCTSIMHU, ITOKUJIBIC JIFOAU U
ACTH. K CHeIII/I(bI/I'-IeCKI/IM HOTpC6HOCT${M MOKHO TaKXKXC OTHCCTHU HOTpe6HOCTI) B JOTIOJIHUTEIbHON MOMOIIU
ApYToro Jmnia B Ipouecce NpuMEHCHUA MCAUIITMHCKOTO U3 ACTINAA. CneayeT pPaccMOTPETh BO3MOXKXHOCTb
OPUMCHCHHA MEAUIIMHCKOr'O U3ACJIMs JIMIaMU C pa3HbIM YPOBHEM NNOATOTOBKH U KYJIbTYPHBIMU

0COOEHHOCTSIMU.

C.2.29.8 M0:KHO J14 HCII0JIb30BATH NMOJb30BATELCKHIT HHTepdelic 111 HHUIMUPOBAHMSA JAeiicTBUIA

noJjb3oBaresisi?

PaccmaTpuBaeMbie (hakTOpPbI: BO3MOXKHOCTh HHUIIMUPOBAHUS HAMEPEHHBIX ACUCTBHI ITOJIH30BATEIIS IJIsl BXOA
B YIIPaBJSIEMbIN paOOUHUl PEXKHM, YTO YBEINYMUBACT PUCKH LIS TAUCHTA; OCBEIOMICHHOCTD TOJIb30BATEIIS B
JTAHHBIX 00CTOSITEIbCTBAX.

C.2.30 Ucnoap3y10T J1d B MEAMIMHCKOM H31€JIUH CHCTEMY CUTHAJM3AIUU?

PaccmaTpuBaeMbie (haKTOPBI: PUCK ITOIAYH JIOKHBIX CHT'HAJIOB TPEBOTH, HECPAOATHIBAHUE CUCTEMBI
CUTHAJIU3AIINU, OTCOCIMHCHHUE CHCTEMbI CUTHAIM3AINY, HCHAICKHOCTD YAAJCHHBIX CHCTEM CUTHAITU3AIINY, &
TaKKe BO3MOXKHOCTh MOHUMAHUS MEAUIIMHCKUM IIEPCOHAIIOM IMPUHIIAIIOB PAOOTHI CHCTEMBbI CHTHATH3AI[HH.
PyKkoBOJCTBO 1O cucTeMaM CUTHAJIU3alUK puBeieHo B [13].

C.2.31 KakoBbI c110cO0bI HeNMPABUJIBHOIO IPUMEHEHUS] MeAULMHCKOT0 u3aeaus?

PaccmaTpuBaeMbie (hakTOpbI: HEMIPABWILHOE TIPUMEHEHHE ITEPEKITI0UATENICH; BBIXOI U3 CTPOSI CUCTEMBI
CUTHAJTU3AINHU WM DJIEMEHTOB, 00ECIICYMBAIONINX OC30MaCHOCTh IPUMEHEHUSI; TPEHEOPEIKCHUE
PEKOMECHIAIMSMEI U3TOTOBUTENSI B OTHOIICHHH TEXHUIECKOTO 00CITYKHBAHUSL.

C.2.32 ObGecnieunBaeT Jin METUITHHCKOE H3/Ie/INe XPaHEHNe TAHHBIX, BAJKHBIX JIJISl BeJIeHUsI MannenTa?
PaccmaTpuBaeMbie (pakTOpBI: TIOCIEACTBIS H3MCHEHHSI WITH HCKAKCHUS TAHHBIX.

C.2.33 sfABasiercs i MeJUIMHCKOE M3/1ejiie MOOWIBLHBIM MJIM NOPTATUBHBIM?

PaCCManI/IBaeMI)Ie (l)aKTOpI:IZ HCOGXOIH/IMLIC 3a’)KMMBbI, PYKOSTKH, KOJIECA, TOPMO3ad, MCXaHUYICCKAsa

yCTOI\/'I'-II/IBOCTL 1 IPOYHOCTb MEIUIIUHCKOI'O U3CIIHA.

C.2.34 3aBucuT Ju NPpUMeHEHUE MeTHIIMHCKOT0 U3/1eJIHs OT €ro Ba:KHEHIINX IKCIIYaTAIIHOHHBIX

XapaKTepucTUK?
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PaCCManI/IBaeMI)IC (l)aKTOpBIZ BbIXO/IHBIC XapaKTECPHUCTHUKHU I/ISIIGHI/II\/'I, 06€CH61H/IB3}OH_II/IX JKH3HE00ECIICUCHUE

OopraHusMma, Cpa6aTI:IBaHI/Ie CUCTCMbI CUT'HaJIM3allhH.

B [1] paccMoTpeHbl BaxKHEHIIME SKCIUTyaTallMOHHbIE XapaKTEPUCTUKU MEUIIMHCKUX JIEKTPUUECKUX U3/1ETHi

1 MCIUIHUHCKUX DJICKTPUICCKUX CHUCTCM.

[MpunoxeHune D (cnpaBoyHoe). KoHuenuum pucka,
NPUMEHNUMbIE K MEOULMHCKUM N3OeNnsam

[Tpunoxenue D
(cpaBouHOE)

D.1 O01ue moJ10:KeHus

I[aHHOe NPHUITOKCHUEC COACPIKUT PYKOBOAANIUC YKa3aHUs NPUMEHUTCIIBHO K CJICAYIOINUM KOHICTIIUAM pHUCKa,

BYKHBIM JIJIs1 MEHEPKMEHTA PUCKAa MEAULIMHCKUX U3JIEIINN:

- OIIACHOCTH U OTACHbIE CUTYaLIUU;

- OnpezieNIeHHe PHUCKa;

- IOTyCTUMOCTb PUCKA;

- YIpaBJIeHHUE PUCKOM;

- aHAJIN3 COOTHOILCHHUS PUCK/TIONB3a;

- BCECTOPOHHEE OLIEHUBAHUE PUCKA.

Tepmun "puck" onpenesneH B 2.16 kak "coueTaHue BEpPOSTHOCTH IPUYMHEHHUS BpeJa U TSHKECTH 9TOro Bpena'.
Ho 510 He 3HauuT, YTO 117151 ONpeAeNeHHs BETMYMHbI PUCKA JaHHBIE (DAaKTOPBI CIEAYET MPOCTO MEPEMHOKHUTD.
OnHuM U3 crocoOOB ONMUCAHUS PUCKA U BH3YAJILHOTI'O BOCIIPOU3BEICHHS CMBICIIA, 3AI0KEHHOTO B €T0
ONpeeTICHNH, SIBJIACTCS IOCTPOCHHUE JIBYMEPHOMN JAUarpaMMbl PUCKa.

Juarpamma pucka, Kak moka3ano Ha pucyHke D.1, obecrieunBaeT BU3yaabHOE IPEICTABICHUE TSHKECTH Bpeaa
0 OCH Y BEPOSITHOCTH HACTYIUICHUS BpeAa 1o ocu . JIjis Kaxk 10 OMacHOCTH WJIM ONACHON CUTYyaluu

YHCJIOBOC 3HAYCHUEC, PACCUUTAHHOC UCXOOA U3 TAXKECTHU BpCaa U BEPOATHOCTU IMPUIMHCHUA BpEaa, HAHOCAT

rpaduyecKu Ha AUarpaMMy PHCKa B BUJE OTACIBHOM TOUKH. B 3TOM mprmMepe Ha auarpaMMy HaHECCHBI

PHUCKH, BEJIMUMHA KOTOPBIX YK€ onpeneneHa ( s )

Pucynok D.1 - [Ipumep nuarpammsl pucka
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VYcmoBHBIC 0003HAYCHUS:
- - YBCIIMYCHUE TAKECTU BpEAa, - - YBCIIMYCHUE BEPOATHOCTU IIPUINHCHHUA BpE€aa

Pucynox D.1 - [Tpumep auarpaMMsl pucka

D.2 OnacHocTH ¥ ONACHBIE CUTYAI[HH

D.2.1 O0mue moJ1o:KeHus

MeauuuHCKOoe u3J1e/Iue OPUYIUHACT BPC/ TOJIBKO B TOM CJIydac, KOrga BO3SHHUKACT IMMOCJIEA0BATCIIbHOCTD
CO6BITI/II\/'I, MMpuBOasAIIasa K OITacHOM CUTyallul U BIIOCJIEACTBHUU K IPUYHMHCHHUIO BpCa. TlocnenoBarenbHOCTh
COOBITHI MOJKET BKJIIOYATh KaK OTACIIBHOC CO6I>ITI/Ie, TaK U KOM6I/IHaHI/IIO coObITHH. OnacHas CUTyalus

CKJIIaJbIBacTCsA, KOrja JoJu, MMYIIECTBO UJIW OKpYXXarolias Cpeaa NoABCPraroTCsa OIaCHOCTH.

HpPIJ'IO)KeHI/Ie C COACPKUT PYKOBOAAIIME YKa3aHHA B BUJAC BOIIPOCOB, HA KOTOPLIC HeO6XOIlI/IMO OTBCTUTDH I
OMPCACIICHUS XapaKTCPUCTUK MEANITUMHCKUX I/ISIIC.]'H/II\/'I, BJIMAIOIIHUX Ha 0€30IacHOCTh UX MPUMCHCHUS, YTO
6y[leT CII0COOCTBOBATh I/I,HeHTI/I(bI/IKaIII/II/I BO3MOKHBIX OIACHOCTEH. HpI/IJ'[O)KeHI/Ie E COACPIKUT PYKOBOAAIINEC
YKa3aHus OTHOCHUTEJIIbHO I/IL[CHTI/I(i)I/IKaHI/II/I OIACHOCTEH U IMOociieIoBaTeIbHOCTEN CO6I>ITI/II\/'I, KOTOPbIC MOT'YT
NPUBECTHU K OIacHoOM CUTyalluu. HpI/IJ'IO)KeHI/Ie H COACPIKUT PYKOBOAAIINUE YKA3aHUs 110 I/II[eHTI/I(I)I/IKaIII/II/I
OIMaCHOCTEH U MOoCye0BaTeIbHOCTEN CO6BITI/II>'I, KOTOPBIC MOT'YT IPHUBECTH K OIMMACHBIM CUTYyallUsIM U

MNPpUYIUMHCHUIO Bp€1a B OTHOIICHUN MEIUIIUHCKUX WU3JCTIUN 1J11 IMarHOCTUKY in Vitro.

HCO6XOL[I/IMO NOAYCPKHYTH, YTO OIMMACHBIC CUTyallul MOT'YT BO3HUKATDH JaK€ B OTCYTCTBHUE OTKA30B, T.C. B

YCIIOBHUSIX HOPMAJILHOTO MIPUMEHEHHS MEAMIIMHCKOTO U3/ICIIHS.
D.2.2 OnacHble cCUTyallMH, ABJISIONIHECS CJIeICTBHEM 0TKA30B MEIUIMHCKOTO U3/1eJIusl

D.2.2.1 O6mue moJio;KeHust

B ciyuae, korja omacHasi CHTyalys BO3HUKAET BCJICACTBUE OTKa3a MEIUIIMHCKOTO U3CIHS, CIeIyeT
pasjnyaTh BEPOSITHOCTh OTKA3a U BEPOSITHOCTh MPUYMHEHHUS Bpeaa. OTKa3 MEIUIIMHCKOTO U3/ICNUS HEe BCEria

OPUBOAUT K BOSHUKHOBCHHIO OIacHoOM CUTyalluH, TAaK K€ KaK U OIllaCHas CUTyalusd HC BCEraa MPUBOIUT K

MNPpUIMHCHUIO BpCaa.
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Oco0oe BHUMaAHHE CICOAYCT YACIIATH OIIACHBIM CUTYaALUsIM, ABJIIFOIIUMCA CJICACTBUEM OTKA30B MEAULIMHCKOT'O
uzaenus. BaxxHo IMOHMUMAaTh, 4YTO, KaK IIPaBUJIO, OBIBAIOT JBa BUJia OTKAa30B, KOTOPLIC MOTYT IIPUBECTHU K

BO3HMKHOBEHMIO OIaCHOM CUTyalluu: cnyqaﬁHHe U CUCTEMATHUYCCKUEC OTKA3bI.

D.2.2.2 OnacHble CUTYaunu, SIBJISIIOIIHECS CJIECTBHEM CJOYYAHHBIX 0TKA30B

B oTHOIIEHUN MHOTUX COOBITUI BEPOATHOCTH BOSHUKHOBCHHA OTKA30B MOKHO ITPHUCBOUTH YUCIIOBOC

3HA4UYCHUC. HeKOTOpBIe IPUMCEPLBL CJ'[y‘IafIHBIX OTKa30B:

- OTKa3 4aCTu U3ACIUs, HAIIPUMEP HHTCFpaJ'IBHOﬁ CXEMbI B JICKTPOHHOM 6J'IOKC;

- MOJTy4YCHHEC HEBCPHLIX PE3YJIbTATOB M3-3a 3arpsA3HCHUA U3ACJIHA BCIICACTBUC CTAPCHUA IVD-pear CHTa

(pearenTa [ JUarHOCTUKH in Vitro);

- OTKAa3 W3-3a HAIMYUS BO3OYAUTENCH NH(PEKINI HIH TOKCUYHBIX BEIIECTB B/HA MEIUIIMHCKOM U3JICIIHH.
KonuuecTBeHHOE ompenesieHre ONOI0rnIecKuX PUCKOB BO3MOKHO TOJBKO B TOM CITydae, KOTrla IMEeTCs
JocTaTo4yHas HHpopMalus 00 OMACHOCTH U OOCTOSATENLCTBAX, BIUSAIOUIMX HA BEPOATHOCTh BO3SHUKHOBEHUS
ONACHOM CUTyallH, HAIIPUMEp, MPU 00ECIICUSHNH CTEPUIILHOCTH. DTy CUTYalLlUI0 MOXHO TPAKTOBATh TaK JKe,
KaK CIy4aiHbIi 0TKa3 anmnapatHoro odecnedeHus. Bo MHOrUX Ipyrux ciyyasx Haluuue Bo30yaurenen
H(pEKIUH UM TOKCUYHBIX BELLECTB CIIelyeT pacCMaTpUBaTh Kak cUCTeMaThdeckuii otkas (cMm. D.2.2.3).
Puck, Bo3HUKAIOIIKI 13-32 HAJIMYUS TOKCUYHOI'O BELIECTBA B MaTepHualie U3eIHs, CICAyeT ONpeesiTh B
COOTBETCTBUHU C [14]. DTO MOKET rapaHTUPOBATh, YTO OXKUJaeMasl CTeNEeHb IPUYUHEHHs Bpeaa OT
MIPUMEHEHUs] MEUIIMHCKOTO U3/IEIHs HUKE TOH, KOTOpasi CllocoOHa MPUYUHHUTD Bpe]l 37I0POBbIO

IIOJIB30BaTCJIA.

D.2.2.3 OnacHble CUTYyallnu, SIBJISIIOIIHECS CJIEICTBHEM CHCTEMATHYECKHUX 0TKA30B

CucreMaTHYeCKUI OTKAa3 MOKET OBITh PE3yIbTaTOM OIINOKHU IIpU OCYHICCTBJICHUN JII000r0 Buaa
ACATCIIBHOCTH. Or{pez[eneHHoe COYCTAaHHUEC BXOJHBIX JaHHBIX UJIN yCJ'IOBI/II\/'I 0pr>1<a10mef/i Cpeabl 6y£[eT
CUCTEMATUYCCKU IPUBOJUTL K OTKAa3y MEAULIMHCKOI'O U3ACJIMs, TOr/Ia KaK B IPYIruXx CiIydasx OTKa3 HE

MIPOU30H/IET.

OIHI/I6KI/I, MPpUBOAANIMEC K CUCTEMATUICCKHUM OTKa3zaM, MOTI'yT OBITh KaK B arrapaTHoM, TaKk U B IpOIrpaMMHOM
o0ecreueHnH 1 Ha 000 cTaaun pa3pa60TKH, HU3roTOBJICHUA U TCXHUYCCKOI'O O6CJ'Iy>KI/IBaHI/I${ MCAUIHUHCKOI'O

U3aCIIHNA. HCKOTOpBIe OPUMEPDBI CUCTCMATHYCCKUX OTKA30B!:

- HEBEPHO paCC‘-IPITaHHbIﬁ IUIaBKU I OpeAOXPAHUTEIIb HE MTO3BOJICT MPEAOTBPATUTH OIMMACHYIO CUTYalUIO:
napaMeTphl IJIABKOT'0 MPEAOXPAHUTEIISA MOTJIN OBITH HEBEPHO ONPCACTICHBI UJIN HEIIPABUIJIIBHO YCTAHOBJICHBI
IIpU U3TrOTOBJICHHUU, WA HEIIPABUJIBHO 3aMCHECHEBI ITPU PEMOHTE;

- B 0aze JaHHBIX TPOrpaMMHOI'0 obecreueHus He npeaAyCMOTPECHO COCTOAHUEC 3AIIOJTHEHHOCTHU: €CJIN Oaza
JAaHHBIX 3aI10JIHEHA, TO HEACHO, YTO ACJIATH MMIPOrpaMMHOMY O6eCHC‘-IeHI/IIO; BO3MOJKHBIM CJICACTBUCM MOXKCT

CTaTh YAAJICHUC NUMCIOUXCS 3arnucei B LessIX BBICBO60)KI[€HI/I${ MECTa JI1 HOBBIX 3ar11/1ce1“4;

- XXUAKOCTb, UCITIOJIb30BAHHASA IPU U3TrOTOBJICHUU MCANIUHCKOI'O U3CIINA, UMCCT TOUYKY KUIICHHUS HUKE
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TEMIICPATYPhI TCJIa YCJIOBEKA: OCTATKHU Y XUAKOCTU MOTYT IIPH ONPCACICHHBIX 00CTOSITCIIBCTBAX IIONACTh B

KpPOBb 1, BOBMOXXHO, IIPUBECTU K 3M6OJ’II/II/I;

- AHTHUTCJIA B np06e Ha rernaTuTt HE PACIIO3HAOT HCKOTOPLIC (HOBBIC) BHU/IbI BUPYCOB;

- HCaZICKBATHOC YIIPABJICHHUE 0pr>1<a101ue1‘/'1 cpeﬂoﬁ nian cOoii B cucreMax YHpaBJICHHUA 0pr>1<a10111e171 cpezloﬁ

MOPUBOJAUT K 3arpsA3HCHUIO JIaHHOH Cp€abl TOKCUYHBIMH BECUICCTBAMU WUJIN B036yI[I/ITCJ15[MI/I I/IH(bCKIII/II\/'I.

TouHoe OMnpeaACICHUEC YaCTOThI CUCTEMATUYCCKUX OTKA30B 3aTPYAHUTCIILHO B IICPBYIO OUEPCAb 110

CIIETYIONUM TPUYUHAM:

- U3MEPEHHE YaCTOThI CHCTEMATHYECKUX OTKA30B TpeOyeT OONBIINX 3aTPAT YETOBEUCCKUX M JICHEKHBIX
pecypcoB. JlocTikeHrne mprueMiIeMOi IOCTOBEPHOCTH PE3YJIbTATOB HEBO3MOXKHO 0€3 HATMU sl TIOIPOOHBIX
JIAHHBIX O YaCTOTE OTKA30B MM 0€3 3HAHUS MapaMETPOB, OTHOCSIIUXCS K YIIPABICHUIO PUCKOM;

- HC JOCTUTHYTO COIrJIacus 1o METOAY KOJIMYCCTBEHHOI'O OMMPEACTICHUA YaCTOThI CUCTEMATUYCCKUX OTKA30B.

HOCKOJ’IBKy KOJNMYECTBCHHOC OIMPEACIICHNE PUCKA B JaHHBIX 00CTOSITEIIBCTBAX 3aTPYAHCHO, TO IJIA

MIPEeOTBPAILEHHs ONIACHBIX CUTYalMi NPEANOYTUTEIBHO IPUMEHEHUE POOACTHBIX CUCTEM.

D.3 Onpenesienne pucka

D.3.1 O6mue noJio:keHus

Jist onipenienienus pucka MOYHO UCIIOJIb30BaTh pa3Hble MeTobl. HacTosmii cranapt He TpeOyer
MPUMEHEHHSI KOHKPETHOTO METOJIa OTIPEICIICHHS PUCKA, HO OH TPeOyeT MPOBEIEHHS IIPOLIecca OMpeaeICHIUs
pucka (cM. 4.4). [Ipu HanuuuKu HEOOXOAUMBIX TAHHBIX MIPEINOYTUTEIbHEE OCYIIECTBIIATh KOJTUUYECTBEHHOE
onpeeseHne PUCKa, OJJHAKO AaXKe B OTCYTCTBHUE ITUX JAHHBIX JJIsl ONPEIEICHUS] PUCKA TIOCTATOUHO
MIPUMEHEHUs KaueCTBEHHbBIX METOIOB.

Konnenuus pucka siBisiercs KoMOMHAIMEH CIIEAYIOUIMX IBYX COCTaBIISIOIINX:

- BEpOATHOCTHU IIPUYMHEHUS Bpea;

- MIOCJIEICTBUIM IPUYMHEHHOT'O BPE/a, T.€. €ro TAKECTH.

[Ipu onpenenenuun pucka ciieyeT paccMaTpuBaTh:

- HHULUHpYIoLee coObITHe WK 00CcTosATeNnbCTBO [cM. E.3 (mpusoxenue E)J;

- TIOCJIEZIOBATEIBHOCTh COOBITUI, KOTOPAst MOXKET IPUBECTH K BOSHHKHOBCHHUIO ONIACHOW CHUTYAIIHH;

- BEPOATHOCTb BOSHUKHOBCHHA TaKoOMu CUTYyalluu;

- BEPOATHOCTDb TOI'O, YTO OIIaCHasA CUTyalusi NPpUBCACT K NPUIMHCHHUIO BpE€aa.
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B 3aBucumocts 0T 00s1actu OPUMCHCHHS BO3MOKHO PaCCMOTPEHUEC TOJIBKO HEKOTOPBIX 3JIEMCHTOB MPpOLECCa
OIIpECAC/ICHUS pUCKa. HaanMep, B TEX ClIy4dasX, Koraa Bp€a MUHHUMAJICH WK BEPOATHOCTD MPUIUMHEHUSA BpCa
HE MOKET OBITh OIIpeacii€Ha, HET HeO6XOI[I/IMOCTI/I HUATH OAJIbIIC IIEPBUYHOIO aHa/IM3a OIMMaCHOCTH U €€

MHOCJIEACTBUH.

Puck CJICOYET OMMPEACIIATH B BhIPAKCHUAX, 06nerqa}0mnx IMPUHATHUEC peHIeHI/Iﬁ 10 yHIpaBJICHHUIO PUCKOM,
HAmpuMep UCIOJIb3Ys IKaJIbl U €AWHULIBI UBMEPCHHA BpE€Aa U BEPOATHOCTH NIPUIUHCHUS BpEaa, OTpaAXKAOINUe
(l)aKTI/I‘ICCKOC MPUMCHCHHE MpOo1eCcCa ONMpEACICHU PHUCKaA. HpI/I AHAJIN3C pHUCKa €TI0 COCTaBJIAIOIUEC, a UMCHHO

BEPOATHOCTD U TAKECTb, CIICAYCT aHAJIM3UPOBATh OTACIIBHO.

I[I/Ial"paMMa PUCKOB, KaK IMIOKa3aHO Ha PUCYHKE Dl, 0T06pa>1<aeT PUCKH, KOTOPBIC ONPCACICHBI, YTO UMCET
3HAYCHUE ISl JajdbHENIero MIPUHATHSA pemeHHﬁ. Pucku HaHOCST Ha Auarpammy 1o Mepe Ux OMpeaACICHU.
ManI/IIILI pucka, CoO3JaHHbIC HA OCHOBC PHUCYHKa D. 1, HCIIOJIb30BAaHbI B ITpUMEpPax, MPpUBCACHHBIX B
HACTOAIICM IMPUITOKCHUU. D710 HE 0O3Ha4acT, 4TO JIAaHHBINA METO/1 MNPUMCHHUM KO BCEM MECAWIIMHCKUM HU3ACIIUAM,
OJHAKO OH MOXKET OBITH TOJIC3CH BO MHOTHX Clyvasx. Eciu AuarpaMmmy pUCKOB WJIM MaTpully puCKOB
HCMOJIB3YIOT AJid I'pagallii pUCKOB, TO IPUMEHCHUEC JUArpaMMBbl WM MaTPpUILbl KOHKPETHOI'O pHUCKa JJIsA

KOHKPETHOI'O Cliy4das (C COOTBCTCTBYIHOIUMU paSLfICHeHI/IﬂMI/I) JOJIDKHO ObITH 00OCHOBAHO.

D.3.2 BeposiTHOCTH pucka

D.3.2.1 O0uue noJ1o:KeHus

B KOHKPETHBIX 00CTOSITCIIBCTBAX MIpU HAJIUIUHA HCO6XOIII/IMBIX JAHHBIX MPEANTOYTUTCIIbHBIM ABJISICTCA
pasaciiCHue ypOBHeI‘;I BEPOATHOCTH pUCKA IMO KOJIMYCCTBCHHBIM XapPAKTCPUCTUKAM. Ecnu at0 HCBO3MOXXHO, TO
H3TrOTOBUTEIIb JOJDKCH MPEAOCTABUTL OMMMCAHNUE IO KAYCCTBCHHBIM IMTPU3HAKAM. Xopomee OIIMCAHUE I10
Ka4CCTBCHHBIM IIPHU3HAKaM JIYUIIC HETOUYHOI'O OIMMCAaHHs IO KOJIMYECTBCHHBIM XapaKTECPHUCTHUKAM. HpI/I
pasaciICHun ypOBHeI‘;I BEPOATHOCTH pUCKA 110 KaYECTBCHHBIM IIPHU3HAKaM U3TOTOBHUTECIb MOKET HMCIIOJIB30BaATh

JACCKPHUIITOPBI, MPEAHA3HAYCHHBIC JJIs1 KOHKPETHOIO MCIUIIMHCKOT'O U3ACIIUA.

D.3.2.2 OnpepaeneHue BepOSTHOCTH PUCKa

HeCMOTpr Ha TO, 4TO (i)aKTI/I'-IeCKI/I BEPOATHOCTD MPEACTABIISICT coboit HEMPEPBIBHOC MHOXKCECTBO, HA IIPAKTUKE
MOKHO HCIIOJIb30BATh JUCKPETHOC YMUCIIO ypOBHCI\/'I. B stom CJIy4da€ U3roToBUTECIIb HA OCHOBEC npennonaraeMoﬁ
AOCTOBEPHOCTHU ONPEACIICHNA BEPOSITHOCTU PHUCKa PEIIACT, CKOJIbKO ypOBHeﬁ BEPOATHOCTHU HCO6XOIII/IMO. Yem
00JIbIIIE npeamnojaracMas 10CTOBEPHOCTh, TEM OoJtbIire ypOBHCI;'I BEPOATHOCTHU HCOGXOHI/IMO HCIIOJIB30BATh.
I[J'I?I o0JIeryeHus MIPUHATHUSA peIIIeHI/II\/'I CJICAYy€CT UCIIOJIb30BaTh, KAK MUHUMYM, TPU YPOBHS BEPOATHOCTU.
ypOBHI/I MOTYT OBITh OIKMCATCIIHBHBIMHU (pI/ICK MaJIOBCPOATCH Ha MPOTAKCHUU )KU3HCHHOT'O LIUKJIa
MCIUIUHCKOT'O U3ACJINUA, BEPOATHOCTbL BOBHUKHOBEHU S PHUCKA - HECKOJIBKO Pa3 Ha NPOTSIKECHUHN ) KU3HCHHOI'O
UKIIa U3a€CJIMs, BEPOATHO 4aCTOC BOSHUKHOBCHHE PUCKA U T.I[.) WK MOTYT OBITH BbIpa>XCHbI CUMBOJIaMU (Pl,
P2 u T.I[.). W3roroButento CJICOYET YCTKO OIMPECACIMTL YPOBHHU BEPOATHOCTU, AJId TOT'O 9TOOBI HE BO3HHKAJIO
IMyTaHHIBbI. OcobeHHO PE3YyJIbTaTUBHBIM CIIOCOOOM SIBJISICTCS OMpeEACTICHUEC YN CIIOBBIX 3HAYCHUH IS

JUCKPETHBIX YPOBHEH.
OnpezeneHue BEpOATHOCTH PUCKA BKJIIOYAET BCE OOCTOSATENHCTBA U BCIO MIOCJIEI0BATEIBHOCTD COOBITHH,

Ha4yyHas OT BOBHUKHOBCHMSA nepBOHaqaanoﬁ MPUYMUHBI U 3aKaHYUBast IpUIUHCHUEM BpCa. PaCCMOTpeHI/Ie

BEPOATHOCTH NPUIMHCHHA BpE€aa CBA3aHO C BO3SMOXXHOCTbIO BO3BHUKHOBCHHA OIMMACHOCTH. Ecnu ner OIIaCHOCTH,
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TO HE MOXET OBbITh U Bpeaa. Taxkum 06pa30M, Ipu OMPEACIICHUN BEPOATHOCTU IPUIHNHCHHA BpE€aa HeO6XOI[I/IMO

YYUTBIBATH BO3MOXHOCTb BO3BHUKHOBCHUS OITACHOCTH, UYTO MOAPA3yMEBACT OTBCTHI HAa CIICAYIONIHUEC BOIIPOCHI:

- BO3BHHKACT JIK OITaCHas CUTyalusa B OTCYTCTBUEC OTKa3a MEAULIMHCKOI'O U3ACIINA;

- BOSHHKACT JIK OITaCHas CUTyallus B YCIIOBUAX OTKa3a,

- BOSHHKACT JIK OITaCHasl CUTyallus TOJBKO B YCJIOBHUAX MHOXCCTBEHHBIX OTKA30B;

- HACKOJIbKO BEPOATHO, YTO OIMaCHAA CUTyalus MPUBCACT K IPUINHCHUTIO BpECaa.

Ha BEPOATHOCTDH TOI'O, YTO OMaCHasA CUTyalus NPpUBEACT K NPUINHCHUIO BpE€Aa, BIUAIOT JKU3HCHHBIN ITUKJT

MEIMLIMHCKOTO U3JIeNIHA U YUCIIO TAKUX U3/IEIHIA Ha PhIHKE.

Juist onipenienieHnst BEpOSITHOCTH PUCKa OOBIYHO MPUMEHSIOT CEMb MOIXO0/10B:

- HCTIOJIb30BaHKUE COOTBETCTBYIOIUX JAHHBIX, OTHOCAIIMXCS K MICTOPUM MEUIIMHCKOTO U3/1EHS;

- IPOTHO3UPOBAHUE BEPOATHOCTH PUCKA C UCTIOJIb30BAaHUEM aHATUTHYECKUX METOAOB WK MOJEIIMPOBAHMUS;
- HCTIOJIb30BaHKE YKCIIEPUMEHTAIbHBIX JaHHBIX;

- HCTIOJIb30BaHME MOKa3aTese HaleKHOCTH;

- HCTIOJIb30BaHKE JAHHBIX, TOJIyYE€HHBIX B MTPOLECCE U3TOTOBIICHHUS;

- UCIIOJIb30BAHUE MTOCTIIPOU3BOICTBEHHON HH(MOPMAIIHH;

- HCTIOJIb30BaHME IKCIIEPTHBIX 3aKIIOYEHUH.

Bce i moxoap1 MOKHO MCIIONIB30BaTh KaK 10 OTAEIbHOCTH, TaK U B KoMOuHaiuu. [lepBbie Tpu noaxona
SIBIISIFOTCS] B3AaUMO/IOTIONIHSIOIIMMU: KaXIbIi U3 HUX UMEET CBOU CHIIbHBIE U cllabble cTopoHbl. Tam, rae
BO3MOXKHO, CII/TyeT HCIOIh30BaTh HECKOIBKO IMOIX00B. TakuM 00pa3oM MOKHO 00ECIICUUTh HE3aBHCUMYIO
MIPOBEPKY OJTHOTO MOJX0/a C IIOMOLIBIO IPYTHX, YTO CLIOCOOCTBYET IMOBBILLIEHUIO JOCTOBEPHOCTH
pe3ynbTaTtoB. B cinyuae, eciiv 3TH TOAXO0/IbI HENb3s UCIIOJIb30BATh UM UX IPUMEHEHHUE SBISETCS
HEJOCTaTOYHBIM, CIIEAYET MOJIOKUTHCS Ha 3aKII0YEHHE DKCIIEPTOB.

D.3.2.3 Pucku, BEpOATHOCTb KOTOPBIX HEe MOKeT ObITh ONpe/aeseHa

JlocToBEpHOCTH OnpeieNieHHsI BEPOSATHOCTH PUCKA IMOBBIIIAETCS, KOTIa HA OCHOBE TOYHBIX U HAJIEKHBIX
JAHHBIX MOXET OBITh IPOBEACHO KOJMUSCTBEHHOE ONPEICIICHUE BEPOSTHOCTU PUCKA WIIU KOTIa BO3ZMOYKHO
000CHOBaHHOE OIIPEIICNICHHE BEPOSTHOCTH PUCKA [0 KAYeCTBEHHBIM Mpu3HaKkaM. OIHAKO TO HE BCEraa
ocyuiectBuMo. Hanpumep, BEpoATHOCTh CHCTEMaTHYECKUX OTKA30B, TAKMX KakK onucaHHbie B D.2.2.3,
ONPEAETUTh YPe3BbIYaifHO TPYAHO. EClii TOUHOCTD OnpeneneHns BEpOSITHOCTH PUCKa CTAaBUTCA MO

COMHCHHCEC, TO 4aCTO ObIBacT HeO6XOI[I/IMO YCTaHOBUTH IHI/IpOKI/Iﬁ JAnara3soH BEPOATHOCTH pUCKaA UTU

YCTaHOBUTD, YTO TOUHOCTb OIIPECACICHUS BEPOATHOCTU PUCKA HE XYIKE HCKOTOpOI\/'I KOHerTHOI\/'I BCJIMYMHBI.
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MosxHo MNPUBCCTHU MMPUMCPBIL OHaCHOCTeﬁ, KOraa OU€Hb TPYAHO OIMPEACIIMTL BEPOATHOCTL PUCKA!

- OTKa3 nmporpaMmMHOI 0 OGCCHC‘-ICHHFI;

- caboTax Win HECAaHKIIMOHHMPOBAHHOC BMCIIATCIILCTBO B KOHCTPYKIIUIO MEAUITUHCKOI'O U3JACIINA;

- HOBBIE OMACHOCTH, MIPUPOJIa KOTOPBIX elle IJI0X0 U3yUyeHa (Hanpumep, HeJOCTAaTOUHOE 3HAHUE
HHGUIIPYIOIEH CIOCOOHOCTH BO30YAUTENs TAKOTO 3a00sIeBaHus, Kak ry0yaras sHuedanonaTus KpymnHoro

poraTtoro CKkoTa, MCA€T KOJUYECCTBECHHOMY ONPCACICHHUIO PUCKA Nepcaadn JaHHOT'O 3a6OJ'I€BaHI/I${);

- HCKOTOPBIC TOKCUKOJIOTHYICCKHUE OITACHOCTH, TAKHMEC KaK HAJIMIUC F'’CHOTOKCUYHBIX KaHICPOICHHBIX BEIICCTB U
CCHCI/IGI/IJ'[I/BaTOpOB, Korjga OBbIBaCT HEBO3MOXKHO YCTAaHOBUTH MMOPOTOBYIO BEJIMYUHY BO3ﬂCﬁCTBHH, HHXKC

KOTOpOii He HacTynaeT 3PPeKT TOKCHIHOCTH.

B OTCYTCTBHUEC JAHHBIX O BEPOATHOCTHU MPUIUHECHUS BPCa HCBO3MOXXHO OIMMPEACIIUTD BEIIMYNHY PHUCKAa U
00BIYHO HeO6XOI[I/IMO OIICHUBATh PUCK TOJBKO Ha OCHOBAHWU XapaKTEpa Bpeaa. Eciu MmoxxHO ciienaTh BBIBOJ O
TOM, YTO OIMMACHOCTb MMECT HE3HAYUTCIIbHBIC IPAKTUYCCKUC ITOCJICACTBHA, TO PUCK MOXCT OBITH COYTEH
JA0IIYCTUMBIM M B MEpax IO YIIPaBJICHUIO PUCKOM HET HCO6XOIH/IMOCTI/I. O,HHaKO JJIA 3BHAYUTCIIbHBIX
OHaCHOCTeI\/'I, TaKUX KaK NPUBCICHHBLIC B D323, KOTOPBIC MOI'JIN Obl IMPUYIUHUTDL BPE BBICOKOM CTENIEHU
TSKECTHU, HC MOXKET OBITh YCTAHOBJICH YPOBCHb BO3I[CI\/'ICTBI/I$I, COOTBCTCTBy}OHIHI;'I HACTOJIbKO HU3KOMY PHUCKY,
KOTOPBIM MOYXHO ObLIO ObI npeHe6peqL. B Takux ClIy4dasax BEJINYHNHY PUCKaA CIICAYCT ONPCACIAThL UCXOOA U3
BEPOATHOCTHU BOSHUKHOBCHUS HauOoiee He6J'IaFOHpI/ISITHOI‘O MMPOrHO3MpyEeEMOTro BapuaHTa. B HEKOTOPBIX
ciry4dasax yIlO6HO 10 YMOJTYaHUIO YCTAHOBUTH 3HAYCHHUC BEPOATHOCTHU OTKA30B PaBHBIM €AWMHUIIC U MEPHI 110
YHIpaBJICHUIO PUCKOM OCHOBBIBATH HAa UCKIIFOYCHHHU OIMMACHOCTH, YMCHbIIIAask BEPOATHOCTL Bpcaa 10

JIOITyCTUMOTO YPOBHSI MJIM YMEHbLIasl TshkecTh Bpeaa (cMm. D.4).

OOBIYHO CUUTACTCs, YTO CYLICCTBYECT 06paTHa$[ 3aBUCUMOCTDb MEXKAY OTIIAXKCHHOCTBIO ITPOLECCCOB,
HCMOJIB3YyCMbIX IIPHU ITPOCKTUPOBAHUU U pa3pa60TKe CJIOKHBIX CUCTEM, U BEPOSATHOCTHIO BBIABJICHUS WA
HEBBISBJIICHUS] CUCTEMAaTHUYECKUX OTKa30B. HacTo uenecoo6pa3H0 OMpEaACINTDb HCO6XOIII/IMYIO CTCIICHb
OTJIAXKECHHOCTHU IpoLecca MPOCKTUPOBAHUA U pa3pa60T1<H C YUYCTOM TSAXKECTU MOCJIEICTBUM CUCTEMATUYECKUX
OTKa30B U PE3YJIbTATOB MEP 110 YIPABJICHHUIO PUCKOM, BHCIIHUX IO OTHOMICHWIO K MECJUIIUHCKOMY HU3CJIHIO.
Yem TsKeII€€ MOCIIEACTBUS OTKA30B U HE3HAUUTEIbHEE PE3YIbTATUBHOCTH BHCIIHUX MEP MO YIIPABJICHUIO

PUCKOM, TEM 0oJree OTJIAKCHHBIM JOJIKCH OBITh Iponece MpPOCKTUPOBAHUA U pa3pa60TI<H.

D.3.3 TszkecTh Bpena

Jis pa3nenenus TsSHKeCTH BO3MOYKHOTO Bpela Ha YPOBHH M3TOTOBHUTENIO CIIEAYET UCTIOIb30BATh

JICCKPHIITOPBI, MOJXOISIIUE I MEUIUHCKOTO n3aemnust. [lonsTue TshkecTr Bpeaa HhakTHISCKH MPEICTaBISCT
c000i1 HenpepbIBHOE MHOKECTBO, OJIHAKO HA MPAKTUKE I 00JIErYeHHUs aHaI13a MOXKHO UCIIOJIb30BaTh
JUCKPETHOE YMCIIO YPOBHEH TsKeCTH. B TakuX cilyyasx M3rOTOBHUTENb CaM YCTaHABIUBAET HEOOXO0AUMOE
YHCIIO YPOBHEH TSKECTH U CIIOCO0 HX OTPEISIICHHS. Y POBHH MOT'YT OBITh OIUCATEIbHBIMU (HE TPeOyeTcst
MEJMLMHCKOE BMEIIATEIbCTBO, TPEOYETCS MEIUIIMHCKOE BMEILLIATEIbCTBO, TPEOyeTCs TOCIUTAIU3aLINS,
BO3MOJKEH JIETalIbHBIA UCXOJ U T.J.). OHU Takke MOTYT ObITh BbIpakeHbl cumBoiiamu (S1, S2 u T.71.), HO B
TaKOM CITy4dae KXl CHMBOJI JOJDKCH OBITh YETKO OmpezesieH. B roboM ciydae onpeaeseHue ypoBHEi

TSOKECTH HE JTOJHDKHO BKITFOUATh KAKOW-JIMOO0 AIIEMEHT BEPOSATHOCTH (CM. puMepbl B D.3.4).
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H3roroButento H€O6XOI[I/IMO BLI6paTI> 1 000CHOBATh YPOBHHU TAXKECTU IJIsI KOHKPETHOI'O MCIUIIMHCKOTO

HU3ACJIMA IIPXU Y€TKO YCTAHOBJICHHBIX YCJIIOBUAX €0 IPUMEHCHUS.

