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MNpeaucnoewne

1 NOOrOTOBNEH ABTOHOMHOR HEKOMMERHECKOR OpraHMaaugern «MHCTHTYT Megurko-0HonoMYeckins
HooneaoBanki ¥ TexHonermid: (AHO «MMBEKMIAT ) Ha ocHope cOGCTBEHHOID NEDEEOOE HE PYCCKWA AabIK aH-
rMoAsEYHON BEPCHM CTAHOARTA, YHAZAHHOMS B MyHETE 4

2 BHECEH TexHn4ecsvM KEOMATETOM No cTaniapTuiadun TE 422 «Duexka Guonoruyeckon JeRcTama
M EDALMHCKMY HADENH R

3 YTBEPX¥OEH W BBEJEH B QEMCTBWE Mpuraszom PenepansHoro aresTcTea no TENHWSECHOMY -
MYNADOBAHKIO W METPOROMMK oT 1 MapTa 2016 r Ne 102-cT

4 HacToawWd CTAHAapT MOBHTHHYEH MEXOyHapoaHorMy cTadgapty MCO 13022:2012 «MpogysTel menm-
LUHHCKAS, COQEDWALLME RHIHSCNoCObHEE HENOESYECKHE KNETK. NpHMEHEHHWE MEHELEMEHTA DUCKA W TRe-
BoBaliiA K MeToaMkan obpaboTidy (IS0 13022:2012 «Medical products containing viable human cefls —
Application of risk management and reguirements for processing practicess, [DT)

Mpk NPUMEHEHWH HACTORAWEND CTAKJAPTA PEKOMEHTYETCR HCNONMEIoRATE BMECTO COBNOHHEIX MEXTYHA-
pOOHEN CTAHGARTOE COOTEETCTEYIOWME WA HALWOHANBHEE W MENMIOCYIADCTEEHHBIE CTAHAADTH, COBASHWA O
KOTORGIX NPHEEOEHE B JONONHATENEHOM NpUNoHeHAn b

3 BBEJEH BMEPBBIE

Mpaguna ApuMeHerUR HacmoAwess chandapma yoemadoaneqs! @ MOCT P 1.0—-20712 (pa3den 8).
Hugbopmauyua of UIMBHERUAX K HRacmomilery cmandapmy nybnukyemcs 8 exesoddonm (Mo CoomoRHLIg Ha
1 ArEaps mexyweso 20da) uhopMaLLIoHHOM PRAZamens sHayloHaANLHEE cimandapmsls, & OLLuanssbil
MEKCT USMeHekull U ToApaeck — & EMEMacAYNOM Ykaszamene «Hayuonansnee cmandapmeir. B capuae
TELECAMOMPa (JaMetsl) UL KMMENsl HACMoAWS20 cmardamma coomasmoemerowese vaadommenuve Bydem
anyBruKoeana 8 DIUNadilios SuiTYCHE OROMECAYHOZD WHRCDMALUoHNIZ0 YrRasamens sHayuoHansiisme
Cmakdapmels. CONTMERMCMEYIIUas UWdghopMayun. yYeedomMNosUe U MErcMbl DASMELLEMIMCH IMakWe & Lil-
hopMayuaRRol cucmeme obWwesn NoNLI0EaRUA — Ha ouyuansRon caldme Gedepans o20 a2eRmoimea no
MEXHUHECKDMY DESyMUDOSaHLI0 U MempanoeUy & cemu Humepram fwwaw.gost.u)

E Crangaprandgropn, 2016

HacToAwmE CTAHAIPT HE MOKET BeiTe NONHOCTER WK YECTHYHO BOCNDoMIBEREH, THRANKMPORAH W pac-
APOCTOaHEN B KAYECTDE GPMUMANEHOrD waganra Ged parpeweHMs ©anepansHone areHTCTREa No TEXHUYecKD-
Ry DECYTHADOSBAHKIO 14 META0T0MIAL
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Beenenue