D.3.4 lIpumepsl

D.3.4.1 AHaju3 pucka no Ka4ecTBeHHBIM NMPU3HAKAM

Jlnst aHanm3a prcKa MO KaYeCTBEHHBIM ITPU3HAKaM MOYHO HCIT0JIb30BAaTh HECKOJIBKO MOAX00B. THITNYHBIM
MO/IXOJIOM SIBJISIETCS] IPUMEHEHUE MaTPULIbI NxM JUIS1 OTIMCAHUS BEPOSITHOCTH U TSYKECTH pPUCKaA TS
Ka)XA0H onacHoi cutyauuu. Onpenesnstor YPOBHEN BEPOATHOCTH U ypoBHeii TsoxkecTu. Kaxxapiit
9JIEMEHT MaTpPHULIbI IPEJCTABIISAET COO0I MOArPYNIly MOJIHOTO HAOOpa BOZMOKHBIX PUCKOB. DIEMEHTHI
MaTpulbl 00pa30BaHbl IEPECEUCHUEM TUaia30Ha BO3MOKHBIX BEPOSTHOCTEH U IMana3zoHa BO3MOXKHON
TSKECTU (BO3MOXKHBIX NOCIEACTBHM). [IpocThIM IpuMepoM siBIIsieTCsl MaTpuLia 3X3, OCHOBaHHAs Ha
onpeaeneHusx, B3AThiX u3 Tabauu D.1 u D.2. M3rotoBurento cienyer AaBaTh ONpee]eHUs] B COOTBETCTBUH
CO CHEeIU(PHUKON KOHKPETHOTO U3CIIHS; ONPEICICHUS TOJDKHBI OBITh HACTOJILKO TOYHBIMH, YTOOBI MOYKHO

OBLIO 00CCIICUNTD BOCITPOU3BOAUMOCTD UX NPUMCHCHU .

Ta6m/1ua D.1- ypOBHI/I TSKECTHU IO KaUCCTBCHHBIM IIPpHU3HAKaM

OrnpejiesieHue TSDKECTH Onucanue

3HaunTEeIBHAS CMepTL, W yTpara (I)YHKHI/Iﬁ opraHusma, Wi U3MCHCHHUE aHATOMHWYECCKOTO

CTPOCHUS TCJIa

YMepenHast OO6paTuMas Wi He3HauuTelIbHas TpaBMa (opaskeHue)
[Ipenebpexumo manas OtcyTcTBHE TpaBMbI (IIOPaXKEHUs ) WM OYeHb HE3HAYUTEIbHAs TPaBMa
(mopaxenue)

Ta6m/1ua D.2- ypOBHI/I BEPOATHOCTH IO KAYECTBCHHBIM ITPU3HAKaM

OnpezeneHure BEpOSTHOCTH Onucanue
Bricokas OueHb BEpOSITHBIHM, YaCTO BCTPEYAIOIIUKCS PUCK
Cpennsist Bo03MOKHBII, HO HE YacThIH PUCK
Huskas OObIYHO HEBO3MOKHBIN, PEAKHM, OTJAJICHHBIH PUCK

HpI/I HCIIOJIb30BAHUH B CTPOKAX MaTpULIbl 0003HaYCHUI BEPOATHOCTH, A B CTOJ'[6HaX - 0003HAYCHHH THKCCTH

MOYHO €O3aTh MaTpuIly pucka 3x3. Pucku, kotopele onpeieneHsr ( , , ...), HEOOXOJMMO 3aHECTH

B COOTBETCTBYIOIIME 3JIEMEHThI MaTpULlbl. [lomyyeHHbIH pe3yabTaT u3o0pakeH Ha pucynke D.2.

Pucynok D.2 - [Ipumep Matpuiibl prucka 3x3 M0 Ka4YECTBEHHBIM ITPU3HAKAM

ypOBHI/I TSOKECTHU IO KaUCCTBCHHBIM IIPHU3HAKaAM

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/
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YpOBHU BEPOATHOCTH IO [Tpenedpexumo YMepeHnas 3HauuTeNbHAS
KQueCTBEHHBIM MPU3HAKAM Majast
Bricokas
Cpenmsis
b
Huskas

Pucynox D.2 - [Tpumep MaTpuiisl pucka 3x3 1o KaueCTBEHHBIM MTPU3HAKAM

D.3.4.2 MonykonyecTBEHHBII aHAIN3

B nannom IMYHKTE NPHUBCACH NPHUMEP MOJTYKOJIUYCCTBEHHOT'O aHAJIM3a. [Ikana sBiseTcs
HOHyKOHquCTBeHHOﬁ, TaK KaK 3Ha4CHU BEPOATHOCTH OIIPECACIICHbI HETOYHO, HO U3BECTHO, YTO OHU
HaXOIATCs B rpaHUIaX KOHKPETHOI'O AWalla3oHa (T.e. OIMPEACIICH MOPAI0K BeJ'H/I‘II/IHbI). Pemenus MNPUHHUMAIOT,
COOTHOCH 3HAYCHHA BEPOSITHOCTU C YPOBHSAMU TSAKECTH, 4 HE C 4uCcIoBOM mikanoi. Ha MPaKTHUKE YPOBCHb
TAKECTU PECAKO OMPECACIIACTCA KOJIMYCCTBECHHO, T.K. 3TO HEBO3MOKHO IO OTHOLICHUIO K TAKUM CO6I)ITI/I${M, KakK

JIeTanbHbIN ucxona, CTOMKOE HAapymeHHUE COCTOSHUA 3J0POBbs WJIN IMTOPAKCHHUE, YTPOKAIOIIEC KU3HU.

B nanHom npumepe UCIONb3yIOT MAaTPULLy pUcKa 5X5. YPOBHU BEPOSTHOCTH U TSKECTH YCTAHOBJICHBI B

Tabaunax D.3 u D.4 cooTBETCTBEHHO.

Tabmuua D.3 - [1aTe ypoBHEH TSXKECTH MO0 KaYECTBEHHBIM MTPU3HAKAM

OrnpeiesieHue TSDKeCTH Onucanue
Karactpoduueckas Bener k cMepTH manueHra
Kpurnueckas Bener k cTOMKUM HapyHICHHUSIM COCTOSIHHSI 3JI0POBbSI HITH K TTOPAXKEHUSIM,

YIPOKAKOIKNUM KU3HU

3HaunTEeIBHAS Bener k MOpaKCHUAM HUJIKM HAPYUICHUSAM COCTOSIHUS 310POBbA, Tpe6YIOIIII/IM

HpO(bCCCI/IOHaJ'[I)HOFO MCAUIHNHCKOI'O BMCIIATCIILCTBA

HesnauurenbHas Bener k BpeMeHHbBIM HapyLICHUSAM (YHKLUUN OpraHu3mMa Uin K
HapYLICHUSM COCTOSHUS 3/10POBbS, HE TPEOYIOLIMM MPO(PECCHOHATIEHOTO

MCAUIHMHCKOI'O BMCIIATCILCTBA

[IpeneOpexuMo Masasi Bripaskaercsi B HEYJ00CTBE WM BPEMEHHOM JTUCKOM(BOPTE

Tabmuua D.4 - YpoBHU BEpOSITHOCTH IIPU MOJTYKOJIUYECTBEHHOM aHAIIN3e

OrnpesiesieHue BEPOSITHOCTH [Ipumepsl Auana3oHa 3HAYCHUH BEPOSITHOCTH
Yacras 210
BosmosxHast <10 w210
Dnu3oaudecKas <10 w210

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/
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Ornanenuas <10 w210

Heso3moxHas <10

OnpezeneHust BEpOATHOCTH MOTYT OBbITh Pa3HBIMHU JUIA Pa3HbIX BUIOB MPOAYyKUMHU. Hanprumep, H3roToBUTENb
MOJKET BBIOpATh OJAMH HAOOp OIpeiesIeHuil UIsi PEHTI€HOBCKUX alapaToB U IPYToH - Ui CTEPUIIbHOM
OJIeXK/IbI OIHOPA30BOr0 MPUMEHEHHS. B 3aBUCUMOCTH OT 00J1aCTH IPUMEHEHHS MOTYT OBITh HCIIOJIb30BaHbI

Pa3HbIC TOKA3aTCJIM BEPOATHOCTH. IIlkana BEPOATHOCTHU MOXKET BKIIIOYATH ”BepOS[THOCTI) IMPUYINHCHUA BpCla

nn

IpU OAHOKPATHOM IIPUMEHCHUN ', BCPOATHOCTH NPUYINHCHUA BpE€aa Mpu NpUMECHECHUNU OJTHOT'O I/I3Ile.]'II/I$I",

”BCpOS[THOCTB MPUYIMHEHUA BpCla 3a OAWH YaC MPUMCHCHUA I/IS,HGJ'II/IH" U T.O.

PaznuuaroT HECKOJIBKO CTaTUCTUYECKUX (baKTOpOB, BAXXHBIX JJJIs1 aHAJIN3a BEPOATHOCTU IIPUINHCHUA BPpEAA.

OTH CTaTUCTHYCCKHE (baKTOpr BKJIFOYAIOT MTOMUMO IMPOYETO OTBETHI HA CIICAYIOIHUE BOIIPOCHI:
- Kak gacto MOPUMCHSAIOT pacCMaTpuBacMoOC MCIUITUHCKOC I/I3IICJ'II/IC?

- KakoB CPOK KM3HU MEOAUIIUMHCKOI'O I/I3I[€J'II/I$I?

- KakoB cocTaB HOHy.]'IfIHI/Iﬁ MoJib30BaTeNe u HaLII/ICHTOB?

- CKOJIbKO HOHB3OBaTeHCﬁ/HaHHeHTOB noaBEpraairnch BO3JICUCTBUIO MEIUIIMHCKOTO I/ISIIC.]'H/ISI?

- Kak J0JIr0 U IIpH KaKnx 00CTOSATEIIbCTBAX HOHLSOB&TCJ’IH/H&HI/IGHTH noaBEpraainch BO3JICHCTBUIO

MCAUIHUHCKOI'O I/I3I[CJ'II/I${?

PI/ICKI/I, KOTOPBIC OIIPEACIICHBI ( , , 5 e .), 3aHOCAT B COOTBCTCTBYIOIIUEC 3JICMCHTBI MAaTPHUILIbI. HpHMep

3aroJIHEHHON MaTpHLIbl 5X5 npuBeaeH Ha pucyHke D.3.

Pucynok D.3 - [IpumMep MaTpuilpl pucka npy MoayKOJINYECTBEHHOM aHAIN3E

ypOBHI/I TAKECTHU 110 KaUCCTBCHHBLIM IIPpHU3HAKAM

YPOBHU BEPOSTHOCTH MTPU [Ipenebdpe- Heznauu- Cepbe3nas | Kpurtuuec- Karactpo-
MOJIyKOJIMYECTBEHHOM HKUMO TebHas Kas (buueckas

aHaJIn3¢C Majast

Yacrasa

Bos3morknas

Dnu3oauyeckast

OtpaneHHast

Heso3moxxnas

Pucynoxk D.3 - [IpumMep MaTpHuLibl prcKa MPH MOJYyKOJIMUECTBEHHOM aHaIN3e

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/
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[Momumo matpur 3x3 1 5X5 MOYKHO PUMEHSITH APYTHUE MAaTPHUIIBI, OTHAKO JUTSI MATPHIL C OOJIee YeM IISIThIO
YPOBHSIMH MOXKET IIOTPEOOBATHCS 3HAUUTENBHO OOJIbIIE TAHHBIX, AJIS TOTO YTOOBI JJAHHBIE YPOBHU
CYILLIECTBEHHO OTJIMYAIMCH APYT OT Apyra. Heo0xoauMo 10KyMeHTalbHO 000CHOBATh BEIOOP MATpHI U
3Ha4YeHMA MoKa3zaTeseil Ha Beixoje. Cleyer TakkKe yuecTb, YTO TPEXyPOBHEBbIE MATPULIbI HE BCera
SIBIISIFOTCS IOCTaTOYHO TOYHBIMU JUISI IPUHATHUS IPABUIIBHOTO perieHus. HecMoTpst Ha TO, YTO B KauecTBe
MIPUMEPOB MPUBEJEHBI MATPULIbI 3X3 1 5X5, HET HE0OXOAUMOCTH BBIOUPATh UCKIIOYUTEIBHO MEKAY HUMHU.

Hampumep, matpuna 4x5 Tak:ke MOKET OBITh YMECTHA B JAHHOM CIIydJae.

D.4 OueHuBaHue pUCKa M JONMYCTUMOCTb PUCKa

Hacrosimumit CTaHAApPT HEC YCTAaHABJIIMBACT YPOBHHU AOIIYCTUMOCTH PHUCKA. 210 PEIICHUC OCTACTCA 3a

U3roToBUTENEM. METO 1B OMMpeaACICHUA JOIMYCTUMOCTH PHUCKa BKIHOYAKOT IIOMUMO IIPOYUX:

- UCITOJIb30BAHUEC ITPUMCHHUMBIX CTAaHAAPTOB, YCTaHABJIMBAIOIINUX Tpe6OBaHI/I$I, COOTBETCTBHUE KOTOPBIM
YKa3bIBA€T HA JOCTHXKCHUEC JOITYCTUMOTI'O PUCKA B OTHOICHUH KOHKPETHBIX BUAOB MEANITUMHCKUX U3

WJIN OTACJIBHBIX PHUCKOB;

- CPaBHCHHEC ypOBHeﬁ PUCKa, OYCBHUIHBIX I YK€ IPUMEHACMBIX MEAUITUHCKUX H3IICJIHI>'I;

- OOCHUBAHUEC JaHHBIX KIIMHUYCCKHUX PICCJ'ICL[OBaHPIfI, 0COOCHHO ITPU IMOUCKE HOBBIX TEXHOJIOTUM MJIM HOBBIX
npeaAyCMOTPCHHBIX HpHMeHCHHfI, C Y4€TOM COBPEMEHHOT'O YPOBHS HAYYHO-TCXHUYCCKOI'O pa3BUTUA U
UMEIonIencst I/IH(bOpMaHI/II/I 110 HOBBIM TC€XHOJIOTHAM U MPAKTHUYCCKOMY IMMPUMCHCHHIO HOI[O6HI>IX n3JeIui Ha

MOMCHT IMPOCKTHUPOBAHUS paCCMATPUBACMOI'0O MEAUIIUMHCKOT'O U3ICIIVS.

TepMI/IH "COBpeMCHHBIﬁ YPOBCHb HAYUHO-TEXHUYECKOTO paSBI/ITI/IFI" HCMOJIB3YIOT 3A€Ch IJIA 0003HaAYCHUS TOro,
YTO B HACTOSILIMN MOMEHT SIBJISIETCSI O6IIICHpI/I3HaHHOI>'I Haju1exanien HpaKTHKOﬁ. I[.]'IFI OIIpeAC/ICHUA
COOTBETCTBUA KOHKPECTHOI'O MECAUIIMHCKOTO U3ACJINS COBPEMEHHOMY YPOBHIO HAYUYHO-TCXHUYCCKOI'O Pa3BUTUA

MOKHO HCIIOJIb30BAaTh pa3HbIC MCTO/IbI:

- CTaHAAPThI, IPUMCHACMBIC IJI aHAJIOTUYHBIX WJIN HO,HO6HBIX I/ISIIC.]'II/II\/'I;

- CBCCHUA O HAWITYYHIEM IPAKTUICCKOM ITPUMEHCHNHN aHAJIOTMYHBIX WA HOI[O6HI>IX PI3L[CJ'[PII71;

- pPE3yJIbTaThl 06HIerI/I3HaHHBIX Hay4YHBIX HCCIIEI0BaHMIA.

COBpeMeHHBII\/'I YPOBEHb HAYUHO-TCXHUYECCKOT'O PA3BUTHUA HE00s13aTeIIbHO 03HAYAET HCIOJIb30BAaHUE CAMOTO

IPOrpeCCUBHOIO0 TCXHUYCCKOI'O PCIHICHUS.

XOpOIHO HU3BCCTHO, YTO BOCHPHUATUC PHUCKA YaCTO OTIIMYACTCA OT KOJIMYCCTBEHHOT'O OIIPEACIICHU PHUCKaA,
MOJIYYCHHOI'O OIIBITHBIM ITyTCM. Ilo aToit OPUYIUHE P NPHUHATHU PEIICHHA O JOITYCTUMOCTH pUCKaA CICAYET
YYUTBIBATH BOCIIPHUATHUEC PUCKA BO3MOXHO OOJIBIIIMM YHCIIOM 3aNMHTCPECOBAHHBIX CTOPOH. HpI/IHI/IMaSI BO
BHHMAHUC O6HICCTB€HHOC MHCHHUC, ObIBacT HeO6XOI[I/IMO YACIUTDb 0co000¢ BHUMaHHE HEKOTOPBIM PUCKAM. HpI/I
9TOM HHOT'la €IMHCTBCHHO BO3MOYXHBIM BaApUAHTOM MOXET OBITh CJ'[CL[yIOHIPIﬁI CUUTaTb, YTO UHTCPECChI
I/II[CHTI/I(l)I/IIII/IpOBaHHLIX 3aNMHTEPCCOBAHHBIX CTOPOH SBJIAIOTCA O6H_ICCTBCHHO SHAYUMbIMU U YUTCHBbI

HU3TrOTOBUTECIJIEM IIPH HUCITIOJIb30BAHUH METOAO0B, IIPUBCIACHHLIX B D.4.
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OmHUM U3 CIIOCOOOB MPUMEHECHUS] KPUTEPHUEB TOITYCTUMOCTH PUCKA SIBJISICTCS] IEMOHCTPAIIHS Ha IPUMEPE
MaTPUIBI JOMYCTUMBIX U HEITOMYCTHUMbIX KOMOWHAIIMI BEPOSATHOCTH Bpe/ia U TSHKECTH Bpella, KaK MOKa3aHo Ha
pucynkax D.4 u D.5. Takoro poja MaTpuiibl 00bIYHO (HO HE BCEr/ia) CO3Jat0T il KOHKPETHOTO

MCIUIIUHCKOT'O U3ACINUA U €TI0 MPEAYCMOTPECHHOI'O ITPUMCHCHMUA.

Pucynok D.4 - [Ipumep Matpuilsl OIIEHUBAHUSA pUCKa 3X3 MO KAYECTBEHHBIM
MpU3HAKAM

Ypoenn TAXECTHU NO Ka4eCTBEeHHbIM NPpU3HaKaMm

YpOBHM BEPOSATHOCTH NO MNpexebpexumo YMmepeHHas 3HauuTENLHaR
KaYECTBEHHbBIM NPU3HaKam mManas
Bricokan Ry R,
Cpeanss R4 Rs. Rs
Huskas R3

YcaoBHbIE 0003HAYEHHS:
- Cepblil LIBET - HEJOMYCTUMBIN PUCK; - OEJIbI LBET - JOMYCTUMBIH PUCK
Pucynox D.4 - [Ipumep MaTpuLbl OLICHUBAaHUS pUCKa 3X3 10 Ka4eCTBEHHBIM MPU3HAKAM

Pucynok D.5 - [IpumMep mMatpulibl OLIEHUBAHUS PUCKA TP MOJYKOJIUIECTBEHHOM
aHaJIn3e

YDOBHM TAXECTU NO Ka4EeCTBEHHbIM NPU3HaKaMm

YPOBHM BEPORTHOCTU NPU Mpenebpexu- HesHaun- Kputnuec- Karactpo-
NONyKONWYECTEEHHOM MO Manas TenbHas Cepbeanas Kas dwueckan
ananuse
Yacras
BosmoxHas Ry Rz
3nusoaunueckan R4 Rs Rg
OTtaanexkas
HeBo3moxHas R

VcnoBHbIE 0003HAYECHUS:

- Cepblil LIBET - HEJOMYCTUMBIN PUCK; - OCJIbI LBET - JOMYCTUMBIH PUCK

PI/IC}’HOK D.5- HpHMep MaTpulbl OICHUBAHUS PUCKA ITPU MMOJTYKOJINYCCTBCHHOM aHaJIn3¢e

Cnez[yeT Y4€CTh, YTO U3TOTOBUTEIb MOKCT U JAJIBIIC MOAPA3ACIIATH 001acTh MaTpulbl, 0603Ha11a}0111y}0

JIOMYCTUMBIH PUCK (Hanpumep, Ha "He3HAYUTEIbHbBIN
D.8.5).

U T.J.), UCCTIeysl JalbHellee yMEHbIIEHUE pUcKa (CM.
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D.5 Yupasienne puckom

D.5.1 Anau3 BO3MOKHOCTEH ynpaBJieHHs PHCKOM

PaznuyaroT HECKOJIBKO MOIXO00B K YMEHBIIICHUIO PHCKA, KOTOPBIC MOYKHO MPUMEHSITh 110 OTIEIIHOCTH WU B
KoMOuHAIUH ApyT ¢ ApyromM. COOTBETCTBEHHO pa3pabOTUUK/HHKECHED JOJKEH PACCMOTPETh BO3MOKHOCTH
000CHOBaHHOTO MTPAKTUYECKOTO YMEHBIIICHHsI PUCKA(0B) 10 JIOIyCTUMOT0 YpoBHsL. Jlanee mpuBeieH
HETIOJIHBIN MepeUYeHb OOMICTTPU3HAHHBIX CITIOCOOOB YIIPABICHUS PUCKOM:

a) KOHCTPYKIIMSI MEJMIIUHCKOTO U3/IeITHsI, 00SCIICUNBAOIAsl €r0 BHYTPEHHIOIO 0€30MaCHOCTh MOCPEICTBOM:
- yCTpaHCHUs] KOHKPETHOM OTIACHOCTH;

- YMEHBILICHHS BEPOSTHOCTH IPUUUHEHUSI BpeIa WK

- YMEHBILICHHUS TSHKECTH BPEIa,;

b) noGaBiieHre CPEICTB 3aIUTHI TOCPECTBOM:

- IPUMCHCHUS aBTOMAaTUYCCKUX npeﬂoxpaHnTeneﬁ WJIM KJIaIlaHOB 6630HaCHOCTI/I;

- IPUMCHCHUS BU3YAJIbHBIX U 3BYKOBBIX CUTHAJIOB TPCBOTH AJIA NPEAYIIPCIKIACHUS OII€paTopa 00 OITacHBIX

COCTOSAHUAX,

¢) obecrieuenne uHpopManuei mo 6e30macHOCTH TOCPEACTBOM:

- pasMCUICHUA HpCHprC)KL[eHI/II\/II Ha MapKUPOBKE MECAULIUMHCKOT'O U3,

- OrpaHUYCHUA IPUMECHCHUS UIIN obOactu MNPUMCHCHHWA MEAULIUHCKOT'O U3ICIINS;

- oOMeHa nH(MOpPMALUEH 0 HETIPABWIHPHOM IIPUMEHEHHHY, BO3MOXHBIX OIACHOCTSIX HIIH APYTod HH(POPMAIUEH,

CIOCOOCTBYIOIEH YMEHBIICHUIO PUCKA,;

- 0onee IIUPOKOro NpUMEHCHU CPEICTB HHI[HBHI{yaJ'IBHOﬁ 3alllMTbI, HAIPUMEP NNCPUYATOK UJIN OYKOB, IIPpU

pa60Te C TOKCUYHBIMU WJIN OITACHBIMU MAaTCpUaIlaMU,

- IPpEAOCTaBJICHUS I/IH(bOpMaHI/II/I 0 MEpax Mo YMCHBIICHUIO BPE€aAa,

- O6y‘IeHI/I$[ OII€paToOpoOB B HCIAX YIIYUIICHUS UX paGOTI)I WJIU CIIOCOOHOCTH K 06Hapy>1<eHm0 OIHI/I6OK;

- OIMKMCaHMWA HAJJICKAIICTO TCXHUYCCKOI'O O6C.]'Iy>KI/IBaHI/I$I " €ro nepuoagnYHOCTH, MAKCUMAJIbHOTO CpOKa

CJ'Iy)K6BI MCAUIHUHCKOI'O U3ACIINA UK €TO0 HpaBI/IHLHOI\/'I YTUIn3anuu.

CriocoObl, OIMCaHHBIC B IEPEYHCIICHUSIX a) - C), IPUBEICHBI B MOPSAKE yOBIBAHHS UX OOMICTIPH3HAHHON

PE3YJIbTAaTUBHOCTU B YMCHBIICHUU PHUCKOB. Pa3pa6OT‘-II/IKaM/ HWHXCHEPaM CICAYCT YYUTBIBATb 3TU (I)aKTOpI)I,
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IpEeKAC YEM IMMPUHATH PEIICHUEC O TPUMCHCHHUU KOHerTHOI\/'I KOM6I/IHaHI/II/I MCP 1O YIPaBJICHUIO PHUCKOM.

D.5.2 KoMnoHeHTHI U U3e/1sl, CHPOeKTHPOBaHHbIe 0e3 yueTa TPeGOBaHMIl HACTOSIIIEI0 CTAHAAPTA

I/IBBCCTHO, YTO U3TOTOBHUTEJIb HE BCErga UMECT BO3ZMOKHOCTD CJIEA0BATh BCEM IMpOLECCaM, YCTAHOBJICHHBIM B

HACTOAIIECM CTaAaHAAPTE MJIA KaXXJ0I'0 KOMIIOHCHTA pacCMaTpuBacMoro MCAMIUHCKOI O U3ACJIUSA, 4 UMCHHO JJIA

COCTaBHBIX YacTeM JaHHOIO n3aCnA, HEMCAUIHUHCKHX IMMOACUCTEM, a TAKKE I MCAUITUMHCKUX I/IS,HGJ'H/II\/'I,

KOTOPBIC ObLTH CIIPOCKTUPOBAHLBI 10 OHy6J'H/IKOBaHI/ISI HACTOAIICTO CTaHAapTa. B stom CJIydae u3roToBUTEIIO

CIeayer O6paTI/ITI> oco0oe BHIMaHUE Ha HCO6XOI[I/IMOCTI) JOMNOJIHUTECIBbHBIX MEP MO YIPABJICHUIO PUCKOM.

D.5.3 [Ipumeps! ynpaBJ/jieHHsI PUCKOM

B Taﬁnnue D.5 OpeaAcCTaBJICHbI HEKOTOPBIC IUPOKO MPUMECHACMBIC MCPBI 110 YITPABIICHUIO PUCKOM. Pemenue o

MNPUMCHCHUUN OJTHOM U3 JAHHBIX MCD 3aBUCHUT OT CHGHI/I(bI/IKI/I npoayKTa (MCI[I/IIII/IHCKOFO I/ISIIG.]'H/ISI) H rpornecca.

Tab6suma D.5 - HekoTopbie MephbI 110 YIIPABJICHUIO PUCKOM

[Mpomyxt/ Meauuunckoe [ OmacHocTh bezonacHocTs, 3amuTHas Wndopmanus no
IIPOLIECC H3JeNne 3aJI0JKCHHAA B Mepa/cpencTBO 0e30macHOCTH
KOHCTPYKIIHH
Menuuunckoe | Karerep Buonornyecko | Camopaspyuienu | Yerkas ungukanus | [Ipenocrepesxenn
H3JeNne e € mocie I0CJIE TIEPBOTO € IPOTHUB
OJHOKPATHOT'O (mepexpecTHOE | MPUMEHEHUS MIPUMEHEHUS HETaTUBHBIX
MIPUMEHEHUS ) 3apaxeHue TOCJIEICTBUI
TTOBTOPHOTO
NIPUMEHEHUS
AKTHBHBIH Boautens Onextpuuecku | [IpumeneHue [Ipumenenune [IpenynpexaeHu
HUMIUIaHTaT puT™Ma € o HedJIeKTprdeckr | Tud(epeHIHANbHEI | € 0 9acTO
X IIPUBOJIOB U X yCUJIMTENEH U BO3HMKAIOIIUX
3JIEMEHTOB JIOTIOJTHUTENIBHBIX | OIaCHBIX
YIIpaBJICHUS GUITBTPYOIIHIX CUTYaIMsIX
AJITOPUTMOB
MenuuuHcKoe | AHAIU3aTop Henpasunens! | [Ipumenenue [Ipumenenue HNudopmuposanu
W3JeTue 11 | KpOBH W pe3yJbTaT MIPOCJIEKUBAEMbBI | IPOCIEKUBAEMBIX | € TIOTpeOuTeNei
JIMAarHOCTUKU [ BCIIE/ICTBHE X KanuOpaTopoB | 2JIEMEHTOB 0 HEJIOIYCTUMOM
n vitro METOMYECKHAX YIIpaBJICHUS OTKJIOHEHUH OT
MOTPENTHOCTEN 3aJJaHHbBIX
3HAYEHUHN
[Iporpammuoe | MenemxmenT | HeBepHsle [Iporpammuoe [Ipumenenue [TosiBnenue Ha
obecrieueHue | TaHHBIX JTAHHBIE obecrieyeHue ¢ | KOHTPOJIBHOTO JKpaHe
MalMEHTOB BBICOKUM CYMMUPOBaHUs MIpEeAYyNPEKICHU
YPOBHEM W s
HWHTErpaluu 10JIb30BATEIIs
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Crepunuzanus | MactpymenT | Boicokas [Ipumenenue MOHUTOPUHT U WNHceTpykiuu no
napom JUIst OMOTICUM, | TemmepaTypa | MaTepuaos, perucrpanus YIaKOBBIBAHUIO U

XUpYypruyecku | (pe3yabTar - YCTOHYHBBIX K JIABIICHHS K 3arpyske
€ LWL CcTapeHue BBICOKHM TeMIIEpaTyphbl
Marepuaia) TeMIepaTypam

D.5.4 Ilpouecc U3roToBjeHus: U ypaBJieHHe PHCKOM

Henannexaiee YHpaBJI€HHUE NPOLUECCOM U3IOTOBJICHUA MOXKET IMMOCTABUTDH IO/ YIpO3y 0C30I1aCHOCTh

MCAUIHUHCKOI'O U3ACIINA BCICACTBUC!

- HAJIN4YUS OTXOAO0B NPOU3BOACTBA NI HEKECIIATCIbHBIX 3aIrPASHAIOIINX YaCTHUIL;

- BO3/ICHCTBUS Ha CYHICCTBCHHBIC (bHSI/I'-IeCKI/IC U XUMHUYECKHEe CBOMCTBA Marepuralia, TaKU€ KaK IOKPBITHE

MMOBEPXHOCTH, IPOYHOCTH Ha Pa3pbIB, COMPOTUBISIEMOCTb CTAPEHUIO, OAHOPOJIHOCTD U T.11.;
- IPEBBILICHUS] KPUTUYHBIX JOMYCTUMBIX OTKIOHEHUN U

- HapyLIEHUs LeJIOCTHOCTY MAsHBIX, KIIEEBbIX WU IPYIUX COEAUHEHUN KOMIIOHEHTOB U3/EIIuU.

Juis yripaBiieHUs TaHHBIMU PUCKaMH BaXKHO WACHTU(DHUIIMPOBATH JIEMEHTHI ITPOLIECCAa U3TOTOBIEHHUS.
VYrpasiieHre HEKOTOPBIMU PUCKAMU HauOoJIee Pe3yIbTATUBHO TIPH TIIATSILHOM COOJIIOJICHUH ITpoIiecca
M3TOTOBJICHUS C ITOMOIIBIO TAKUX METOJIOB, KaK, HAPUMEp, aHAIU3 ONACHOCTEH B KPUTUUECKUX KOHTPOJIBbHBIX
toukax (Hazard Analysis on Critical Control Points - HACCP) [cm. G.6 (mpuioxkenue G)].

D.5.5 CranpapTtel 4 ynpasiieHHe PHCKOM

[IpuMeHsisi COOTBETCTBYIOIIME CTAaHAAPTbI, U3TOTOBUTEIb MOKET YIIPOCTUTD 33]a4y aHaIU3a OCTaTOYHOTO
pHUCKa, OJIHAKO CIIeyeT MOJYEPKHYTh, UTO 001aCTH MPUMEHEHUS HCIIOJIb3YEMbIX CTAaHIAPTOB HE MOTYT
OXBaTUTb BCE PUCKHU, CBSI3aHHBIE C PACCMATPUBAEMbIM MEIUIUHCKUM HU3/IEIIHEM.

MHorue cTaniapThl paccMaTpUBalOT O€30MACHOCTb, 3aJI0KEHHYIO B KOHCTPYKIUM U3J1eNH, 3alIUTHBIC
Mepbl/cpeicTBa U HH(DOPMALIUIO 10 OS30MIACHOCTH [T METUIIMHCKIX H3IENUi. B COOTBETCTBYIOMIMX
CTaHJapTax Mo 0E30IMMaCHOCTH MOT'YT OBITh PACCMOTPEHBI HEKOTOPHIC WIIM BCE PUCKH, IPUMEHUMEIC B
OTHOIICHUH KOHKPETHOTO MEIUIIMHCKOTO m3eius. CYUTAeTCsl, YTO B OTCYTCTBHE OObEKTHBHBIX
JI0Ka3aTeIbCTB 00paTHOrO d(pekTa BEITOIHEHNE TPEOOBAHHI COOTBETCTBYIOIIMX CTAHIAPTOB IMPHBOIUT K
YMEHBIIEHUIO KOHKPETHBIX PUCKOB JI0 IOIMYCTUMOT'O YPOBHS, OIHAKO OTBETCTBEHHOCTH 32 JIOCTOBEPHOCTh
TaKOH apryMeHTaluu il KOHKPETHOr0 MEAMLIMHCKOTO U3JIENHsl HECET U3TrOTOBUTEI.

D.6 Ananu3 cOOTHOLIEHHsI PUCK/TI0JIb3a

D.6.1 Oo1ue moJ10:KeHus

Hacrosimumit CTaHAapT HE TpeGyeT aHaJiIn3a COOTHOLICHUA pI/ICK/HOHLSa JUI KQXI0TO pUCKa. Anamms

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



https://www.mediana-filter.ru

EANAHA

| ‘: %Mnb-rp CtaHpapTbl kayecTBa BoAbl: https://www.mediana-filter.ru/news-and-technology/standarts/

COOTHOIICHUA pI/ICK/HOJ'IBBa IPUMCHSACTCA JIA 000CHOBaHHUS OCTATOYHOI'O PUCKa MOCJIC BBIITOJHCHUA BCCX
MPAKTUICCKU OCYIIECCTBUMBIX MCP 110 YMCHBIICHUIO pUCKa. Ecnu nocie BbIOIHEHUS JaHHBIX MCP PHUCK BCC
CIIC CUNTACTCA HEAOITYCTUMBIM, TO HeO6XOL[I/IM aHaJIn3 COOTHOICHUA pI/ICK/HOJ'IB3a, JJIs TOro 4TOOBI
YCTaHOBUTD, JIEMCTBUTEJIBLHO JIM M0JIb3a OT MPUMCHCHHA MEAULIMHCKOI'O U3ACJIM IPEBBIIIACT HpPI'-IHHS[eMBIﬁ

UM BpPE/I.

Kak IMpaBUJIO, €CJIN BCEX MPAKTUYCCKU OCYIICCTBUMBIX MCP 11O YIIPABJICHUIO PUCKOM HCIOCTATOYHO IJIs
YAOBJIETBOPCHHS YCTAHOBJICHHBIX B IIJIAHEC MCHC/PDKMCHTA PUCKA KPUTEPHUEB JOIIYCTUMOCTH pHUCKa, TO
pa3pa60TI<a HU3CInA A0JIKHA OBITH MMpeKpalicHa. OI[HaKO B HCKOTOPBIX ClIydadaX AaXC 3HAYUTCIIbHBIC PUCKH
MOTYT OBITH OIIpaBAaHbl, €CJIM OHHU MCHBIIIC 0XKHJ1a€MOMH T0JIb3bI OT MPUMCHCHHA MEAULIMHCKOT'O U3ICJI.
Hacrosimumit CTaHAApT MPEAOCTABIIACT U3TrOTOBUTECIIAM BO3MOXKXHOCTD ITPOBECTHU aHAJIM3 COOTHOLICHUSA
pI/ICK/HOJ'IBSa, JJIA TOTO YTOOBI OIPCAC/INTD, ABJIACTCA JIU OCTaTOYHBIN PUCK JOITYCTUMBIM C YYETOM

HUMEIONIEHCS TOJIb3bl OT MNPUMCHCHHA MEAUIIUHCKOT'O U3ICI.

Pernrenrie OTHOCHTEEHO COOTHOIICHUSI PUCK/TIOJ3a MIPUHIUMAIOT INIABHBIM 00pa30M Ha OCHOBAaHUU
JKCIEPTU3bI, TPOBOJIUMON OIBITHBIMUA U KOMIIETEHTHBIMU CHieLaIncTaMu. BaxxHbIM cOOOpakeHHEM B TIOJIb3Y
JIOITyCTUMOCTH OCTAaTOYHOT'O PUCKA SIBJISIETCS] BO3MOXKHOCTD JOCTHXKEHUS 0KUJaeMOH KIIMHUYECKOI

3P PEKTUBHOCTH C IOMOIIBIO aTbTEPHATHBHBIX IPOCKTHBIX PEIICHUH MITH BO3MOKHBIX METOJIOB JICUCHUS,
HCKJIIOYAIOLINX KOHKPETHBI OCTATOUHBIM PUCK UM YMEHbIIAIOIINX COBOKYITHBIN OCTaTOuHbIH puck. [Tpu
paccMOTpeHuH 0XkuJaeMoil moib3sl (cM. D.8.4) cienyer yuuThIBaTh MPaKTUYECKYIO OCYIIECTBUMOCTh
JIaTTbHEHIIIEr0 YMEHBIIICHHS PUCKa. B HacTosIIeM cTaHIapTe OMUCAHO, KaK MOYKHO WACHTH(UIIMPOBATH PHCKHU,
JUTSL TOTO YTOOBI TIOJIYYUTh JOCTOBEPHOE KOJIMYECTBEHHOE ONpeieieHue prucka. K coxaneHuto, He CylecTByeT
CTaHJIaPTU30BAHHOTO METO/1a KOJIMYECTBEHHOI'O ONPEIEICHUs 0KUIaeMON TI0JIb3bl OT MPUMEHEHHS

MCAUIHUHCKOI'O U3ACIINAA.

D.6.2 Onpenenenne moab3nl

Ilonp3a ot MPUMCHCHHA MEAULIMHCKOI'O U3ACJIMA 3aBUCUT OT 0XHuJlaeMoi BEPOATHOCTU U CTCIICHU YJIYULICHUA

310pOBbs ManueHTa. [1o1bp3y MOKHO ONpeenuTh, 3Has:

- mpeAnonaraeMoe (HyHKIMOHUPOBAHUE MEIUIIMHCKOTO U3/ICIHS IIPH €ro KIMHHISCKOM MPUMCHCHHH;

- IIPEAIOoJIaraeMy 0 KIMHHIECKYIO (D (EKTUBHOCTH IIPU BBIIICYKa3aHHOM (YHKIIHOHUPOBAHUY;

- (hakTOPBI, OTHOCSIIUECS K PUCKAM U TIOJIb3¢ IIPH UCIIOIB30BAHUH APYTHX CIIOCOOOB JICUCHHUSL.
JlocTOBEpHOCTH ONpeieNIeHHs MOJIb3bI CYILIECTBEHHO 3aBUCUT OT TOYHOI'O 3HAHMS BbIILICNIEPEUHCICHHBIX
(haKTOPOB M BKIIIOYACT MPH3HAHUE CYIIECTBOBAHMS CICIYIONIINX BO3ZMOXHBIX ITOCICICTBUN U (haKTOPOB,
KOTOpbIE HEOOXOIUMO YUUTHIBATh:

- CJIOXHOCTH CPaBHEHUS Pa3HbIX 10 XapaKTepy MOCIeICTBUI (Hanpumep, 4To XyxKe: 00Jb UK MOoTepst
MOJBIDKHOCTH?). Pa3HbIe MOCIEACTBUS MOTYT OBITH OOYCIIOBJICHBI Pa3HBIMU MOOOYHBIMHA 3 dexTamu pu

PEILIEHUH OIHOM U TOH k€ poOIIeMbl;

- TPYAHOCTH yU€Ta HECTaOMIIbHBIX PE3YIbTATOB, KOTOPHIC MOT'YT BO3HUKATh KaK B IMIEPHUO BbI3JOPOBJICHUA

nanueHTa, Tak v 1npu JJIMTECJIbHOM BO3JICICTBUM Ha HETO.

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


https://www.mediana-filter.ru

| ‘: %EﬁHAb!i!IA, CtaHpapTbl kayecTBa BoAbl: https://www.mediana-filter.ru/news-and-technology/standarts/

N3-3a Tp}U:[HOCTeﬁ, BO3HHKAIOMMUX BBUAY OTCYTCTBUA TOYHOT'O I1IOAX0A4, B OOJIBIIMHCTBE CJIy4acB
HCO6XOJII/IMO HCIIOJIB30BAaTh YIIPOUICHHBIC JOIMYIICHUA. HO3TOMy 4acTo ObIBaCT uenec006pa3H0
COCPECAOTOYNTLCA HA HanboJjee BEPOATHBIX MOCICACTBUAX KAXKA0I'O0 BApHAHTA - KaK CaMbIX 6HaFOHpI/I${THBIX,

TaK U CaMbIX He6J'IaI‘OHpI/I$[THBIX.

OnpezneneHue KIMHUYECKON MOIb3bl MOYKET 3aMETHO OTIMYATHCS HA PA3HBIX CTAIUAX TPOSKTUPOBAHUS
MEIULUHCKOTO u3aenus. [Ipy Hamnuuy HaJie)KHBIX KIMHUYECKHUX JIaHHBIX, JEMOHCTPUPYIOIINX HaJICXkKAIIHNE
(YHKIIMOHMPOBAHKE U KIIMHUYECKYO 3(P(PEKTUBHOCTh MEIUIIMHCKOTO H3/ICIIUs, MOYKHO IOCTOBEPHO
ONPEEIUTh KINHUYECKYIO MOJIb3Y OT IPUMEHEHUS TAaHHOTO U3eNNs. ECIN KIIMHNYECKUX TAHHBIX
HEJI0OCTaTOYHO WJIM UX Ka4E€CTBO HE BHYIIAET JIOBEPHS], TO KIMHUUYECKYIO MTOJIb3Y ONPEIEIISIFOT C MEHbIIEH
JIOCTOBEPHOCTHIO HA OCHOBE JIFO0OM TOCTYITHON COOTBETCTBYIOMIEH nHpopMaru. Hampumep, nHorna
HEO0XO0AMMO ONPEACITUTb 0KUJAEMYIO CTETIEHb YIYUIIEHUS COCTOSIHUA 3/J0POBbs MAIIMEHTa Ha PAHHUX
CTaJIMsAX MpoLecca MPOSKTUPOBAHUA MEAULIMHCKOTO n3ienus. OJIHAKO B OTCYTCTBUE JTOCTOBEPHBIX
KIIMHAYECKUX JaHHBIX BEPOSATHOCTD JOCTHIKECHUSI IIPEAIOIaracMoro (hyHKIMOHUPOBAHUS U OXKHIaeMOU
KIIMHUYECKOW 3(p(PEeKTUBHOCTH MEIMIIMHCKOTO U3JICIIHSI CIICAYET IIPOTHO3UPOBATH HCXO/IS U3 MEp IO
o0ecIeueHNI0 Ka4ecTBa, a TAK)KE Ha OCHOBE CBEJICHUH 0 (PYHKIIMOHUPOBAHUY MEIUIIIHCKOTO U3ICIHS iNn

Vivo WU in Vitro.

[Ipu HanUYMK 3HAYUTEIBHBIX PUCKOB U BHICOKOM CTENIEHH HEAOCTOBEPHOCTH B ONPENEICHUN KIMHUYECKON
TIOJIb3BI HEOOXOIUMO KaK MOKHO ObIcTpee Bepr(pUIPOBATh MpemoiaracMoe (yHKIMOHUPOBAHUE WK
KIIMHAYECKYTO 3(P(PEKTUBHOCTh MEIUIIMHCKOTO M3/ICNHUS C TOMOIIBIO UCCIICIOBAHMIA Ha MOJICITH WA
KIIMHAYECKUX UCIIBITAHUH. DTO BAXKHO JJIS TOITBEPIKICHUS TOTO, YTO COOTHOIICHHE PUCK/TIONB3a
COOTBETCTBYET O’KUIAEMOMY PE3YJIbTaTy, a TAKXKe JUIsl IPEJOTBPAILEHHUs HeXKeNaTeIbHOIO BO3ACUCTBUS
CYILLIECTBEHHOI'0 OCTaTOYHOI'0 PUCKa Ha mauueHToB. B [15] u [16] ycraHOBIEHBI IPOLIEYPBl OPraHU3aLUH 1

MNPOBEACHHA KIIMHUYCCKHUX HUCIIBITAHUN MEIUITUHCKUX U3JSTUM.

D.6.3 Kputepuu onieHMBaHUsI COOTHOIIEHHUSI PUCK/T0JIb32

.HI/IHa, MMPOBOJAIINE OLICHKY COOTHOIICHUA pI/ICK/HO.]'HBa, HECYT OTBCTCTBCHHOCTD 3a IOHUMAHUE U YyUCT
TEXHUYCCKUX, MCANIUHCKUX, PETYIHNPYIOIMINX, SKOHOMHUYCCKNX, CONUAJIBHBIX U MMOJUTHYCCKUX
COCTaBJIAKOIINX IPUHUMACMbIX UMH peHIeHI/Iﬁ 10 MCHC/PKMCHTY pHUCKa. K Taxum PEIICHUSAM MOXXHO OTHECTHU
HUHTEPIIPETAINIO OCHOBOIIOJIAararommnx Tpe6OBaHHﬁ, YCTAHOBJICHHBIX B COOTBETCTBYIOIINX HOPMATUBHBIX
JOKYMCHTaX WJIH CTaHJapTaxX U IPUMECHUMBIX K paCCManI/IBaeMOI\/'I OPpOAYKIUHN B MPEANOIaracMbIX YCIOBUAX
MNPUMCHCHUS. HOCKOJ’II)Ky JIAaHHBIN BUJ aHAJIM3a CUJIBHO 3aBUCUT OT CHeIII/I(bHKPI nmpoayKuuu, To JlaJIbHEeHIIne
PYKOBOJAAIIHNE YKA3aHW 06mer0 CBOICTBa HEBO3MOXKHBI. BMecTe ¢ TeM Tpe6OBaHI/I${ 6C3OHaCHOCTI/I,
YCTaHOBJICHHBIC B CTaHAAPTAaX Ha KOHKPETHBIC U3CJINA UK CTaHAapTax, 00J1aCTBIO MPUMCHCHHA KOTOPBIX
SABJIIFOTCS KOHKPETHBIC PUCKH, MOXKHO CUUTATh COBMECTUMBIMU C JOITYCTUMBIM YPOBHEM PUCKA, 0COOCHHO
€CJIM MPUMEHCHUC NaHHBIX CTAHAAPTOB CAHKIMOHUPOBAHO ,HCI\/'ICTBYIOHII/IMI/I PEryjiupyromumumMmu opranaMu.
HCO6XOL[I/IMO IIOMHHUTD, YTO AJIA BepI/I(I)I/IKaIII/II/I JOIMYCTUMOCTH COOTHOIICHUS MEKIAY MEIULIMHCKOM TOJIb30M U
OCTAaTOYHBIM PHUCKOM MOXCT HOTpC6OBaTBC$I NPOBEACHNUEC KIIMHUYCCKUX HUCIBITAHUM B COOTBETCTBUU C

FOPUIMYECKH TPU3HAHHOM MTPOLEAYPOil.

D.6.4 ConocraB/ieHHe PUCKA U MOJIb3bI

HpSIMOG COIIOCTABJICHUEC PHCKA U IMOJIb3bl BOBMOKHO TOJIBKO IIPHU UCIIOJIb30BAHUN eIMHOM mKaibl. B aToM
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CJIy4ac pUCK U MIOJIb3Y MOXXHO COIIOCTABJIATH MOCPEACTBOM HMX KOJIUYCCTBEHHOTO OIIPECACIICHUA. HpI/I
HEMIPAMOM COITOCTABJICHWU PHCKA U MOJIb3bI €AWHAs IIKaJIa HCIIPUMCHHUMA, U JAHHBIC ITOKA3aTCIIN OMPEACIAI0OT

MO0 KaY€CTBCHHBIM IIPpU3HaKaM. B oboux ClIydasx Impu CpaBHEHUHN pUCKaA U ITOJIB3bI CIICAYCT:

- U3YUUTH JIUTCPATYPHBIC UCTOYHHUKHU O BO3MOXKHBIX OIMMACHOCTAX AJId paCCMAaTpHUBACMOT O KJjIaCcCa NPOAYKIHHU C

TOYKH 3PCHUA COOTHOUICHU A pI/ICK/HOHLSa;

- paCCMOTPETb MCAULIUHCKHUE U3ICIIVS C BBICOKOM CTENEHbIO MOTEHIIUAIBHOTO pucka HpI/IMeHeHI/IFI/BI)ICOKOI\;I
KJIMHUYECKOU B(b(i)eKTI/IBHOCTBIO, 0OBIYHO OCHOBAHHBIC HA MCIIOJIb30BAHUH nytnnef/i TCXHOJIOT'HH,
O6eCHC‘-IHBaIOHIeI71 MaKCUMaJIbHYIO MCIUIIUHCKYTO ITOJIb3Yy, HO HE YCTpaHSIIOHIeﬁ IMMOJIHOCTBIO PUCK TpaBMbI WA
MOpaXCHUH. HO3TOMy JJIs1 JOCTOBEPHOI'O aHaJIM3a COOTHOLICHU A pI/ICK/HOJ'H)Sa HGO6XOI[I/IMO IIOHHUMAaHHUC
chonwyeMoﬁ TEXHOJIOTUU U OCOOEHHOCTEN ee MNPUMCHCHUS B MEIULMHCKON MPpaKTHUKE. I[.]'IS[ COIIOCTABJICHUA
PUCKaA U ITOJB3bI MOTYT OBITh UCIIOJIB30BAHBI BBIPpAXCHUA, IPUMCHICMBIC B aHAJIOTUYHBIX CIIyYdasix IJIsd ,Z[perfI

BBIMYIICHHOM B 0OpalieHre MPOayKIIHH;

- IJI Ballnaaly TOTO, 4YTO MCAUITUHCKOC U3ACJINE YIOBJICTBOPACT KPUTCPUAM JOIIYCTUMOCTH COOTHOICHU
pI/ICK/HOJ'IBSa, qacTo HCO6XOI[I/IMO MIPOBECTU KIIMHUYCCKHUE UCTIBITAHUSA. Kinuandeckue HCIBITaHMS TTO3BOJISIOT
KOJIMYCCTBCHHO OMNPCACINUTD OKUIACMYIO ITOJIB3Y U PUCKH OT MPUMCHCHUA MEAULIMHCKOT'O U3CIIHA. B xone
KJIMHUYECKUX UCTIBITAHUN MOXKHO YCTaHOBUTH JOIMYCTHUMOCTb COOTHOLICHUA pI/ICK/HOJ'IBSa JJIA IIallMCHTOB,

MOJIb30BaTeNel U MEAUIIMHCKUX pa6OTHI/IKOB;

- B OTHOLLIEHUH MEIUIIMHCKUX U3JICITUH BHICOKOTO pUcCkKa HpI/IMeHeHI/IFI/ BBICOKOM KJIMHUYECKOMN S(i)(I)eKTI/IBHOCTI/I
CJIEAYCT UCIIOJIB30BATh MAapKUPOBKY, MPEAOCTABJIAIONTYIO COOTBETCTBYIOIIUM I1OJIB30BATCIIAM, T.C. TIAIIUCHTAM
WM MCIUIIMHCKUM pa6OTHI/IKaM, I/IH(i)OpMaIII/IIO, HCO6XOL[I/IMy}O JUI IIDUHATUA UMU peIlIeHI/II\/'I B OTHOLLICHHUH

COOTHOIICHUA pI/ICK/ IMoJib3a 10 NPUMECHCHUSA JaHHBIX HSHGHHﬁ;

- KaK IIpaBuJj10, MCIUITUHCKHUEC U3ACIIUA BBICOKOI'O pHUCKa HpI/IMeHeHI/IH/BBICOKOI\/II KJIMHUYECKOU 3(1)(1)CKTI/IBHOCTI/I

JAOJDKHBI YAOBJICTBOPATH JOMOJHUTEIBHBIM PETYJIUPYOIIUM Tpe6OBaHI/I${M J10 BBCACHUA UX B 06pameHHe.

I[O BBIITYCKa HOBBIX WJIM YCOBCPIICHCTBOBAHHBIX MCAUITUHCKUX I/I3,H€J'II/II‘/JI, Tpe6yIOHII/IX MIPpOBCACHHA aHAJIM3a
COOTHOILIICHUS pI/ICK/HOJ'IB3a, HU3TrOTOBUTECIIb JOJDKEH CYMMUPOBATH JOCTYITHYIO I/IHq)OpMaIII/IIO, OTHOCSLIYIOCA K
ONPECACIICHUIO COOTHOLICHUA pI/ICK/HOJ'IBSa, 1 JOKYMEHTUPOBATHL CBOU 3aKJIFOUCHUS 110 ITOBOAY JaHHOI'O
COOTHOILIICHUS (C 06OCHOBaHI/IeM npu HeO6XOI[I/IMOCTI/I). PyKOBO,HHHII/Ie YKa3aHusd B OTHOLICHUHW aHaln3a
JIMTCPATYPHBIX UICTOYHHUKOB, COACPKAIIUX HCO6XO,Z[I/IMI)IC KIIMHUYCCKHUEC JaHHBIC, MOXKHO HaWlTH B MPUITOKCHUHN
A, [15].

D.6.5 IlpumMepsbI perlieHnid ¢ y4€TOM COOTHOIIEHHUSI PUCK/TI0JIB3a

Ipumepu

1 Henpasunvnoe pazmeujenue HeiimpaibHo2o 31eKmpooa npudopa 0ia biCOKOYACMOMHOU XUpypeuu Ha
meJie nayuenma moxcem npugecmu K oxcozy. Cooniooenue mpedosanuil coomeemcmeyouiezo
cmanoapma Ha u3oenue c600Un K MUHUMYMY, HO He UCKTIOYUAem 6ePOAMHOCHb 0)#c02068. Tem ne menee,

N0J1b3a OM HPUMEHEHUS MAKO20 NPUOOPA 013 BbICOKOYACMOMHOI XUPYPeUU 8 CDAGHEHUU C OpYyZUMU

xupypzuiecKkumu Memooamu npeevluiaem OCMamouHblil PUCK Oomt 0)#€0206.
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2 H3eecmno, umo npumeHeHue peHM2eH06CK020 U3IyHeHUst NPUYUHSIEn 6Ped NauueHmam, Ho
KAuHUu4YecKan Ihpekmuenocms cmanoapmuoil yuppoesoi penmzenozpaguu noumu 6cezoa Onpasobleaem
ee npumenenue. OOHAKO HedceNamenbHOe 6030elCIEUe U3TYUeHUA HA RAYUEHNO08 HElb35l UCHOPUPOGAMb.
Cywecmeyrom cmanoapmel, coonio0enue mpedosanuii KOMmopwvix HOMO2aem C6ecmu K MUHUMYMY
HedcenamenbHoe 6030elicmeue u3iyueHus Ha NAYUEHMO8 U NPUHAMD PeuleHUe RO R060JY COOMHOUIEHU
puck/nonvsa. Eciu paccmampugaenmcs 603mMoHCHOCHD HO8020 NPUMEHEHUSL WOHUSUPYIOULE20 U3TIYYeHUs.
07151 NOJIYUeHUsl OUAZHOCHUYECKUX U300PANCEHUTL, A UMEIOUWUeCcs CIAHOAPMbl HERPUMEHUMDbL, HO
u3z2omogumento ciedyem epuduuuposams mom Haxm, Ymo pe3ynbmanmsl AHAIUA COOMHOUIEHUA
PUCK/NOJ1b3A, KAK MUHUMYM, MAK Jce 01a20npUsmHbl, KaK 0Jis 1bMePHAMUSHLIX U30eUll U

albvmepHamueHblx MEmo006 1e4eHUsL.

3 Hexomopule KOMROHEHNIbL KOXNEAPHO20 UMNIAHMAMA, HARPUMED UMIIAHMUPOGAHHBLI CHIUMYJIAMOD
HPUEMHUKA C Mampuyell J1eKnmpoo0s, MPYOHO 3aMeHUmMb nocie ux umnianmayuu. OHU 001HCHbBL
ocmasamuscsa UMNAAHMUPOBAHHBIMU HA RPOMANCEHUN 6CEll HCUZHU NAUUEHMA, U OM HUX mpedyemcs
HaodejcHoe PYHKUUOHUPOSaHUE 8 MeYeHUe MHOZUX JIem U 0aiice 0ecAmuiemuil, Ymo 0COOEHHO 6ANCHO 01
MO100020 uenosexa unu pevenka. Moxcno npoeooums yCKopeHHble UCHbIMAHUA HAOEHCHOCHU OAHHBIX
KOMNOHEHMO08 0151 KOHKPEMHBIX MeXAHU3MO08 omKaza. OOHAKO Heuenecoo0pasHo npoeoouUms 6aaUOAUUIO
HAOEIHCHOCHU KOMHOHEHM 08, KOMOPble 001HCHbL (YYHKUUOHUPOBAMb HA NPOMANCEHUN 0eCAmUIemull.
Iloamomy co80KynHblil OCMAMOYHBLI PUCK, 6KTII0YAsL PUCK OMKA3A U30eNUsl, CDAGHUBAIOM C NPUHOCUMOIL
UM nOJIb304l, m.e. HOMEHYUATNbHOU 803MOICHOCHIbIO Yayuuienus ciyxa. Co60KynHblil 0CHAmMOYHbLI PUCK
Oyoem 3asucems om KOJIUUECHMEEHHO20 ONPEOE/ICHUSA HAOEHCHOCHU KOMNOHEHMO08 U 00CMO08EPHOCHU
onpeoenenus HA0eIHCHOCMU mex KOMNOHEHM 08, KOmopble He MOZYH Oblmb 6aAUOUpPOsanbl. B nexomopuix
CIyuasx 0CMmamoyHblil puck Oyoem 00buie nOIb3bl, 6 OPY2UX CAYHAAX NONAb3A OyOem OonbuLe

0CHAMmMOUYH020 puUcKa.

D.7 OueHuBaHuEe COBOKYIIHOIO OCTATOYHOI'0 PUCKA

D.7.1 O6mue noJioxkeHust

OneHnBaHUE COBOKYITHOTO OCTaTOYHOI'O PUCKA 03HAYAET, YTO OCTATOUHBINA PUCK pPacCMaTPUBAIOT BO BCEM €ro
MHOroo0pa3uu. 3roroBUTENb 10JIKEH PEeIIUTh, KaK OLIEHUBATh UMEIOLIUICS OCTaTOYHBIN PUCK C YYETOM
KpPUTEPHUEB JIOIMYCTUMOCTH.

OleHUBaHUE COBOKYITHOT'O OCTATOYHOTO PHCKA JOJDKHBI IIPOBOIUTH JIHIIA, 00JIaTAI0IHe HEOOX0IUMBIMHE
3HAHUSAMH, OTIBITOM U IMOJIHOMOYMSAMU JJISl BBIIOJTHEHUS TaKuX 3a7a4. YacTo jKenaTesbHO MPUBIIEKATh Y3KUX
CIENUATUCTOB, UMCIOIINX 3HAHUS U OIBIT PA0OTHI ¢ KOHKPETHBIM MEIUIUHCKUM m3/enueM (cum. 3.3).

He cyniectByer npeanouTuTeIbHOr0 METo/1a OLIEHUBAHUSI COBOKYITHOT'O OCTaTOYHOI'O PUCKA, U U3TOTOBUTEIb
HECeT OTBETCTBEHHOCTb 3a BHIOOP COOTBETCTBYIOILEIO METO/1a. B HacTOsIIIEM NPUIIOKEHUH OTTMCAHBI
HEKOTOPBIC BO3MOKHBIE METO/IBI M JJAHBI PEKOMEH/IAIIH 110 HX BEIOODY.

D.7.2 Anaju3 nepeBa coObITHIA

OnpezeneHHas Mociae10BaTeIbHOCTb COOBITUN MOXKET MPUBECTH K BOSHUKHOBEHHIO HECKOJIBKUX OTJIMYHBIX

ApYyT OT ApyTra pHUCKOB, KaX/IbIi 13 KOTOPBIX 6yz[eT YaCTbO COBOKYITHOT'O OCTAaTOYHOI'O pHUCKaA. HaHpI/IMCp,

MOBTOPHOC NPUMEHCHUEC U3ACIIUA OJHOKPATHOI'O MPUMCHCHHA MOXKET IPUBECTU K 3apAXKCHHUIO IMMallUCHTA,
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BBIACJIICHUIO TOKCUYHEBIX BEIICCTB U OMOJIOrHYECKU HECOBMECTHMBIX OCTAaTKOB I[eSI/IH(bI/IIII/Ipy}OIHI/IX BCIICCTB,
MCXaHUYCCKOMY OTKa3y HU3-3a CTAPpCHUS MaTCPUAJIOB. I[epeBo COOBITHI MOXKET CTaTh noaxoadamumM METOJ0M
aHaJIn3a NEPCUUCIICHHBIX PUCKOB. I[J'ISI OMnpeaACICHUA NOITYCTUMOCTU COBOKYITHOT'O OCTATOYHOI'O pHUCKa

HCO6XOJII/IMO PACCMOTPETH OTACIBHBIC OCTATOYHBLIC PUCKU B COBOKYITHOCTH.

D.7.3 AHa/ju3 NpoTUBOPEYNBBIX TPeOOBAHMIA

Mepsl 10 yIpaBICHUIO OTACIBHBIMU PUCKAMU MOTYT TOPOXKIATh KOH(PIMKTYIOMIHE (IPOTUBOPCUUBHIC)
TpeboBanus. Hanpumep, npenynpexieHue MEAULMHCKOMY paOOTHUKY B OTHOLLIEHUH MAIMEHTa,
HAXOJISIIErocss B 0€CCO3HATEIILHOM COCTOSIHUH, BO N30€KAHUE PHCKA ITAJICHUS TAHHOTO MAIMEHTA ¢ KyIICTKH
"Hukorja He ocTaBisiiTe 6€3 MpucMOTpa MalueHTa, HaxoIA1Ierocs: B 0eCCO3HATEIbHOM COCTOSHUM' MOXKET
MIPOTUBOPEUNTH NMpenynpexaeHuo "Haxonurech Ha NpeayCMOTPEHHOM PACCTOSHUU OT MMAaLUEHTA,
MOJIBEPralouerocs BO3ACUCTBUIO PEHTI€HOBCKOTIO U3JIy4eHHUs ", IpeAHa3HAYeHHOMY JJIsl 3alUThI OTlepaTopa

OT BO3JIEUCTBUSI PEHTICHOBCKOI'O U3JIYUCHUA.

D.7.4 Ananu3 qepeBa HeHCIIPaBHOCTEH

HpI/I‘-II/IHeHI/Ie Bp€Ja MalqMCHTY WJIX IMMOJIb30BATCIIIO MOXET CTATh CJICACTBUCM OITACHBIX CI/ITyaIII/II\/'I (CM.
MPUITOKCHUEC E) B Takux ClIy4dasx BEPOATHOCTb MPUIUMHCHUSA BpCaa, IPpUMCHACMaAs AJid OIIPEACTICHUA
COBOKYITHOI'O OCTATOYHOI'O pruCKa, OCHOBAaHa Ha KOM6I/IHaIII/II/I OTACIBHBIX BepOHTHOCTeﬁ. Amnanuz ACpeBa
HCI/ICHpaBHOCTeﬁ MOYKET OBITH noaAXOoAAIIUM METOAOM YCTaHOBJICHUS COBOKyHHOﬁ BEPOATHOCTH NPUINHCHUS

Bpena.

D.7.5 Anajau3 npeaynpesxaeHui

Kamaoe OpeaynpexacHue, pacCMaTpuBacMoe 1Mo OTACIbHOCTU, MOKET o0ecreYnTh Tpe6yeMoe YMCHBIICHUEC
pUCKa, OAHAKO CJIMIIIKOM OOJIBIIIOC YHCIIO npeuynpemz{eHHﬁ MOXET CHU3UTDH BQ)(I)CKTI/IBHOCTL BO3JICUCTBUS
KaXX0ro OTACIIbHOIO NpCAYIIPCIKICHUSA. MoxeT gaxe BO3HUKHYTbH HCO6XOI[I/IMOCTI: B aHaJIU3€ YpE3MEPHOIo
JAOBCPUA, UCIIBITBIBACMOI'O ITOJIB30BATC/IIMA B OTHOLICHU A npenynpemzerHﬁ, a TaKoKEC BJIIMSAHUA,

OKa3bIBA€MOro HOILO6HI)IM JOBCPUCM, HA YMCHBIICHNE PUCKA U COBOKyHHI)II\/'I OCTaTOYHBIN PHUCK.

D.7.6 Anaju3 padoyuX HHCTPYKIUIA

AHanu3 pabouux UHCTPYKIUH, IpUIaraeMbIX K U3/IEJINI0, TIO3BOJISIET OOHAPYKUTh POTUBOPEUUBOCTD U

YPE3MEPHYIO CI0KHOCTD COIEPIKAMICHCS B HUX HH(DOPMALIUH.

D.7.7 CpaBHeHUEe PUCKOB

JlaHHBII METOJI 3aKJIFOYACTCS B COITOCTABICHUU OTIEIBHBIX OCTATOYHBIX PUCKOB, BO3MOXKHBIX IIPU
MPUMEHEHUH PACCMATPUBACMOr0 MEIUIIMHCKOTO H3/ICNNUs, C PUCKAMU, BO3HUKAIONIMMU IIPH TPUMECHECHHN
MOJJOOHBIX M3IENUi (TIOCIEI0BATEIFHOE COMIOCTABICHIE PUCKOB C YIETOM Pa3HbIX BAPHAHTOB PUMEHEHHS
uznenust). [Ipu nmpoBeeHU: TaKKX CPABHEHHI CIIETYET HCIOIb30BaTh aKTYIbHYIO HH()OPMAIIUIO O

HECXKEIAaTCIIbHBIX CO6I>ITI/I$IX, CBA3AaHHBIX C IPUMCHACMBIMU U3ICITUSAMU.

D.7.8 Anaju3 ¢ npuBJeYeHHEM IKCIEPTOB
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I[J'I?I JAEMOHCTpalu JOIMYCTUMOCTU PUCKOB MOXKET HOTpe6OBaTBC$[ OLCHKA IT0JIb3bI AJIA MMalluCHTa OT
OPUMCHCHHWA MEOAUIIUHCKOT'O U3ACIINA. OL[I/IH 13 IOJXO0J0B 3aKIIH0YACTCs B CBEXKEM B3IV AC HA COBOKyHHI)II\/'I
OCTaTOYHBIN PUCK MMPAKTUKYIOIIHX CHICHHUAINCTOB, KOTOPBHIC HCITOCPEACTBCHHO HE YJ4aCTBOBAJIU B pa3pa60TI<e
JAaHHOI'O U3CIHs. HpaKTI/IKyIOHII/IC CHICUAJIMCTBI MOT'YT IIPOBECTH OLUEHUBAHUE JOITYCTUMOCTH COBOKYITHOI'O
OCTAaTOYHOT' O PUCKA, pacCCMaTpuBas TaKoOMu (baKTOp, KaK 3KCIITyaTallMOHHasd NpUrogHOCTb IMPU MPUMCHCHHUU
H31CJIMA B HAJIC)KAIINX KIMHUYCCKUX YCIIOBUSX. B HOI[O6HOM CJIydac€ OLUCHUBAHUEC U3ACIIUS B HAJJICIKAIIINX
KIIMHUYCCKUX YCIOBHAX MOXKET CTATh MOATBECPIKACHUECM OOITYCTUMOCTU PHUCKOB, CBA3AHHBIX C €TI0

MNPUMCHCHHEM.

D.8 IMoaxon "HacTobko Majblii, HACKOJIbKO MPAKTUYECKH OCYyIIeCTBUMO"

D.8.1 Oomue moJ1o:KeHus

HpI/I pa3pa60T1<e IMOJIMTUKH B OTHOLICHUUN AOITYCTUMOCTU PUCKOB U3TOTOBUTEJIb MOKET IMIPUMCHATD IMOAXO0Q

"HacToibKo Maliblif, HACKOJIBKO MpakThuyecku ocyuectBUMo" (ALARP-noaxox).

Ilocne MNPUMCHCHU KOHerTHOﬁ MCPEI 110 YITPABJIICHUIO PUCKOM BO3MOXHBI TPU pE3yJibTaTa:

a) OCTaTOYHBIN PUCK IIPEBBIIIACT KPUTCPUH, YCTAHOBJIICHHBIC U3TOTOBUTEJIEM B OTHOILICHHUU JOITYCTUMOCTHU

pHCKa;

b) OCTaTOYHbIN PUCK AOITYCTHUM, T.K. OH HACTOJIbKO MaJl, YTO UM MOXXHO npeHe6peqL;

C) BEJIMYMHA OCTATOYHOrO PUCKA 3aHUMAET MPOMEKYTOUHOE MOJI0KEHUE MEXKAY BEIMUMHAMH, YKa3aHHBIMU B
MIEPEUUCIICHHSX a) U b); B TAKOM CJIy4ae OCTaTOYHBIA PUCK IOITYyCTUM MIPU YCIIOBHHU IIPHUMEHCHUS Mep,
YMEHBIIAIOMIUX PUCK JI0 MPAKTUUECKU OCYIIECTBUMOTO YPOBHS, C YUETOM MOJIb3bI AJIS MAallMeHTa U 3aTpaT Ha

JlaJibHeH1ee YMEHBIICHUEC JaHHOI'O pUCKa.

[onxox "Hactosibko Manblid, HACKOJIBKO IpakTuuecku ocyiiecTBUMo" (ALARP-noaxom) MoxHO
HCIOJIb30BaTh KaK YacTh aHallu3a BO3MOXKHOCTEN yrpaBiieHus: puckoM (cm. 6.2). ALARP-noaxo o6b14HO

NPUMCHSAIOT B OTHOIICHHUU PHUCKOB, BEPOSATHOCTb KOTOPBIX HE MOXKET OBITh ornpeaciacHa.

D.8.2 YpoBHu pucka

OcTaToYHBIH PHUCK, HaXOJISIIUNCS HUXKE KOHKPETHOI'O YPOBHS, MOXXHO OLICHNBATH KaK HACTOJIBKO
He3Ha‘-H/ITeJ'IBHI)II\/'I, YTO OH CTAHET CPABHUMBIM C KaXKJAOJHCBHBIMU PUCKAMHU, KOTOPBIC MBI BCC UCIILITHIBACM.

Taxo# prCcK MOXKHO HA3BaTh MPEHEOPEIKUMO MAITBIM.

HNmeercs CYHICCTBEHHAsA pasHULla MCXKIY OCTAaTOYHBIM PUCKOM, SABJIAIONIUMCS HACTOJBKO HU3KUM, YTO HET
HCO6XOI[I/IMOCTI/I €ro pacCMaTpuBaThb, U 0oJ1ee BLICOKMM OCTaTOYHBIM PUCKOM, KOTOpBIﬁ SABJIACTCA
JA0IYCTUMBIM BCJICACTBUEC HpI/IHOCHMOﬁ U3ACIIMEM I10JIb3bI U HpaKTI/I‘ICCKOI\/'I HEBO3MOXXHOCTHU YMCHBIICHUS

JAaHHOI'O pUCKa.

Korna PUCK OIIPEACITICH, TO BO3BHUKACT TJIaBHBIN BOIIPOC: "SBnsercs mu JIAaHHBIN PUCK HACTOJIbKO MaJIlbIM, 4YTO

HET HeOGXOI{I/IMOCTI/I AHAJIU3UPOBATHh BO3MOKHOCTH YMCHBUIICHUS pI/ICKa?". Taxoe PEIICHUC ITPUHUMAKOT IJIA
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Ka)XJIOTO PUCKA B OTACIBHOCTH.
D.8.3 Ana/iu3 BO3MOKHOCTEH yIIpaBJIeHUsS PUCKOM

JJ1st KaXKI0r0 0CTATOYHOTO PUCKA, KOTOPBIM HEJb3sl IPEHEeOpeyb, TOKHBI OBITh MPOAHATH3HPOBAHEI
BO3MO)KHOCTH YMEHBIIICHHS PUCKA. Y MEHBIIICHHE PUCKA MOXKET OBITh MU HE OBITh IPAKTUICCKU

OCYHIECTBUMBIM, HO €I0 CJIECAYCT paCCMOTPETh. HpI/I 9TOM MOKHO IOJIYYUTb CICAYIOIMIKNEC BbIBOABI:

- OZIHa UJIM HECKOJIBKO MEP IO YIPABJIICHUIO PUCKOM YMCHBIIAKOT PHUCK 10 HpeHere)KI/IMO MaJIoro ypoBHs, U

HET HeOGXOI{I/IMOCTI/I B €ro JajibHeHIIeM PacCMOTPEHUU,

- YMCHBIICHHUEC PUCKaA 10 npeHeﬁpexcHMo MaJIOTO YPOBHS NPAaKTUYCCKHU Heuene0006pa3H0 HC3aBUCHUMO OT

HMMEIONIMXCS] BO3MOXKHOCTEH €ro yMEHbLICHHUSI.

Kaxxaplit ocTaTouHbIi PUCK, COXPAHUBIIMNACS MOCIIE BBITOJIHEHHS MEp 10 YIPABICHUIO PUCKOM, CIIeIyeT
OIICHUBATh 110 KPUTEPUSM, YCTAHOBJICHHBIM B TUIaHE MEHEPKMEHTA pUcKa. ECIIM OCTaTOUHBINA PUCK OTBEYAeT
KPHUTEPUSIM, YCTAHOBICHHBIM U3rOTOBUTENIEM B OTHOLICHUH JOITYCTHMOCTH PHCKa, U ObuT mpuMeHeH ALARP-
MOJIXO/I, TO B AaJIbHEHIIIEM YMEHbIICHUH PUCKA HET HEOOXO0AUMOCTH.

D.8.4 lIpakTuyeckasi 0cylieCTBUMOCTb YMEHbIIEHUS PUCKA

MOoKeT CI0XKHUThCS BIIEUATICHUE, YTO JII00OH PUCK, CBA3aHHBIA C METUILIMHCKUM U3JICITUEM, SIBIISETCA
JIOITyCTUMBIM, €CITH MOCIIEAYET YIydllIeHHEe IPOrHO3a COCTOSHUS 310pOBbs nauueHTa. Ho Takol mochUT Heb3s
HCIOJIB30BaTh Kak 000CHOBaHHE JIOMYCTUMOCTH HEHY>KHOTO pHrcka. Bee pucku ciieyer yMmeHblaTh 10 CaMOro
HU3KOT0 PAKTUYECKU JOCTHKUMOTO YPOBHS, YUYUTBIBAsi COBPEMEHHBIN YPOBEHb HAYYHO-TEXHHUUYECKOTO

Pa3sBUTHA, ITOJIB3Y OT JOIMYCTHUMOI'O PHUCKA U MMPAKTHYCCKYIO OCYIIECTBUMOCTD €Io JlaJibHEeH1Iero YMCHBIICHUAA.

HpaKTI/I'-ICCKaFI OCYIICCTBUMOCTD OTpaXXacT CITOCOOHOCTH M3TrOTOBHUTECIIS YMEHLIIUTL PUCK U UMECT NABC

COCTaBJIAIOIIHUC:

- TCXHUYCCKYIO OCYIICCTBUMOCTD,

- OKOHOMHYCCKYIO OCYIIECTBUMOCTD.

Texnuueckas OCYHICCTBUMOCTD OTpaXKacT CIIOCOOHOCTH M3TOTOBHUTECIIS YMEHBIINUTL PUCK 0e3 ydue€ra

MaTE€pHaJIbHbIX 3aTpar. Huxe NEPCUUCIICHBI ClIydan, KOorga TCXHUYECKasd OCYIIECTBUMOCTD ABJISICTCA CHOpHOI\/'IZ

- 0OJIBIIIOE YHCIIO MapKHUpOBOK C HpC,Z[yrlpC)K,Z[CHI/ISIMI/I/HpeI[OCTepC)KeHI/IﬂMI/I, 3aTPYAHAIOIIUMHA ITPUMCHCHHE

IIOJBb30BATCIEM MCAUIIMHCKOI'O U3ACIIHNA,

- OOJIBIIIOE YHCIIO CUTHAJIOB TPEBOI'U, IPHUBOJAAIINX ITOJB30BATCIIA B 3aMCIIATCIILCTBO;

- COO6HICHI/IC 0 TaKOM OOJIBIIIOM YHCJIC OCTATOYHBIX PUCKOB, UYTO OII€PATOPY CIIOXKHO IMMOHATH, KAKUC U3 HUX

SIBJISIFOTCS ICUCTBUTEIIBHO 3HAYMMbIMH,;

- CJIMIIKOM CJIOXKHBIC IPOUCAYPbI IPUMCHCHHA MCANIHUHCKOI'O U3CIINs, ITPOTUBOPEHAIUC €ro
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npeaAyCMOTPECHHOMY MMPUMCHCHHUIO,

- BBIIIOJJHECHUEC MEDP 10 YIIPABJICHHUIO PUCKOM, IIPOTUBOPCHAIIHUX MPEAYCMOTPECHHOMY NPUMEHCHUIO (HaHpI/IMCp,

YMEHBIICHHE MOIIHOCTH JJICKTPOXUPYPTUUECKOr0 YCTPOHCTBA 10 YPOBHS HIXKE 3P (PEKTUBHOTO).

DKOHOMHUYECKAs OCYHIECTBUMOCTD OTPAXKACT CIIOCOOHOCTH M3rOTOBHUTEIS YMEHBIIUTH PUCK, HE ACTIast
pa3pa60TI<y 1 N3roTOBJICHUEC MEANIIUMHCKOI'O U3CJIH S9KOHOMUYCCKN HEBBIIT'OAHBIM ITPOCKTOM. HpI/IHSITBIe
peuicHuA 00s13aTeIIbHO JOJI2KHBI GaSI/IpOBaTBCfI Ha OIITUMAJIbHOM COOTHOHMICHUUN MECXKAY AOITYCTUMOCTLIO
PUCKOB U IMPUTOAHOCTHIO MCAUIIUHCKOTO U3ACITINA IJIs JICHCHUS U JTUArHOCTUKH. MaTepI/IaJ'IBHI)IC 3aTpaThbl U
OPUTOJHOCTb MEANLIMHCKOT'O U3ACJINA PACCMATPUBAIOT IIPU MPUHATHUN PCIICHUS O HpaKTI/ILICCKOI‘/'I
OCYHIECTBUMOCTH YMCHBIICHUA PUCKOB, KOrla p€ub UACT O COXPAHCHWU WUJIN YIIYUYIICHUNU COCTOAHUA 310POBbs
nanmueHTa. OI[HaKO OKOHOMHYECKYH0 OCYIIECTBUMOCTD HE CICAYCT UCIIOJIb30BATh KaK o0ocHOBaHME
A0IYCTUMOCTH HEHYXKHOTI'O PUCKA. HaHpHMep, OKOHOMMHYECKAas OCYIIECTBUMOCTD SABJISICTCA CHOpHOﬁ npu

pPaccMOTpECHUHN HCO6XOL[I/IMOCTI/I L[yGHI/IpOBaHI/IfI KaXX10ro KpUTUIHOTO KOMITIOHCHTA ae(bn6pmmﬂTopa.

OOBIYHO CIICAyCT YMCHbIIATh PUCKHU, HC3HAYHUTECIIBbHO IMPEBBIIIAOINE KPUTCPUH, YCTAHOBJIICHHBIC
HU3TOTOBUTEJIEM B OTHOIICHHUUN AOITYCTUMOCTHU PUCKA, NaXKE ITPU YCIIOBUH CYHICCTBEHHBIX 3aTpar. Ecnu
YPOBEHb pUCKa HpI/I6.]'H/I)KaeTC${ K ”HC3Ha‘-II/ITCJ'IBHOMy", TO JlaJIbHENIIIee YMEHBIICHUC PHUCKA MOXET HC

HOHaI[O6I/ITI)C$I, ©CJIM TOJIBKO OHO HE MOXKET OBITh JICTKO JAOCTHUTHYTO.

B HekoTOpbIX citydasx (Hanpumep, s 3aluThl OT paauauuu) npumenstor ALARP-nonxon. [Tpu sTom
BMECTO MPAKTUYECKON OCYIIECTBUMOCTH IPUHUMAIOT BO BHUMAHUE JIOCTHKUMOCTb, YTO B JIEHCTBUTEIBHOCTH
03HA4aeT MPUHATHE BO BHUMAHHE TOJIBKO TEXHUYECKOH OCYIIECTBUMOCTH U UTHOPUPOBAHNE YKOHOMUYECKON

OCYyHICCTBUMOCTH.

D.8.5 IIpumep

Ha pucynke D.6 npuBeieH mpuMep MaTpULbl PUCKa, TJe 00JaCTh JOIIYCTUMOTO PUCKAa MAaTPUIbI UMEET

JlasTbHEIIIee ToJipa3iesieHne. PUCKy, KOJIMUECTBEHHOE 3HAUeHNE KOTOPBIX onpeseseHo (-, , s o)

3aHECCHBI B COOTBETCTBYIOIINE DJIEMCHTBI MaTPUIIbI.

Pucynok D.6 - [Ipumep MaTpuiibl OLIEHUBAHUS PUCKA IO TPEM KPUTEPHUIM

YDOBHM TSKEeCTU N0 Ka4eCTBEHHBIM NPpU3HaKaMm

YpOBHM BEPORTHOCTH NpuU MNpexebpexn- Hesnaun- Kputnuec- KaracTtpo-
NOMyKONMWYECTEEHHOM MO Manas TenbHan Cepbeanas Kan dwyeckan
aHanuse
Yacran
BeposThan Ry Ry
Penkas R4 R5 R6
Ouenb peakasn
HeBoamoxHan Ry

VcaoBHBIE 0003HAYECHUS
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- TEMHO-CEPBbIii IBET - HEIOMYCTUMBbIH PHUCK;

- CBCTHO-CCpLIﬁ IIBCT>l< - H606XOI[I/IMO HCCIIEA0BATh BO3MOXKHOCTH JlalIbHEHIIIEro YMCEHBUICHUA PUCKA,

- OeIpIi LIBET - He3HAUUTENbHbIN PpUCK

* Tekct JOKYMEHTA COOTBECTCTBYET OpHUIMHAITY. - HpI/IMeLIaHI/Ie HM3TOTOBHTENS 0a3bl JaHHBIX.

Pucynox D.6 - [Ipumep MaTpuLbl OLICHUBAHUS PUCKA I10 TPEM KPUTEPUSIM

[TpunoxeHwne E (cnpasoyHoe). [Npumepbl
onacHoCTen, NPOrHo3npyembIX
nocriegoBaTeribHOCTEN CODbLITUIN N OMAaCHbIX
cuTyaumu

IIpunoxenue E
(cpaBouHOE)

E.1 O01ue mos1o:keHust

Tpe6OBaHI/Ie K U3rOoTOBUTECIIIO COCTABUTDH IMEPEUCHDb N3BCCTHBLIX U MPOTHO3UPYCMBIX OHaCHOCTeI\/'I, CBsI3aHHEBIX C
MCIUIIUHCKUM U3JACINEM, KaK JJIs1 HOPMAJIbHBIX YCJ'IOBI/II\/'I, TaK U JJ1d YCJ'IOBI/Iﬁ OTKa3a COACPIKUTCA B 4.3.
Tpe6OBaHI/Ie K U3roTOBUTEIIIO PaCCMOTPETD IMMPOTrHO3UPYEMBIC IMTOCICA0BATCIIbHOCTH CO6BITI/II>1, CJIICACTBUCM
KOTOPBIX MOXKET CTaTb BOSBHUKHOBCHHE OIacHOM CUTyalluu U IIPUYIMHCHUEC BpE€aa, COACPIKUTCA B 4.4.
CormnacHo OMPEACIICHUAM JaHHBIX TCPMUHOB OITACHOCTb HEC MOXKET IMMPUBECTU K MPUIUHCHUIO BpEaa 10 TEX
op, MoKa noCjaca0BaTCIIbHOCTh COOBITHH HIIH Apyrue 00CTOSTENLCTBA (B TOM YHCJIC YCIIOBUA HOPMAJIbHOI'O
HpI/IMCHCHI/Iﬂ) HE NMpUBEAYT K BOBHUKHOBCHHUIO OITacHOM CUTyalluHu. Ha nannowm sTane PUCK MOXET OBITh
OLECHCH IMYyTEM OIPEACTICHUSA TAXKECTU U BEPOATHOCTU ITPUINHECHUA BpEAa, B KOTOpI:II\/'I Moruia Obl Pa3BUTHCA

onacHas cutyauus (cM. pucyHok E.1).