MexoyHapogHan opradKiIanka no cTadgapriaadu (MCO) aanaeTcs scemMupHol begepauqel HaUHo-
HAMNEHBEX ODTAHMIALMA MO CTAHDANTHIALKA (KOMKUTETeR — wnedce MCD). PazpaboTey MEMAYHAPDOOHER CTAK-
A3pToE ObLIYHD CCYILECTRNAINT TEXHHYECKKWE KOMWTETE OO, Kb KOMKTET — 4NeH, 3aHHTepecoDamHbid
B OEATENLHOCTH, NS KOTOpOH DR coanaHd TeXHMYECKME KOMMTET, MMEeaT Npane DuiTe NPeICcTABRNEHHLIM B
atomM KosuTeTE. MedayHapooHse NpaEMTENECTEeHHBIE W HENPABUTENLCTEEHHEIE ODradHMIaALMM, WMEI0LWMEe
CEAMM ¢ VICO, Takse nosKkumaoT y4actie B paborax. MCO TecHo coTpyoHHYaeT ¢ MemayHapoaHol anekTpo-
TEXHWYECKDH KoMUCCHaR [M3K) No acemM BONEocam ANesTRoTEXHWYECKDON CTaHOapTHaaU0mMK.

MpoekTs MEXIYHARCOHLIX CTaHfapTos paizpabaTeoanT B COCTEETCTEMM C© npasunamd JupesTHs
HCOMM3K, dacTe 2.

OcHoBHaA jagada TEXHWYECKMX HOMWUTETOR 3JRKMCHAETCH B NOAMOTOBKE MEMIYHAPOAHLIX CTAHAARTOR.
MpoeKTe MEXOYHaARORHLIX CTAMASDTOR, NPMHATHIE TEXHWYECKAMIA KOMATETIMA, DACCHNIIOT KOMATETAM-Ya-
Ham Ha ronocoaarde. x onyEnUKCEaHKE B KaYECTES MEROYHAPOOHMLIX CTAHAADTOR TReEYeT OO0DDEHHA HE
MEHEe 75 % KOMWTETOR — YWNEHoE, NPMHKMAOULIWY YYACTHE B TO0COEIHNA.

Heobxanume COPaTHTE BHMMAaHME HA TO, YTO HEKOTOPRIE NEMEHTERl HACTOAWEND CTAHAAPTE MOMYT BTk
OfBEETOM NATEHTHLIX Npaa. WCO He MOoMeT HECTH OTBETCTBEHHCGCTE 33 MOEHTWGMKALMIO Kakoro-nabo oaroro
WMt BCEX NATEHTHLIX NPAB,

MCO 13022 Gen nogrotoaned TexHdYeckin komdTeTom MCOTE 184 sBronorndeckan oueHka menn-
LHHCKHE WADENKMAs, NoakosMuTeToM 301 «BeaonacHoCTe THAHeRLIX NPOOyKTOE: .

B HeKoTOPES MEQHLUWHCKMY NPOOYKTaY MCNoNeEIYIoT MaTeplans YenoBedeckornd NpoucxomneHua. B 1a-
BUCHMMOCTH OT TpeloBaHH HAUKOHANEHEYN HODMATARHLIX OOKYMEHTOR 3TH NPOAYKTE PACCMETDMBAMT Kak
NEKapCTBEHHBE BELECTEA, MegULMHCKMEe MAgeEnHA Wiy Buonpenapate. Matopans) wa Tkasel danooexa
NEMMEHAICT B paIpafoTee W NPOWMAB0OCTES MEeJUUMHCEMX NPOOYETOE AnA obacnedeHa @YHELWOHANEHEX
KAPAKTEDUCTHE, BuIZ0D KOTORGIX MOr DhiTe OCYLWECTRNEH BRMOY WX NPEMMYLLECTE 8 CPABHeHHK C MaTepHa-
NAaMK HEYENOBEYSCEONT NPOWCXONOEHKE, B YACTHOCTA ONA YYYLLEHMA DEreHepaLne COSCTREHHBIX TRAHEH W
OpTaHOR NALUMENTE WIEKW ONA JaMeHsl NMEo noagepsss yHKLMKM 0prada.

MeauurHckre NPoOyYETsl, MCNONLIYIOLME YENOBEHECKWE MATEDHANL!, COCTABNAKT MeTEPONEHH Y TEYNMY.
MpHMEepLl BEFCHAKT KNETOYHEG CYCNEHAKM, KNeToOHH B/ MATOHYHENS KOHCTDVELWKM MNK KNETEY COBMECTHD CO
CRONHEIMK MESWULHHCEMMIA MIOENWAMM, HANPUMED © 0BoDYNOBIHKEM AN OWANKIa.

XOoTa MeLMUMHCKNE NPONYETE, MCRONBIWIOLWWE YeNoREYECKRe MATEDHANG, 042HE DAIHOOSPAAHE!, ONac-
HOCTH, KOHKDETHO CEAIAHHBIE CO BC2MM YEN0BEYSCKAMM MATEpHMaNnamMM, NDaKTHYSCEM OOUHAKOBE!

a) Marepran MoMeT ObiTh KOHTAMHHWPORAH WHDeKUAOHHEIMK aredTamy [Hanpymep, barkTepdn, nne-
CoHb, GRONCEH, BADYCH, WHOEKUNOHHEE areHTeR TPaHCMHCCHBHON ryBqaTol adyedanonatid { Transmissible
Spongifarm Encephalopathy, TSE), napainTel];

b} maTepuan mMoxeT GTE 33rpAIHEH XHMAYECKIAMY BELLECTRAMM,

C) MaTepuan MOoMeT He NoaXoduTeE ANR NPeanonaraesond HatHadye Hua Ma-33 HENPEOHAMEPaHHOTD pad-
NOEEHKA WNY Oerpagauul, BEIEAHH0N HENpaEUNbHLIM ofpaleHMenm Ha niofow 3Tane NpoMIsnICTREHHOMD
npouecea;

d} maTepuan MoseT BeTeE ONACHEM GNA NaUMeHTa Ma3-33 KAHUePOreHHOrD NOTEHUHAaNS,

€] NACne NPUMEHEHHA MOMNYT BOIHHEATE NOGOHHBIE OTPUUATENEH BIE DHINONOTAYECKHE MNK 2HATOMMYS-
CHME NOCNEOdCTREMA NO NPU-YHHE MATRAUMK KNETOK 1 Bal0ene A BUonoryeck aKkTHEHLIX BeLecTe,

] HApYLLIEHME M HEBOIMOHHOCTE MPOCNEKARAEMOCTI,

g} MAaTEDHAaN MOMET HEHOCHTE BPED NALWEHTY, Bb3LBAA HMMYHHYHD DEaKLIKIO.

Ona y4eTa onacHOCTE, CRRIAMHLIX C JArPAIHEHWER, DErPASALMEN, HENPEOHAMEDEHHEIM WAMEHEHKEM
WHNM NepanyTRIBAHWEM #NaAHeCcNoCob RN YEMNOBEYRCcKMX KNETOK W NPooysTos, Duln paspaboTad HacTOALIMIA
CTAROART NO NDUMEHBEHWKD MEHELTKMEHTS PUCKS NPK NPOMIB0OCTREE MEJWULMHCKMX MPOOYKTOR, MO YR LMY
HHIHECTHOCODHLIA YEN0OBEYHECKWA MaTapwan.

OnacHocTi, YyNOMAMYTEE BellUE, CEAZANE C COOTEETCTRYIILW MMM NPOMIBoOCTEEHKBIMK ITanamu. OcHDB-
Hilg ACNEKTH, BENOHEHHLIE B HACTSALWWA CTAHAADT, CReayiow«e:;

- TEPMWHONOMAA ¥ CNPEaanaHna;

- oTEOD # MCCNeAnBaHWe JOHOPDE {BEACYAA MUBRY W TPYNHEE JOHODOR),

= OMYYEHUE YaNOBREYECKMY MaTRpHaNoR,

= 0DDAlEHHE ¢ YEnNOREYECKRMA MaTepHaname (BKNcHan NPoWMABoaCTEn ),

- YNAKOBKR, XPAHEHHE W TPAHCNODTHROBAHME YENOBRYSCEMY MATEDUANOR!