Pucynok E.1 - Cxema B3auMOCBSA3M MEXy OITACHOCTBIO, IIOCIIEI0BATEIBHOCTHIO
COOBITUH, OMACHOM CUTYallMe U BpeIoM

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

Boapeiicteue (Py)

MocnenosaTenbHOCTL COBLITHIA

OnacHas
CUTYauus
Py
"
]
Bpen
 J y
[ BeposTHOCTL
T;"“m NPUNUHEHWUSA o Puck
pena spepa
Py %Py

VcaoBHBIE 0003HAYESHUS:

- - BEPOATHOCTb BOBHUKHOBCHUA OIAaCHOM CUTYyalluu,

- - BEPOATHOCTb BOBHUKHOBCHUA OIaCHOM CUTyaluu, Bez[ymeﬁ K IpUYUHCHHUIO BpE€aa

PI/ICYHOK E.1 - Cxema B3auMOCBSI3U MCKAY OMAaCHOCTBIO, MMOCIEA0BATCIIbHOCTBIO CO6BITI/II>1, OIacHoOM

CUTyaIHMel U BPeJIoM

Xopomeﬁ OTHpaBHOI\/'I TOYKOM JJIs1 COCTaBJICHUS nepeUHs OITaCHOCTEM SIBJISIETCSI aHAJIU3 OIbITa pa6OTBI C
TaKUMHU XK€ U HOI[O6HI>IMI/I BUJAMU U3JICTIUM. HpI/I AHAJIN3EC CICAYCT YUUThIBATH COOCTBEHHBIH OIIBIT
HU3TOTOBUTECIIA, a TAKIKC OIBIT APYTHUX H3FOTOBHTeHeﬁ, HaIe OTPaAXXCHUC B base JaHHBIX HCXKCIATCIIbHbIX
CO6I)ITI/II\/'I, Hy6HI/IKaHI/I${X U Apyrux JOCTYIHBIX HCTOYHHKAX. Z[aHHI:II\/'I BHU I aHa/IM3a OYCHDb I10JIC3CH JIA
I/II[CHTI/IQ)I/IKHIII/II/I 1 COCTABJICHHSA NEPEYHA TUIINYHBIX OIMACHBIX CI/ITyaIII/Iﬁ " CBA3aHHbBIX C HUMH BO3MOXXHBIX
PUCKOB JIsI paCCMaTpuBaACMOI0 U3ACIIUA. ):[aﬂee NEPCUCHb OIMaCHBIX chyauHﬁ 1 TaKUC BCIIOMOI'aTCJIBHBIC
CpeacCTBa, Kak NepeuYCHb NpUMEPOB U3 Ta6J'II/IL[I)I E. 1, MOXKHO HUCIIOJIB30BATh AJId COCTABJICHUA

NEPBOHAYAJIBHOI'O IMEPECUHA OITaCHOCTEH.

CJ'IeIIYIOHII/IM miarom sBJISICTCA I/II[GHTI/I(l)I/IKaIII/ISI HEKOTOPBIX ocJieIoBaTeIbHOCTEN CO6BITI/II\/'I, KOTOPbIC BMECTC
C OMMAaCHOCTAMU MOTYT IIPUBECTU K BOSHUKHOBCHHIO OIMACHBIX chyauHﬁ 1 NpUYMHCHHIO BpEaa. T.k. MHOTHE
OITAaCHOCTU MOT'YT HUKOI'Ia HC MPUYUHUTDL BPC U ITIOTOMY HMX MOKHO JaJICC HE pacCMaTprBaThb, TO IMOJIE3HO
MNPOBOAUTL aHAJIM3, HAYWHAA C BpE€aa, KOTOpBII\/'I MEJIUIUHCKOE U3/IeJIhe IEMCTBUTEILHO MOXKET MNPpUYINHUTDH, U
Jajce CJIca0BaThb B O6paTHOM HaIrpaBJICHUU. OI[HaKO HECMOTPA Ha MOJIE3HOCTb TAKOI'O Imoaxoaa, CJI€aAyeT
NPpU3HATB, YTO HOI[O6HBII>'I AHaJIN3 HE ABJIICTCA COBCPIICHHBIM. MHorue nociae0BaTeIbHOCTH COOBITHI
BO3MOXXHO I/IIICHTI/I(bI/ILII/IpOBaTB TOJIBKO IIPpU CUCTEMATUYICCKOM IIPUMECHCHUN METOAO0B aHAJIM3a PHUCKa,

OINMCAHHBIX B MPUIIOKCHUU G. AHanmu3 u I/II[CHTI/I(I)I/IKaIII/ISI B JIAJIbHENIIIEM YCIOXHATCA U3-3a
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HCO6XO,HI/IMOCTI/I y4d€Ta MHOT'UX COOBITHI U O6CTO$ITCJ'IBCTB, HOI[O6HI:IX NPUBCACHHBIM B Ta6J'II/IIIC E.2. Takum
06pa30M, A1 3aBCPHICHUS BCECTOPOHHECTO aHAIN3a HCO6XOI[I/IMO HCIIOJIB30BaTh 0OJIee YeM OJHUH MCTO/
daHaJIM3a prUCKa, a UHOTrJJa U JOIMMOJIHUTCIIbHBIC METO/bI. Ta6J’[I/IHa E.3 COACPXKUT MMPUMEPHLI B3aUMOCBA3HU MCKIY

OIaCHOCTAMM, ITIOCJICA0BATCIbHOCTAMU CO6BITI/II>1, OIMTaCHBIMU CUTYyallUsIMU U BPEAOM.

HeCMOTpr Ha TO 4YTO COCTABJICHUEC IICPCUHS OHaCHOCTCI‘;I, OIIaCHBIX chyauHﬁ U MOCJIeA0BaTEIbHOCTEN
COOBITHH JKeJIaTeIILHO 3aBCPIINTDH HA PAHHUX CTAAWAX IMPOLCCCa MPOCKTUPOBAHUA U paspa60TKH, JJIA TOro
4yTOOBI 00JIETYUTh YHpaBJICHHUE PUCKOM, HAa MPAKTHUKE I/II[CHTI/I(I)I/IKaIII/ISI 1 COCTABJICHUE MICPEYHA - OTO

HEMPEpbIBHAA ACATCIIBHOCTD, KOTOPAas MPOJ0JIKACTCA, BKIIOYas IIOCTHIPOU3BOJACTBO.

Hactosiiee npusioxeHne CoAepKUT HEIONHbIN MepeyeHb BO3MOKHBIX OIIACHOCTEH, CBSI3aHHBIX C Pa3IMYHBIMU
MEIUIMHCKUMHE u3aeansamMu (Tabmuna E. 1), a Taxke nepeyeHs HHUIUUPYIONIIX COOBITHI U 00CTOSATEIIHCTB
(tabnuua E.2), koTopble MOTYT NPUBECTH K BOSHUKHOBEHUIO OMACHBIX CUTYallMH, a Te, B CBOIO O4epellb, - K
npuarHeHHIo Bpeaa. Tabnuna E.3 comepKuT JTIorundeckyro mociieI0BaTeIbHOCTh IPUMEPOB TOTO, KaK
ONACHOCTb MOXET Pa3BUTHCS B OMACHYIO CUTYAIUIO, a OIaCHAs CUTYyalus - B IPUYUHEHUE Bpea yepes

OoCJICA0BATCIbHOCTD COOBITHH HIIH OOCTOSITCIIBCTB.

IToHuManue BO3MOKHOCTH Pa3BUTHUA OITACHOCTHU B OITACHYIO CUTYalUIO ABJIACTCA BAXXHBIM IJI OIIPEACTICHU A
BEPOATHOCTHU NPUYHMHCHHA U TSHXKECTH BpCa. HCJ'IBIO nponecca sABJIACTCA COCTABJICHHUE KaK MOKHO Ooiee
HMCUCPIBIBAIOIICTO MEPEUHS OIMACHBIX chyauHﬁ. HﬂeHTHd)HKaHHﬂ OITACHOCTEMN U MOCJIeI0BaTEIbHOCTEN
COOBITHH SIBISCTCS CpEACTBOM JOCTUIKCHUA JIAaHHOM LeJIH. Hepe‘IHH, COZCpIKaAIIECs B Ta6J'II/IHaX HACTOALICTO
IPUITTOXKCHUS, MOT'YT MIPUMCHATBHCA IJIA COJICUCTBUS B I/II[eHTI/I(l)I/IKaIII/II/I OIIaCHBIX CHTyaHHﬁ. I[J'IFI MIPOBEACHUA

HaJJIeKAIIEero aHaJln3a U3rOTOBUTEINb JJOJKEH CaM OMPENeIUTh, YTO CYMTATh OMACHOCTHIO.
E.2 IIpumepsbl onacHocTei
[epedens, npuBeneHHbIH B Tadmuie E.1, MOXKHO UCIIONB30BaTh KaK MOMOIb B MACHTH(OUKAIIMN CBSI3aHHBIX C

MCAUIUMHCKHUM HU3CIIUEM OHaCHOCTeI\/'I, KOTOPBIC B UTOI'C MOI'YT IPHUBCCTHU K IPUINHCHHUIO BPEAA MALIUCHTY HUJIN

JIPYTHM JIUTAM.

Tabmuua E.1 - [Ipumepsl onacHoCTeH

[Tpumepst [Ipumeps! 6HOIOrHYECKUX IIpumepst [Tpumepst
SHEPreTUYECKUX U XUMHUYECKHUX 9KCIUTyaTallMOHHBIX UH(POPMAIIHOHHBIX
OMNACHOCTEN onacHocTel onacHocTel OMACHOCTEMN
OmnacHocru, Buosornueckue OmnacHocTu, cBsi3anHble ¢ | OnacHocTH,
CBfI3aHHbIE C ONACHOCTH: (pyHKUHOHUPOBaAHHEM: CBfI3aHHbIE C
3JIEKTPOMATrHUTHOM MapKHPOBKOI:
JHeprueii: - OakTepuu; - HENPaBUJIbHBIE MU
HeHaJJIexaIme - HEZIOCTaTOYHO
- CeTeBOE HANpPSIKEHUE; | - BUPYCHI; pe3yIbTaThl MU MOJIHBIE UHCTPYKILIUU
(YHKIIMOHHPOBAHHE; IO AKCIUTyaTalluu;
- TOKH YTEUKHU: - IPOYHEe BO30YAUTEIH
3a0oJeBaHMii (HapuUMep, | - HEKOPPEKTHbBIE - HeHa/JIeXxaliee
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- TOK YTCUKHU Ha KOPITYC;

- TOK YTCYKHU Ha 3E€MJIIO,

- TOK YTCUKHU Ha

MAIMeHTa;
- BJIEKTPUYECKHE TT0JIS;
- MarHUTHBIE TIOJIS
OmnacHocTH,
CBSI3aHHBIC C JHePTrUeH

HU3JIYyYCHUA:

- HIOHU3UPYIOLICC

H3JIYyUYCHHUE;
- HEMOHU3HPYIOIIIEe
H3IIy4YEeHHE

OmnacHocTH,
CBSI3aHHBbIE ¢ TEMJIOBOII

JHepruemn:

- BBICOKHC

TEeMIIEpaTyphl;
- HU3KHUE TeMIIepaTypbl
OmnacHocTH,
CBSI3AHHbIE €
MeXaHNu4ecKoi
JHepruei:

- CUJIa TSHKECTHU:

- [IpU MMaACHUHU,

- B IOABCIICHHOM

COCTOSTHUH,

- BUOparus;

- HAKOIIJICHHAsI SHCPI U,

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

MIPUOHBI);

- IOBTOPpHAas UJIN

nepeKpecTHas HHPEKIUs

XuMHYecKHe ONMacHOCTH

- BO3JEHCTBUE HA
JIbIXaTelIbHbIC ITyTH,
TKaHU, OKPY>KAIOLIYIO

cpey Wi UMYIIECTBO,

Harmpumep, Ha THOPOJIHBbIC

cyOcTaHInNU:

- KHCJIOTaMH WJIN

OCHOBAHUAMM,

- OTXOJaMH;

- 3arps3HAOIIMMHA

BCHICCTBAMMU,

- noOaBKaMH WIIH
BCIIOMOTaTeJIbHBIMA

BCIICCTBAMH,

- YUCTSAIIUMU U
Je3UH(DUIHPYIOIIAMHE
Cpe/ICTBAMH,
TECTHPYIOIIUMH

BCIICCTBAMH,

- IPOJYKTaMH pacraja;

- MCAUIIMHCKHMMM I'a3aMH,

- AHCCTCTUKAMH

OnacHocTH, CBSI3aHHbIE

¢ OMOCOBMECTHMOCTBIO:

- TOKCHYHOCTb
XHUMHUYCCKHUX
COCTaBJIAIOIINX,

HanpuMmep:

HU3MCPCHUA,

- OLIMOKY MpH nepenaye

JaHHBIX

- yTpaTa WiH yXyJaUuleHne

GbyHKIIH

OnacHocTH, CBA3aHHBIE €

OIIMOKAMHU NPUMEHEHMS:

- HCJOCTAaTOK BHUMAHM,

- 3a6BIB‘II/IBOCTI>;

- HE3HAHHWE IIPaBUJI;

- HCAOCTATOYHOCTb

3HAHUM;

- HapylIeHue

YCTAHOBJICHHOTI'O ITOpAJAKa

OITMCAaHUEC
OKCILTYyaTallMOHHBIX

XapaKTCPUCTHUK;

- HeHa/IJIeXxalee
OnMcaHue
MIpeyCMOTPEHHOT O

MIPUMCHCHHUA,

- HeHa UIeKaIast
nH(popMaIus 00

OTpaHUYCHUAX

OnacHocTH,
CBsI3aHHBIE C
padounmu

HHCTPYKUHUSIMU:

- HeHa/JIexarast
crienuQuKanms Ha
MIPUHAJICKHOCTH,
MIpUMEHsIEMbIe
COBMECTHO C
MEULIUHCKAM

U30CIINEM,

- HeHa IJIS)KAIIHe
crierQUKaIuyg Ha
MIPOBEPOYHBIE
HCTIBITAHUSI TTEPET
MPUMCEHCHHEM
MEMIIUHCKOTO

H3J1ETINS,;

- CJIMIOKOM CJIOKHBIC

paboure HHCTPYKIUN
OmnacHocTH,
CBSI3aHHBIE C

npexynpe:KIeHnusIMHA:

- 0 TOOOYHEBIX
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- HAJIMYKE JIBHOKYLIUXCS
yacrtei;

- CUJIa CKpY4YHBaHUs,
yCUJIUE CABUTA U CUJIa

PACTSIKCHUSA,

- IepeMeIieHne
MAIIEHTA ¥ IPUAaHUC
emMy TpedyemMoro

IIOJIOXKCHU A,

- AKYCTHYCCKasl DHCPIUs:

- YJIbTpa3BYKOBast

JHEprus;

- HH(pa3ByKOBas

SHEprus;

- 3BYK;

- BJIMBAHUC ) XUJIKOCTH

110 BBICOKHM

JAaBJICHUCM

- QJJIEPTeHHOCTH/

pasznpaxaroliee JeHCTBUE;

- IUPOTCHHOCTH

s dekrax;

- 00 OIIaCHOCTSIX,
CBSI3aHHBIX C
MTOBTOPHBIM
MPUMEHEHHEM
MEIUIUHCKUX H3IeIni
OJTHOKPATHOTO

MNPUMCHCHU

OmnacHocTH,
CBSI3aHHBIE C
TPeOOBAHUAMH K
TEXHHYECKOMY
00CIYKUBAHUIO U

TeKyleMy PpeMOHTY

E.3 IIpumepbl HHUUMHPYIOLIUX COOLITHI 1 00CTOSTEJILCTB

Z[J'IS[ I/IIICHTI/I(i)I/IKaHI/II/I MIPOrHO3UPYEMBIX nocJieIoBaTeIbHOCTEN COOBITHIA YaCTO IOJIC3HO MMpOoaHAJIN3UPOBATH

WX [IPUYUHBI, @ UMEHHO HHULIMUPYIOIIKUE COOBITHS U 00cTosATeNbCTBA. B Tabnune E.2 npuBeneHs! npumepsl

VHULUHUPYIOIIUX COOBITHH U O6CTO$[T€.]'IBCTB, Pa3saCIICHHBIX HA KaTCropuu. HeCMOTpS[ Ha TO YTO JIAaHHBII

NEPCUCHDb HE SABJISACTCA UCUEPIIBIBAIOIIUM, OH COACPIKUT MHOT'O Pa3HbIX BUAOB MHUITUUPYIOIIUX COOBITHI U

O6CTO$[T€.]'IBCTB, KOTOPBIC HeO6XOI[I/IMO YUUTBIBATD IIPU I/IIleHTI/I(i)I/IKaHI/II/I MIPOrHO3UPYEMBIX

rocJieIoBaTeIbHOCTEN COOBITHI JJI paCCMAaTpUBAEMOTO MEAULIMHCKOT'O U3ICJINA.

Tabmuua E.2 - [IpuMepsl HHULMUPYIOMIHUX COOBITUN U 0OCTOSTENLCTB

Kareropus

[TprMepbl THULMUPYIOMKX COOBITUN U 00CTOSITEIbCTB

TpeOOoBaHMsI

Henocrarouno HOI[pO6HLIC

Henannexarmas CHGHI/I(I)I/IKaIII/ISI Ha:

- MapaMeTpbl KOHCTPYKIUH;

- OKCILTYyaTallUOHHBIC IMapaMETpPhI;

KoHTakTHas nHbopmauus: https:/www.mediana-filter.ru/coord/
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- OKCILTYaTallUOHHBIC T c¢0OBaHM,
b

- TpeOoBaHUA K 00CITY)KMBAaHHUIO (HAIIPUMED, K TEKYIIEMY PEMOHTY,

repepaboTKe);

- YTHUJIN3alruo

HpOI/I3BOI[CTBeHHI>IC

IpOoNHeCCChI

Henocrarounoe YHpaBJIC€HHUE UBMCHCHUAMU ITPOU3BOJICTBCHHBIX ITPOLECCCOB.

Henocratounoe YHOpaBJICHHE HH(bOpMaIIHefI 0 MaTepI/IaJ'IaX/COBMeCTI/IMOCTI/I

MaTepHraioB.

Henocrarounoe YpaBJICHHUE NPOU3BOACTBEHHBIMU ITPOLECCAMMU.

Henocratounoe YHOPpaBJICHHUE Cy6HOIIp$IIl‘II/IKaMI/I

TpancnopTupoBaHue U

XpaHCHHE

Henannexaiee YIIaKOBbIBAHUE.

3arpsi3HeHHe WK U3HAIIMBaHUe (1Iopya).

HeHna yiexxaniyie ycioBusi OKPYKaOIIEH CPeJibl.

DakTOpbl OKPYIKAIOLIEH

cpezbl

duznueckue (TEmio, TaBJICHUE, BpeMs).

XuUMHUYECKUe (KOppOSI/IH, CTapC€HUEC MaTCpraJIOB, 3arp$[3HeHI/IC).

3J'I€KTpOMaFHI/ITHI)Ie IO0JIA (HaHpI/IMCp, YYBCTBUTCIIbBHOCTD K

OJICKTPOMAarHuTHBIM HOMCXaM).

Henocrarounoe 3HepFOCHa6)KCHI/Ie.

HenocraTtounas mojayva xJjiajjareHra

Ouncrka, ne3uHpeKnus u

CTCPpUIIN3alA

OTC}’TCTBI/IC WM HEAOCTATOYHO HOI[pO6HI)Ie Tpe6OBaHI/I$[ K BaJIMANPOBAHHBIM

npoucaypam OYMCTKH, I[e?,I/IH(bCKIII/II/I " CTCpUIIN3alluu.

Henannexaiee IIPOBEACHNUE OYUCTKH, I[e3I/IH(1)eKIII/II/I 1 CTCpHUJIM3alIuN

BriBoa 13 OKCIUTyaTaluu u

yYTUJI3aluusa

OtcyrtcTBre HH(DOPMALINY WM HEJOCTaTOYHAsT HH(OpMAaIys.

OmnbKa NpUMEHEeHUs

XUMHYECKHH COCTaB

Buonoruueckuii pacna.

buonorudeckas COBMECTUMOCTb.

OTC}’TCTBI/IC I/IH(l)OpMaHI/II/I WM HEAOCTATOYHO HOI[pO6HI:IC TCXHUYCCKHUC

TpeOOBaHMUS.

Henannexaiee OpeaynpexaCcHue 00 OITIaCHOCT:X, CBA3aHHEBIX C

HCTIPABUJIbHBIM XUMHWYCCKUM COCTABOM.

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



https://www.mediana-filter.ru

| ‘: %EﬁHAb!i!S CtaHaapTbl kayecTBa Bogbl: https://www.mediana-filter.ru/news-and-technology/standarts/

O1muOKM NpUMEHEHUs

YenoBeueckuit pakTop

Bo3MoHBIC OIINOKH MNPUMCHCHMUA, O6YCJ'IOBJ'IeHHI>Ie I[e(beKTaMI/I

KOHCTPYKIHHU, HAITPUMED:

- HCAOCTATOYHO YCTKNE MHCTPYKIUHU I10 IPUMEHCHUIO NJIN UX OTCYTCTBHE,

- CJIOKHAs WJIM HEAOCTATOYHO YE€TKasd CUCTEMA YIIPABJICHUS

- HCOAHO3HAYHOC HUJIM HCACHOC COCTOAHUC U3 ACIINA,

- HCIIPpAaBUJIbHAA WJIX HCUCTKAA BU3yalin3alus YCTaAaHOBOYHBIX ITapaMETpPOB,

PE3yIBTATOB H3MEPEHUH WK IpyToil HH(popManuy;

- HCIIPABUJIbHOC NIPCACTABICHHUE PE3YJILTATOB,

- HCAOCTAaTOYHbIC BUAUMOCTD, CJIBIINIMMOCTD U TAKTUJIbHOCTDb,

- HCHAUIC)KaIIeC PACIIOJIOKCHUEC DJICMECHTOB YIIPABJICHUA JIEUCTBUSIMM WITH

HCHAJIC)KAIICC MPCACTABIICHUC I/IH(l)OpMaI_II/II/I o (1)aKTI/I'-I€CKOM COCTOSHUH,

- PCXKHUMBI pa6OTI>I WJIA paCIIOJIOKCHUEC BJICMCHTOB YIIPABJICHUA,

MPOTUBOPEYAITUE UMEIOIIEMYCsI 000PYI0BAHHIO;

- IPUMCHCHNUEC MEAUITUHCKOT'O U3ACIINSA

HCKBaJ'H/I(l)I/II_II/IpOBaHHBIM/HCO6y‘-IeHHBIM epCoOHAIOM;

- HEAOCTATOYHOC MPEAYIPECIKACHUEC O MOOOYHBIX 3(1)q)eKTaX;

- HEAOCTATOYHOC MPEAYHPCIKACHUEC 00 OITacCHOCTSX IMOBTOPHOTI'O IMTPUMCHCHHA

MEJUIIUHCKUX U3JICITUI OJHOKPATHOT'O IPUMCHECHUS;

- HCTOYHBIC USMEPCHUA U APYTHUEC METPOJIOTHICCKUEC ACTICKThI;

- HECOBMCCTUMOCTD C paCXOJHbIMH

MaTepI/IaHaMI/I/ HpI/IHaZ[J'Ie)KHOCTFIMI/I/ APYIruMH MCIUITUHCKUMU U3 ACITUAMU,

- IPOMaxXH, YIYIIEHHs U 3a0J1yKICHUS

Pexxum oTkaza

Buezannas noreps BHCKTpI/I‘ICCKOI\/'I WM MEXaHUYECKOM 1EJIOCTHOCTH.

YXy,HHICHI/Ie d)YHKHHOHaHBHBIX CBOMCTB (HaHpI/IMep, MMOCTCIICHHAA OKKJIFO3Us
MaI‘I/ICTpaJ'IeI\/'I JJI J)KUAKOCTHU M ra3a, UBMCHCHUE TUAPABINYCCKOI0O
CONPOTUBJICHUA, SHCKTpOHpOBOI[HOCTI/I) KaK pe3yJbTaT CTapCHUA, U3HOCA U

MHOTOKPATHOI'O MPUMCEHCHU A U3ACIINUA.

Ortkas BCJICACTBUC YCTAJIOCTHU

KoHTakTHasa nHdopmaums: https://www.mediana-filter.ru/coord/
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E.4 IIpumepsbl B3auMocBs3eil MesK1y ONaCHOCTAMM, IPOrHO3UPYEMbIMH IOC/I€10BATEIbHOCTAMU

cOOBITHI, OIACHBIMHU CUTYALUSIMH M BPeIOM

Ta6nnua E3 JAEMOHCTPHUPYET B3aUMOCBSA3b MEXKAY OITACHOCTAMU, ITPOTrHO3UPYEMBIMU MMOCIIECA0BATCIIBHOCTAMUA

COOBITHH, ONTACHBIMH CUTYALUSIMK U BPEJIOM B YIIPOLIEHHOM BUJE. pyroit 0000IeHHbIH TpUMep

IOCJIICJ0BAaTCIbHOCTHU CO6I)ITPII>1, BKJIFOUAIOIIEH KOCBEHHBIE PUCKH, ITPEACTABIICH IJId MECIUIITUHCKUX U3JeIui

JUI AMarHOCTHUKHY in vitro Ha pucynke H.1 (mpunoxxenue H).

Ta6m/1ua E.3 - B3aumocss3p MECKIAY OMAaCHOCTAMMU, IPOTHOZUPYEMBIMU IMMOCJICA0BATCIbHOCTIMU CO6I)ITPII>1,

OITaCHBIMU CUTyallUsIMU U BPCIAOM

(JleTyuwuii pacTBOpUTED)

pacTBopuTes,

HCIIOJIb30BAHHOT'O IIpHU

ITY3bIPbKOB I'a3a B

KpPOBH BO BpeMsi

OmacHoCTh IIporuosupyemas OnacHas cuTyauus Bpen
ITOCJICAOBATCIIBHOCTh COOBITHI
DneKTpoMarHuTHas DNEKTPOJIHBIN Kabeh Ha snexrpomax Cepbesnoe
sHeprus (ceTeBoe CIIy4ailHO BKJIFOUEH B CETEBYIO | MOSIBUIIOCH CETEBOE BO3TOpaHUE.
HaIPSHKCHHE) pO3eTKy HaIpsHKCHHE
OubpmILIAINS cepaia.
JleTanbHbBIA UCXO]T
Xumuueckast onacHocTh | Heronnast ounictka nerydero | OO6pazoBanue I'azoBas aM0O0IHs.

[ToBpexaenue

OTKa3y Hacoca U CUCTEMBI

HW3TOTOBJICHUU H3ICIHS. JMaan3a TOJIOBHOI'O MO3ra.
ITepexon octatka JleTanbHBIN UCXOT
pacTBOpUTENSL B Ta30BOE
COCTOSIHUE TIPU TEMIIEpaType
TCIA
buonornueckas Henannexamue unctpykuun | BeicBoboxxneHue bakrepuanbnas
OITaCHOCTh 110 00e33apaKuBaAHUIO OaxTepwuii 1 omnaianue | HHQEKIHsL.
(baxTepuambHOE HapKO3HBIX TPYOOK X B JIBIXaTCIbHBIC
3apaKeHUE) MHOTOKpPATHOTO MMPUMEHEHUS. | MyTH NaIMeHTa BO JleTanbHBIN UCXOT
BpEMsI aHECTE3UH
Hcnonb3oBaHue 3arps3HEHHBIX
HAPKO3HBIX TPYOOK
DneKTpoOMarHuTHas IlanueHT, UMerOIIMI Hesnanue namuenTa ¢ | HesHauurenpHOE
sueprus (ESD - AJIEKTPOCTATUUYECKUM 3apsif, BBICOKMM YPOBHEM MOBPEXKICHUE
AJIEKTPOCTATUYECKUI KacaeTcst HH(Y3UOHHOTO caxapa B KpOBHU O OpraHoB.
3apsin) Hacoca. MPEKPAILCHUH OJaYu
HUHCYJIMHA ITomyTHEHUE
Hamnune ESD npuBouT x CO3HaHUs.
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CUT'HaJIM3allM1 HacCoca. KOMa, JIeTalnbHbIN
nuexon
OTCYTCTByeT moaada

HMHCYJIMHA MAIUCHTY

Henannexaiee HcTeuenue cpoka ciryxObl [Ipu BO3HUKHOBEHUU JleTalbHBIM UCXO/T
(YHKIIMOHIPOBAHIE 3JIEMEHTA MUTAHUS APUTMUU MOXKET HE

(Her BBIXOA HUMILUTAHTUPYEMOTO MOCJEA0BAaTh pa3psi

AIEKTPOIHEPTHUN ) JnepuOpHILISITOpA. neuOpuIIsITOpa

Crnumikom OOJBIION HHTEPBAI

MCXKAY KIIMHUYCCKUMHA

00CIeI0BAaHUAMU

Cnez[yeT MNOMHUTB, YTO OAHA OMACHOCTb MOXET MPUINHUTH HECKOJILKO BHJI0B Bp€aa, a Ooiree ueM OJlHa

OoCJICJ0BAaTCIbHOCTD COOBITHI MOTYyT CITOCOOCTBOBATH BO3HUKHOBCHUIO OITACHOMU CUTYyallu.

I[J'I?I MPOBCACHHA HAJICKAIICTO aHAJIM3a HCO6XOI[I/IMO YCTAaHOBUTD, B UEM 3AKJIFOYACTC OIMMaCHasA CUTYyalusl. B
HEKOTOPBIX 00CTOsATENBCTBAX IpuUMEPOM OIacHOM CUTyallul MOXET OBITh CHSTHE KOXyXa C yCTpOﬁCTBa,
HaxXoadAmerocs noa BbICOKUM HAlIPSXKEHUEM, TOI/Ia KaK IMMPpU APYTUX 00CTOSTEIIbCTBAX MMpUMEPOM OIacHOM
CUTyallul MOYXHO CUUTATh HeHOCpeI{CTBCHHLII\/'I KOHTAKT Y€JIOBCKaA C yCTpOfICTBOM, HaxXoAsAmuMcCs 1o

BBICOKUM HAIIPSIXKECHUCM.

[MpunoxeHune F (cnpaBo4vHoe). [NNnaH meHegXMeHTa
pucka

IIpunoxenue F
(ctpaBouHOE)

F.1 O61ue mojio:xxeHust

IInan MmeHeKMEHTA pUCKa MOXKET MPEACTABIIATH Cc000 caMOCTOSATEIIbHBIN JOKYMEHT WJIN OBITh CBSI3aH C
APYTrUMH NOKYMCHTaMU, HATPUMEDP € JOKYMEHTAMH CUCTEMbI MCHEIPKMCHTA KauCCTBA. OH MOXET TaKXe

COACPIKATh CChIJIKU Ha APYTUe€ JOKYMCHTBI, YTO COOTBECTCTBYECT TpC6OBaHI/I5[M, YCTAaHOBJICHHBIM B 34.
CprKTypa U CTCIICHb ACTAIM3alliM IJIaHa JOJIXKHBI OBITh COIIOCTABUMABI C YPOBHEM pHCKaA, CBA3aHHBIM C
paccMaTpuBa€MbIM MEAUIIUMHCKUM HU3ACIIMEM. Tpe6OBaHI/I${, YCTaHOBJICHHBIC B 34, SIBJIAOTCA MUHHUMAJIbHBIM
Ha60pOM Tpe6OBaHI/If/JI K IUIaHy MCHECPKMCHTA pHUCKa. HzroroBurenu MOTYT BKJIKOYATh B IJIaH MCHCPDKMCHTA
PpUCKa APYTUe 3JIEMCHTBI, TAKHUE, KaK KaJ'[eHI[aprIﬁ IUIaH, CPpCACTBA aHAJIM3a pUCKa NN 000CHOBaHHUC
YCTAaHOBJICHHBIX KPUTCPUCB JOIMYCTUMOCTHU PUCKA.

F.2 Ob6nacTh npuMeHeHUs NJaHa

B o6mactu NPUMCHCHUA HI[CHTI/I(i)I/IIII/Ipy}OT " OIMMCBIBAIOT MCAUIIMHCKOC U3ACIINC U CTaJAUHN €I'0 JKU3HCHHOI'O
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UKIIa, JJ1s1 KOTOPBIX IPUMECHUM KaXKJIbIH 2JIEMEHT IlJIaHa.

Bce anemenTsI nporiecca MEHeIKMEHTa PUCKA CBSA3aHBI € )KU3HEHHBIM IIUKJIOM MEIUIIMHCKOTO U3J1eIHs,
YCTaHOBJICHHBIM M3rOTOBUTEIEM. HekoTophIe 371eMEHTHI IIPOoIiecca MEHEKMEHTA PUCKa Oy IyT
MIPUCYTCTBOBATh HA PA3HBIX CTAJUAX MPOLIECCOB KU3HEHHOTO IIMKJIA U3AETHs, YCTaHOBICHHBIX
uzroroBuresnem (cMm. [3]), Hanpumep, NpU yIPaBISHUH IPOSKTUPOBAHUEM U pa3padoTkoil. OcTalibHbIe
9JIEMEHTBI IPOSIBATCA Ha IPYTHX CTAIMSIX )KU3HEHHOTO IIUKJIA, BIUIOTH JIO BBIBOJIA U3JIENHS U3 DKCIUTyaTalliuy.
B miane MeHeKMEHTa pUCKa 3Ta CBsI3b 7151 paCCMaTPUBAEMOr0 MEAMIIMHCKOTO U3JIEIMs yCTaHOBIIEHA

HEMMOCPCACTBEHHO MJIU MMOCPEACTBOM CCBUIOK Ha APYIrue€ JOKYMCHTBI.

HeCMOTpr Ha HCO6XOI[I/IMOCTI> IIaHUPOBAaHKWA BCEX BUAOB ACATCIBbHOCTU IO MCHC/PDKMCHTY pPHUCKa,
HU3TOTOBUTEIIb MOXCET UMETHh HCCKOJIBKO IIAHOB JIS1 Pa3HbBIX CTaIUH KU3HEHHOTO 1MKJIa MEAUIIMHCKOTO
U3ACIIHNA. I[aBafI ITOSICHEHHSI OTHOCHTEIILHO 00JIaCTH MNPUMCHCHHUA KAXXA0T'0 IIaHa, MOYXHO MOATBEPANUTD, UTO

IJIaHOM MCHC/IPKMCHTA pPUCKa OXBA4UCH BECh JKM3HEHHBIN LUKJ MEIUIIMHCKOTO U3JICIHSL.

F.3 Pacnipeesienne 0oTBETCTBEHHOCTH M TMOJTHOMOYH A

B muiane meHempKMeHTa prcka HeOOX0AUMO HIICHTU(UIIMPOBATE COTPYTHUKOB, OTBETCTBEHHBIX 32
BBITIOJIHEHUE KOHKPETHBIX BUJIOB JAESATEIBHOCTH M0 MEHEIKMEHTY PUCKA, HAIIPUMED: MIPOBEPSIOIIEro(1x),
sKcrepTa(oB), HE3aBUCUMOTO(BIX ) CIIEUATICTA(OB) IO BEPUPHUKALIUH, JIUIO0, UMEIOIIEE IIPABO YTBEPIKICHHS
(cMm. 3.2). Pacnipenenenre mOJIHOMOYHIA MOKET OBbITh BKJIIOUEHO B MATPUILy PACIIPEICIICHUS] PECYPCOB,

pa3pa60TaHHy}0 JJIL CTa U IPOCKTUPOBAHUA U paSpa6OTKI/I.

F.4 TpeGoBanus K aHaIu3y /1eSITeJIbHOCTH 10 MEHEIKMEHTY PUCKa

B nmane meHempkMeHTa puUcka Ciaeayer HOI[pOGHO OIIKMCAaTh, KaK U KOIrJa 6yz[eT MIPOBOAUTHCAA aHAIN3
ACATCIIBHOCTHU IO MEHEHKMEHTY PUCKA NIPUMEHUTCIIBHO K KOHKPETHOMY MCIUITMHCKOMY HU3ICIIUIO.
TpeGOBaHI/Iﬂ K JaHHOMY aHaJIN3y MOTYT OBITH YaCTHIO Tpe6OBaHI/II\/'I K aHaJIn3y CUCTEMbI MCHCIPDKMCHTA

kadectBa (cm. [3], 7.3.4).

F.5 KpnTepnn AOIIYCTUMOCTH PUCKA, B TOM YHCJIC B TEX CJIy4YadX, KOraia BepoATHOCTb NPUYUNHCHUA

Bpeaa HEe MOKET OBITH ompeaeJacHa

Kputepun nomnycruMoctu pucka pa3padaTblBalOT UCXO/s U3 TIOJIUTUKHA U3TOTOBUTENSI B OTHOILICHUH
onpeaeneHus Aonyctumoro pucka [em. D.4 (mpunoxxenue D)]. Kpurepun 10mycTUMOCTH pUCKA MOTYT OBITh
4acThlO Pa3pad0TaHHON M3rOTOBUTENIEM CUCTEMbl MEHE/DKMEHTA KauecTBa, Ha KOTOPYIO MOTYT ObITh CCBUIKU B

IJ1aHe MEeHe DKMeHTa pucka (cm. [3], 7.1).

F.6 lesiTtesibHOCTB 110 BepuduKanuu

[1nan MeHeKMEHTa pUCKa YCTaHABIIUBAET MIPOLELYPhl TPOBEACHUS ABYX Pa3HbIX BEpUPHUKAIMIA COTIaCHO
TpeOOBaHMSIM HACTOSIIETO cTanaapTa [cM. Takke A.2.6.3 (mpuiokenue A)]. Bepudukanus pe3yabTaTHBHOCTH
Mep M0 YIPABJICHUIO PUCKOM MOKET OTPe0oBaTh cOOpa KIMHUYECKUX JaHHBIX, JaHHBIX 110
9KCIUTYaTallMOHHOM MPUTOJHOCTH U T. M. (cM. Takke 2.28). [lnan MeHepDKMeHTa pucKa MOKET BKIIFOYATh

HOI[pO6HOC OIIMCAaHUC JaHHOI'O BUaa ACATCIbHOCTH 110 BepI/I(bI/IKaIII/II/I WJIK CCbUIKY Ha IUIaHbl 1O APYT'UM BUAaM
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JeSITETbHOCTH 110 BEPUPHUKAIHIH.
F.7 MeTon(bl) nosty4yeHusi HoCTHPOU3BOACTBEHHONH HHPOPMALIUH

Merton(bl) OTy4eHHS TOCTIIPOU3BOICTBEHHON HHPOPMAIIMH MOKET OBITh YaCThIO YCTAHOBJICHHBIX TIPOLICIY]P
CHUCTEMbI MEHEePKMEeHTa KayecTBa (cM. [3], 8.2). M3roToBUTENAM ClleyeT YCTAaHOBUTH YHUBEPCAJIbHBIC
IpoIeaypbl cOopa HH(MOPMALIUH U3 TAKUX UCTOYHUKOB, KaK MOJI30BATEIN, 00CITYKHBAOIIHUI IIEPCOHA,
00yyJaromyii IepcoHa, CooOIeH s 00 HHIMICHTaX U 00paTHas CBI3b C MOJIB30BaTEIISIMU. B OONBIIMHCTBE
CJIy4aeB JOCTATOYHO CCHUIKM Ha MPOLEAYPbl CUCTEMbl MEHEPKMEHTA KayecTBa, OJJHAKO JIIOObIE CrieliaIbHbIe

Tpe6OBaHI/ISI K MECAUIHUHCKOMY HU3JACINIO CJICAYET BHCCTHU HEMMOCPCACTBECHHO B IJIaH MCHC/PKMCHTA pUCKa.

[11an MeHeKMEHTa pUCKa I0JKEH BKIIIOYATh IPUHATHIC HA OCHOBE aHaJIM3a PUCKA IOKYMEHTHUPOBAHHbIE
PEILICHNS 110 CIIOCcO0Y HAOIOICHUS, IPUTOTHOMY ISl cOOpa IMOCTIIPOM3BOACTBEHHON HH(OPMAIIHU O
MEIUIIMHCKOM U3JICIIHH, HAIIPHIMEp, HeOOX0IUMO JIN HAOJII0ICHIE Ha OCHOBE OOPATHOMW CBSI3H WIIH JKE
TpeOyercs akTuBHOE HaOmoneHue. [Tnan MeHepKMeHTa piucKa TOJHKEH TakKe BKII0YaTh MOApoOHOe

OIMHUCAHUC MPEAYCMOTPECHHBIX KIIMHUYCCKHUX HUCCIIE0BaHUM.

[TpunoxeHne G (cnpaBo4vHoe). MIHbopmaumsa o
MeTo4ax aHanmaa pucka

[punoxenue G
(ctpaBouHOE)

G.1 O01ue mo10:KeHUus

Hacrosiee MPUITOKCHUEC COACPIKUT PYKOBOAAIIUEC YKa3aHUS B OTHOICHUH HEKOTOPBIX JOCTYITHBIX METOJ0B
dHaJIM3a pyUCKa, IPUMEHACMBIX COIIaCHO 4.3. I[aHHBIe MCTOAbI AOMOJHAKOT APYT ApYyra, U MOKCT BOSHUKHYTb
HCO6XOI[I/IMOCTI> B MCIIOJIb30BAaHUH HECKOJIBKUX U3 HUX. OCHOBHOM IMPUHLIMUIT aHaJIn3a PUCKaA 3aKIII0YACTCA B

IIO3TAITHOM aHaJIN3C MOCJIACA0BATCIIbHOCTH COOBITHIA.