= MApKWPORKS YEnoBeYackny MaTepHancs,

")
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- PMCE. CEATAHHLIN C 0BPALIBHHMENM C NPOOYETOM NPH NRMMEHEHHK;

- PACCMOTREHME DHCEOR W NREMMYLLLECTE B KOMTEKCTE NPRONoNaraskorn MoNoNeI0BaHHA.

HacToAWMA CTAMOART CKASLBAST NOOASDHKY NPOHIE0OWTENAM NPOOYKTOE HA OCHOBE WIMAHECNOCOEH LK
YENOBEYECKME MATEPWANOR, NPOMIDOAALLMM NeKapCTEEHHEE CPEOCTED, MEQHULMHCKWE ManenA Wi Guonpe-
naparsl.
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HAUWMOHANBHBIA CTAHOAPT POCCHMWMCKOW OEAEPALMM

NPOOYKTE! MEOQWUWHCKKME, COOEPHALME HWIHECTNIOCOBHBIE YHENOBEYECKWE KNETHK

MpusmeHeHHe MEHEORMERTa DUCEA U TRpebOBAHMA K MeTOOWMKaM 0BpatoTrn

Medical products contaming viatde human calls.
Application of sk management and réequirarments for processing practices

Oata seegensn — 2017—01—01

1 OBbnacTe npUMeHEHUA

B sacToAwem crangapte onpegenets TpefoRaHua v DyOBOOCTED No METoguKan obpaboTi M ynpae-
MEHWD DACKAMEA, CEBREIAMHBIMA C HAIHECMOCODHbIMK KNETOMHLIMA KOMNOHEHTAMK NDOOYKTOR, OTHOCALLMECA K
MEQWLMHCKEMM NROOYETAaM, EUONPENAPaTaM, MEOHEUHCKAM HI0ENAARM KU AKTUEHBIM HMINAHTHEYEM M MEOH-
LHHCKHAM MAOENMAM, 8 TAKHE WX KOMBMHALMAM. HACTOALWMEA CTAHOAPT BRAYAET MUAHECNocoDHee KAK Ay To-
NOTHYHBIE, TAK W ANN0MeHHEIE THIAMA YeNOREKS, NOAYYSHHEE OT MHUBEY 11 TOYIHED JOHOROR.

Jna npoMasogmTan2i MeguUMHCKNX NPoOYETOR, COOEPMaLIMXY MaHecnocoS eI KNaTky Yanopera, 8 Ha-
CTOAWEM CTAHZADTE ONpEefeneHbl NpoUeaYPE. MCNoNEIYEMEE NPW 0DpaloTke W NpAMEHEHHK, 3 Takke ana
HOEHTHDHEAUMA OMNACHOCTEN W ONACHEX CHTYALMHA, CEAZAHHBIX C TAKKKMK ENETEAMK, ONA aHANA3a M OLeHKK
EOMEYHEE DHCKOE, ONA KOMTPONA 3TUX PUCKDOR 1 ONA NpoBepr 30MOekTHRHOCTH JaHHore KouTpons. B 1acto-
AlLEM CTAHZApTE ONPenensH NPoUecs NPUHATHA DELEHHE O NPHUEMNEMOCTIH OCTATOMHEK PHUCKOR, NPHHUMaA
BO BHMMAHWE §ANAHC OCTATONMBIX DUCEDR 1M OXMOAEMON MEOWUUMHCKDE NONEIL 8 COABHEHMA C OOCTYMHBLIMM
AnNETEDHATMBAMM.

B HacToAweM cTaHaapTe enpegenayi TRetoeaHMa W DYKOBOOCTEA NO MEHEHMENTY DHCKOM, CEAIAH-
HEIM C ONACHOCTAMM, THNHYHBIMKE ANT MEOMUWHCKMYE NPOOYKTOR, MOMYYEHHER ¢ UCNONLIOBAHMEM HHMIHSCNo-
COGHEBY YENDBEYECKHUX MATEDWAMNOR, TAKHMM KIK!

a) KOMTaMUHALKWA BaKTePUAMMK, NMNECEHEID, JEOHCKAMA WK NapaanTamiA;

bl KOHTAMAHALWA BHDYCA MM,

C)EOHTAMMHALKR ANEHTAMEH, BRI EBAKILAMA TRAHCMECCHBHYIO NYEYaTyvio aHuediancnatk [ Transmissibie
Spongiform Encephalopathy, TSE),

d) KOMTaMUHALWA MATEPUANA, BklaLIBALAR HENEMATENEHEE NHPOMEHHBIE, WMMYHOT2HHEIE MK TOKCH-
YECKHME PRAKLMM,

&) ASCTOYEWMA NPOOYETAa W NPOOYyEThl GECTPYELMK, BRIABaHHLIE HENDABHNLHEM ObpaLLEHHEM,

f} ONACHOCTH, CEAZAHHEE C KAHUEPOMSHHBLIM NOTEHLHAANOM BCNONLIYEROrD THNA KNETOK,

0] CCNOMHEHWA, BLIZBAHHLIE MOSOUHbLIMA HUIMONOTHYSCHAMKA UNH AHATOMUYECKHM NOCNeOCTBNAMKA
[ATO BEMIOYART HENPEOBMOEHHYIO MUTPaUMD KNETOK, HEXMENATENLHOE BaIZENeHWe SUONOrHYeckd asTHBHbIX
BELUECTE, TAKMX KAK MOpMOHbL W LWTORMHLL, ¥ HENDEOEMASHHDE BIAMMOOSACTEME MENAY KNETOSHEIMI 1 He-
EMETOYHEIME KOMNOHEHTAMI NpOOYETAa ),

h) HEBDAMOEHOCTE KOHTRONA,

i} OCNOMHEHMA, BRIBAHHEIE TEM, YTO MATEDHAN BEILIBAST HENDPEIBNISHHYIO WMMYHHYID DEakLMo,

Jna ougHKN KOHTIMAHALMA JPYTHMA HEKNACcDUULRPOBAHHLIMN NATOMEHAMH MONYT NPMMEHATE Nogob-
HEH2 NPHHLWRI.

ONacHocTy, CRAIAHHEE C MEHETHYECKMME MIMEHEHHAMY, HAXOOATCA 38 Npedenani 0GNACTH NPHMEHE-
HKA HACTOALWEND CTAHOAPTA W DACCMATRUBEAIOTCA B OPYIMX DOKYMEHTIX.

Wanauue oduHansHoR
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Mpumeyadunes 1 — OnpegsneaHe s EHETAYECKE MOOARMUHPOSaHHEIAD MOMHD HawTa B ACTRY d 2312,
MpuMeEdars ne 2 —B HICTORWEM STAHAEPTE HE ONPEABNEHE CHETEME YIPERNEHWA KSMELTEOM ANA KOHTROMNA
BCEX STAMDE NPOKIB0OCTES MEIHLUMHEKNE NPOOYKTOE, ONWCaHHLN BhILIE.

Ecnm o cTpauax, e |cnokayioT MEeauuMHCKHIA NDOOYET, CYLWECTEVIOT DonoNHUTENEHBE HALWOHAME-
HblE MKW PEFHOHANLHSIE TEEE0BIHHA, 0HK TAIKKE OOMEHEl BalTh NPUMEHHMEl B QONONHEHWE K TPeGoaaHnAM
HACTOAWEND CTaHOapTa.

Movsmevyadnne 3 — PardoHansHeE TpeSoBaHKA MoryT DbiTh Gonee CTpoMM B oTrsyme oT TpeboBanan, yrdE-
B3HHHEY B HECTOALLEN CTEHOARTES, CoODEHHD OTHOCUTENEHD KPUTEpnEE OTDopa doHopas.

HacToAWKA CTAHAART HE NDWMEHRM.

= K HERMIHECNOCO0HEIM MaTERHANaM YENoBedecKOro NPpoHCXOMOeHAA,

- #WHIHECNOCOOHEIM KNETHAM HEYENOREYSCKOTD NPOMCKOKIEHKA,

- KpOBKW W 88 KOMIOOHEHTaM, WCTONEIYeMLIM AN8 NependeaHlR, IMODHOHANLHLIM KNETKaM, UenbHisin
OpTaHamM W KDOCTHOMY MOSCY, MCNOMNbIYEMuib GNA TRaHCANAHTALMH, W GPYIAM TEaHAM, K0TODLIE ME NoOX0aAT
Mad, onpegensHte « MeJUUMHCERA NROOyKTs;

- NpHEopaM ANA AWarHocTHEA in Witio.