[penBapurenpHblil ananmu3 onacHocteil (Preliminary Hazard Analysis - PHA) - aTo MeTon, nmpuMeHsIeMbIii Ha
PaHHUX CTAAMSX MpoIiecca pa3pabOTKU T UACHTU(UKAIIMU OIACHOCTEH, ONIACHBIX CUTYaluil U COOBITHH,
KOTOpBIC MOT'YT IPUBECTH K MPUYMHEHHIO BPEa, KOT1a KOHCTPYKIUS MEAUIIHCKOTO U3/ICIHs N3BECTHA JIHIIb

B OOII[EM BHJE.

Amnanmu3 nuarsoctudeckoro aepesa HeucnpaBaoctei (Fault Tree Analysis - FTA) - 3T0 MeToz, KOTOpBIi
MOYKET OBITh OCOOCHHO TIOJIe3EH IS 00eCieueH s 0€30ITIaCHOCTH Ha PAHHUX CTaIUsIX pa3padOTKU
MEIUIIMHCKOTO U3/ICIHs B IEJAX WACHTH(DUKAIMH ¥ YCTAaHOBJICHHS IPUOPHUTETA OMTACHOCTEH U OMACHBIX

CHTyaIIPIﬁ, a TAKXKC IJIs1 aHaJIMn3a HEXKCIIaTCIbHBIX COOBITHIA.

Amnanu3 xapakrepa u nocnenctsuii otkasos (Failure Mode and Effect Analysis - FMEA) u ananu3 xapakrepa,
nocieacTBUi U kputnaHocTu otka3oB (Failure Mode, Effects and Criticality Analysis - FMECA) siBistroTest
METOIaMH, TIPUTOTHBIMHE JJIsI CHCTEMATHICCKON UICHTU(DUKAIINN BIUSIHAS U TIOCICACTBUI O0TKAa30B

OTACJIBHBIX KOMIIOHCHTOB,; 9TH MCTObI 0oJIblIIe noAXOaAT I MPAKTUYCCKU 3aBCPUICHHBIX KOHCTpYKIII/II\/'I.
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HccnenoBanue onacHoctell u akcrutyaranuonnoii npuronsnoctu (Hazard and Operability Study - HAZOP) u
aHaJIM3 OMACHOCTEH B KPUTUYECKUX KOHTPOJbHBIX Toukax (Hazard Analysis on Critical Control Points -
HACCP) - 310 MeT0/1bI, 00BIYHO MPUMEHSIEMBIC Ha 00JIee O3THUX CTAIUSIX Pa3padOTKH MEIUIIIHCKOTO

U3ACIINA OJ1A BepI/I(I)I/IKaIII/II/I, a 3aTeM JIJIsl ONTUMM3AIMK KOHUETIUN IMPOCKTAa UJIM BHCCCHUSA U3MEHEHUM.

G.2 IIpenBapureibHblii aHaau3 onacuocreid (PHA)

[IpenBapurenbhblil ananus onacHoctelt (PHA) - 3To MHIYKTUBHBIM METO/] aHaIM3a, LEJIbI0 KOTOPOTO SBISIETCS
UACHTH(DUKAIHS OTACHOCTEH, OMTACHBIX CUTYAIMU M COOBITHI, KOTOPBIE MOTYT IIPUBECTU K IIPHYMHECHHIO
BpeZia OIpeIEICHHOMY BUY JESTEIBHOCTH, YCTPOHCTBY MM cUcTeMe. Yalle BCcero JaHHbIA METON
MIPUMEHSIOT Ha PaHHEH cTa K pa3padoTKU NPOEKTa, KOTJa UMEeTCsl HEAOCTaTOYHO HH(OPMAIMH O JETaJAX
KOHCTPYKIMH WJIM IPOU3BOJICTBEHHBIX Mpolieccax; 3auacTyio PHA onpenenser HampasieHHe JalbHEHIINX
uccnenoBanuii. OH MOXET OBITh MTOJIC3CH IPU AHAIN3E ICHCTBYIONIMX CUCTEM HWIH YCTAHOBICHUU IPHOPUTETA

OIacHOCTEMN B YCII0BUAX, KO Ja 00CTOsATENLCTBA MPENATCTBYIOT IPUMCHCHHIO APYTOT0O METOAA.

HpI/I ncnoas3oBanun PHA cocrasistior NEepCUCHb OITAaCHOCTEH U CBS3aHHBIX C HUMM OMACHBIX CI/ITyaLII/Iﬁ C

YYETOM CIEAYIOMUX (HaKTOPOB:

a) IPUMCHSICMbIC WIIM U3rOTABIMBACMbIC MATEPUAITBI U UX PEAKTUBHOCTE;

b) npumMeHsemoe 000pyI0BaHHUE;

C) MPOU3BOJCTBEHHAS CPea;

d) mpoexTHas cxema;

€) B3aMMO/ICHCTBUE KOMIIOHEHTOB MEJIULIMHCKOTO U3/IENINS WJIK CUCTEMBI.

B 3aBepiuenue onpeaensoT BepOsITHOCTh HECUACTHOT'O CIyYasi, BBITIOIHAIOT OLIEHUBAHUE BO3MOKHON TPaBMBI
WA BO3MOKHOT'O yIllepOa 37J0POBBIO [0 KAYECTBCHHBIM IIPH3HAKAM M UICHTU(DUIUPYIOT IPUMCHUMBIC
BOCCTaHOBHTENbHBIC MEpPhI. [10TydeHHbIe pe3yNIbTaThl MOXKHO HATJISITHO MPEICTABUTH B BUJIC TAOIUII WIIN
JPEBOBUIHBIX CXEM.

Bonee monpobHast nadopmarms o npoueaypax PHA npusenena B [8], A.5S.

G.3 AHaju3 JIMarHocTu4yeckoro aepesa HeucnpaBHocreii (FTA)

Meron FTA siBnsieTcsi B IepBYIO OUepeib CPEACTBOM aHAIIN3a OIACHOCTEH, HACHTH(PHUIIUPOBAHHBIX C
MOMOIIBIO IPYTHX METOJIOB; €r0 HAYMHAIOT C TIOCTYyJIaTa O HEXKEIATEeIIbHOM TIOCIICICTBIH, HA3bIBAEMOM TaKKE
"rmaBHOe coObITHE". METOIOM NIeNyKIIMU, HAUNHAS C TJIABHOTO COOBITHS, UICHTU(DUIIUPYIOT BO3MOKHBIC
MIPUYHHBI WK XapaKTep HEeUCIPAaBHOCTE!, BRI3BIBAIOIINE HEKEIATEIBLHBIC MOCIEACTBUS (OTKA3bI CHCTEMBI).
Kaxpiii pa3 uIeHTU(HUKALIUIO BEITOIHSIOT Ha Bee 00Jiee HIU3KOM (DYHKIIHOHATIBHOM YPOBHE CUCTEMBI.
Crenyrormas 3a STHM O3TAIHASL UICHTU(DUKALNS HEXKETATEIILHOTO (PYHKIIMOHUPOBAHUS CHCTEMBI C

IoCJICJ0BATCIbHBIM ITIOHMXKCHHUEM ypOBHeI\/'I MPUBOAUT K NICKOMOMY YPOBHIO CUCTEMBI, KOTOpBII\/'I 00BIYHO

COACPIKUT UCTOYHUK HEUCIIPABHOCTHU HUJIU SABJIAACTCA CaMbIM HU3KHUM YPOBHEM, HA KOTOPOM MOTYT IPUMEHATH
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MEpBI 110 YIIPABICHUIO PUCKOM. DTO MO3BOJISIET yCTAHOBUTH 1IETOYKH COOBITUH, ¢ HAaOOJIbIIEH BEPOSTHOCTHIO
MIPUBOJISILIME K 3asIBJICHHOMY HEXellaTeIbHOMY MOCIIEACTBUIO (0TKa3y). Pe3ynbraTsl mpeacTaBiIsoTCs
rpaduyecky - B BUJIE IepeBa HEUCIpaBHOCTeH. Ha ka7 oM ypoBHE CXeMbl KOMOWHALINY BUIOB
HEUCHpPaBHOCTEHN onucanbl Joruueckumu onepatopamu (M, MJIN u 1.1.). Bunel HeucnpaBHocTE,
UACHTH(OUIPOBAHHBIC HA IEPEBE HEHCIIPABHOCTEH, MOTYT OBITh CBSI3aHBI C HEHCIIPABHOCTHIO aIIapaTHOro
obecreveHusl, C 4eJI0BEUSCKUM (DAKTOPOM HIIH C JTFOOBIMHU IPYTUMHE COOBITHAMU, BEIYIIIUMH K

HCXKEJIATCIIbHBIM IMOCICACTBUAM (OTKa3aM). OHu He OIpaHUYCHBbI YCJIOBHUAMHA CIUHUYHOI'O OTKAa3a.

Meton FTA mo3BojsieT cucTeMaTHYEeCKU U B TO JKE BpeMA 1O0CTATOYHO ruoKo AHAJIM3UPOBATH PA3HBIC
(l)aKTOpBI, B TOM YHCJIE YEJTOBEUECCKUM (I)aKTOp. I[aHHI)II\/'I MCTO/] UCTIOJIB3YIOT IIPH aHAJIM3€ PHUCKAa B KAaUCCTBE
HWHCTPYMCHTA OINPEACIICHUA BepOfITHOCTeI\/'I OTKa30B WUJIN JJIid I/II[CHTI/I(l)I/IKaIII/II/I CAUMHHUYHBIX WUIH
MHOXXECTBCHHBIX OTKAa30B OJJHOT'O BHAa, NPUBOJAIINX K PA3BUTHUIO OITACHBIX CI/ITyaIII/II\/'I. Fpaq)ﬂqecxoe
OpeaACTaBJIICHUC B BUIC A€PEBa HeHCHpaBHOCTeﬁ MO3BOJIACT JICTKO IIOHATH IMMOBCACHNUE CUCTCMbI U BXOAAIINUX B
HEC (baKTOpOB, HO €CJIM ICPEBO HCI/ICHpaBHOCTeI\/'I CTaHOBUTCA 6OJ'II>IHI/IM, TO €TI0 06pa60TI<a MOXET

HOTpC6OBaTI: MNPUMCHCHHA KOMIIBIOTEPHBIX CUCTEM, YTO, BIIPOYEM, HC NPCACTABJIIACT CJIOKHOCTH.

Bonee monnas uadopmanus o nponenypax FTA npusenena B [17].

G.4 Anaau3 xapakrtepa u nocjaeactTsuii orkazos (FMEA)

AHanu3 xapakrepa u nocineactsuii orkazos (FMEA) sBiisieTcst METOI0M, C IIOMOLIBIO KOTOPOTO
CHUCTEMAaTUYECKU WICHTU(PHULHUPYIOT U OLEHUBAIOT MOCIEICTBUS OT/ACIbHON HEUCIIPABHOCTHU (€AMHUYHOTO
0TKa3a). ITO MHAYKTUBHBIA METO/, IPY UCIIOJIb30BaHUM KOTOPOTO OTBEYAIOT Ha Bompoc: "UTo npousoiizer,
ecnu...?". KOMIIOHEHThI aHAMU3UPYIOT MOCIIEI0BATEIbHO, OMH 32 IPYTHM, YTO B OCHOBHOM COOTBETCTBYET
YCJIOBHIO €IMHAYHOTO 0TKa3a. AHAIN3 BITOJIHSIOT B peKUMe ""CHU3Y BBEpX ', T.€. CIEAys MPoLeype
nepexojia K ouepeiHoMy, 0ojiee BEICOKOMY (DYHKIIMOHAILHOMY YPOBHIO MEIMIIMHCKOTO U3AETUs TN

CUCTCMEIL.

Metong FMEA He cBOIUTCS K aHAJINU3Y OTKA30B, SIBIISIOLIMXCS CIIEACTBUEM OUIMOKH MPOSKTUPOBAHUS
KOMIIOHEHTOB MEJIULIMHCKOTO U3/IENINsl, HO MOJKET Talkoke BKII0YAaTh aHAJIM3 0TKA30B B MPOLIECCE U3TOTOBICHUS
Y MOHTa)ka KOMIIOHEHTOB M3/EJIHsI WK [TPU MPUMEHEHUH WK OIUMO0YHOM MTPUMEHEHUH U3/IeNINsl KOHEUHBIM
nosib3oBaTeneM (nmpumenenue Merona FMEA). Meton FMEA MokeT ObITh pacIIUpeH 3a CUeT UCCIICIOBAHMS
OTKa30B OTJIEJIbHBIX KOMIIOHEHTOB, BEPOSATHOCTH UX BOSHUKHOBEHHS U BO3MOYKHOCTH BBISIBJICHUS (JI0 TOTO
YPOBHS, KOT'/Ia BBIABIICHHE MTO3BOJISIET IPUMEHSATh MPEAYNPEKIAIoNINe JeUCTBUS), a TAK)KE CTEIIEHH TSKECTH
MOCIIEICTBUI OTKA30B. AHAINU3 XapakTepa u nociueacTsuii orka3zos (FMEA) MoxeT cTaTh aHaIUu30M
xXapakrepa, nocyieAcTBui U kputuanoctu otka3oB (FMECA). [l Beimonnenust FMECA xoHcTpyKuus

MEIUIIMHCKOTO U3/ICIHs IOJDKHA OBITh M3BECTHA BO BCEX MOJIPOOHOCTSIX.

Metog FMEA mosxet ObITh Takxke MM0JIe3eH IPU pacCMOTPEHUH OIIMOOK rpuMeHeHus. Hegocrarkamu
JTAHHOT'O METO/Ia SIBJISIFOTCS TPYAHOCTH €r0 MPUMEHEHUSI ITPU HAJTHYHH U30BITOYHON HH(POPMAIHH, IPH
BKITIOUCHHH B aHAIIN3 JICHCTBUH 110 PEMOHTY U MPOPIIAKTHICCKOMY TEXHUIECKOMY O0CITYKHBAHUIO

MCIUIIMHCKOI'O U3ACIINUA, 4 TAKIKE OIrPAHUYCHUEC JaHHOI'O METOJia YCIIOBUAMU €IMHUYHOTO OTKAa3a.

Bonee monpobHast undopmarms o npoueaypax FMEA npusenena B [18].
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G.5 UccnenoBanue onacHoCTel U dKCILTyaTaliMoHHOI npuroanoctu (HAZOP)

Mertoa uccieoBaHus ONacHOCTeH 1 akcmtyataionHoi npuroanoctu (HAZOP) ananoruuen metoqy FMEA.
HccnenoBanne onmacHOCTEN M AKCILTyaTallMOHHONW MPUTOAHOCTH OCHOBAHO HA TEOPETUYECKON MPEANOCHIIKE,
YTO WHIMJCHTHI O0YCIOBICHBI OTKJIOHCHUSIMH OT TIPOEKTA WIH IPEIyCMOTPEHHOTO MPUMEHEHUS. ITO
CHUCTEMAaTUYECKUI METOJT HICHTU(DUKAIIUU OIIACHOCTEH M IPoOIIeM dKCILUTyaTallMOHHOW TpUroqHocT. OH ObLI
MepBOHAYaIbHO pa3paboTaH AJIs NPUMEHEHUS] B XUMUYECKOM MPOMBILIUIEHHOCTH. [T0CKOIBKY TpUMEHEeHe
METO/Ia B XUMHYECKOW MPOMBIIIIEHHOCTH C(HOKYCHPOBAHO Ha OTKJIOHEHUSAX OT MPOEKTa, TO CYILECTBYIOT
BO3MOKHOCTH €ro ajJbTePHATUBHOTO UCIIOJIb30BAHUS B 00JIACTH pa3padOTKU MEAULIMHCKUX U3aenuil. MeToj
HAZOP M0xHO UCTIONB30BaTh B OTHOIICHUH IPUMCHEHHST/(DyHKIIMOHUPOBAHUS MEAUIIMHCKUX U3ICTHI
(HampuMep, MPUMEHUTEIBHO K CYIIECTBYIONINM CIIOCO0aM JMAarHOCTUKY, JICUCHUS WM OOJICTYCHUS
3a00JIeBaHMii, BBICTYNAIOLIMM B KAYECTBE LEJIM MPOEKTA) UJIM B OTHOLICHUHU POLIECCOB, MPUMEHSAEMBIX [IPH
M3TOTOBJICHUH WU MPOQUIAKTHYSCKOM YXOJI¢/TEXHUUECKOM 00CTY)KUBAHUU METHIIMHCKHUX U3ICITHIA
(HampuMep, CTePHIIM3aIHNs ), KOTOPBIC MOTYT OKA3bIBaTh 3HAYUTEIILHOE BIMSIHUC HA UX (DYHKIIMOHUPOBAHUE.

JIyist TaHHOTO METO/a XapaKTePHO:

a) HCIOJIB30BAHUEC I'PYIIILI CICHHUAIMCTOB, KOMIICTCHTHBIX B o0ractu IMPOCKTUPOBAHUA Y TIPUMECHCHU A

paccMaTpuBacMoOro MEANIMUHCKOI'O U3JCIINA;

b) npumenenune coorBercTByONMX KitoueBbiX coB (NONE - HuuTo, HUKTO, HUCKOILKO; PART OF - uacte

Yero-anoo u T.I[.) JJIA HﬂeHTH(bHKaHHH OTKJIOHEHUM OT HOPMAJIbHOTO ITPUMCHCHUS.

HCJ'ISIMI/I JaHHOI'O METOda ABJIAKOTCA:

- COCTABJICHUE ITOJIHOI'O OITMCaHUs MEIUIIUHCKOI'O U3JACIINA U €ro NPCAyCMOTPCHHOI'O IPUMEHCHU

- CUCTEMaTHYECKHUI aHalln3 KaXJ0To acrleKTa OpeaAyCMOTPCHHOI'O MPUMEHCHW A MEAUIIMHCKOT'O U31CJIV B

neax onpeaciCHus NpUYrUHbI OTKIIOHCHHS OT HOPpMaJIbHbIX pa60qnx yCJ'IOBI/Iﬁ W YTBECPXKICHHOTI'O ITPOCKTA,

- OIIPCACIICHUC MOCJIEICTBUM TaKUX OTKJIOHEHUH U OPUHATUEC PCHICHUA O TOM, MOT'YT JIM JAHHBIC IMTOCJICACTBUSA
NPUBCCTH K BOBHUKHOBCHHUIO OIaCHOCTEN UJIM CO3/1aTh HpO6J’ICMI>I C (l)yHKIII/IOHI/IpOBaHI/IeM MCAUIUHCKOI'O

U3aCIIHNA.

I[OCTI/DKCHI/IG MnocJyieHen Lenu 0COOEHHO Ba3KHO MNPUMCHHUTEIIBHO K Ipo1ecCaM, UCIIOJIb3yEMbIM ITPpU
HU3roTOBJICHUH MCIUIMHCKUX PI3I[CJ'IHI71, Koraa XapakKTCpUCTUKHU MCIUITMHCKOTO U3ACIIUA 3aBUCAT OT IIpOoLecca

H3TrOTOBJICHUS.
Bonee monpobuas undopmarnws o npouenypax HAZOP npusenena B [19].

G.6 AHaqu3 onacHocTeill B KpUTHYECKUX KOHTPOIbHBIX Toukax (HACCP)

AHanu3 onacHoCcTel B KpUTHYeCKUX KOHTposbHbIX ToukaX (HACCP) - 310 cuctemarudyeckuii METO
uaeHTH(OUKAIMY, OIICHUBAHUS M YIIPABJICHUS OMacHOCTsIMU. [lepBoHaYaIbHO OH OBLT pa3paboTaH
HanmoHanbHbIM areHTCTBOM 10 @3POHABTUKE U UCCIIEJOBAHUIO KocMHuUyeckoro mpoctpancTBa (NASA) ais

OpeaynpexKACHUA MUIICBOTO OTPABJICHHA ACTPOHABTOB. MeToa OCHOBaH Ha MCIOJb30BAHUH YCTaHOBJICHHOT'O

Ha60pa MNPUHIUIIOB U TCPMHUHOB C OIIPCACIICHUSMMU. HpI/IMeHI/ITCJ'IBHO K MCIUIIMHCKHUM U3ACIIUAM MCTOQ
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HACCP HCIOJIB3YIOT AJI1 MOHUTOPHHIA U YIIPABJICHUA IIPpUYINHAMHU OHaCHOCTeﬁ, CBsA3aHHBIX ¢ MCAUIIMHCKUM

HU3ACJIIMEM U MTHUITUUPOBAHHBIX COIMYTCTBYOIIMMHU IPOLIECCAMHU, 0COOCHHO nponeccaMu U3roTOBJICHUA.

Mertox HACCP ocHOBaH Ha CeMU MPUHIIUTIAX:

1) mpoBeieHKEe aHaIM3a OMTACHOCTEH coryiacHo 4.3 1 uaeHTH(QUKALKS TIPELYTPEXKAAIOIINX JEHCTBUI COTIIACHO
6.2;

2) onpeneseHrne KpUTHIECKUX KOHTposibHBIX Touek (CCPs) cormnacHo 6.2;

3) ycTaHOBJIeHHE NPEAebHO JOMYCTUMBIX 3HaYeHHU cornacHo 4.2 u pasneny 5;

4) MOHUTOPHUHT KaXkJ10M KpuTHUYECKOW KOHTpobHOH ToukK (CCP) cornacHo 6.3 u pazzneny 9;

5) pa3paboTka KOPPEKTUPYIOLIMX JISHCTBHIA cOracHo pasaeiny 9;

6) pazpaboTka Mpoueayp Bepu(pHKAIMK COrIacHo 6.3 u pasueny 9;

7) pazpaboTka npoueayp BeJCHHU U XpaHEHUS 3alKiceld U IpyTrux JOKYMEHTOB coriacHo 3.5 u pasneny 8.
Kaxxnoe MequiuHCKoe U3/1e1e MoABEPraeTcs OMacHOCTSM, CBSI3aHHBIM C €0 MPEe1yCMOTPEHHBIM
npuMeHeHreM. OnacHble CUTYali MOTYT ObITh BbI3BaHbI COOBITHUSAMU (IPUYUHAMHU WIIHA COITYTCTBYIOILIUMU
(haxTOpamu), MPOUCXOSIIMMY Ha PA3HBIX CTAIHSIX JKU3HCHHOTO IIUKJIA U3CIHS, TAKUX, KaK MPOCKTHPOBAHHE,
W3rOTOBIIEHUE, 00CITY)KMBaHUE, IPUMEHEHUE, yTUiIn3auus u T.71. [IpruMepsl HEKOTOPBIX BHJIOB ONACHOCTEN
MIpUBEICHBI B IPUIIOKeHU! E.

3anorom pesyibratuBHocTH HACCP cityxaT HerpepbhIBHbIM MOHUTOPUHT U YIIPaBJICHHUE
unenTudunrpoanubiMu onacHocTsivu (puHIUnbel HACCP 2, 3 u 4). U3roToBuTtenb JeMOHCTPUPYET
Pe3yJIBTaTUBHOCTD YCTAHOBIEHHBIX MEp MO ynpasieHuto onacHocTsmMu (mpuHiunsl HACCP 5 u 6)
MOCPEICTBOM Pa3padOTKU JOKYMEHTUPOBAHHOM CXEMbI IPOLIecca, aHAIM3a OMIAaCHOCTEH U TIaHa KOHTPOJIS

kputHueckux Touek (nmpuauun HACCP 7).

B cucreme HACCP B kauecTBe JAOKYMCECHTAJIBHOT'O MMOATBEPIKACHUS UCIIOJIB3YIOT CICAYIOIINE CPCACTBA

BEJICHUS 3aINCeil:

a) OJI0K-cxema mporecca.

Lenbto O10K-CXeMBI SBJISIETCS IPOCTOE U YeTKOe rpaduyeckoe BOCIIPOM3BEICHHE MIOCIEI0BATEIbHOCTH
craauii npouecca. brok-cxema HeoOxoauMa s nocneayouieit padorsl no meroxy HACCP. Ona moxer
cTaTh B OyJylIeM PyKOBOJCTBOM JISl TEX, KOMY HE00X0AUMO OyJieT pa300paThesi B MPOLIECCE B LIENSIX €ro
Bepudukarmy. O6IacTh pacIpOCTPAHEHUsI OJIOK-CXEMBI IOJDKHA OXBATHIBATH BCE CTAJIMU IIPOIECCa,
HENOCPEJICTBEHHO YIPABIISieMbIE U3TOTOBUTEINEM;

b) pabouas kapTa ;151 aHA/IM3a ONTACHOCTEH.

Amnann3 onacHOCTEH BKIFOYACT I/IILCHTI/I(l)I/IKaIII/I}O OITAaCHOCTEN M BBI3BIBAIOIIUX UX MIPpHUYUH. 3amnucu 1o aHaJIn3y
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OIMaCHOCTEH JTOJIKHBI COACPIKATh:
- I/IL[CHTI/I(bI/IKaHI/IIO 1 IepCUYCHDb TEX craaui mpounecca, Ha KOTOPbIX BO3ZHUKAKOT 3HAUYUTCIIbHBIC OITACHOCTH;

- IEPCUCHb BCCX I/IL[CHTI/I(i)I/IIII/IpOBaHHBIX OITaCHOCTEH C YKa3aHUEM UX 3HAYUMOCTHU Ha Ka)XJ1I0M CTajiuu

mponecca;
- IEPCUCHDb BCCX NPCAYNPEKIAAOIMINX IICI\/'ICTBI/II\/'I, HCO6XOIII/IMBIX JUI YIIpaBJICHUA KaxJ101 OIIaCHOCTEBIO,

- UACHTH(DUKAINIO BCEX KPUTHICCKUX KOHTPOIBHBIX Touek (CCPs), cpencTB MX MOHUTOPHHTA U YIIPABICHHUS

MU,
¢) utan HACCP.

[Tman HACCP npencrapisier co00i JOKyMEHT B TUCBMEHHOU (pOpME, OCHOBAHHBIN HA CEMH MPUHIIUIIAX
HACCP u onuchIBarONIui Iponeaypsl, KOTOPHIM HEOOXOIMMO CIIeJ0BATh ISl 00CCIICUCHUS YIIPABICHHS

MIPOEKTOM, U3JISIIHEM, ITPOLIECCOM HJIM TporieAypoi. [1nan Brirovaer:
- WACHTU(DUKALIMIO KPUTHIECKUX KOHTPOJIBHBIX TOYECK M MPEACIIBHO JOMYCTUMBIX 3HAUCHHIA;
- BUJIBI JICSITEIILHOCTH 110 MOHUTOPUHTY U HEMPEPHIBHOMY YIIPABJICHHUIO;

- UACHTH(DUKAIMIO U MOHUTOPHUHT KOPPEKTUPYIOMIHUX CHCTBUMA, BUIOB ACATSILHOCTU 110 BepH(PUKAIIH U

BEJICHUIO 3aIliCEN.

[MpunoxeHune H (cnpaBo4yHoe). PYyKOBOACTBO NO
MEHEIXKMEHTY pMUCKa MEANUMHCKUX n3genuin ans
ONarHOCTUKM in Vitro

[Ipunoxenne H

(cpaBouHOE)

* Cnoa "in vitro" B HaumenoBanuu [Ipwioxkenns H B 6yMa)XHOM OpUTHHAJIE BBIICICHBI KYPCUBOM. -

HpI/IMe‘IaHI/Ie M3TOTOBUTEIIS 0a3bl JaHHBIX.

H.1 O61ue mojioxxeHust

Hacrosiiee mpuiioxkeHHe COACPKUT JIOTIOTHUTEIILHBIC PYKOBOISIIUE YKa3aHUS TI0 TPUMEHEHHEO
MEHE/DKMEHTA PUCKA K MEUITMHCKUM U3JIENHsIM JUIsl fuarHoctukd in vitro (IVD). OcHoBHOE BHUMaHuE
YJICJICHO MEHEDKMEHTY PUCKA B OTHOIIICHHH TMAIMEHTOB HA OCHOBAHWH IMPUMEHEHUS PE3yIbTaTOB
WCCIIEI0BAHUN MEAUIIMHCKUX U3JICTUH JIJIsl AMATHOCTHUKHY i1 Vitro. [IpuBeIeHHbBIE IPUMEPBI HE SIBIISIOTCS

HUCUCPIBIBAOIIIMMHU, OHH NPE€AHA3HAYCHDbI AJIs1 Pa3bsACHCHUA O6HII/IX MPUHIUIIOB U CIIYKAaT OTHpaBHOI\/'I TOUKOM
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IIprU MCHECIPKMCHTEC pUCKaA.

MeauuuHCKue U3enus Ui AMarHOCTHKY i1 Vitro ipeJHa3HaueHbl JJ1s1 0TOOpa, MOATOTOBKU M UCCIIEIOBAHUS
po0, B3ATHIX U3 Tela yesnoBeka. K 1aHHbIM U3/1eTUsIM OTHOCST PeareHThl, IpUOOophl, MPOrpaMMHOE
obecrieueHue, U3eNus Ut 0TOOpa MPod U eMKOCTH LTS UX XPAHCHHS, KATHOPaTOPbI, KOHTPOJILHBIC
MaTepuallbl U COOTBETCTBYIOIINE MPUHAIEKHOCTH. [lepeurciieHHble U3/1enus MOKHO TPUMEHSTh KaK

OTACIIBHO, TAK U KOM6I/IHI/Ipy51 HX B CUCTEMY.

PesynbraThl, MOTy4YeHHBIE C TOMOUIbIO MEUIIMHCKUX U3AEIMNA IS AUATHOCTUKH i1 Vitro, MOXKHO
HCIOJIB30BATh JJIsl IMATHOCTUKH 3a00JI€BaHUM WM APYTUX COCTOSIHUN, B TOM YHUCIIE COCTOSIHUS 3710POBbS
MAIMEHTA, [T BOCCTAHOBJICHUS 3I0POBbS M O0JICIUCHHUST COCTOSIHUS MMAIEHTA, JICUCHHS WU
IPeAYyIPSKICHUS 3a00IeBaHIsI, a TAKKE ISl MOHUTOPUHTA JICKAPCTBEHHOM TEPAIMU U ONIPEICIICHHUS
0€30IacCHOCTH JOHOPCKOM KPOBH MIIH JIOHOPCKUX OPraHoB. J[aHHBIC U3l MOTYT HCIIOJIB30BATh JIUIA C
pa3HbIM YPOBHEM 00Pa30BaHUsl, MOATOTOBKH U PA3HBIM MPAKTUUECKUM OIBITOM, a TAK)KE B PA3HOM
OKpY’KaIoLLEl cpeie U IpH pa3HON CTENeHH yIpaBieHUs OKpy Karoliei cpenoii. Hanpumep, ogau
MEAMLMHCKUE U3/ACTHS U JUATHOCTUKY i1 Vitro pelHa3HAuYEHbI 1J1s IPUMEHEHUs CIIelIMaIuCcTaMu B
MEIMLMHCKUX J1a00paToOpusX, ApyTrue - MEAULUHCKAUMU paOOTHUKAMU Ha MECTaX, TPEThHU -

HerO(bCCCI/IOHaJ'ILHBIMI/I MOJIB30BATCIIIMU B IOMAIIHUX YCJIOBHUAX.

C oz1HO¥ CTOPOHBI, pe3yJIbTaThl IPOBEIEHHBIX B 1abopaTopuu [VD-uccnenoBanuii nepeaaroT Bpauy, KOTOPbIN
HWHTEPIPETUPYET JaHHbIE U CTABUT JAMArHO3, IPOBOJUT JICUYECHHE WK HAOJII01aeT MalueHTa; ¢ APYron
croponsl, [VD-uccnegoBanusi MOXKET BBIIOJHATH CaM MalMEHT, KOTJa UCIIOb3YeT Pe3yJIbTaThl UCCIIEOBAHUI

AJ1 Ha6J'HO,HeHI/I$I 3a COCTOAHUEM CBOCTO 3JOPOBbs U MOCICAYIOUIETO JICYCHUS.

BBuay MHOr0o00pasust MEUIIMHCKIX U3JICITUH U1l TUATHOCTUKY N Vitro ¥ UX IPEITyCMOTPEHHOTO
MIPUMEHEHHs HACTOALIME PYKOBOISIINE YKa3aHU MOKHO ITPUMEHSThH HE BO BCeX ciydasx. B oTHomenun
MEAMLMHCKUX U3 7151 TUarHOCTUKU in Vitro, pelHa3HaYeHHBIX [Tl CAMOTECTUPOBAHUS, TEPMHUHbI
"manpeHt" U "HenpoheCCHOHABHBIN MOJIK30BaTENb" Oy IyT B3aUMO3aMEHIEMBIMHU, XOTSI MOTYT 0003HAYaTh U
pa3HBIX MOJIb30BaTeNel (HampuMep, OIpeieIeHue YPOBHS caxapa B KPOBHU Y peOeHKa, CTpaaroliero
I1adeToM, MOKET IPOBECTH €r0 POJICTBEHHUK). Eciu ncnosb3yroT TepMuH "Bpad", To cieayeT NOHUMAaTh, 4TO
JI000H METMIIMHCKUI PaOOTHUK TAKKe MOXKET 3alpalliuBaTh, OIy4YaTh, HHTEPIPETUPOBATH PE3YJIbTATHI in

VifrO-HCCHCHOBaHHfI, MNPOBCACHHBIX B J'Ia60paTOpI/II/I, U JICICTBOBATh Ha UX OCHOBAHUHU.

MeauuuHCKUe U3AENus Il JUarHOCTUKY i1 Vitro TOTEHIIMAIbHO MOTYT CIIOCOOCTBOBATH MNPpUYIUMHECHUIO BpCaa
ManueHTYy. O1ndoYHbIE WK 3aro3J4aJIbl€ pE3yJabTaTbl MOT'YT IPHUBCCTHU K OIIMOOYHBIM HJIH 3aI1031aJ1bIM
MCIUIIUHCKUM PCHICHUSAM U L[CI\/'ICTBI/ISIM, KOTOPBIC MOTYT HABPCAUTDH IMALlUCHTY. OunboyHbIe PE3YJbTAaTHI,
MOJIYYCHHBIC ITPU MIPUMCHCHUHU MEAULUHCKUX U3JIeTIAN 111 AMArHOCTUKY i1 Vitr 0, IPpCAHAa3HAYCHHBIX IJIA
CKpUHUHIA NEPEIIMBAHNA KPOBU U TPAHCIUIAHTAIIUNW OPraHOB, IOTCHIMAIBHO MOTYT ITPUYUHUTL BPE
PEOUIIUCHTAM KPOBU HUJIU OPIraHOB. OmuboYHbIC PE3yabTAThl, IMOJYUYCHHBIC ITPU MPUMCHCHHUU MEANLIMHCKUX
WU3JIeTIAN 1J1sS1 AMAarHOCTUKY i1 Vitr 0, IPCAHA3HAYCHHBIX JIJI51 BBISIBJICHUA I/IH(bCKHI/IOHHLIX 3a6OHeBaHHﬁ, MOTYT

NPpEACTAaBJIATh NOTCHIHUAJIBHYIO OITACHOCTD IJIA O6IIICCTBCHHOFO 310pPOBbA.

Ha pucynke H.1 npeacrasnena ojiHa U3 MoieJieil pUCKOB IPUMEHEHHs MEAULMHCKUX U3JENUi IS
JIMarHOCTUKY i1 Vitro B 1a00paTOPHBIX yCIOBUAX. B 3TOM npuMepe 0TKa3 CUCTEMbl MEHEPKMEHTa KauecTBa
(CMK) usroroButens (HanpuMmep, Ha CTaJMU NPOEKTUPOBAHUS, pa3paOOTKU, U3TOTOBICHHUS, YIIaKOBbIBAHUS,

MapKUpOBaHUsl, peajin3aliui Wi O6C.]'Iy>KI/IBaHI/I$I) WHUIUUPYCT IMOCICAOBATCIbHOCTD CO6I)ITI/II71, KOoTOpas
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HAYMHAETCS C HEMCIIPABHOCTH MJIM HEHA IeXkKAaIlero ()yHKLUMOHUPOBAHUS METUIIMHCKOTO U3AETHS IS
JMArHOCTUKY in vitro. Eci 0TKa3 MEIUIIMHCKOTO M3/ICNHs IIPOUCXOIUT B MEUIIMHCKOHN 1a00paTOpHH, TO ITO
MPUBOUT K OLIMOOYHBIM pe3ybTaTaM UCCieoBaHuid. Eciu pe3ynbpTaT He HICHTU(QHUIUPOBAH B 1a00OpaTopuu
KaK OLIMOOYHEIH, TO OH MOMANACT K MEIUIIMHCKOMY PaOOTHUKY. Eciu MeTUIIMHCKII pPaOOTHUK TaKKe HE
UACHTHOUIIPYET PEe3yNIbTaT KaK OMIMOOYHBIN, TO 3TO MOKET MIPUBECTU K HEMPABUILHOMY JMATHO3Y M CO3JaTh

OITAaCHYIO CUTYalUIO IJIsd MalfuCHTA.

Bpau npumensier pesyapraTsl [VD-ucciienoBanuii COBMECTHO € APYTroi JOCTYITHONM MEAUIIMHCKON
uHbopMalMeH, 17151 TOro YTOObI OLEHUTH COCTOSIHUE 3/I0POBbs MAIIMEHTA, TOCTABUTh IMAarHO3 WM Ha3HAYUTh
nedeHue. B HEKOTOPBIX cilydasx pe3yJIbTaThl in Vitro-uccie0BaHUM MOTYT ObITh IJIABHBIM WM JJAXKe
€MHCTBEHHBIM OCHOBAHHEM IS IPUHATHS KJIMHUYECKOIO pelieHusl. BeposTHOCTh NpUYMHEHUS Bpeia
MAIMEHTY CKJIaBIBACTCS M3 BEPOSTHOCTEH HACTYIUICHUS KaXXIOTO COOBITHS, MOKa3aHHOrO Ha pucyHke H.1.
Kaxxnas otaenbHas BEpOSITHOCT HACTYIUIEHUS COOBITHS YaCTUYHO KOMIIEHCUPYETCS BEPOSITHOCTBIO
00HAPYKECHUS OITACHOCTH WITH OIIACHON CHUTYAIlMU H3TOTOBHUTEIIEM, JIA00PATOPUEH WA BPA4OM, YTO TIO3BOJISCT
BMEIIATHCS ¥ IPEAOTBPATUTH IPUIMHEHHE Bpeia ManueHTy. DakTiuueckas MOCIeI0BaTEIbHOCTh COOBITHIA

6y[leT 3aBUCETH OT KOHKPETHOI'O MCAUITMHCKOTO U3ACTIUA AJId JUATrHOCTUKH in vitro v €ro MPUMCHCHU.

Pucynok H.1 - Moaenb prucKOB NpUMEHEHUSI METUIIUHCKOTO U3ACIUS JJIs
JTMArHOCTHUKY 1N Vitro B JaOOPATOPHBIX YCIOBUSIX

Warotoeutens Orxaa CMK > HenpasunsHoe
(MHuuuupylowee cobeitne) DYHKUMOHUPOBAHWUE
IVD-uznenus
Naboparopusn Owwuboyxoe > OwnBouHbIA
IVD-uccnepoeanue W“NK 3anoanansiv
pe3ynsTar UCCNeaoBaHuA
(onacHocTk)
Bpay OwuboyHbLIN AUarHo3 HenpasunsHoe
WM HECBOEBPEMEHHOE
MeAULMHCKOE nevexne
(onacHan cuTyaums)
Nayuenr Mopaxexune
UK NeTanbHbLIN Uexon

Pucynok H.1 - Mojienb puCKOB IpUMEHEHUS MEAULIMHCKOTO U3/IeNUs AJIsl IUArHOCTUKH in Vitro B

J'Ia60paTOpHI>IX YCII0BUAX

Ha pucynke H.1 BuaHO, yTO O1IMOOUYHBIEC WK 3aM103/1aJble PE3YJIbTaThl MOI'YT OBITh TIOJIYYEHBI B
nabopaTopun, HaIPUMED, BCICACTBUEC HECOOTIOICHHS TIPOLIEAYP, IPAPHKOB TEXHUIECKOTO 00CITYKHBAHMSI
WM KaJTMOPOBKH, UTHOPUPOBAHUS MIPEYNPEKICHUN U TpenocTepeskeHnit. CoObITHS, KOTOPbIE MOTYT

MPUBCCTU K NIPUINHCHUIO BpCJa MalfUCHTY, TAKKE MOTYT OBITH HWHULIMHUPOBAHbI B na60paT0pHM. HO3TOMy
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IpU3HaHa HCO6XOILI/IMOCTI) YMEHbIICHUSA YHCIIa OIIMOOK C IMOMOUIbIO NPUMEHECHUA MMPOLECCa MCHCPKMCHTA
pUCKa K MEIULMHCKON na60paT0pH1/1, a I/IH(bOpMaIII/ISI 1o 6630HaCHOCTI/I, nojrydya€Mas Ha BbIXOAC IMponecca
MCHCIPKMCHTA pUCKa U3TrOTOBUTEIIA, MOXET CTAaTh BXOI0OM IIPOILECCa MCHC/PKMEHTA PUCKA MPUMCHUTCIIBHO K

nabopaTopui.

H.2 Anayiu3 pucka

H.2.1 UaenTuduKanus nperycMOTPEHHOr0 MPUMeHEeHHs

H.2.1.1 O61ue moj10:xeHust

MeauuuHCKUe U3Aeus s TUarHOCTUKY i1 Vitr: 0, IPCAHAa3HAYCHHBIC IJIs na60paT0prIx HUCCIEI0BaHUN UITN
HCCIIEA0BAHUI HA MECTe MMPOBCACHUS JICUHCHHS, UMCIOT IBYX M0JIb30BaTENIeH: MEUIIMHCKOIO pa6OTHI/IKa,
MIPOBOJALICTO UCCICIOBAHUEC, U MEAULIMHCKOI'O pa6OTHI/IKa, MOoJIy4Jaromero pe3yJibTaTbl, MHTCPIPECTUPYIOIICTO
X " I[eI\/'ICTBYIOIIIeFO Ha UX OCHOBaHuu. B cliy4dae IVD-u3nenus nis CaMOTECTUPOBAHMA MAIUCHT MOXKCT OBITH

CAMHCTBCHHBIM I10JIb30BATCJICM.