Mpumevyadus 4 — Tpabosaswns No NDWMEHEHWED HECTOAWE CTEHAAPTE CM. NDKNOHEHRS &,

2 HopMaTHBHLIE CCLINKK

CRenyiuWe AOKYMERTE, YACTHYHO WK B UENoM, SENAKTCA HEODXOQMMEBIMKM AN NPWMMEHEHKA HacToR-
wero cTaaapTa. MNpK JaTHPOBaHHDH CChINKE NPAMEHHMO TONEED YEaIadios Winanne. Mpd cooinke Bea 0aTwl
MoWMEHHMO MOCHegHEs MAJAHWE YKEIAHHOID JORYMEHTS, BENOHAR BCE NONZaEKH.

150 134852003 Medical devices — Quality management systems — Reguirements for regulatory
purposes [MeguuMHesMe nanenya. CucTema MeHeEMenTa kadecTea. TpeborasH#a AnNs perynupyIowix Lened)

120 14971:2007 Medical devices — Application of risk management to medical devices {MeguumHcEre
wagenuA. MNprMedeHne MEHEIMEHTA PUCKE K METHLWHCKAM W30emiam)

IS0 22442-1:2007 Medical devices utilizing animal tissues and their denvatives — Part 1: Application
of rigk management (MelrUuWHCKKE WAOenKs, MCNONsIVIOLHE TEaHK HHMBOTHBIK W WX NPOHIBECSHBE. HacTe 1.
Mprmeserne sMeHeIHMeHTa DHora )

ASTM F 2312 Standard Terminclogy Relatng to Tissue Engineered Medical Products (CtangaprHan
TEQMUHCNONAR, KACAKLWARACA MEORUMHCKKY NOOOVETOR, BeINONHeHHsX 1a Tkaded B3] PAS 84, BoccTanopk-
TensHan MegEuMHa. Cnosape, HOHe 2008)

3 TepMuHE! U onpegeneHnna

B wacToAwem cTaHZapTe NPWMEHEHLl TEpMWHLI W onpedensHMAa, Npueegesuse 8 MCO 13485,
MCO 14871, MCO 224421, ACTM @ 2312, BSI PAS 84, a Tamke cnedyolHde TEPMAHE © COOTBETCTRYKILLK MM
OnNpEGEneHHAMM:

3.1 menuuEHckoe wanenwe (medical device). MHCTRYMENT, YCTRORCTED, NPHOOD, MEXaHHIM, NPUCHoCo-
GAeHre, KMINAHTAT, pearasT in Wi Wk BanuepaTop, NPorpamMMEeoe oBecneye e, MATEDMan Wik GpYIKe no-
AofHse AMbo CONYTCTRYIOWME COR0CTREE, MPEAHATHAYEHHEIE MPOKMIBONTENEM NS NDHMEHEHNA YENoBEKOM
KaK OTASNBHO, TAK ¥ B COMETAMMH OPYT C OPyTOM, C 0aHCH Nubo Gonee ocnpeaengHHsie Ienamm;

a) NpodUnakT KK, QHarHSCTHEA, MOHUTODMHTE, Ne<eHWA MM cBnerdeHyAa 2aboneeanmii;

b} gUarHoCcTHEW, MOHWUTOPWHE, NEYeHAA, CBNEMYEHHA MNKH KOMNEHCIUWH NOCNegCTEWA TRAEME,

C} HCCNENOBIHWA, J3MELLEHHA, HAMEHEHHA WNW NOOSERMAHWA AHATOMAYECKOMD CTPOSHWA NKDD dHaKo-
NOMMYECKRE NEOLUECCoR;

d} NoQOepEaHiR HHIHEHHD BamHbix yHELWA Opradrama;

&) KOHUENTYanLHors KOMTPCnaA,

Tl pezuHe kLMK MEOHUHHCKIAR HAgENH;

g} NoNyEeHUA ARPOoPMaLHK MEORUMHCKOID HaaHaYe WA NOCpeqCcTaOM T VilFo Moonegoeasda ngod, sag-
Thix M3 YEMNOBEYECKOTD OpraHKaMa;

ApH YCIOBMK, 4TO MX OCHOBHOE NDELYCMOTPEHHOE BOINERCTEME HA ORraHkam YeNcBeKa He peankayeTch 3a
cHET apMakonoTHYECKUE, WMMYyHOMOMAYaCcKY WK MeTabondYackkiy coROCTE, HO MOMET NOLIePWBaTLCA B
CBORA DCHOBHONR EYHFLMK TAKDBBLIMA.

2
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Mpumedauwre 1 — JanHoe onpagenedws pazpaborado Uenesoil rpyninol no moSansHoR rEapMoHH a0 99
{Global Harmonization Task Force, GHTF).

Mepumaedadre 2 — CRegyimye H3TENHE MOMNYT PACCMAaTRMEATE B HEXDTODEIX HOPMATHBHBLIX SOHYMEHTEY KaK
MEOHUMHCHAE MA0ENWA, HO B HE OTHOWEHWH HE BelpAGOTaH BOMHER Nogaog;

d) BCMOMOTETENLHEIR CPENCTEE ONA MHY © OMDEHEHEHHEMMA BOIMOKHOCTRMA WA C EH3H9EckiE B YMCTEEHHEIMA
HEOOCTETHE MIAL

b} ManenyA 0N NEYSHHR OWErHICTHEY 2A00NE8HHUA M TPAEM ¥ HWEOTHEIX;

C} MPHHADNEHHOETIA ANS MELALMHEAY M30AnME (S, NpuMEdaHEe 3

d) peanHdHUKMPY AL HE BEILSCTEE;

&) M30ENWA, BEMOHEHIWME B ce0R TRAHWM HMWBOTHLE MNH HENOBEKS, HOTOPLIE MOMYT OTEE4aTE TREDDBAHMAM Onpege-
MEHNR, NOWBEASHHOND BEILE, HO NEA S3TOM ABMAKTCR NPEOMETIN JOYTHE HODMATHEHEIX TpeboaHnie.

Mpumevanue 3 — O0bEKTOM HECTOALLETD CTAHQARTE TEKME RENAHITEA NPUHESMERHOCTH, KOTOPBIE CHELWANs-
HO NpPEOHEIHAYEHEL NDCAZB0OMTENSM MR KWCNDNE30ESHWE B ROMIUTEHTE C $MCXOGHEM S MEAWLIIRHCENM HIOSNAEM © UENLD
UDECHEYEHIAR BN NPEEyCMOTREHHOM NDHMEHEHNA.

Mopuumedadna 4 — TEPMAH # MEJUUMHCEHE MIOSNWAY BENHYAET B CEOR HEARTWEHBIE H BXTHEHEIE MEQMUNHCKEE
HIOAMHRA, 8 TAKHE GETABHEIE AMNNEBHTHDYEMEIE MBI HUMHCHAR HAOENAR.

Mpumevdanwe §— Apantuposado condpazdo WCO 14971, onpeganannes 2.9,

3.2 AkTHEHOE MMNNAHTHRPYEMOE MaOWUMHCKo2 naaenue (active implantable medical device} AxTve-
HOE MEOWUMHCKDE HAOANKWE, NPENHAIHAYEHHOE OMA rd NonHog UNKM YacTHYHors BEeOeHmMa B TENo Yanooe-
K3 XMDYRrMYeckrM cnocoBom, MK C NOMOLWEID METWKAMEHTOR, MK NYTEM MEOMUEMHCKORD NROHUKHOBEHKA 8
BCTECTEEHHLIE DTBEPCTHA W ANA HAXOHOEHWA B GaHHOM MECTE NOCMNE ITOR Npoueay k.