HpI/I I/IILCHTI/I(bI/IKaIII/II/I OpeaAyCMOTPCHHOI'O IPUMEHCHUS CICAYCT paCCMaTpuBaTh 3asiBJICHHBIC LCTIN
M3TOTOBMTENIS B OTHOIIEHHH 000UX BapHWaHTOB IPUMECHCHUS ! 1) MIPUMCHCHUEC IVD-u3nenus nis MOJIyYCHUA
PE3YJIbTATOB UCCIICJOBAHUS, 2) MNPUMCHCHHUE PE3YJIbTATOB UCCICAOBAHUS JJIsI AUATHOCTUKHU, JICUCHUA UIIN

Ha6.]'I}O)leHI/I$I 3a NallMCHTOM.

B nacrosimem OPUITOKCHUU IMTPUMCEHCHBI CICAYIOIUEC TCPMUHBI C COOTBECTCTBYIOIIMMU OIMPEACTICHUSAMMU

- oneparop - JIMo, MpoBOAAIICE in VitI’O-I/ICCHeI[OBaHI/ISI; JAaHHOC JIMIIO MOXET OBITH KaK COTPYAHUKOM
na6opaT0pHH, TaK 1 MCAUITUHCKHUM pa6OTHI/IKOM i HerO(beCCI/IOHaJ'IBHLIM M0JIb30BaTEIEM ¢ MUHUMAJIbHOU

MOJICOTOBKOM WJIH €€ OTCYTCTBHUEM,

- MEJMLMHCKUN paOOTHHK - JIMLO, 3aIllpallIiBarollee, MoJIydaroliee pe3yibTaThl HCCIICA0OBAHUHN WK
JCUCTBYIOIIEE HA OCHOBE TAHHBIX PE3YJIBTATOB OT UMEHH MMAI[EHTA; MEIUIIMHCKUM PA0OOTHHKOM SIBJISICTCSI
Bpay, MescecTpa, Gerpaep ""cKopoi moMoImu" Wik JIF00e APYyroe JUIO0, MIPUHAMAIOIIEe KITHHIIECKOES

peleHue Ha ocHOBe pe3yiapTaToB [VD-uccnenoBanuii.

H.2.1.2 [IpeagycmMoTpeHHOE IPUMEHEHHE

[IpenycMOTpeHHOE MPUMEHEHNE METUIIMHCKOTO M3/ACTHS I JUATHOCTUKY i1l Vitro MOKET BKIIIOYATh
TpeOOBaHMS K U3MEPHUTEINBEHON CHCTEME, aHAITM3UPYEMBIM Ipodam (oOpasuam), 1abopaTtopHOMY
000pyIOBaHHIO, MATPHUIIEC TIPOO, MPOIIEAYPE UCCICIOBAHMS (aHATU3 10 KAYECTBEHHBIM, ITOJYKOJINICCTBEHHBIM

WK KOJIUMYCCTBCHHBIM HpI/I3HaKaM), Ooreparopy u MECTy MPUMCHCHUS.

Hanpumep, MOXKeT BOZHUKHYTh HEOOXOIUMOCTh B UCCIIEIOBAHUU COJICPKAHUS XOPUOHUYECKOTO OeTa-
roHagorponuHa yenoseka ( -hCG) B oOpa3iax chIBOPOTKH, IIa3Mbl KPOBHU MK Moun. He kaxknas mpoueaypa

HCCIICJOBaHUs -hCG umeer te XapaKTCPUCTUKH, KOTOPBIC COOTBETCTBYIOT BCEM TPEM BUAaM MATPUIIbL Hp06.
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H.2.1.3 [loka3aHusi K NpUMEHEHHIO

Iloxazanus k MNPUMCHCHHIO BKIIIOYAaOT MEAUIUMHCKOC IMTPUMCHCHHUE U ONIPEACIICHNUEC HOHYJ'ISIIII/II\/'I

HOJ'H)?,OB&TCJ'ICf/i, JJI1 KOTOPBIX MPE€AHA3HAYCHO MEIUITUHCKOC U3ACTINE TSI AUATrHOCTUKHU in vitro.

Hampumep, pesynbratsl uccinenoBanus coaepxkanus -hCG MOXKHO UCIIOIB30BATh TSI TOTBEPIKACHUSI
OepeMEeHHOCTH, CKPHHUHTA OEPEMEHHBIX JKEHIIUH HA HAIMYHKE Y IUI0/1a cuHapoMa JlayHa, a Takke JUist
MOHHUTOPUHTA HEKOTOPBIX (hopM paka. Kakmoe MeIUIIMHCKOE TIPUMEHCHHUE MOJKET BBIIBUTATh PAa3HbIC
TpeOOBaHMS K 1yBCTBUTEIBHOCTH, CHCIU(DUIHOCTH, TOYHOCTH U IMOTPEIIHOCTH U3MEPEHHH.

H.2.2 UpenTuduKanus BO3MOKHBIX OLIUOOK MPHUMEHEeHHs

H.2.2.1 Omu6xku npuMeHeHus1

OwmunbKy NpUMEHEHNUs BKIIIOYAIOT ASUCTBUS, HE TIPEAYCMOTPEHHBIE U3TOTOBUTENIEM, TAKHE, KaK YCKOPEHHE
MIPOLEAYP, IONBITKKA ONTUMHU3AIMH U UIMIIPOBU3ALIMH, a TAK)KE HEBBIIIOJHEHHUE JCHCTBUH, IPElyCMOTPEHHBIX
W3rOTOBUTEJIEM U OMUCAHHBIX B UHCTPYKLHUAX 10 IPUMEHEHHUIO.

H.2.2.2 [IpuMepbl BO3MOKHBIX OIIU0OK NMPUMEHEHHS CO CTOPOHBI COTPYIHHKOB JIAG0paTOPHH

Hwke npuBeieHbI IPUMEPBI BO3MOXKHBIX OIMIMOOK PUMEHEHHs B 1a00PaTOPHBIX YCIOBHAX. JlaHHBIC TPUMEPBI

SABJIIFOTCS TOKA3aTCJIbHBIMU, HO HEUCUCPIIBIBAOIIIMMMU

- IPUMCHCHNUE MEAULIMHCKOI'0 U3ACINA JJIs1 AUNAarHOCTUKU in vitro ¢ HEHIJICKAIUM Kann6paT0p0M,

pearcHToM, HpI/I60pOM WJIN aHAJIU3UPYCEMBIM 06pa3u0M;

- [IOIIbITKA ONTUMHU3ALNU MTPOUCAYPBI UCCICAOBAHUSA AJIA YIIYUIICHHUS SKCITYaTallHOHHBIX XapaKTCPUCTHUK,

- COKpaIeHHE MPOIIETypPhl HCClie0Banusl (YCKOPEHUE TIPOIEAYPHI);

- HCBBIIIOJJHCHUEC TCXHUYCCKOI'O O6C.]'Iy>KI/IBaHI/I$I an60pa;

- HECITIOCOOHOCTH MJIM HEBO3MOXKHOCTh OCYHICCTBJICHHA MEP I10 00ECIICUCHUIO 6C3OHaCHOCTI/I;

- (bYHKIII/IOHI/IpOBaHI/IC B HeOJar OITPUATHBIX YCJIOBHUAX 0pr>1<a10n1e1‘/'1 Cpeabl.

H.2.2.3 [IpuMepbl BO3MOKHBIX OLIM0OK MPHUMEHEHHSI CO CTOPOHBI MeIMIIUHCKOI0 IepcoHaIa

Huxe MPUBCACHBI IPUMEPHLI BO3MOXKHbBIX OIIMOOK NPUMCEHCHHUS CO CTOPOHBI MEJUIIUHCKOI'O IEPCOHAIA.

I[aHHI)Ie MPUMCEPELI SABJIAKOTCA IMOKAa3aTCJIbHBIMU, HO HCUCUCPIIBIBAIOIIUMM:

- IPUMCHCHUEC PE3YJILTATOB in vitro-uccie0BaHus JJis CKpHWHHUHI'Aa HACCJICHUS Ha HAJIMINUEC 3360J’IeBaHI/I$I, B TO
BpEeMs Kak IMmpoucaypa uCCICA0BaHus MpEaAHa3Ha4YCHa JJIs1 AUArHOCTUKNU JaHHOT'O 3a00J1eBaHK
(3KCHJ’IyaTaHI/IOHHBIe XapaKTCPUCTUKHA IVD-uznenus MOTYT HC COOTBETCTBOBATH 3a/1a4€ CKPUHUHTIA

HaceJleHUs! );
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- IPUMCHCHUEC PE3YJILTATOB IVD-uccnenoBanus ajisi AMarHOCTUKH 3a6OHeBaHI/I$I, B TO BPE€Ms Kak Ipoucaypa
HCCIICA0BAaHUA NMPE€AHAa3HAYCHa JIJIsd HaGJ’IIOZ[eHI/ISI 3a COCTOAHUEM 310POBbS (3KCHJ’IyaTaHI/IOHHLIe

XapaKTCPUCTUKH IVD-u3aenus mor YT HE COOTBECTCTBOBATH 3aa4aM ILI/IaI‘HOCTI/IKI/I);

- IPUMCHCHUEC PE3YJILTATOB IVD-uccnenoBanust ajist HOBOro criocoba MCIUIUHCKOI'O MTPUMCHCHHUS, HE
3asBJICHHOI'O U3TOTOBUTCIIEM (BKCHJ'IyaTaHI/IOHHBIe XAPaAKTCPUCTUKHA IVD-u3nenus MOT'YT OKa3aTbCs

HETMIPUT'OJAHBIMU JIs1 HOBOI'O crroco0a KIIMHUYCSCKOTO HpI/IMeHeHI/ISI).

H.2.2.4 [IpuMepbl BO3MOKHBIX OIIM0OK NMPUMEHEHHsI NallMeHTAMM MPU CaMOTEeCTHPOBAHUM

Huxe MPUBCACHBI IPUMEPHI BO3MOXKHBIX OIIMOOK OPUMCHCHUS MMallMEHTAaMHU IIPpHU CaMOTCCTUPOBAHWU. DT

MIPUMCPEI SABJIAKOTCA IMOKA3aTCJIbHBIMU, HO HCUCUCPIIBIBAIOIUMMU:

- UCIIOJIb30BAHHUEC HEAOCTATOYHOI'O o0BeMa 06])3.3[[3.;

- HECITOCOOHOCTH MNpaBUJIbHO BCTABUTH MOAYJIb C PEar€HTOM;

- pa3acii€HuC pearcHTHbIX CTPHUIIOB (,H.]'IS[ YMEHbBIICHUS MAaTCPHUATIbHBIX SanaT);

- HECITIOCOOHOCTH HMJIM HEBO3MOXKHOCTh OCYHIECTBJICHHA MEP IO 00ECIICUCHUIO 6C3OHaCHOCTI/I;

- XpaHCHHE p€arcHTa B HCHAVIC)KallluX YCJIOBHUAX.

H.2.3 UaenTuduKanus XapakTepucTHK, OTHOCAILIUXCSH K 0€30I1acCHOCTH

H.2.3.1 O01ue moj10:xeHust

ITomumo XUMHYCCKHX, MEXaHUYCCKUX, DJICKTPUUICCKUX U OHOJIOTHYCCKHX XAapPaKTCPUCTUK U HAPAAY C
APYTrUMH MCIUITMHCKUMU U3ACTTUAMU MEAUIUHCKUEC U3ACIHA I ANAarHOCTUKHU in vitro UIMeroT
OKCILTYaTallMOHHBIC XapaKTECPUCTHUKU, ONIPCACITAIOINE TOYHOCTD PE3YJIbTATOB UCCIICAOBAHM. Hecmoco6HoCTh
JIAHHBIX MEIUIMHCKUX U3JIEIUH COOTBETCTBOBATH OKCILTYaTallUOHHBIM XapaKTCPUCTHUKAM, HCO6XO,HI/IMI)IM AJ1
KOHKPETHOI'0O MEIUIIUHCKOI'O ITPUMCHCHHA, MOKCT IMIPUBCCTU K CO3JaHUTO OIacHou CUTyalluu U

COOTBETCTBCHHO pUCKaA IJIsd MAllTUCHTOB.

H.2.3.2 XapakTepucTUKH NPOLeLYP HCCAe0BAHUSA 110 KOJINYECTBEHHBIM MPU3HAKAM

HpOHeIlprI HCCJIICA0BAHUS MO KOJIMYCCTBEHHBIM IMPU3HAKAM NPCAHA3HAYCHBI AJI ONPEIACICHUA KOJINICCTBA
WJIM KOHOCHTpAallWU aHAJIM3UPYEMOI'O BEIIECTBA (aHaJ'II/ITa). Pe3y.]'II:TaTI>I OTMCYAIOT Ha HHTCpBaJ'IBHOﬁ HIKaJIC.
OCHOBHBIMH aHAIUTHYCCKUMH XApaKTCPUCTUKAMU NIPOUCAYP UCCICAOBAHUSA 110 KOTMUCCTBECHHBIM IIPpHU3HAKaM
SABJIAIOTCA TOYHOCTD (HCTO‘-IHOCTB), NOrpeHoOCTb (CI/ICTCMaTI/I'-IeCKaFI omroOKa OLICHKH, O6yc.]'[0BJ'IeHHa$[
Cy6’I>eKTI/IBHI>IM (baKTOpOM HJIKM HCTOYHOCTBIO anGOpa), CHCHI/I(bI/I'-IHOCTL aHaJlu3a U aualria3oH
KOJMYECTBCHHOI'O ONIPCACIICHUA. 9KCHHyaTaHI/IOHHI>Ie Tpe6OBaHI/I$I 3aBUCAT OT BUJa MCIUIIMHCKOI'O
MNPUMCHCHUS. OmrOO0YHO BEICOKHH HIIH OITUOOYHO HUZKUN PE3YJIbTAT MOXKET NPHUBCCTHU K HCIIPABUIIBHOMY
JAWAarHo3y WJiu 3aro3aajioMy JICYCHUIO, a nocnez[yfomnﬁ BpEn, HpI/I‘II/IHSIeMHﬁ ManUeHTY, MOXKCT 3aBUCETh OT

KOHLCHTPAU aHAJIU3UPYEMOI'0 BEIICCTBA U 3HAUCHUW CUCTEMAaTHUYECKOMN NOrpeIIHOCTH.
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H.2.3.3 XapakTepucTUKHN NPoLeayp HcCaeJOBAHMSA M0 Ka4eCTBEHHbIM NPU3HAKAM

[Ipouenypsl uccne0BaHus O KaYeCTBEHHBIM MPU3HAKAM MpeAHa3HaYeHbI TOJIBKO JJIS BbISIBICHUS
MPUCYTCTBHUS WM OTCYTCTBUS aHAINTA. Pe3yabTaThl Iporeayp KIacCUPUIUPYIOT KaK MOJI0KUTENIbHEIE,
OoTpHUlLIaTeIbHbIE UM HeomnpeaeneHnble. K xapakrepucTukaM npoleyp ucciae10BaHus Mo KayeCTBEeHHBIM
MpU3HAKAM OOBIYHO OTHOCST TUATHOCTHYECKYIO YYBCTBHTEILHOCTD U CIICIU(MUIHOCTD. [10710KUTETBHBIIH
pe3ybTaT Mpyu OTCYTCTBUHU aHAJIUTA WM OTPULIATENIbHBIA PE3yJIbTaT MPU HAJTMYUU aHAIUTA MOXKET IPUBECTH

K IMOCTAaHOBKEC HEIIPABUJILHOI'O AWMArHO3a UJIU 3all03aJIOMYy JICHCHUIO U IPUYNHCHWIO BpEAa MAllUCHTY.

H.2.3.4 XapakTepucTUKH (PYHKIINOHAJILHON HA/IEKHOCTH

Eciu JeHalmemMy Bpady HCOGXOL[I/IMI)I PE3YJIbTAaThI in Vitro-uccieJ0BaHus I MPUHATUA CPOYHOT'O
KIIMHUYCCKOI'0 pCIICHU, HAIPUMEDP, O HAIIPABJICHUH MAlIUCHTA B OTACJICHUE WHTEHCUBHOM TCparuu, To
CBOCBPEMEHHOCTDL PE3YJILTATOB MOXKET OBITH TaK JKe Ba’XHa, KaK U UX TOYHOCTb. HeBo3MOKHOCTH MOJIyUCHUA

pe3yiibTara, Koraa oH HCO6XOL[I/IM, MOXKET MPUBCCTU K CO3JaHUTO OIacHoOM CUTyalluu.

H.2.3.5 lononnuTenbHasi uHGOpMAaLUs 0 ALMeHTe

B HEKOTOPBIX CIyYasx Jisl IPaBHIBHOM UHTEPIIPETALUH PE3YIIbTATOB HCCICIOBAHUSI MOTYT IMTOTPEOOBATHCS
neMorpaduuecKie JaHHbBIC MAIIMEHTa, a TAKKE TaHHBIC 0 IPO0e Wi ee uccienoBanuu. [Ipumepamu Takux
JTAHHBIX, BBOJMMBIX BPYYHYIO TA0OPAHTOM-aHAIUTHKOM WJIA aBTOMAaTHUECKH C IIOMOIIBIO J1Ta00paTopHOit
KOMITBIOTEPHOUN CUCTEMBI, SIBIISIFOTCS HICHTU(UKALINS MMAIIHEeHTA, HICHTU(PUKALUS IPOObI, BUI IPOOHI,
ONMCaHue MPOObI, €AUHULIBI U3MEPEHHS, 00Pa3LIOBbI HHTEPBAJI, BO3PACT, MOJ U FeHETHYECKHUE (haKTOPHI.
Eciu menuuuHckoe u3aenue Ui AMarHOCTUKY i1 Vitro CIPOEKTUPOBAHO TaK, YTOObI BMECTE C pe3yJibTaTaMu
HCCIICIOBAHUSI COOOIIATH TOMOTHUTEIBHYIO HH(MOPMALUIO (T.€. SIBISICTCSI HHTSPIIPETUPYIOIIUM), TO
HECITOCOOHOCTh U3JICTIHS BBIIATh IPABIIHHYIO HH(POPMAIIUIO COBMECTHO C Pe3yIbTaTaMU HCCIICIOBAHMUS
MOJKET HapyLIHUTh NPAaBUIBHOCTh HHTEPIPETALMH JAHHBIX PE3YJIbTaTOB U MPUBECTH K CO3/IaHUIO OMAaCHON

CUTYyalu.

H.2.4 UpenTnukanus n3BeCTHHIX U MPOTrHO3MPYEMbIX ONIACHOCTEI

H.2.4.1 OnacHocTH A/151 TALIHEHTOB

C Toukn 3pCHUA MMAallMCHTA, PE3YJIbTAT IVD-uccnenoBanus NpeaACTaBJISCT coboii OIIaCHOCTBb, €CJIM OH MOXXET
MNPUBCCTH K HCCOOTBETCTBYOIIEMY MCAUIIUHCKOMY BMCIIATCIILCTBY, CIICACTBUEM KOTOPOT'O MOXKET CTATh
NOPpUIUMHCHUEC BpEaa 3J0POBbIO WJIN CMEPTh, UJIW K HEBO3MOXXHOCTHU OKa3aTb MCAUIIMHCKYIO ITIOMOIIb, KOTOpas
MorJia Obl OpeaAOTBPATHUTD IPUIMHECHUE BpE€Aa 3J0POBbIO NN CMEPTh. OurOOYHBIN WK 3aI1034aJbIi
pe3yiibTat IVD-uccnenoBanust MOXeT OBITh 06ycn03neH HCHaJICKallluM (bYHKIII/IOHI/IpOBaHI/IeM
MEJIUIIUHCKOTO U3ACUS I IUArHOCTUKU In Vitr 0, YTO SABJISACTCS I/IHI/IIII/II/IpyIOHIeﬁ OIIaCHOCTEIO B
HpOFHO3preMOﬁ IOCJIICJ0BATCIbHOCTHU CO6LITHI>'I, HpHBOI[fIHIefI K CO3/IaHUIO OTTACHOM CUTyalru.
I/IIICHTI/I(bI/IKaIII/ISI OITaCHOCTEM U MOCJIeI0BaTEIbHOCTEN COOBITHI IIOMOTACT U3rOTOBUTEIIO B COCTABIICHHH
HOI[pO6HOFO MEPEUHs OMMACHBIX CHTyaHHﬁ. B Iponecce aHajin3a puCKa U3roToBUTECIIb YCTaHABIMBACT, UTO

HUMCHHO HeOﬁXOL{I/IMO paccMaTpruBaThb KaK OMaCHOCTD.

Kaxk moka3aHo Ha PUCYHKEC H.1 , OlMaCHas CUTyalusd MOXET BO3BHUKHYTb, €CJIIN MEIULIMHCKUI pa6OTHI/IK

noJy4acT OIIMOOYHEIN pe3yIbTaT UCCICAOBAHNA U IPUHUMACT PCIICHU HAa €0 OCHOBAHHWU. OmnacHas
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CUTyalust MOXET TaKKC BOBHUKHYTBH B OTCYTCTBUEC PE3YyJIbTaTa, KOI'la OH HCO6XOI[I/IM. B cjiydae ¢ usgeivsimMu
JJI1 CAMOTECTUPOBAHUA OITaCHAs CUTyalus MOKET BOSHUKHYTH IPH MTOJIYUCHHUN OIIMOO0YHOTO pe3yibTara

MNanuMeHTOM HJIM OTCYTCTBHU PE3YJibTaTa, KOIla OH HCO6XO,Z[I/IM.

HpI/I MPOBECACHNHU UCCIICAOBAHMA MO KOJUYCCTBCHHBIM IIPU3HAKAM PE3YJIbTAT MOXKHO paCCMaTpuBaTh KakK
OHII/I6O'-IHBII71, €CJIK pasHulla 1Mo CPaBHCHUIO C IMTPABUJIIBHBIM 3HAYCHHUEM ITPEBLIMIACT MMPEACIbHOC 3HAYCHUC,
OCHOBAHHO€ Ha KJIMHUYECKOU IOJIb3€ OT OPUMCEHCHUS MCIUIIUHCKOTO U3ACTINA. Kimangeckast 3Ha4UMOCTh
HEMIPABUJIILHOI'O PE3yJIbTaTa MOKET 3aBUCCTH OT BEJIMYMHBI pa3HUIbl MEKAY U3MCPCHHBIM U ITPAaBUJIbHBIM
3HAYCHHUAMH, a TaAKXKC OT (I)I/I3I/IOJ'IOFI/ILICCKOI‘O COCTOSAHUA IallUCHTA (HaHpI/IMCp, HaJIM4us Yy HETO

TUMOTJIMKEMUH WM THIIEPTIUKEMHHN).
[Tpu mpoBeaeHUH UCCIEIOBAHNS IO KAYECTBEHHBIM ITPU3HAKAM, KOT/Ia MOYKET OBITh ITOJIYYEH TOJIBKO
MIOJIOKUTENbHBINA WIIM OTPULIATENIbHBIN pe3ynbTaT (Hanpumep, uccienoBanus Ha BUY unu Ha 6epeMeHHOCTb),

JIAaHHBIN PE3YIbTAT ABJISACTCA TAKKE oo BEPHBIM, 00 OIMMOOYHBIM.

Cnez[yfomne OIMaCHOCTU MOT'YT O6yCJ'[OBI/ITB HEMIPAaBUJIbHYIO AUATrHOCTHUKY W BO3MOXXHOCTD ITPUYINHCHUS BpEaa

WY 3aI1031aJ710€ MEAUIIMHCKOE BMEIIATEIbCTRO!
- ommbouHbIe pe3ynbTarhl (cM. H.2.3.2 u H.2.3.3);

- 3aro3ainsle pe3yibratsl (cm. H.2.3.4);

- ommb0YHas nHpopMarlus, coodlaeMast IpUOOPOM B JIOMOIHEHUE K pe3yibTaTy uccieaoBanui (cm. H.2.3.5).
H.2.4.2 B3aumMocBSI3b € IKCIIYaTAHOHHBIMH XapaKTepPUCTUKAMM

Heo6xoauMo 0OlleHMBaTh HECOOTBETCTBUE JTFO0O0M U3 IKCILTYaTAIIHOHHBIX XapaKTEPUCTHK, OTHOCSIIUXCS K
6e3omacHocTH (cM. H.2.3), mpeapsaBiisieMbIM H3rOTOBUATENIEM TPEOOBAHUSM, IJIsI TOTO YTOOBI OMPEACITHTh
BO3MOXKHOCTB CO3/IaHHsI OITACHOM CUTYaIlHH.

Meronpl aHaNKM3a OMACHOCTEH, TaKKE, KaK MPEABAPUTEIBLHBIN aHamu3 onacHocTel (Preliminary Hazard
Analysis - PHA), ananu3 muarnoctudeckoro aepeBa Heucnpasaocreil (Fault Tree Analysis - FTA), ananu3
xapakrepa u nociencteuit orkazon (Failure Mode and Effect Analysis - FMEA) u ananu3 omacHocteii B
KPUTHUYECKUX KOHTPOIbHBIX Toukax (Hazard Analysis on Critical Control Points - HACCP), oncans! B
npuioxeHuu G.

H.2.4.3 UnenTudukanus onacHocTeii B yc10BHSX 0TKa3a

[Mpu unenrudukanuu [VD-onacHOCTEH B yCIOBHSIX 0TKa3a CIEAYET pACCMaTPUBATH PEXKUMBI OTKA30B,
KOTOpBIC MOT'YT PUBECTH K HECOOTBETCTBUIO DKCILTYaTAIIMOHHBIX XaPAKTEPUCTHK, TPEOYEMBIX IS
MPUMEHEHUSI METUIIMHCKOTO U3/IeNus (HAIpUMep, TIOIPEIIHOCTh, TOYHOCTD, CIICIIU(DUIHOCTD U T.11.), a
HUMCHHO:

- HEOJIHOPOITHOCTh BHYTPH OJHOW CEPUH METUITUHCKUX U3CIN;

- HECCOBMCCTHUMOCTD pa3HbIX cepnﬁ MCAUIUHCKHUX I/ISIIC.]'II/II\/'I;
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- HEIMIPOCIIeKUBAEMOCTb 3HaYeHUI Kanuoparopa;

- HEBO3MOKHOCTB 3aMEHBI KaTHOpaTopa;

- Hecrieu(pUIHOCTE (HAPUMED, (PaKTOPBI, CO3AIOIINE IIOMEXH);

- HCTIOJIb30BaHKUE OCTATKOB MIPOO UJIM PEareHTOB JJIsl HOBOT'O UCCIIEAOBAHUS;

- HETOYHOCTh U3MEPEHHH (CBs3aHHAS C TPUOOPOM);

- HapylIeHUe CTa0MILHOCTH (ITPU XpaHEHUH, TPAHCIIOPTUPOBAHUU, IPUMEHEHHUN ).

[Ipu naentudukanuun [VD-onacHocTel B yCIOBUSAX 0TKa3a MEJUIIMHCKOTO U3/1EJHs CIelyeT paccMaTpuBaTh
T€ PEXKHUMBI OTKA30B, KOTOPbIE MOTYT IIPUBECTH K 3aM03aJIbIM Pe3yjibTaTaM Mpu HeOOXOAMMOCTH OKa3aHUs
CPOYHOI MEIUIIMHCKOHN MOMOUIH, HAIpUMep:

- HeCTaOMJIBHOCTb PEAreHTOB;

- OTKa3 alnapaTHOro WM MPOrpaMMHOI0 00eCreUeHuUs;

- HCHAUICKaIlICC YIIaKOBbIBAHUE.

HpI/I I/IIICHTI/I(bI/IKaIII/II/I IVD-onacHocreit B YCJI0BUAX OTKa3a MEJUITUHCKOI'O U3ACIIUS CIIEAYET pacCMaTprUBaTh

TE PEIKUMbBI OTKa30B, KOTOPLIC MOT'YT ITPUBECTU K BbIJAUC OIIMOOYHOM I/IH(i)OpMaHI/II/I O MauEeHTE, HAITPUMCEP:

- omm6oynbie D.M.O. nin uneHTUGUKAIMOHHBII HOMEp MalueHTa;

- omuOoOYHas JaTta poXXACHHA WKW BO3PACT;

- HCIIPABUJIbHO yKa3aHHI>II\/'I II0JI.

H.2.4.4 NnenTudukanus onacHocTeil B yc10BUSIX HOPMAJIBLHOTO NIPUMEHEHUs

OmuboyHbIe pe3ysbTaThl MOTYT MOSIBUTHCS TAKXKE B YCIOBUSAX HOPMAJILHOIO IPUMEHEHHUS, JaXKe €CIH
JKCIUTYaTallMOHHBIE XapaKTEPUCTUKU METUIIMHCKOTO U3/1EHsS U JUATHOCTUKY in Vitro OTBEYaloT
TpeOOBaHUAM U3TOTOBUTENS. DTO MOXKET OBITH CIIEICTBHEM HEIOCTOBEPHOCTH PE3YIbTaTOB UCCIIEOBAHUS,
OHMOJIOTHMYECKOI BaprabeIbHOCTH P00 MAMEHTOB, BHIOOPA IPAHUIIBI OTCEKAHMUS HITH JPYTHX (PaKTOPOB.
OmuOOoYHBIN pe3ysbTaT B YCIOBUSIX HOPMAJIbHOIO IPUMEHEHHUSI MOXKET TPUBECTHU K CO3JaHHIO OTIACHOM

CUTyallu B OTHOIICHWU OTACJIbHOI'O MMAallMCHTA, HAIIPUMEDP:

- HEAOCTATOYHO YE€TKOC pa3JINInue MCXKAY MOJOKHUTCIBbHBIMU U OTPULATCIIBHBIMHA PE3YJIbTaTaMU: IMPOUCAYPbI
HCCIICA0BAHUA IO KAYECTBCHHBIM IMPU3HAKAM JEMOHCTPUPYIOT TUITMYHBIC JIOKHO IMOJIOXKUTCIBbHBIC U JIOKHO
OTPULATCIIbHBIC OLICHKH, YaCTHUYHO O6yc.]'[0BJ'IeHHI>Ie NOrp€HOCTAMU U3MEPCHUS, CBA3AHHBIMU C

OIIPCACIICHUCM MOAXOJSIIEH I'paHHuLbI OTCEKAHUA;
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- IOTPELIHOCTh U3MEPEHHsI: COBPEMEHHBIH YPOBEHb HAYYHO-TEXHUYECKOI'O PA3BUTHSI MOYKET OTPAaHUYUBATD
TOYHOCTD OIPEIEICHHUS 3HAaUCHUS TapamMeTpa MEAULUHCKAMU U3ACTUSIMU JJIs1 AUAaTHOCTHKH in

vitro (TIIOKOMETPBI, onucanHbie B [20]); eciu kputepru GyHKIMOHIPOBAHUS TPEOYIOT, 4TOOBI HEe MeHee 95%
pe3yJIbTaTOB HAXOIWJIUCH B TPAHULIAX YCTAHOBJIEHHOI'O IMana30Ha 3HaYeHWH, OCHOBAaHHOI'O Ha MOHITUU

KJIMHUYECKOU IOJIb3EbI, TO 10 5% PE3YJIbTATOB MOT'YT BBIXOAWUTD 3a PAMKH JaHHOI'O JUara3oHa,

- HEMMPEABUACHHOC BJIIMAHUC APYTHUX DJIEMCHTOB ((I)aKTOpOB, CO3Jar0mux HOMeXI/I) B OCHOBHOM
AHAJIIM3UPYCMOM 06pa3ue: HOBBIC JICKaAPCTBCHHBIC CPCACTBA, OMOXHMHYCCKHE MeTaGOJ’II/ITLI, FeTepO(bI/I.]'H)HbIe
AHTUTCJIa U BCUICCTBA AJIA IIOATOTOBKU Hp06 MOTYT BO3JICHCTBOBATh Ha d)YHKIII/IOHaHLHBIe XapaKTCPUCTUKH

npouenypsl [VD-uccnenoanusi;

- €CTECTBEHHAs IeTepOreHHOCTh aHAINTA: aHTUTeNA U Jpyrue Oenku B oOpa3iax KpoBHU SABJISIIOTCA CMECSIMU
pas3HbIX 130(OpPM; U3BECTHBIC (PYHKIIMOHATBHBIC XapaKTEPUCTUKH Mporenypsl [VD-uccnenoBanus MOryT

OBITH HEIMIPUMCHHMBI KO BCEM COCTAaBHBIM 4aCTsAM TaKOW CMECH.

H.2.4.5 UnenTndukanus onacHbIX CUTYAIU

K omacHpIM CUTyalusaM, CO31aBa€MbIM MCIUIITMHCKUMU U3ACTTUAMU 1A JUATHOCTUKH in Vitl"O, OTHOCHT:

- JI0OXXHO OTPHLIATENIbHBINA pe3yibTatr ananu3a Ha BUY (HIV) unu Ha moBepXHOCTHBIN aHTUTEH renatuta B

(HbsAg) npu CKpUHHUHTE TIEPETMBAEMOM KPOBH, MOJIydYaeMblii 0AHKOM KPOBH;

- AMarHOCTUPOBAHUC JICHALIUM BpavyOM 3a00JICBaHMS IICUCHU HA OCHOBE PE3YIbTATOB UCCICAOBAHUA q)yHKIII/II/I

NEYCHH, KOTOPbIC OBLIH HCKa)KEHBI 10 BIMAHHUEM 6I/IJ'II/Ipy6I/IHa;

- OIIHOOYHOE HU3MCPCHUC HpI/I60pOM JJI1 CaMOTECTUPOBAHUS KOHIICHTPAIMK CaXapa B KPOBU (3aBI)IIHeHHOC

3Ha4YeHue) y O0JIbHOTO FUIOTIUKEMHUEH.

H.2.5 Onpenesienue pucka JUisl NaHEHTA

H.2.5.1 O61ue moj10:xeHust

OHpeI[eJ'ICHI/Ie PUCKAa OCHOBAHO Ha OMPEACIICHUUN TAKECTU U BEPOATHOCTH MPUINHECHUS BpCaa KaxJ101
HI[CHTH(l)HHHpOB&HHOfI OIacHOM CI/ITyaIII/IeI\/'I, CBSI3aHHOM C MEJIUIIMHCKUM U3JICJIMEM ISl TUArHOCTUKHU i7 Vil‘l"O,

KaK B HOPMAJIbHBIX YCJIOBUAX, TaK U B YCIIOBUAX OTKa3a.

st monmy4eHus ommobouHoro pesyibrata [VD-uccnenoBanus KIFOYSBBIME ONIPEICIISIFOIIUMHA (BaKTOpaMU
SIBILSIFOTCSL: @) BEPOSTHOCTD TOT'0, YTO PE3YJILTAT OyIeT MPU3HAH OMIMOOYHEBIM, U b) BEPOSATHOCTH TOT'0, YTO

PE3YJbTAT NPUBCACT K HEKECIATCIbHOMY MCIUIITMHCKOMY BO3JICUCTBHUIO.

[Ipu monmyyeHuH pe3yabTaToB, OLIMOOUHO MOKA3BIBAIOIINX, YTO B MEJUIIMHCKOM BMEIIATEIbCTBE HET
HE00XO0AMMOCTHU (HAaIIpUMeEp, JI0KHO OTPULIATENIbHBIE PE3yJIbTaThl UK JIOKHO "HOpPMaJibHbIE" Pe3yIbTaThl), B
IIpolLecce OLIGHUBAHUS PUCKA CIIelyeT YYUTBIBATh: 1) MPOrHo3 AJis HEBBUIEYEHHOTO 3a00JIeBaHus; 2)
BO3MOKHOCTb JIMarHOCTUPOBAHUS JAHHOTO 3a00JI€BaHUs JPYTUMHU CPEICTBAMU; 3) MOCIEACTBUS AJIS JIUL, HEe
SIBILSTFOIIIUXCSI MTAIIMEHTaMH (IIEPEHOC BO30YIUTEI sl MHPEKIMU WM HACICCTBEHHOTO 3200 IeBaHMUS,

BO3JICCTBHE HA ILJIOJ] ONTACHBIX BCHICCTB).

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


https://www.mediana-filter.ru

EANAHA

| ‘: %Mnb-rp CtaHpapTbl kayecTBa BoAbl: https://www.mediana-filter.ru/news-and-technology/standarts/

[Ipu nonyyeHnH pe3yabTaToOB, OIIMOOYHO MOKA3bIBAIOIINX, YTO TPEOyeTCs MEAULIMHCKOE BMEIIATEIbCTBO
(HarpuMep, J0MKHO TMOJI0KUTEIbHbBIE PE3YIbTAThI UM JIOKHO "aHOpMalibHbIE" Pe3yJbTaThl), B IPOLIECCE
OIICHWBAHUS PUCKA CIIEAYET yUYUThIBATh: 1) BOSMOXKHBIM Bpell OT HEHAIEKAILETO JICYUSHHS; 2) BO3MOKHOCTD
JIEYEHUS IPYTHUMHU CPEACTBAMU; 3) TOCIEACTBUS Ul APYTUX JIULL (MCCIEI0OBAHNUE UITH JIEYEHUE B CBSI3H C

OIMaCHOCTBHIO MH(DUIIMPOBAHIS, TUATHOCTHPOBAHKE FITH JICUYCHUE HACIICICTBEHHOTO 3a00JICBaHUS ).

H.2.5.2 OnpeneJienne Ta:KeCTH Bpeaa

MenmunuHCKOE IPUMEHEHUE pe3yibTaToB [V D-nccnenoBanus mo3BoISIeT OMPEISIUTh BO3SMOXKHBIN BPE]I,
KOTOPBI MOXKET OBITh IPUIMHCH MAIIMEHTY BCICJACTBUE MOIYUYCHUs OMMO0YHOT0 pe3ynbrara. Ciemyer
paccMaTpHBaTh MPEIyCMOTPEHHOE IPUMEHEHHE M BO3MOXKHOE HEIIPAaBUIIbHOE IIPHMEHECHHUE, OITUCAHHBIC B
H2.1uH.2.2.

Jiist onpeiesieHust TSOKECTH Bpeia Heo00X0IMMO TIOHUMAaHHE MEUIIMHCKHX MTOCICICTBUAN IPUMEHEHUS
pe3yibraToB [VD-uccnenoBanus, aHaTUTHUECKIX YKCILUTYaTaIlHOHHBIX TPEOOBAHUH IS KAXKIOTO CIydast
MPUMEHEHHSI U TOTO, B KAKOH CTEIEHN KIMHUYECKUE PEIICHUS] OCHOBAaHBI Ha pe3ynbrarax [VD-uccienoBanus.
[To aToif mpu4MHE pelraroliee 3HaYCHNE UMEIOT HAIUIeKAIHNE KIIMHIYCCKUE BXOTHBIC TAHHBIE IS TIpoLiecca
OIIPEICIICHUS PUCKA.

H.2.5.3 OnpeneJienne BepOATHOCTH NPUYNHEHHUS Bpeaa

Kaxk moka3aHo B IPUITOXKCHUHN E, BEPOATHOCTb NPUIMHECHUS BpCa NP NPUMEHCHUN MCIUITUHCKOT'O U3ACITUA

JUTSI JUATHOCTUKH in Viiro 3aBUCUT OT CYMMBI BepOﬂTHOCTeI\/'I, CBA3AaHHEBIX C IMOCJACA0BATCIIbHOCTEIO COOBITHH.

HpI/I MNPUMCHCHHUU MEAULIUMHCKOT'O U3ACTIWA JJIA JUAaTrHOCTUKH in vitro B J'Ia60paT0pHI:IX YCIIOBUAX, KaK

MOKa3aHO Ha PUCYHKEC Hl, JAaHHBIC BEPOATHOCTU BKIIFOYAKOT!

- BEPOATHOCTDH TOI'O, YTO MCAUIIUHCKOEC U3ACTINC JJIs1 ANAaTrHOCTUKU in vitro BbIIACT OIIMOOYHEIN PE3YIbTAT,

- BEPOATHOCTB TOT'0, YTO JIa0OpaTopus He HACHTU(DUIUPYET MOTYUEHHBIN Pe3yabTaT KaK OIMOOYHbIN 1

nepeacT JaHHbIH OIIMOOYHBIN pe3yIbTaT Bpauy;

- BEPOSITHOCTH TOTO, YTO JICUAIUI Bpay HE HICHTU(PHUIUPYET ITOJTyYCHHBIN Pe3yIbTaT KaK ONIMOOYHEIH U

npeanpuMeT (WK He MPpearpUuMeT) HaJleKalue JeicTBUs;

- BEPOATHOCTDH TOI'O, YTO MATUCHTY 6}7IICT OPHUYUHECH BPC/ B pE3YJIbTaTe JIEUCTBUS WA 6C3I[CﬁCTBHﬂ Jieuamecro

Bpaua.

JlaGoparopust MOXKET UICHTU(DHUIUPOBATH PE3yIbTAT KaK OMIMOOYHBIH B CIICTYIONIIX CIyYasK:

- CUCTEMaA YIIPAaBJICHU KaUCCTBOM I/II[CHTI/I(bI/IHI/I]Z)OBaHa HU3MCHCHHE B MMPpOLCAYPE UCCIICAOBAHMA,

- 3BHAYCHUC U3MCPCHHOTO IMapaMeTpa HECOBMECTHUMO C )KU3HBIO,

- PE3yJabTaT MPEBLICUIT KPUTHICCKOC 3HAYCHUE, YTO Tpe6yeT MMPpOBEACHHUA BepI/I(bI/IKaIII/II/I;
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- pasdHula 1o CpaBHECHUIO C NPCAbIAYIINM PE3YJIbTATOM JJId JAaHHOT'O MAallMCeHTAa IMPEBLICKUIIA OKUIAEMYTO W

BO3MOXKHYIO BEJINYUHY.

[Tpu ornpeeneHnu BEPOSATHOCTH IPUYUHEHUS BPEa CIEAYET YUUTHIBATh, YTO HE BCE JIAOOPATOPUU UMEIOT
pe3yIbTaTUBHBIC CHCTEMbI OOHAPYKEHUS OMTHOOK, KOTOPBIE B COCTOSIHUHU TPEAOTBPATUTH COOOICHHE
HENPaBWIbHBIX PE3YIbTATOB.

Bpau MoxeT uaeHTH(HUIIUPOBATh Pe3yJIbTaT KaK OIIMOOYHBIHN B CICIYIONIUX CITydasx:

- TAaHHBIN pe3ybTaT (HU3HOIOTHIECCKH HEBO3MOKCH;

- TAHHBIA PE3yJbTAT HE COINIACYETCA C COCTOSIHUEM 30POBbSI MAIIUEHTA;

- TAaHHBIN pe3yJbTAaT BCTYMACT B IPOTHBOPEUHUE C APYTOil HH(pOpMAIHEH.

Ecnu MmenuumHcKoe u3/enue Ui TUarHOCTHKY in Vitro IPUMEHSIOT 32 MpejieliaMu JIa0opaTopuu, TO
HaJJISKAIME WK PE3YJIbTATUBHBIC CUCTEMBI OOHAPYKEHHUS OIIMOOK MPH STOM 3a4aCTyH0 OTCYTCTBYIOT.
HenpodeccronanbHble MOTB30BATENN MOTYT HE 3HATh, KAKUE PE3YJIbTATHI SBIISIOTCS HEMPABIOTIOA00HBIMH.
JList TOA00HBIX MEIMITMHCKUX WU3JICIUH JIJIsl AMAaTHOCTUKH i1 Vitro IPUMEPHI, TPUBEJACHHbBIC B JAHHOM ITYHKTE,
cieyeT BUIOM3MEHHUTD, CKITFOUMB HETPUMEHHUMBIC COOBITHSI K BEPOSTHOCTH.

J1yist TOTO 4TOOBI ONPECIIUTH KOMYECTBEHHBIC 3HAUCHUSI BEPOSITHOCTEH IPUYUHEHUS BPEJIa, PEIKO UMEIOTCS
JIOCTAaTOYHbIE JIaHHbIe. Borpockl, npuBeieHHbie B H.2.5.4, MOTyT OBITh IMOJE3HBIMHU JISI TOTYYCHHUS
Ka4eCTBEHHBIX U MOJYKOIUYECTBEHHBIX OLICHOK BEPOSITHOCTEH. B mepByro ouepeab JaHHbIE BOPOCKI
OTHOCATCS K METUITUHCKUM W3JICTUSM JIJISL AUATHOCTHKY [N Vitro, MPUMEHSIEMbIM B JTa00PATOPHBIX YCIOBHSIX,
HO MOTOOHBIC BOMPOCHI MOTYT OBITh COCTABIICHBI U [Tl IPYTUX BUJOB MEAMIIMHCKUX U3CITUAN JIJIs
JTUAarHOCTUKHU in Vitro.

H.2.5.4 IIpo61embl, KOTOPbIe HEOOXOIMMO PACCMOTPETh NPH ONpe/ieJIeHHH PUCKA IJISl ALHEHTA

H.2.5.4.1 BepOfITHOCTL MOJTYUCHUA OIIMO0YHOTO pe3yiibTata Npyu NPUMEHCHUN MCIUIIMHCKOTO U3ACIINUA JIs

JIUArHOCTHUKHU in Vitro:

- B Ip€AnojJara€MbIX yCJIOBUAX OTKa3a,

- B HOpMaJIbHBIX YCJIOBHUAX;

- [Ipu 000CHOBAHHO IMPOrHO3MPYEMOM HECIIPAaBUJIIbHOM IIPUMEHCHUH.

H.2.5.4.2 BepostHocTh naeHTH(DUKAIIMU OMMO0YHOTO pe3yabraTa [VD-uccnenoBanms

MoJIb30BaTeIeM/1abopaTopueii:

- BOBMOXHOCTDb ITOCTAaBKU KOHTPOJIBHBIX MaTE€PHUAJIIOB BMECTEC C MCAUIUHCKUM U3ACTIUEM IJIA JTUATHOCTUKH in

Vitro;

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


https://www.mediana-filter.ru

EANAHA

| ‘: %Mnb-rp CtaHpapTbl kayecTBa BoAbl: https://www.mediana-filter.ru/news-and-technology/standarts/

- HAJIMYKUEC B COCTABE MCAUIIMHCKOT'O U3ACIIUA DJICMCHTOB YIIPABJICHUS JI1 BBIABJICHUS HCUCIIPABHOCTH,

- PE3YJIBTAaTUBHOCTD 3JICMCHTOB YIIPABJICHUA IMTPU BBIABJICHUH HEUCIIPABHOCTHU,

- HaJIM4Yue JPYTUX CPeJICTB 00ecreyeHns: KauyecTBa, ClIOCOOHBIX BBISIBUTH OLIMOOYHBIN pe3ysbTat (HarpuMep,

MIPEJIEJIbHO JOITYCTUMBIX 3HAUEHUH, TPOBEPKH JJOCTOBEPHOCTH Pe3yJIbTaTa);

- BO3MOXKHOCTb IS TIOJTB30BATEIs OTKOPPEKTUPOBATH MPOOIEMY HAa OCHOBAHUU COOOIICHUS 00 OIIMOKE U
MOJYYUTh JOCTOBEPHBIN PEe3yiIbTaT UCCICIOBAHSI ITPU IIOBTOPHOM HcciienoBanuu. Hampumep, cooOieHme
"HenocTarouHoe KOJIMYECTBO KPOBU' Ha JIUCIIee MPUOOpa sl CAaMOTECTUPOBAHMS JJaeT MOJIb30BATEII0

NOoACKa3Ky O HCOGXOI[I/IMOCTI/I ITOBTOPHOI'O UCCJICIOBAHUAA,

- HaJlM4yue B Ja00OpaTOpUU pe3yIbTaTUBHON CUCTEMbl OOHAPYKEHUS OLIMOOYHBIX PE3YIbTATOB, €CIIH

MCIUIMHCKOC U3ACINE NPCAHA3HAYCHO JJISI TPUMCHCHHA B J'[a60paTOpHBIX YCIIOBUSAX.

H.2.5.4.3 BeposTHOCTB TOr0, 4TO OMIMO0YHBIHN pe3ynbTaT [VD-uccnenoBanus OyaeT BbISBICH BPAauoOM:

- Tpeﬁy}oT JIn ﬂCﬁCTBy}OMHe CTaHAapThI MEIUIUHCKON MPAKTHUKU MMOATBEPIKAAIOMICTO UCCIICAOBAHUA aHAJINTA,

- IPOBOJMT JI na60paT0pI/I${ MOATBEPKAAOIICE NCCIICAOBAHUE MTOJIOKUTEIBHOTO PE3YJIbTaTa CKPUHUHI'OBOT'O

HCCIICJOBAaHUs aBTOMATHYCCKH,

- MOXKHO JIM paCIioO3HaThb OIIMOOYHEIN PEYyNIbTAT UCXOAS U3 APYTUX PE3YyJIbTATOB, IPU3HAKOB, CUMIITOMOB 1

MCAUIHMHCKOI'O aHAMHE3a ITallUCHTA,

- IOATBECPKAACT JIN 00BIYHO Bpay pe3yJbTaThbl, IIOJTYUYCHHBIC IJIs1 aHAJIWTA, C IIOMOINBIO APYIUX CPCIACTB U

CTaBUT JIK IO BOIIPOC pE3YyJIbTaThl, HC COOTBETCTBYIOIIHE KIMHUYECKOU KapTUHE 3360J’ICB&HI/I$I;

- CYICCTBYIOT JIX APYTrUe CITOCOOBI MMPOBEPKHU HAACI)KHOCTHU PE3YJILTATOB, INOJTYYCHHBIX AJId aHAJIMTA,

MIOMOTAFOIIUE PETOTBPATUTH BPAUCOHYIO OIINOKY;

- SABJISICTCS JIM UCCIIEJIOBAHUE €IUHCTBEHHBIM OCHOBAHUEM JIJISl IPUHSATHS BaXKHBIX KIMHUYECKUX PELICHUH U B
KaKoi Mepe IMarHo3 OCHOBAH Ha pe3yJibTaTe UcclieoBaHus (T.€. KaK UCCIIeJ0BaHUE BIUSET HA PUHATHE
KIIMHUYECKOTO PELLEHHS );

- TpeOyeT JIi CUTYaIHsl IPUHSITUSI CPOYHOTO PEIICHHS B OTCYTCTBUE BO3MOKHOCTH MTOIYICHUS
MOJTBEPKAAIONINX JTAHHBIX WM HH()OPMALIUK; IPUBOINT JIA PE3yJIbTAT UCCIICIOBAHUS HEIOCPEACTBECHHO K

MNPUHATUIO KIIMHUYCCKOI'0 pCIICHUA WM K HA3HAYCHHIO JICUCHU

- JOCTYIIHBI JIX AJIbTCPHATHUBHLIC UCCIICAOBAHUS, HAITPUMED, B IleHTpaJ'II)HOI\/'I J'IaGOpaTOpI/II/I B CJIy4Jac OTKas3a

MEIUIMHCKOTO U3 Ha MECTE OKa3aHUsl MEUIIMHCKON ITOMOIIIH.

H.2.5.4.4 BeposaTHOCTH TOTO, 4TO Bpau OyJIET IEHCTBOBATh (MJIM HE CMOXET JIEHCTBOBAThH) B COOTBETCTBHUH C

PE3YJIbTAaTOM UCCIIEAOBAHUA:

- ABJIACTCS JIU MEAUIMHCKOE U3JEIIUE JJIsl IUArHOCTUKU in Vitro OIIpECaACIIAIOIIUM (baKTOpOM B T€paruu
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TSKCJIbIX COCTOSIHI/Iﬁ, HaImpuMep 3JIOKa4CCTBECHHBIX OHyXOJ’ICfI WJIK OIMACHBIX JJIA ) KU3HH PIH(I)CKHHﬁ;

- IPeIHA3HAYCHO JIM MEMIIMHCKOE U3/ICIIHE JJIsl TUATHOCTUKH in Vitro st TpaHc(y3uu, TPaHCIIAHTAI[UH W

ApYroro MEAUMIMUHCKOTO NPUMEHECHU A, ITPU KOTOPOM BO3MOKHO 3apaXCHUEC PCIIUIIUCHTA,
- IPpE€AHAa3HAYCHO JIM MEAUIUHCKOC U3ACTINEC JJIs1 ANAarHOCTUKU in vitro nns MOHUTOPHHI'A )KU3HCHHO BaXHbBIX
(1)yHKLII/If/'I OopraHusma, Korja omMbKa MiIn OPpOMEAJICHUEC MOTYT IIPUBECTU K CMCPTU HUIIU TAXKCIIOMY

MOPAXXCHUIO 310POBbS MALIUCHTA.

H.2.5.4.5 BeposiTHOCTB TOTrO, UTO JIeiicTBHE WK Oe3/1elicTBIE Bpaya NPUBEAET WK OyIeT CliocoOCTBOBATh

NPUYIUMHCHUIO BpCJa MalluCHTY:

- SIBJISIETCSI JIU JICHCTBUE HeO6paTI/IMBIM, KaK, HAaIIpuMeEp, XUPpypruucCKasa pe3CcKuus Ui NpepbIBaHUC

OEepEeMEHHOCTH;

- B Kakou MEpPE JIeNCTBUE SIBISIETCS O6paTI/IMI>IM;

- B Kakou MEpE JIENCTBUE MOXKET MNPUYIUHUTL BPEA MAIUCHTY

- B KaKoi MEpE 663,HCI>'ICTBI/IC BEACT K JICTAJIbHOMY UCXOAYy WJIH YXYAUICHUIO COCTOAHUA 3J0POBbS;

- KaKHue (1)I/I3I/IOJ'IOI‘I/I'-ICCKI/I6 ycCiioBuUsA CHOCO6CTBYIOT IMPUYIMHECHUIO BpCaa.

H.2.5.4.6 TspxecTh MPUYMHEHHOTO Bpea:

- JIeTalIbHBIN nuexon,

- IOPAKCHUEC, OMMACHOC JIs1 )KU3HU,

- COKpalieHue 0XHJ1aeMoi IPOAOIKUTCIIbHOCTH KU3HU,

- HeO6paTI/IMOC YXYyAUICHUEC COCTOSTHHUA 310POBbS;

- CTOMKOE HapymeHHue COCTOSAHUA 310POBbs;

- IOCTOSIHHOC HApYUICHHE (I)yHKHI/II/I OopraHu3Ma Ui aHATOMHUYECKOI'O CTPOCHUA TCJIa,

- IOPAKCHHUC, Tpe6yIOH1ee MCIUIUHCKOTO BMCIIATCIIBCTBA JJIA MPECAYNPCIKACHUA MPUINHECHUA CEPHE3HOT'O

Bpena;

- 06paTI/IMOe YXyAUIEHUEC COCTOSIHUA 310POBbA;

- He3Ha4YMTeIbHAsA TpaBMa (MOpaxKeHue);

- BPEMCHHOC OIr'paHUYCHHE (1)I/I3I/I'-ICCKI/IX BOSMO)KHOCTCﬁ, HC TpeGylomee MCAUIHUHCKOI'O BMCIIATCIbCTBA,
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- BPEMEHHBIH TUCKOM(OPT.

H.2.5.5 Uudopmauus o pucke 1151 MeAMUMHCKUX M3/1eJIHH VISl AUATHOCTUKY in vitro

H.2.5.5.1 ba3bl JaHHBIX 0 HEOIArONPUATHBIX COOBITUAX

HporpaMMm KOHTPOJIA MCIUITUHCKUX U3JIeTIUI CO6I/IpaIOT OT M3TOTOBUTEJIEH M KOHEUHBIX I0JIb30BaTeNeH
JAaHHBIC, BKIIIOYAOIINE NPUMEPBI HEXKEIAaTCIbHBIX MOCJIeICTBUM OIIMOOYHBIX MJIH 3a1o34aJIbIX pE3yJIbTaTOB
IVD-uccnenoBanusi. I3roToBUTEIb MOXKET aHaJIM3UupoBaThb COOGIIICHI/ISI ) HOI[O6HI>IX MCIAUIHUHCKUX U3JCTIUAX
JUISL TUATHOCTUKM in VitVO, JJIA TOTO YTOOBI OMpEACIIUTb UX BO3BMOKHOE COOTBETCTBUC CBOUM U3ICIINUAM U
I/II[CHTI/I(l)I/IIII/IpOBaTL PpaHee HE O6Hapy)KCHHBIe OIIaCHOCTH WK TCHACHIWH. OL[HaKO, Jcjas BBIBOJAbI HA
OCHOBAHHH OTACIIBbHBIX COO6IIICHHI71, H€O6XOL[I/IMO CO6J'IIOIlaTB OCTOPOXKHOCTD. I/IH(bOpMaIII/ISI B 0azax JaHHBIX O
He6J'IaI‘OHpI/I$[THI>IX COOBITHSIX HE BepI/I(I)I/ILII/IpOBaHa, a OTACIbHBIC COO6IlIeHI/I$I MOTYT COACPKATH HECITOJIHBIC,

OIIMOOYHEIE HIIN BBOJAIIUC B 336Hy)KIleHI/IC JaHHBIC.

H.2.5.5.2 V3yuenue coriacoBaHHOIO 3aKJIIOUEHHSI SKCIIEPTOB

CornacoBaHHOC 3aKIIOUYCHUC OKCIICPTOB OBLTO BIICPBBIC U3YUCHO IIpHU KHaCCI/I(l)I/IKaIII/II/I BO3JICUCTBUS
OIIMOOYHOIO OMpEACIICHU YPOBHA Caxapa B KPOBU Y IMMAIIUCHTOB, HpI/I6el"aIOHII/IX K CAMOKOHTPOJIIO CaXapHOro
L[I/Ia6CTa. B [21] OIMUCaH METOJ CUCTEMATUYCCKOI'O UCCICIOBAHUA AJI MMOJTYUCHUA KIIMHUYCCKUX BXOJIHBIX
JAaHHBIX O PUCKE IJId MallUCHTOB. ABTOpLI MCTOJa pa3pa60TaﬂH KJ'IaCCI/I(l)I/IKaIII/I}O HOFpeIHHOCTeI\/'I C
HCIIOJIb30BAHUEM KaTeFOpI/Iﬁ pa3H01“4 KJIMHUYECKOU JAOCTOBEPHOCTU, CMOJCIMPOBAHHYIO HAa OCHOBAHUHA
rpa(bnqecxoro noaxonaa, NMppuMEHEHHOI'O B [22] Meton HU3YyYCHUA COITIAaCOBAHHOI'O 3aK/IFOUCHU SKCIIEPTOB,

ONMCaHHbIN B [21], MOXKHO IPUMEHSATH U JUIs APYTUX U3MEPSIEMbIX BEJIMUYHH.

H.2.5.5.3 becenpl ¢ Bpauamu

TpaJuIMOHHBIM CIIOCOOOM MOIYUYEHHUS KIMHUYECKUX BXOJIHBIX IaHHBIX O PUCKE ISl MAllUeHTa SBISIOTCA
Oecellbl ¢ MPAKTUKYOMIMMHU BpadaMH JJIsl ONPEICIICHHSI TOrO: 1) KaK OHU MPUMEHSIIOT pe3ybTatsl [VD-
WCCIIEJIOBAHUS; 2) MOTYT JIM OHH BBISIBUTH OIIMOOYHBIE PE3YIbTAThl; 3) KaKue NeHCTBUS OHU MOTYT
MIPEINPUHATH PH MOJIyYEHUH HEHAIJISKAIIUX PE3YIbTaTOB; 4) KaKue MOCIIEACTBUA MOXKET UMETh
HEHAJJISKAIIEe MEIUIIMHCKOE AeHCTBHE. XO0Ts TaHHBIH CII0CO0 SBIIIETCS Ooiee CyObhEKTUBHBIM I10
CPaBHEHUIO C METOJIOM M3YYEHHS COIJIACOBAHHOTO 3aKJIIOYEHHUS IKCIIEPTOB, HO MOYKHO pa3padoTarhb
CTpATErHIo MPOBECHNUS OeCe/Ibl, TOMOTAIOINIYIO ONMPEACTUTh BEIHYNHY CUCTEMATUIECKOU TIOTPEITHOCTH HIIH

HETOYHOCTH, IPEJCTABIISAIONIYIO PUCK JJISl TAlIUEHTOB.
H.3 OuenunBanue pucka

['myOuHa orleHUBaHUS pUCKA JODKHA OBITH IPOMOPIIMOHANBHA TSHKECTH BO3MOXKHOTO Bpeaa. OleHnBaHue
PHCKA IIPU MMOIYYCHUH KaXKIOTO OIIMOOYHOTO Pe3ybTaTa, HACHTU(UIIMPOBAHHOTO KaK OMACHBIN, CICTYET
MPOBOAMTH B COOTBETCTBUU ¢ Tpebopanusivu D.3 u D.4 (mpunoxenue D).

H.4 Ynpasiienue puckom

H.4.1 O01mue mojoxeHust
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Tsoxectb Bpeaa, IpUINHACMOT'O MaUCHTY, OIIPEACIIACTCA MCAUIIMHCKUM BMECIIATCIIbCTBOM (I/IJ'H/I €ro
OTcyTCTBI/IeM), O6yCJ'IOB.]'IeHHI>IM PE3YJIbTATOM IVD-uccnenopanus. CnocoOHOCTb U3TOTOBUTEIIS OKa3bIBATh

BJIMAHUC HaA TAKCCTh BPEAa 3aBUCUT OT KOHKPETHOT'O IVD-uccnenoBanus.

Ecnu menunuHckoe BMEaTeIbCTBO 3aBUCUT OT 3HAYEHUS KOHKPETHOI'O (I)I/I3I/IT-ICCKOFO nmapamMeTpa, HalrpumMep
OT COACPIKAHUSA B KPOBU Caxapa, 3JICKTPOJIUTOB, TCPANICBTHYCCKUX JICKAPCTBCHHBIX CPCACTB NI KOHKPETHBIX
(l)CpMCHTOB, TO TsDKECTh BpE1a MOXKET OBITh YMEHbIICHA C TIOMOIIBIO MEP MO YIIPABJICHUIO PUCKOM,
Npe€aAHa3HAYCHHBIX JJIs1 YMCHbIICHHW A HOFpeIHHOCTCﬁ, HETOYHOCTEH U MOMEX. O,Z[HaKO €CJIK pe3yJibTaT
ABJIICTCA MOJIOKUTEIIbHBIM HWJINW OTPULATCIIbHBIM, TO TSXKCCTh Bpe€aa, IPUINHACMOTI'O MMAIIUMCHTY, HE MOXET

OBITH YMEHbIICHA U3T'OTOBUTECIIEM.

Pucku 15 maliueHTOB BCIIE/ICTBUE MOJIy4YCHHA OIIMOOYHBIX PE3yIbTAaTOB IVD-uccnenoBanus 0OBIYHO MOXKHO
YMEHBIIUTL MOCPEACTBOM CHHIKCHHA BEPOSATHOCTU UX BOSHUKHOBCHUS. Bupl nesarenbHOCTH MO YMEHBIICHUTIO
PUCKOB, SABJIAIOMIUXCA CIICACTBUEM OIIMOOYHBIX PE3YIbTATOB, JOJKHBI OBITH pacnpeaciaCHbl B IIOPAAKE
IPpUOPUTETA COTJIACHO UCPAPXUH, HpI/IBeIleHHOI\/'I B 6.2. B oTHOIICHHH MEIULIMHCKUX U3JICNIUI 111

JIUATHOCTUKHU in Vitro 3TO 0O3HAYaeT:

a) MOMBITKY YMEHBIIUTH BEPOSTHOCTD MOJYyYEHHsI OIIMOOYHOTO pe3ylibTaTa 0J1aroaaps BHyTpEeHHeEH
0€30IacCHOCTH U3/IeIHs1, 00YCIOBICHHON €r0 KOHCTPYKIUCH, YITyUIIEHHIO COOTBETCTBYIOIIUX
IKCIUTYyaTallMOHHBIX XapaKTEPUCTUK (HAIPUMED, aHATTUTUICCKON M JHArHOCTUYCCKON CIICIM(DUIHOCTH,
MOJTMHHOCTHU WJIM TOYHOCTH), YTO MOXKET OBbITh HEOOXOUMO JJIsl 00eCreYeHrs: COOTBETCTBUS PE3yJIbTaTOB

MCAUIUHCKHUM TpeGOBaHI/IﬂM;

b) €CJIM BHYTPCHHSAA 0e30I1aCHOCTh U3aCINA, obccrieunBaemast IMPOCKTOM U KOHCT]Z)YKIII/IGI\/'I, MPaKTUICCKU
HEOCYHICCTBUMA, TO CJICAYET NPECANPUHATD 3allIUTHBIC MEPbI JIsI CHUXKCHHA BEPOSITHOCTU IIE€PpEaAAYN
OIIMOOYHOIO pe3yiibTaTta Bpady WX NAMUCHTY MPEUMYIICCTBCHHO ITYTEM BBISAABJICHUA TAKUX PE3YJIbTATOB

CaMUM M3ACIIUEM HUJIU C IOMOIIBIO MPOLCAYP YIIPABJICHUA KaUCCTBOM, MMPEAOCTABIISICMBIX BMECTEC C U3ACIIMEM,

C) €CJIM 3alUTHbIE MEPbI MPAKTUUECKH HEOCYLIECTBUMBI, TO CJIEAYET MPEIOCTaBUTh MOIb30BATENISIM
HH(POPMAIIHIO 110 0E30IMaCHOCTH, HAIPUMEP WHCTPYKIUH, IIPEIYPEXKICHHS U PYTYI0 H(OpMAIIHIO,

HEOOXOJUMYFO, YTOOBI H30€KaTh OIMMACHBIX CHTYAITHIA.

[Ipumevanns

1 [IpenycMOTpeHHbIE I TPUMEHEHHSI OTJIENBHO OT NMPUOOpa METO/Ibl 0OHAPYIKEHHUSI BO3SMOKHBIX PHUCKOB,
HanpuMep peKOMEHI0BaHHOE YIIPABIEHHE KayeCTBOM, OCYIIECTBIIsIEMOe JJabopaTopue, uin
PEKOMEH/IOBaHHbBIE TIOJTBEPIKIAIOIINE UCCIIE0BAHMs, 3aTPEOOBAHHBIE BPAuOM, CIIEAYyET pacCMaTpUBATh Kak
rnH(bOpMAIHIO 110 0€30MaCHOCTH, a HE KaK 3aIUTHBIE MEPHI.

2 MunnmanbpHas HH(GOpMAaIus, KOTOPYEO JOJDKSH MPEI0CTaBISATh H3TOTOBUTEIb C MEUIIMHCKIM H3/ICIAEM

Il AUArHOCTUKHN in vitr 0, OIIPCZICJIICHA B HOPMATHUBHBIX JOKYMCHTAX U MEXKAYHAPOAHBIX CTaHJapTax (CM.
H.4.2.4).

H.4.2 Ananu3 Bo3MOKHOCTeli yipaBJ/ieHHs] PHCKOM
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H.4.2.1 BuyTpeHHsisi 0e301aCHOCTb, 00ecrieynBaeMast IPOEKTOM H KOHCTPYKIHeH

Eciu menuumHckoe u3aenue Ui AMarHOCTUKY i1 Vitro He TIOCTOSIHHO COOTBETCTBYET MPEAbBIISEMbIM
MEIMLMHCKUAM TpeOOBaHUSIM, TO, BO3MOKHO, €0 KOHCTPYKLIMS MOXKET ObITh U3MEHEHA BO U30eKaHHe
MOJTyYEHHsI OIIMOOYHBIX PE3YIbTATOB, HAIIPUMED, ITOCPEACTBOM YIYUILIEHHS IIPH HEOOXOAUMOCTH OJTHON WIIN
HECKOJIBKUX HUXKECTIEeNYIOIINX XapaKTePUCTHK:

- TOUHOCTHU U3MEPUTEIIHONU CUCTEMBI;

- COOTBETCTBUS 3HAYECHUI KaJ'II/I6paTOpa HOPMAaTHUBHBIM Tpe6OBaHI/I${M;

- aHanmuTH4ecKoi crieruduanoctu [VD-peareHToB (HanpuMep, HCIOIb30BaHHS 00JIee KaYeCTBCHHBIX

aHTUTEN);

- Mara3oHa OOHAPYKCHHS WK JHara3oHa MpeesIbHO JOMYCTUMBIX KOJHUECTBCHHBIX 3HAYCHUH;

- HaJIGKHOCTH MpUOOpa (HarrpuMep, BO3MOXKHOCTH MPEAYTIPEKICHUS OIMOOYHBIX PE3YIbTATOB);

- pasrpaHUUYCHUSI MEX/Ty MMOJIOKUTEIIbHBIMU U OTPUIIATEILHBIMU MPOOAMH;

- aBTOMATH3aIlMH MPOLEAYPHBIX ITAIOB, UMEIOIINX BBICOKYIO MPEAPACIIONOKEHHOCTD K OIINOKaM;

- WACHTU(UKALIMY MOJIOKUTENIBHBIX MPO0 (HApUMEp, C MOMOIIIBIO HITPUX-KOIOB);

- MPOCTOTHI TPUMEHEHHMSI (HApUMep, MOCPEACTBOM U3YUEHHUS YEJI0BEYECKOTO (hakTopa).

[TotoOHBIM 00pa30M MPOIIECC U3TOTOBICHHS MOYKHO YCOBEPIICHCTBOBATD, /I TOrO YTOOBI H30€)KaTh BBITyCKa
MEIMIIMHCKUX U3ICNTAN JIJIs1 TUATHOCTUKH in Vitro, 00eCIeUnBaONINX MOIYYCHHUE OMIHMOOUHBIX PE3yIbTaTOB
(T.e. HE COOTBETCTBYIOIINX MEAMIIMHCKAM TPEOOBaHUIM). AHAIN3 OMACHOCTEH B KPUTUYECKUX KOHTPOJIBHBIX
toukax [Hazard Analysis on Critical Control Points - HACCP, cm. G.6 (mpuinoxxenue G)] MOXKET TOMOYb
HJCHTU(DHUIIUPOBATD AJIEMEHTHI MPOIIECCa U3TOTOBJICHHS, BIUSIONIME Ha MPEJIOTBPAIICHUE H3TOTOBICHHUS
HECOOTBETCTBYIOIICH MPOAYKIHH, @ UMEHHO!

- peareHThl ¢ OUeHb OOJBIION pa3HUIICH PEe3yIbTATOB JUISl PA3HBIX CEPHUI U3/CITUI;

- KOMITIOHCHTbI HpI/I60pOB, BJIMAIONIUEC HA MMOJTYYCHUC HEBCPHBIX PE3YJIbTATOB;

- Ka.]'H/I6paTOpBI CO 3HAUCHUAMU, MPEBbIIIAIOIINMU TEXHUYECKNE Tpe6OBaHI/I$[ B OTHOIIIEHUH CUCTEMATHUYECKOM

NOrpeIHOCTH,

- KOHTPOJIbHBIC MAaTCpUaJibl, KaJ'II/I6paTOpBI WJIN pearc¢HTbl, HC YOBJICTBOPAIOIINE 3a4BJICHHBIM TpeGOBaHI/ISIM K

CPOKY XpaHEHHUsI.

H.4.2.2 3amuTHBIE MepbI

Eciu YJy4qlI€HHUE KOHCTPYKINHU MECAUIHUHCKOIO U3ACIINA IJ1 JTUArHOCTUKA in vitro ABIAETCS MPaKTUICCKHU
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HEOCYIICCTBUMBIM, TO IJIsI BBIABJICHUS yCHOBI/Iﬁ, MPUBOAAIINX K OIIMOOYHBIM pe3yiibTaTaM, MOKHO BCTPOUTH

B U3ACJIME JOMMOJTHUTCIIBHBIC 3JICMCHTBI, HAITPUMED!

- CpE€ACTBA KOHTPOJIA COXPAHHOCTU IJIS BBIABJICHUS HEIIPHUEMIIEMBIX Hp06 (HaanMep, FCMOJ'II/IBI/IpOBaHHLIX);

- yCTpO¥CcTBA TSl YAAJICHUS ¢ TIPOOBI IIEHBI (€CIIM YCTPOHCTBO [Tl 0TOOpa MPo0d CHAOKEHO TATYHMKOM YPOBHS

JKHJIKOCTH) WJTH CI'YCTKOB (pHOpHUHA;

- BCTPOCHHBIC JATYUKH U CPEJCTBA KOHTPOJISI IPOrPAMMHOT0 00SCIIEUCHUS LTSl BBISBICHUS HEOIarONpPUsITHBIX
COCTOSIHMIA CUCTEMBI (Hampumep, HeHaAJIeKallel TemMIeparypbl, OTKIIOHEHHUs CIeKTpodoToMeTpa,
BCTPOEHHOT'0 JIO3UPYIOIIEro yCTPOICTBA);

- BCTPOCHHBIC 3JIEMEHTHI YIIPABJICHUS JI BBISAABJICHUA OTKa3a KaﬂH6paT0pa, pcarcHra uin an60pa;

- CUCTCMbI CUT'HAJIU3alluu, COOGIIICHI/ISI 00 omIMOKax MjId ajr OPUTMBI IJIs1 IOAABJICHU HEHAJIC)KAIIINX

pe3yJIbTaToB;
- QITOPUTMBI IOCTOBEPHOCTH ISl HICHTU(UKALUHN HETOCTOBEPHBIX PE3YIbTATOB.

Ecnu coBepiieHCTBOBaHUE MPOLIECCa U3TOTOBIICHUS MPAKTUUECKU HEOCYLIECTBUMO, TO JJIsl IPEAOTBPALCHUS
BBIIYCKa HECOOTBETCTBYIOLIEH MPOAYKIIUU MOTYT IOHAI00UTHCS IOTIOJIHUTENIbHBIE CPEICTBA YIPaBICHUS
MIPOIIECCOM HJIH OO0JIee KECTKUE TEXHIHUCCKHE TPEOOBAHMSI, HAIPUMED:

- IPOBEPKaAa BXOJHBIX MATCPHUAJIOB HA COOTBETCTBUEC TCXHUYCCKUM Tpe6OBaHI/I$[M K Ka4€CTBY,

- OKCILUTYyaTallMOHHBIC UCIIBITAHUS B XOA€ IMPOLCCCa U3TOTOBJICHUA JJIA BBIABICHUA HECOOTBETCTBYIOIIUX

KOMIIOHCHTOB;

- IPUMCHCHNE KOHTPOJBbHBIX MAaTCPUAJIOB IJIA obecreueHUs MeTpOJ'IOFPI'—IeCKOfI MMPOCICIKUBACMOCTU

KaauOpaTopoB (cm. [23] u [24]);

- OKCIUTyaTallMOHHbIE XapaKTEPUCTUKH, YI0BIETBOPAIOLINE TPEOOBAHUAM T10Ib30BATENICH;

- OKOHYATEeJIbHbIE HCIIBITAHUS TIePEJ] BBIITYCKOM MPOAYKLIUH.

H.4.2.3 Uudopmanus no 6e30macHOCTH

H.4.2.3.1 DkcrutyaTallnOHHbIE XapaKTEPUCTUKI

PykxoBomutensiM 1abopaTopuil 1 MEIUIMHCKIM PaOOTHUKAM HEOOXOIMMO 3HATh IKCILTyaTallMOHHBIC
XapaKTePUCTHKH MEUIIMHCKOTO M3IEIUS TSl IUATHOCTHKH (7 Vitro, ISl TOTO YTOOBI OTIPEICIIUTh UX
COOTBETCTBUE pacCMaTpUBAEMOMY MEAULMHCKOMY M3/euI0. JlaHHyI0 HH()OPMAIUIO IPEIOCTABISET
M3roTOBUTENb. Hajie)KHbIe UMCIIOBbIE 3HAUEHUS SKCILTYyaTallMOHHBIX XapaKTEPUCTHK MO3BOJISIOT BBISIBUTD

OCTATOYHBIC PUCKH B OCHOBHBIC MOMCHTBI IPUHATHA KIIMHUYECKOTO PCIICHUS U HAaJJICKAIIUM O6p330M

HUHTEPIIPETUPOBATDL PE3YJIbTATHI UCCIICAOBAHUS. 10 CICAYIOIUEC XapaKTCPUCTUKH!

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


https://www.mediana-filter.ru

EANAHA

| ‘: %Mnb-rp CtaHpapTbl kayecTBa BoAbl: https://www.mediana-filter.ru/news-and-technology/standarts/

- aHATUTUYECKAs CIICIU(DUIHOCTH (HAPUMED, HHTEPPEPUPYIONINX UK TIEPEKPECTHO PEarupyrominx

BEILIECTB);

- IOrpeIIHOCTDb (T.e. JonyctumMas CuCTeMaTu4ieCcKas HOFpeIHHOCTB);

- TOYHOCTb,

- JrUara3oH 06Hapy>1<eHH${ WK MPEACTIBHO JOIYCTUMBIC KOJIMUYCCTBCHHBIC 3HAUCHUS

- IPAaBUJIbHOCTH (CO‘IeTaHI/IC TOYHOCTHU U HOFpCHIHOCTI/I);

- AMarHOCTUYCCKasl 4YyBCTBUTCIbHOCTDb (I[OJ'IFI MPaBUJIbHBIX IMOJTOXUTCIIBHBIX PE3YJIbTATOB UCCIICAOBAHUA Y

TMAIMEHTOB C 3200JICBaHUSIMMU ),

- JUArHoCTU4YCCKas1 CHeIII/I(bI/I'-IHOCTB (I[OJ'ISI MPaBUJIbHBIX OTPULATCIbHBIX PE3YJILTATOB UCCICIOBAHUA Y

MAIMEeHTOB 0e3 3a00JIeBaHUN ).

H.4.2.3.2 Nadopmanus, HeoOXoaumas Ui IpeJ0TBPALLEHHS MOJyYeHHs OIIMOOYHbBIX PE3YIbTaTOB

I/IHCprKHI/II/I M0 IPUMEHCHUTO, MTPOUCAYPHBIC OTPAHUYCHUA U TpeGOBaHI/Iﬂ K 0pr>1<afome171 Ccpeac nmomoraroT

MOJIB30BATCIIIO MPEAOTBPATUTDH ITOJIYUCHUEC OIINOOYHBIX (OHaCHBIX) PE3yIbTAaTOB, 4 UMCHHO!

- TpeOoBaHUs K OTOOPY, XPaHCHHUIO U MOATOTOBKE MPO0;

- BCIICCTBA, U3BCCTHBLIC KAK O6eCHe‘II/IBa}OIlII/Ie IIOMEXHU,

- BaﬂH,Z[HpOBaHHLIﬁ I/ISMepI/ITeHI)HHﬁ HUHTEPBAJI;

- IPEAYNPEKACHNA B OTHOIICHHWU HCIIPAaBUJIbHOI'O IPUMEHCHU A, CHOCO6CTBy}OIlICF O IMOJIYYCHUTIO OIIMOOYHBIX

pe3yJIbTaToB;

- OrpaHUYC€HUA B OTHOICHNHN HEKOTOPBIX KaTeFOpI/Iﬁ IalUCHTOB;

- IPEAYHPECIKACHUA O HCHAJICKAINX KIIMHUYCCKUX YCJIOBHUAX WJIW HCHAJIC)KAIINUX BUIaX Hp06;

- HAUICXKAIUME MCTOAbI OUYUCTKH,

- Ipoucaypsbl HpO(l)I/IJ'IaKTI/I'-IeCKOF O TCXHHUYCCKOI'O O6CJ'Iy>KI/IBaHI/I$I 1 X NCPUOANIHOCTD,

- Tpe6OBaHI/I${ K XpaHCHUIO PCAr€HTOB U J1aTa UCTCUCHHM CPpOKa UX T'OAHOCTHU.

H.4.2.3.3 Undopmanus, ciocoOCTBYOMIAst BBISBICHUIO OIIMOOYHBIX PE3YJILTATOB

CHeIIYIOIIII/IC JOIMOJHHUTEIBbHBIC HHCTPYKIIUU U PEKOMCHAAIWU ITOMOTalOT YMCHBIINUTH BEPOATHOCTDH

cOoO0O0IIeH!sI Bpayy OMIMOOYHBIX (OMACHBIX) PE3yIbTATOB:

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


https://www.mediana-filter.ru

EANAHA

| ‘: %Mnb-rp CtaHaapTbl kayecTBa Bogbl: https:/www.mediana-filter.ru/news-and-technology/standarts/

- 10 Iponeaypam KOHTPOJIA AJId BbISIBJICHUA yCHOBHﬁ, CHOCO6CTBYIOHII/IX MOJIYYCHHIO OIIMOOYHBIX

pe3ynbTaroB (cMm. [25]);

- 10 TPOLIEAYPEe MOHTAXKa, HEOOXOIUMOTO ISl BepH(pUKAIIK HaIexkKaero pyHkiunorupoBanms [VD-

H3CIIHS,

- PYKOBOJSAIIME yKa3aHUs 110 MPUTOJHOCTH cucTeMbl Aiis uneHTudukanuu orkaza HPLC- unun GC-koinoHOK

(KOJ'[OHO'-IHaSI KUIAKOCTHaAA XpOMaTOFpa(bI/ISI BBICOKOI'O JaBJICHHWA W KOJIOHOYHAs ra3oBast XpOMaTOFpa(l)I/IH);

- 110 HOIITBep)KI[aIOHIeﬁ npoueaype ucCiaca0oBaHusd, OCHOBaHHOM Ha IMPUHLUIIC U3MEPCHUS, OTIIMYHOM OT

HCIIOJIB30BAHHOI'O.

H.4.2.3.4 TloaroroBka u kBanu(UKaLus MOIb30BATEINS

Bo m30exkanue ommbdok OPUMCEHCHUS U3TOTOBUTEIb MOXKET MPEAJIOXKUTD MMOJIb30BATCIIIO HpOI\/'ITI/I

HEO00XOAMMYIO MOATOTOBKY.

[Tonp3oBaTento MEIUIMHCKUX U3ACTUH U1 JUATHOCTUKY i1 Vitro MOTYT OBITh MPEIOCTABICHbI Y4eOHbIE
MaTepualibl Ui IPOrpamMM HEeNnpepbIBHOro 00yueHus. B OTHOIIEHUN HEKOTOPBIX KPUTHYHBIX MEAULIMHCKUAX
W3JIENIUIN 1J1s1 TUATHOCTUKH in Vitro (HampuMep, CUCTEM MOHUTOPHHIA MIEPOPATIBLHOTO IpuemMa
AQHTUKOATYJISTHTOB, IPUTOAHBIX [UTS IOMAIIHETO IPUMEHEHUS) MOKHO MPEITI0KHUTE OPHUIUATBHBIC TPOTPAMMBI

TIOBBINICHNUS KBATU(HUKALIUY [T0JIh30BaTeNCH, pUHAHCUPYEMbIe H3roTOBHTENEM (CM. [26]).

H.4.2.4 O0s3aTesbHas nHGoOpMaLus 10 6e301aACHOCTH

Bo MHOrHX cTpaHax yCTaHOBIIEHBI PETYJIUPYIOIINE TpeOOBaHHs K HH(OPMAIUH, TIPEAOCTaBIIIEMO
uzroroBureneM. K HUM MOXXHO OTHECTH TpeOOBaHMS K YIPABJICHUIO PUCKAMU, CBSI3aHHBIMH C BO3MOXKHBIMHU
omuOKaMu IPUMEHEHHSI U IPYTUMH ONIACHOCTSIMU, THITUYHBIMU [T MEUIMHCKIX U3JCITUH IS
JMAarHOCTUKY in vitro. COOTBETCTBUE MPUMEHUMBIM PErYIUPYIOIIUM JTOKYMEHTaM U CTaHJapTaM MOXKET
CIIY’KMTb CBUJICTEJIbCTBOM YIPABJICHUS PUCKaMH, BOSHUKAIOLIMMHU MTPU KOHKPETHBIX OLIMOKAX MPUMEHEHHUS,

[IPY YCIIOBHY BEPUPHKALUK PE3YJIbTATUBHOCTH TaKOTO yrpasienus (cMm. H.4.3).
Tabmuma H.1 comeput mpuMepbl BO3MOXKHBIX OIIMOOK MMPHUMEHEHUS U COOTBETCTBYIOIIYIO HH(OPMAIIHUIO,

00BIYHO MOCTAaBJISAEMYIO U3IOTOBUTCIIEM, IJISA TOT'O YTOOBI ITOMOYb MOJH30BaTEIISIM N30€KaTh JaHHBIX OIIMOOK.

Tabmuua H.1 - [Ipumepsl BO3MOXKHBIX OIIMOOK MPUMEHEHHS U MISHTH(PHUIUPOBAHHBIX MEP M0 YIPABICHUIO

PHUCKOM

Omndka NpuMeHeHHs Mepa 110 yrpaBJIeHUIO pUCKOM

HexkannbpoBaHHbIi TpruOOp YcraHoByieHHE MEKKATMOPOBOYHOrO HHTEPBAJIA

PCaI‘eHTI)I, TOTCPABIINME PCAKIIMOHHYIO CITOCOOHOCTH YkazaHue CpOKa roaAHOCTHU Ha YITAKOBKE p€arcHra

Henannexaiiee TeXHUUECKOE O6CJ'Iy)KI/IBaHI/Ie Hannexamue HWHCTPYKIUH MO TEXHUYCCKOMY

pudopa 00CITy)KUBAHUIO
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CMenmnBaHHEe HECOBMECTUMBIX CepI/II\/'I PEarcHTOB MapKI/IpOBaHI/IC CepI/Iﬁ 1 HAJJIC)KAIUC UHCTPYKIIUU

110 IPUMEHCHUTIO

HccnepoBanue HeB3aMMO3aMEHSIEMbIX Texnuueckue Tpe6OBaHI/I${ K COOTBETCTBYIOLIUM
OHOJIOTHYECKUX JKUIKOCTEN BugaM Hp06

HeraBI/IJ'[I)HOC IIPUTOTOBJICHUE Hp06 I/IHCprKHI/II/I 110 IPUT'OTOBJICHUIO Hp06
HeraBI/IJ'[I)HOC XpaHCHHE PEarcHTOB Tpe6OBaHI/I${ K XpaHCHUIO, BKIIHOYAKOIIE

KpuTHUYecKue (PakTopsl (TEMIEepaTypy, OCBEILIECHHE,

BJIYKHOCTB U T.]I.)

[lyranuna B eqMHULIAX U3MEPEHHUs (HaIIpUMep, Busyanuzauus wim pacnedatka eIuHUL U3MEPEHUS

MMOJIB/JI AJIA MI/JIT) 10 KOKIOMY Pe3yJIbTaTy

Henannexamias ycraHoBka npudopa WHCcTpyKIMK 10 yCTaHOBKE; KBaTU(PUKALIMOHHbIE
HCIIbITAaHUS

Henannexamiee GpyHKIHOHUpOBaHUE TPUOOpPa WHcTpyKIu 1o TPUMEHEHHUIO ¢ WACHTH(GUKAIHEH

OCHOBHBIX J3TAIlOB

Henannexaiee pa3B€aACHUEC Hp06 Tpe6OBaHI/I$I K pa3BCC€HUIO, BKIIFOYAIOIINE

ITPUCMIIEMBIC pa36aBI/ITeJ'H/I

H.4.2.5 lIpexynpe:xaenus, npegocrepe:keHnst 1 OrpaHuYeHHs

Yerkue OpeaAynpexKACHUA, MHCTPYKIIUU U IIPOTUBOIIOKA3aHUA MOTYT CIIYKHUTb PE3YJIbTATUBHBIMU MEpaMU 110
YHOpaBJICHHUIO PUCKOM ITpH HpO(l)CCCI/IOHaJ'IBHOM OPUMCEHCHUUN MCIUIIMHCKUX WU3JIeTIAN 1J11 AMAarHOCTUKH i1
VitVO, IMOCKOJIBKY IMOCJICACTBHA HEBBINIOJTHCHUSA JaHHBIX MCPD OHy6J’II/IKOBaHLI U ABJIAIOTCA OYCBUAHBIMMU.
I/IH(l)OpMaIII/IFI, HE OTpaKaroujasa OIaCHbIX MOCJIeICTBUI H6C06JHOIICHI/15[ I/IHCTpYKHI/Iﬁ 0 NpUMEHCHUTO, HE

MOJKET OBITh PE3YJIbTaTUBHON MEPOIi M0 yNPABICHUIO PUCKOM.

HaanMep, MEJIUIMHCKOE U3JICJIUE U JUATHOCTUKH [N VIIro MOXKET OBITh npeaHasHa4YCHO JJId UCCIICAOBAHMA
06pa3u013 IJ1a3Mbl WJIA CBIBOPOTKHU KPOBU, HO HE MOYH. Ecnu B HHCTPYKIUAX 1TO NPUMECHECHUIO HE COACPIKUTCA
I/IH(bOpMaHI/ISI OTHOCUTECJIbHO MPUMCHCHUS MCAUIIMHCKOT'O U3ACITINUA IJId UCCIIEA0OBAHUA 06pasu03 MO4H, TO
HEKOTOPbIC J'Ia60paTOpI/II/I MOT'YT IPUMCHSATH JaHHOC U3ACJINE JI HOI[O6HI>IX HCCJ’ICI[OBaHHﬁ, 0COOCHHO eciIu
MEJIUIIUHCKUE U3 151 IMarHOCTUKU N VitVO, OTBCYAOIINE COBPEMCHHOMY YPOBHIO TEXHUYCCKOI'O
pasBuTHA, CITOCOOHBI MIPOBOJUTH UCCIIEAOBAHNE 06p33HOB MOYH. HpI/I OTCYTCTBUHU yKaBaHHﬁ Ha
HEBO3MOXHOCTb YIOBJIIECTBOPHUTECIBHOI'O UCCIICAOBAHUA 06pa3u03 MOYHM UCCICAOBAHHC HOILO6HI)IX 06pa3u013

OyZeT ABJIATbCA MPOTHO3UPYEMOH OIIMOKOM MpUMEHEHHUS.

HOI[O6HI>IM KCE 06pa30M PE3YIbTAThI UCCICAOBAHUA MOTYT OBITh CIIOJIB30BAHEI JJIs1 HC TPEAYCMOTPEHHOI'O
HU3TrOTOBUTECIIEM MCIUITUHCKOI'O ITPUMCHCHHS, HC IPUT'OAHOI'0 IJI JAHHOTO MEAULIMHCKOI'O U3ACJINA JJIA
JIMATHOCTHUKM in Vitro. I3roTOBUTEIb T0JKEH OLICHUTh PUCKHU OT TAKOIr'0 IPUMEHCHUS C YUYCTOM OIIbITa pa6OTBI
C HOI[O6HI>IMI/I U3aCINAMU, HOL[O6HBIX yc.]'[OBPIfI MOPUMCHCHUA APYTHUX U3JeJIMH U BO3MOYKHOCTH JIAHHBIX
yCHOBI/Iﬁ MIPUMCHCHMU. H3roroButens 10JDKEH MPEAOCTABUTH MMOJIB30BATCIISIM IMPEAYTTPECIKACHMA,

OPpEAOCTECPCIKCHUSA U OTPAHUYCHUS B LHCIAX YMCHBIICHHA BO3MOKHBIX PUCKOB.

H.4.2.6 CTanaapTsl 0 METUITUHCKHAM W3IeJIUSIM JJIsI TUATHOCTHKH In Vitro

Ilo HEKOTOPBIM BUAAM MCIUIUHCKHUX U3JCTUN 711 TUAarHOCTUKHY i1 Vitro UMETCs MEXKAYHApPOAHBIC
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CTaHJapThl, HAIIMOHAJIbHBIE CTAHJAPThI, HOPMAaTUBHBIE U pEryaupylonme 10KkyMeHTol. Cobmnroaenne
00IIENPU3HAHHBIX CTAHAPTOB HA H3JIENNS, PETYIUPYIOIIUX TPEOOBAHUI U PYKOBOISIINX YKA3aHHH,
paccMaTpHBaOLIUX BHYTPEHHIOK 0€30MaCHOCTh, 00ECIIeYMBAEMYI0 IPOSKTOM U KOHCTPYKIIMEH, 3aIUTHBIE
MepbI U HHPOPMAIIHIO [0 0€30ITaCHOCTH, CIIOCOOCTBYET YCTAHOBIICHUIO TPEOOBAHUH K TIPOCKTUPOBAHUIO U
MIPOBEICHUIO UCTIBITAHUN, COOTBETCTBUE KOTOPBIM CITY>KUT CBUJETEIBCTBOM YIIPABIEHHS PUCKOM (HaIlpuMep,

[20], [26], [27]).

H.4.3 Bepuduxauus pe3yJbTATUBHOCTH Mep M0 YIIPABJIEHHI0 PUCKOM

OcyIecTBICHUE U Pe3yIbTaATHBHOCTH MEP IO YIIPABICHUIO PHCKOM, BKJIFOUYAsi HH(POPMAIIHIO 1O
Oe3omacHOCTH, He00X0MUMO BepuduipoBath. CTeneHb Bepru(pUKAIIH 3aBUCUT OT CTCIICHH YIIPABICHUS

PHUCKOM.

JJ1s pUCKOB C HU3KOH TSKECTBIO MJIM BEPOATHOCTHIO NPUYMHEHUS Bpea JOCTAaTOYHON BepupUKaIIEe MOKET
CIIy’KMTb aHallu3 5kajiod norpedbureneid. Eciu nenecoodbpasno, To AaHHas BepuUKaLUsI MOXKET BKIOYATh
aHAaJIM3 UMEIOMICHCST HH(MOPMALIUH IO METUIMHCKIM U3ACIHSAM UL JUATHOCTUKH i Vitro ¢ TIOT00HBIME
9JIEMEHTaMHU yNpaBJIeHUs] pUCKOM. JIJ1si pUCKOB C BBICOKOM TSKECThIO MIIM BEPOSTHOCTHIO MPUYUHEHHS Bpeaa
MOXET OTPeOOBATHCS MEPCIICKTUBHOE HCCIICIOBAHUE B IENSX BEPUPHUKALNT PE3YIbTATUBHOCTH YIIPABICHUS
puckoM. Hamprumep, mocpeIcCTBOM U3yUCHHS YEIOBEUSCKOT0 (pakTopa MOYKHO OIICHUTH CTEIICHb OCO3HAHMUSI
MOJIH30BATEIeM U COOJIOJICHUST MM TIPEIYTIPEKICHUN i HHCTPYKIIHIA, a TAKKE BepH(DUIIIPOBAT
Pe3yIBTaTHBHOCTH MH(pOPMAIHH 110 Oe30macHoCcTH. YenoBeueckuid (pakTop BKIIOYAET (popMmar nevaru,
YPOBEHBb YUUTAEMOCTH IPEAYTPEIKACHIN U IPEJOCTEPEIKCHU, BBIICICHUE MPEIYIPEKIArONICH HHpOpMAIIT

HaJICKAIIUM 06pa30M uT.nOo.

I[OHYHICHI/IH B OTHOLICHHWHU PE3YJIbTATUBHOCTU I/IH(i)OpMaHI/II/I 10 OC30ITaCHOCTH HCO6XOIII/IMO JAcjiaaTtb €
OCTOPOKHOCTBIO. HpI/I OMpEaACIICHUH BO3MOXXHOCTU YMCHBIICHHA PUCKA B PE3YJILTATC HpeI[OCTaBJ'IeHHOfI

HU3roTOBUTCIEM I/IH(i)OpMaIH/II/I CJICAYCT IPUHUMATb BO BHUMAHUEC CIICAYIOIICC:

- Tpe6OBaHI/I$I K aKKp€auTaiunuu na60paT0pI/H71, HOPMAaTUBHBIC JOKYMCHTBI 1 MCPEI 110 00ECIICUCHUIO HX
BBIITOJIHECHUS HE SABJIAIOTCA YHUBEPCAJIIbHBIMU, IIPAKTUKA YIIPABJIICHUSA KAa4YE€CTBOM U obecrieueHus1 Ka4ecTBa

CUJIBHO OTJIMYACTCA B pa3HbIX CTpaHax;

- HHCTPYKIUH IO NTPUMEHCHUTO, ITpUJIaracMbI€C K MEAUIUHCKUM U3ACITUAM AJId JUAIrHOCTUKH in vitro nns
HpO(I)eCCI/IOHaJ'IBHOFO MPUMCHCHHA, TPEAHA3HAYCHDBI JJI1 MCAUITUHCKUX na60paT0pI/H71; I/IH(bOpMaIII/ISI ()
MIPOTHUBOIIOKA3aHUAX, HECOBMCCTUMbBIX MEAUIIMHCKUX CPCACTBAX, a TAKXKE Apyras I/IH(bOpMaIII/ISI, OTHOCAIIasACA
K IPpUMEHCHUIO PE3YJIbTATOB IVD-I/ICCJ’IGI{OB&HI/ISI, MOJKET OBITh HCU3BCCTHA JieyaluyM BpadaM, Ha3Ha4aroluMm

HCCIICJOBaHUs.

H.5 MoHUTOPHHT NPOM3BOICTBEHHOM M MOCTIPOM3BO/ICTBEHHOI NHPOPMaNH

H.5.1 Monutopunr ¢pyHKIHOHHPOBAHUSI MeTUIIMHCKOTO W3/eJHs /I TUATHOCTUKH In Vitro Ha

OCHOBAHMM JAHHBIX U3 BHCIITHUX UCTOYHHUKOB
H3roroBuTenn MEIUIMHCKUX U3JSTUN I TUATHOCTUKHY i1 Vitro O0OBIYHO UMEIOT JOCTYII K JTaHHBIM U3

BHCHIHUX UCTOYHUKOB, KOTOPBIC MOKXHO UCIIOJIb30BATh JJIsI MOHUTOPUHIA HCKOTOPLIX ACIICKTOB

d)YHKLII/IOHI/IpOBaHI/IFI MCAUIHUHCKOI'O U3ACIINAA. K HOILO6HI)IM HCTOYHHUKAM MOXXHO OTHCCTHU!
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- OTYCTHI O He6HaFOHpI/I${THBIX COGI)ITI/ISIX;

- 5Ka7100bI B OTHOILIEHUHU OLIHOOYHBIX PE3yIbTAaTOB, HCIIPABUJIBHO I/I,Z[eHTI/I(bI/IIII/IpOBaHHBIX Hp06,

(YHKIMOHAIBHOM HAJIC)KHOCTH ITPUOOPOB U T.1.;
- JAHHBIC 10 YIIPABICHUIO KAYECTBOM B TIpEJIeNax J1ad0paToOpHu;

- CXEMBI OIICHKH Ka4eCTBa Ha OCHOBAHUH JaHHBIX U3 BHEIIHUX McToYHUKOB (External Quality Assessment

Schemes - EQAS), HazpiBaeMbie Takxke 0030pamMu Ipo(heCCHOHANBHON IPUTOTHOCTH;

- OOCHUBAHUC (byHKHI/IOHI/IpOBaHI/ISI MCAUIHUHCKOI'O U3ACIINA HE3aBUCHUMBIMHA J'Ia60paTOpI/I$IMI/I (pe3YJ'II>TaTBI

9acTO MyOJUKYIOT B HAYYHOM JIUTEPAType).

H.5.2 BHyTpeHHUI MOHMUTOPHHT IKCIJIYATAUMOHHBIX XapaKTePUCTUK

JlaHHbIE, PETYJISIPHO MOJIy4aeMble OT U3TOTOBUTENEHN, MOKHO IPUMEHSTH JIJIs MOHUTOPUHIA HEKOTOPBIX
SKCIUTYyaTallMOHHBIX XapaKTEPUCTHK METUIIMHCKOIO U3/IEIHS ISl AMATHOCTHUKHU N Vitro B PErylNpyeMbIX
YCJOBHUSIX, @ UIMEHHO:

- MOHUTOPVHTA MPOIIeCCa;

- MOHUTOPHUHTA CTA0MJIBHOCTH;

- IPUNKCHIBAHUS 3HAYEHUH KanuOpaTopam;

- UCTIBITAHUSI HAJISKHOCTH 000PYAOBaHUS;

- BUJOB ACATCIIbHOCTH 11O BaJIUAUPOBAHUIO.

[TpunoxeHwue | (cnpaBo4Hoe). PykoBogsuime
yKasaHusi No npoLeccy aHanusa pucka B
OTHOLLUEHUN DUONOMMYECKNX ONacHOCTEWN

IIpunoxenue I
(cpaBouHOE)

1.1 O0uKe moJ10:KeHUsI

Hacrosiee MPUITOKCHUE COACPIKUT PYKOBOIAIINUEC YKA3aHUSA 110 IPUMECHCHUIO aHalIn3a pUcCKa K
OMOJOTHYECKUM OIMACHOCTSIM. Z[I/IaHaSOH BO3JIECTBUS BO3MOKHBIX OHOJIOTHYCCKUX OIACHOCTCH BEIUK H
MOXKET BKJIHOYATb KaK KPATKOBPEMCHHbBIC BO3JICUCTBUS (OCTpaS[ TOKCUYHOCTDb, pa3apaXC€HUC KOXHU, I'Jia3 U

CIIM3UCTBIX O60.]'IO'-ICK, I'€MOJIN3 U TpOMGOFeHHOCTI)), TaK 1 JOJITOBPEMEHHBIC NI CHCIII/I(bI/ILICCKI/Ie
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TOKCUYECKHUE BO3JAEHCTBUS (HOI[OCTpLIe U XPOHUYCCKHUEC TOKCUYCCKUEC BOSI[CI\/'ICTBI/ISI, CCHCI/I6I/I.]'H/I33HI/I${,
TCHOTOKCUYHOCTDH, KAHICPOTCHHOCTb WJIKM OHKOT€HHOCTDH U BO3JICUCTBHE Ha PEIPOAYKTHBHYIO CHOCO6HOCTI), B

TOM 4YHUCJIIC TepaTOFeHHOCTB).

Crangapr [28] ycTaHaBiIMBaeT OOIIHME MPUHIIUITBI OIICHKH OMOJIOTMYECKOTO JACHCTBUS

MaTCpI/IaJ'IOB/ MEIULUHCKUX U3JICTIUM.

1.2 Onpenenenue 6MOJOrHYECKHUX PUCKOB

1.2.1 ®akTopsl, KOTOpbIEe HEOOXOJUMO PACCMATPUBATH

HpI/I MPOBCACHHUU aHAJIM3a OHOJIOrHYECKUX PUCKOB CJIICAYET YYUTHIBATH!:

- (bI/ISI/I'-IeCKI/IC U XUMHUYECKHE CBOMCTBA paccMaTpruBaACMbIX MaTECPHUAJIOB;

- ICTOPUIO KIIMHUYCCKOI'O MPUMCHCHHA WX JAaHHBIC O BO3JICICTBUH Ha YCJIOBCKaA,

- UMCIOIIHUECA JAHHBIC I10 OHOJOrNYECKOM M TOKCUKOJIOIHYECKON 0€30IMaCHOCTH B OTHOIIEHUN MaTepuraJios,

HCMOJIB3YEMbIX B MEAULIMHCKOM HU3JICJINU U €T0 KOMIIOHCHTAX;

- MCTOJUKY HUCIIBITAHUM.

KonmuectBo HeO6XOI[I/IMBIX JaHHBIX U FJ'IyGI/IHa HCCIICJOBaHUs 6YIIYT OTJIMYAThCA B 3aBUCUMOCTH OT
OpeaAyCMOTPCHHOI'O IIPUMEHCHUS, a TAKXKC OT XapaKTepa U NPOAOJDKUTCIIbHOCTH KOHTAKTa C MAallUCHTOM.
TpeGOBaHI/Iﬂ K JaHHBIM OOBIYHO SIBIISTFOTCSI MCHEE CTPOruMH IJid YIIaKOBOYHBIX MAaTCPHUAJIOB; MCIUIITUHCKUX
I/I3,HCJ'II/Iﬁ, HaxXoaguxCsa B KOHTAKTE C HCHOBpe)KIlCHHOI\/'I KO)KCﬁ; JIFOOBIX KOMIIOHCHTOB MCAUIUHCKUX
I/I3,HCJ'II/Iﬁ, HE BCTYyIIarOnXx B HeHOCpeI{CTBeHHLIﬁ KOHTAKT C TKaHAMMU TEJIa, paCTBOpaMu JJisI BHYTPUBEHHOT'O

BJIMBaHUA, CJIM3UCTBIMU 000JI0YKaMH HJIN HOBpC)KL[eHHOI\/'I KOXKEH.

I[J'I?I OIMpEACIICHUA HOTpC6HOCTI/I B JOIIOJIHUTECJIIBHBIX JAaHHBIX CICAYCT MPOaHAJIU3UPOBATH UMCIOLTYIOCA B
Hay‘-[HOﬁ JINTEPATypeC I/IH(bOpMaIII/IIO O MMPUMECHSEMBbIX MaTepI/IaﬂaX/ MCAUIHMHCKUX U3CTIUAX,
HpCI[HIeCTBy}OHII/Iﬁ KJIMHUYECKHUH OTBIT UX MNPUMCHCHUSA U APYTUE€ COOTBECTCTBYIOIUEC TaHHBIC. B HEKOTOPBIX
Cciry4dasax HCO6XOIII/IMO NOJYYNUTh JaHHBIC O XUMHUYCCKOM COCTABC, OCTATOYHBIX IMPOAYKTAX (OTXOL[aX)

(HarpumMep, MOHOMEpaX, OTXOJaX MPU CTEPUIIU3ALIH ), JaHHBIX OMOJOrMYECKUX UCTIBITAHUN U T. 1.

1.2.2 Xumuyeckasi npupoaa MaTepuaioB

Wudopmarus, XxapakTepu3yIoIas XUMIYSCKYIO HICHTHYHOCTh U OHOJIOTHYECKOe BO3/ICHCTBIE MATEPUAIIOB,
TI0JIC3HA TP OIICHUBAHUY ITPEIYCMOTPEHHOTO IPUMEHEHHsI MeqUIMHCKOro m3nenus. K dakropam,

CIIOCOOHBIM ITOBJIMATH Ha 6I/IOHOFI/I‘~ICCKyIO COBMCCTHUMOCTDb MaT€pHraJiOoB, OTHOCSIT:

- WACHTUYHOCTb, KOHIICHTPAIUIO, JOCTYITHOCTb U TOKCUYHOCTH BCEX MHIPCIUCHTOB (IlO6aBOK, CpeaCTB

00paboOTKH, MOHOMEPOB, KaTaJIH3aTOPOB, IPOIYKTOB PEAKIIHN);

- BIIMSIHHC 6I/IOI[eraIlaHI/II/I 1 KOPPO3WH HAa MaT€pUabl.
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Eciu Ipu MPONU3BOACTBE, 06pa60TKe, XpaHCHUU WK JeTpaJallui MaTCpraIoB ObLIH MMPUMCHCHBI WJIN MOTJIN
OBITH MOJIYYCHBI pCarupyronue i OImacHbIC UHI'PEAUCHTEI, TO CICAYCT paCCMOTPETH BO3SMOXKHOC
BO3JIECTBUE OCTATOYHBIX IPOAYKTOB. Mosxer HOHaIlO6I/ITI>CSI I/IH(bOpMaIII/ISI O KOHIOEHTpalluu WUiInu
BbIICTAYMBAHNHN OCTATOYHBIX ITPOAYKTOB. 10 MOT'YyT OBITH OKCIICPUMCHTAJIbHBIC TaHHBIC UJIN I/IH(bOpMaIII/ISI ()

XHUMHUYECKHUX CBOMCTBAaX MNPUMCHSACMBIX MATCPHUAJIOB.

Eciu H€O6XOL[I/IMI>IC JAaHHBIC (HaanMep, O IMOJIHOM XUMHYCCKOM COCTaBe) HEAOCTYITHBI U3TOTOBUTECIIIO 110
OpHUInuHEe KOH(bHHCHHHaHLHOCTH, TO CJICAYCT BepI/I(bI/IIII/IpOBaTI) OLEHUBAHUEC COOTBETCTBUA MaTCpHralia HA

IpeJrnoaaraeMoe NpuMeHeHHe.
1.2.3 Ilpeasiayumii onbIT MPUMEHEHHs

HCO6XOL[I/IMO AHAJIIM3UPOBATH JOCTYIIHYIO I/IH(i)OpMaIII/IIO O NpCAbIAYIIEM ONBITEC NPUMEHCHUA KaXX10TI0
Marepuaia, npeayCMOTPCHHBIX I[O6aBKaX H 0 JTFOOBIX HEXKEeJIaTeIbHBIX pCaKkuuiax. OI[HaKO HpeI[BIIlyIIII/II\/'I OIIBIT
MNPUMCHCHHW UHTPCAUCHTA UM MaTCpuajia HE00s3aTEIIBHO T APAHTUPYECT €ro NPUroJHOCTb 11 aHAJIOTMYHBIX
HpI/IMCHeHI/II\/'I. CnezxyeT YUUTBIBATH MPEAYCMOTPECHHOC NPUMEHCHUEC, KOHIICHTPAIIUIO HHI'PEAUCHTOB U

TEKYIIY TOKCHKOJIOTHYECKYIO HHPOPMAILIHUIO.
1.2.4 JlanHble UCNILITAHUIT HA OHOJIOTUYECKYI0 0€30MaCHOCTh

CCpI/IH MCKAYHAPOJHBIX CTAHAAPTOB [28] COACPIKUT PYKOBOAANINEC YKa3aHUA O TOM, KAKHMC UCIIBITAHUA
HCO6XOJII/IMO MMPOBECTU B KAXKIOM KOHKPETHOM CiIydac IPpUMCHCHUS. HCO6XOI[I/IMOCTI> HUCTIBITAHUMN ciaenayer
paccMaTpuBaThb B CBETC UMCIOIIUXCA JAaHHBIX IS KaXKAO0TO Ciiydasa OTACIbHO, JJIs1 TOTO yTOOBI H30€3KATh

MIPpOBEACHUA HEOO0s3aTCIIbHBIX UCITBITAHUMN.

[MpunoxeHune J (cnpaBo4vHoe). MIHpopmauua rno
6e30nacHOCTN U OCTAaTOYHOMY PUCKY

ITpunoxenue J
(ctpaBouHOE)

J.1 O01ue moJ0xeHust
B HacTos11eM MPUI0KEHUH COJCPKATCS PYKOBOISINNE YKa3aHUS B OTHOIIICHUU TOTO, KaK:

- nH(pOopMaIHs 10 0e30MmacHocT [cM. 6.2, mepeuncienue ¢), u D.5.1, mepeuncienue c) (npmwioxenue D)]

MOJKET OBITh MEPOI M0 YNPABJIECHUIO PUCKOM;

- nHpOpPMUPOBaTH 00 0cTaTOUHOM(BIX) prcke(ax) (cM. 6.4 u pazaen 7) B LEsIX YIPABICHHUS U OCO3HAHHUS

pucka(oB).
Wudopmarus 1o 0e30MacHOCTH SIBISETCS MTOCISIHIM 0 CTEIICHU MPEIIIOYTEHHS CIIOCOO0M YIIPABICHUS

pI/ICKOM(aMI/I); €€ CJIICAYCT HUCIIOJIBb30BATh TOJIBKO B TOM CJIy4ac, KOrJja UCUEPIIaHbl JPYTruc MEPLI 110

yrpasieHuto puckomM(amu). Mudopmarus mo 6€30macHOCTH CIYKUT PYKOBOJCTBOM K BBITIOJTHEHHIO
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(HEBBINIOJIHEHHUIO) IeHCTBUS (AeHCTBUI) B LessAX u30exaHus pucka(os).

HNudopMupoBanue 0 KaxKI0M OTACTHHOM U COBOKYITHOM OCTaTOYHOM PHCKE CIIY)KHT OCHOBOW U J]aeT
HEOOXOIMMBIC CBEJICHUS TSI OOBSICHEHUS OCTaTOYHOTO(BIX) PUCKA(OB) TIOJIE30BATENSIM, YTOOBI OHU MOTJIH
3apaHee NPEANPUHATD HAJJIeKALIe JeCTBUS B LIENIX MUHUMH3ALKUK BO3ICHCTBHUS OCTaTOUHOTO(BIX)

pucka(oB).

[To BO3MOXKHOCTH HEOOXOIMMO YUUTHIBATH KaK CTPYKTYPY U COJIEpKAHUE WHPOPMAIHHU 110 OE30MACHOCTH, TaK

U CIIOCOOBI €€ MPUMEHEHHUSI.

Hudopmarmro mo 6e30macHOCTH MOKHO COOOIIATh Pa3HbIMU CIIOCO0AMU B 3aBUCUMOCTH OT TOTO, Ha KaKOM
CTaJIH )KU3HEHHOTO ITUKJIA MEAUIIUHCKOTO U3/ICIIHS JaHHass HH(OpMAIIHs TOJDKHA OBITH TOBEACHA 110
CBEJICHUS MOJIB30BATEIS, HAIPUMED B BUIC MPEAYIPESIKACHUIA B COIIPOBOAUTEIHHON JOKYMEHTAIIUH WU B
BUJIC IPUMEUYAHUS HIIH Yepe3 MOJIb30BaATeIbCKII HHTEP(hEIC U3ACIHs, YIPABIIIEMOT'0 C TIOMOIIIBIO MEHIO.
J.2 Undopmanns no 6e30macHocT

[pu moaroToBke HHMOPMALIUH 110 OE30IIACHOCTH BAXKHO YCTAHOBHUTH, KOMY IIPEIHA3HAYCHA TAHHAS
UHpOPMAIHS U KaK ee CIeyeT coo0mmaTh. M3roToBurento HeoOX0AUMO IIPEIOCTABUTh OMICAHIE PUCKA, 0
MOCIICICTBUI U NEHCTBUIA, HEOOXOAUMBIX IS IPEIOTBPAIICHHS IPUINHCHUS BPEIA.

HpI/I IOAr0TOBKE HH(bOpMaHHH HU3TOTOBUTEIIIO CIIEAYCT PAaCCMOTPETh!:

- CTCIICHb IPUOPUTETA, HCO6XOL[I/IMyI-O JJIA KJ'IaCCI/I(I)I/IKaIII/II/I JiercTBUi (OHaCHOCTB, nmpeaynpexKacHue,

MpeIocTepeKEeHNEe, IPUMEYaHue U T.11.);

- CTCIICHb ACTaJIM3allu1 HCO6XOI[I/IMOI‘/1 I/IH(bOpMaHI/II/I;

- MECTOIIOJIOKCHUE HHPOPMAIIH 110 0€30MACHOCTH (HAIIPUMED, IPEIYIPEkKIAI0IIAs MAPKHPOBKA);

- CJIOBCCHEIC (bOpMYJ'II/IpOBKI/I nimn I/I306pa)KeHI/I$I, NPUMCHSCMBIC JTJIA 00eCIICYCHUS ICHOCTH U JA0XOAYUBOCTHU

uHbopMaIKH;

- HEMMOCPCACTBECHHBIX nonyaneneI‘/'I I/IH(bOpMaIII/II/I (HOJ'II)BOBaTeJ'II/I, O6CJ'Iy>KI/IBa}OHII/II71 nepcoHall, MOHTa>XXHHWKH,

TAIUEHTBI);

- COOTBETCTBYIOIIUE CPEACTBA 00SCIIeUeHUsI MHPOPMAIMH (MHCTPYKIUH 0 SKCILTyaTaIllH, MAPKHUPOBKH,

CUTHAJIBI TPEBOT'H, MPEIYIPEKICHUS B ITOJIH30BATEILCKOM HHTEpQEIice);

- perynupytonue TpedoBaHus U T.JI.

J.3 UudopmupoBanue 00 ocTaToOuHOM(BIX) pUCKe(aX)

[Ipu pazpaboTke criocoda UHGOPMUPOBAHUS O KAKIOM OTJEIIHOM MJIM COBOKYITHOM OCTaTOYHOM PHCKE

Ba>XHO YCTAaHOBUTH, YTO UMCHHO HeO6XOI[I/IMO COOGHII/ITI) U KOMY IIp€AHa3Ha4YCHa JaHHas I/IH(bOpMaIII/ISI, JJIA

TOTr'0 YTOOBI JOBCCTH €€ 10 CBCACHUA 110JIb30BaTCJIA, O0OBSICHHUTDH U IIOMOYb I0JIb30BATEII0 0€30IIaCHO U
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pe3yJIbTaTUBHO MPUMEHATh MEIUIUHCKOE U3eue. 3roToBUTENIO CleyeT pacCMOTPETh OCTaTOYHBIN(bIE)
PUCK(1), HICHTU(DUINPOBAHHBIN(BIC) COrTacHO 6.4 U pa3neny 7, ¥ ONPEIeIUTh, O UM CICAYET

HH(GOPMHUPOBATH MOJIE30BATEIIS.

NsroroButens Takke TOKEH PACCMOTPETD:

- HEOOXOIMMYIO CTETICHb JeTaIN3alny HH)OPMALIUH;

- (hopMyITUPOBKH, IPUMEHSIEMBIC [UTsl 00CCIICUCHHUS SICHOCTH U JIOXOJYUBOCTH HH(POPMAIIHH;

- HETIOCPEICTBEHHBIX MOTy4daTenei nadopmanuu (oabp30BaTeneii, 00CTyKUBAIOIIIA IEPCOHAT,

MOHTAa>XHHUKOB, HaHI/IeHTOB);

- HCTIOJIb3YEMBIC CPEJICTBA COOOIICHUS/UCTOUHUKHA HH(POPMALIHH.

bubnuorpadus

[T IEC 60601-1:2005 Medical electrical equipment - Part 1: General requirements for basic

safety and essential performance

(OnekrpoanmnapaTtypa MeaunuHckas. Yacte 1. O0uiue TpeboBanus K
o0mieit 6e30MacHOCTH U CYIIECTBEHHBIC Pa00UHe XapaKTePHUCTHKH)
[2] (ISO/IEC Guide 51:1999) Safety aspects - Guidelines for their inclusion in standards

(AcriekTsl 6e30macHOCTH. PyKOBOSIIIME YKA3aHUS 110 BKIFOUCHHIO HX
B CTaHJIapThI)

[3] ISO 13485:2003 Medical devices - Quality management systems - Requirements for
regulatory purposes

(U3penus memunuHckre. CHCTEMbI MEHEIXKMEHTA Ka4ecTBa.
TpeboBaHuUs K PEryTHPOBAHHUIO)
[4] (Document No. NO29R11, Global Harmonization Task Force (GHTF) - Study Group 1 (SG1)
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(Cucrembl MeHeKMeHTa KadecTBa. OCHOBHBIC TIOJIOKCHUS U
CJI0Baph)
[6] IEC 62366:2007 Medical devices - Application of usability engineering to medical

devices

(Anmaparypa menunuHckas. Mcnonab3oBaHue TEXHOIOTHMA MO

MNPUMCEHHUMOCTH K MEIULMHCKON ar[napaType)
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MEJMLIUHCKUE YTEKTPUUECKHE CUCTEMBI)

Dependability management - Part 3: Application guide - Section 9:
Risk analysis of technological systems

(Ymopasienue ob1eit HagexxHocThi0. HacTh 3. PykoBoacTBO o
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Fundamental aspects of safety standards for medical electrical
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(QnexkrpoobopynoBanue MmeauuHcKoe. OCHOBHBIE aCTIEKThI
0€3011acHOCTH)

Directive concerning medical devices as amended by Directive
98/79/EC of the European Parliament and of the Council of 27

October 1998 on in vitro diagnostic medical devices

[O METUITMHCKUX U3ACTUSIX (C U3MEHECHUSIMH, BHCCEHHBIMH
Jupextusoii 98/79/EC 0 MEeTUIIMHCKUX U3ACTUSIX IS
JIMATHOCTUKU in Vitro)|

Medical devices utilizing animal tissues and their derivatives

(MenumuHCKHE U3EITHS, UCTIONB3YIONIHE TKAHN U UX TPOU3BOIHBIC
YKHBOTHOTO TIPOUCXOXKICHUSI )

Medical electrical equipment - Part 1-6: General requirements for
basic safety and essential performance - Collateral standard: Usability
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TpeOoBaHMs O€30ITACHOCTH U OCHOBHBIC Pa00vHe XapaKTePHUCTUKH.
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UCTIBITaHWSI U PYKOBOJICTBO CHCTEMAaMU CHT'HATH3AIIIH B
AIIEKTPUIECKON MEIUIIMHCKON armaparype u CHCTeMax)

Biological evaluation of medical devices - Part 17: Establishment of
allowable limits for leachable substances
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Clinical investigation plans

(McnpiTanust KITMHUYIECKUE METUIIMHCKIX U3JIENHi Jutst Jitojiei. YacTh
2. CxeMbl KIMHUYECKUX UCTIBITAHUH)
[17] IEC 61025:2006 Fault tree analysis (FTA)

(AHanM3 AMarHOCTHYECKOTO JIepeBa HEUCIIPaBHOCTEH)
[18] IEC 60812:2006 Analysis techniques for system reliability - Procedures for failure
mode and effects analysis (FMEA)

(Texuuka aHamu3a HAJICKHOCTH cucTeM. MeTol aHann3a BUIa U
MOCIIEICTBUI OTKa3a)
[19] IEC 61882:2001 Hazard and operability studies (HAZOP studies) - Application guide

(MccnenoBanus onacHoctu 1 padorocniocooHoctr (HAZOP).
PyKOBOJICTBO 110 IIPUMECHEHHUIO)
[20] ISO 15197:2003 In vitro diagnostic test systems - Requirements for blood-glucose

monitoring systems for self-testing in managing diabetes mellitus

(Cucrembl quarHoctudeckue in vitro. TpeOGoBaHUSI K CCTEMaM
MOHHUTOPHOT'O HAOIOACHUS 32 KOHIICHTPAIIUEH TIIFOKO3bI B KPOBH LIS
CaMOKOHTPOJIS IIPH JICYCHUH CaxapHOro nmuabera)
[21] (Parkes J.L. et al., Diabetes A new consensus error grid to evaluate the clinical significance of
Care, 23, 2000) inaccuracies in the measurement of blood glucose

(Homas cormacoBanHas TabIHIIa OIIUOOK TSI OLICHUBAHIIS
KIIMHAYECKOW 3HAYUMOCTH HETOYHOCTEH P U3MEPCHUU
KOHIICHTPAIIUH TJIFOKO3bI B KPOBH)
[22] (Clarke W.L. et al., Diabetes ~ Evaluating Clinical Accuracy of Systems for Self-Monitoring of
Care, 10(5), 1987) Blood Glucose

(OneHuBaHue KIMHUYECKOH TOYHOCTU CUCTEM JJIsI CAMOKOHTPOJISI
KOHI[CHTPAIIUH TJIFOKO3bI B KPOBH)

[23] ISO 17511:2003 In vitro diagnostic medical devices - Measurement of quantities in
biological samples - Metrological traceability of values assigned to

calibrators and control materials

(O0opynoBaHue MEIUIUHCKOE AJIsl AUATHOCTUKH in Vitro.
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KonmnyecTBeHHBIE H3MEpeHNs B OMOIOTHYECKUX 00pasiax.
MeTtposorudeckas MpociIeKNBaeMOCTb BEJTMYHH, 331aHHBIX JJIS
KanmOpaTopoB U KOHTPOJIBHBIX MAaTepHAIIOB)

[24] ISO 18153:2003 In vitro diagnostic medical devices - Measurement of quantities in
biological samples - Metrological traceability of values for catalytic
concentration of enzymes assigned to calibrators and control

materials

(O0opynoBanue MeIUIUHCKOE AJIsl AUATHOCTHUKH i Vitro.
KonuuecTBeHHBIC U3MEPEHHUS B OMOJIOTHYECKUX 00pasIax.
MeTposorudeckas mpocieKMBaeMOCTb BEJIMYMH KaTATUTHICCKON
KOHIICHTpaluu (epMEHTOB, 3aJaHHBIX JIJIsl KATHOPaTOpPOB U
KOHTPOJIbHBIX MaTEPUAJIOB)

[25] ISO 15198:2004 Clinical laboratory medicine - /n vitro diagnostic medical devices -

Validation of user quality control procedures by the manufacturer

(Knunnueckas nabopaTopHas MeauunHa. MeauuuHCcKue npruOopsl
JUISL TMATHOCTUKHY in vitro. Banmumanns moiap30BaTeNIbCKIX IPOIeyp
KOHTPOJISI KauecTBa N3rOTOBUTEIIEM)

[26] ISO 17593:2007 Clinical laboratory testing and in vitro diagnostic test systems -
Requirements for in vitro monitoring systems for self-testing of oral-

anticoagulant therapy

(Kimmamgeckne mabopaTopHbIe UCCISTOBAHUS U MEIUIINHCKIE
ycrpoiicTBa in vitro. TpeOoBaHUS K cUCTeMaM KOHTPOIIS in Vitro IUis
CaMOKOHTPOJISl IEpOPAIbHOM aHTUKOATYJISILIMOHHOM Teparnm)

[27] ISO 19001:2002 In vitro diagnostic medical devices. Information supplied by the

manufacturer with in vitro diagnostic reagents for staining in biology

(ITpuGOpBI MEAMIIMHCKIE IS JUATHOCTHKH in vitro. ndopmarus,
[peoCcTaBjsieMasi U3rOTOBUTEIEM BMECTE C IHArHOCTHYECKUMHU
peaKTUBAMH in Vitro JJIsl OKPAlINBAHKs B OUOJIOTHH)

[28] ISO 10993-1:2009 Biological evaluation of medical devices - Part 1: Evaluation and

testing within a risk management system

(Omnenka dmonoruveckast MeIMIIMHCKUX u3nenuit. Yacte 1. Onenka u

HCIIbITaAHUS ITPpOIECCa MCHEIPKMCHTA pI/ICKa)
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