Mpumesadwue 1 — Pabora aLTWEHOMD MEGWLWHCHOND M3OENHA COHOBAEHE HE MCTOHYHHKE BNEETPOSHERTHN KT
NGO QPYTOM HCTONHMKE IHEDMMA, OTNWSHOR OT BENOCPEaCTESHHO NPOMIBOIMMOH TANamM HENOBEES MNK FREBUTALHER .
MNMeuumevanwe 2 — ApanTepobado cosbpasdo VOO 1485, onpeganadds 3.1,

3.3 nekapcTEeHHLIA npenapat {medicinal product); BewecTeo MK koMESHHaUWA BEWECTE, NpeacTas-
MEHHBEIX KAK MMSIOWHE CEOACTRE, ODRCNEYHBAINWWE NEYEHMe WNK NpEAaTEpaLLEHMEe 1350NeEaHWA YenoBera,
NAGO NOG0E BELECTED UMK KOMBUHALWMA BEWSCTE, KOTOPLIE MOMYT MCNONEIORATE B OPrAHNIME YeroBeKa MK
BROOWMTE B OprasHMiIMm Yenoaexa nubo ANA CoXpaqHeHws, KOPPEXTADOBKM WM MaMeHEHWE MInOnoriYeci
PYHELMA C NMOMOWED GapMAKCRONA-ECEOrD, MMM YHONOMHYeckorD UK MeTabonHYecsorns aoigencTeus, nibo
ONA NOCTAHOBKK MEQWLHHCKDND JHArHona.

Mepuumedanwe — Cw coengy [34].

3.4 MegaguHcEHE npogyiT (medical product): NedapcTeedisid npenapat, SHonpenapar, MedHyHHCEDE
KIgenHe UK 1y KorMSuHagma.

3.0 MeOMUMHCHHA NpoayxT, coaepsawmia knetks (cell-based medical product): MegdumHockki npo-
GVHT, KOTODER BKNIOYAET MAIHECNOCODHBIE ayTONOMMYHBIE KNW ANNOTEHHBE KNETEW YENOBEKS, NONyYeH e e
T NPHKHIHEHHOMD WK MOCMEBRTHOND J0HOEE, NPOWaGWWA Npoyect obpatoTrM.

1 PAMEYHAHRKME — MEOMLHHCEA NPOAOYET HE MOsET HDHEHHF.-FIQEHTI:EH G HEHMETOYHEMK D MTICHEHTIMI.

3.6 bvonpenapare (Diokogics or biclogicaly. NpogyeT ENeToYHoR TERANHH ayToNOMAYHOMD MK ANNores-
HOM NPOMCXOKORHHA, B KOTODOM KNETHA DASMHCEENTCR, BRIDALLMBEAIOTCA, OTOMPaEIOTCA, dapMaKonoriyecki
obpabaTHeaioTCA WK MoBbiM GPYTHM CRocoBOM HIMEHRIOTCA WY GHONOTHYECEWE XapaKTepWoTHRd aX Wio
ANA BEEOEHUA B TRNO YeNOBEKa M KOTOPLIA NPpUMeEseTcA and npodunaktven, oipadoTie, nedesms, QuarHo-
CTHEA KNA YCTRaHEH KA 3a00neBaHHA NUED NOBREKOEHKIA.

Mpumevdavwe 1 — G coeniy [57].
Mpumevadnne 2 — PazsAckanns FDA, cogepsawme onpegsnasne DMonNpenapard MOsHD HAATH N0 CoBINKE
httpatwaane. fda goviAboulFDA/Centers Offica s/OcacfMadicalProduttsand Tobacea! CEERuem 133077 . him

3.7 poHop (donor). Henoeedeckiid MCTOYHAE [NDMEAIHEHHERA AN NOCMEDTHBIN] HenoBeYeckMy KNeTok
MM TEEHEA,

mn PFUAMEYAHWME — B CiyHed @y TONOMAYHONG GOHOPCTED MHELIM O0HJIPOM ABNRETCHE NEUWEHT.

3.8 3abop (procurement); NpoUEcs NONYYEHKA TEAHSH MNM KNETOR 0T Q0HODE.

3.9 otxogk! {residues): BewecTea WNHM Mareprant, oCTalWKecs Nocne Npouecca NpowaecgeTea, Ta-
e Kak KNETOYHEIR ASTRAT, NPOAYKTE PAciana kNeToyHord KapEaca, XM Heck e BelecTea, akTops pocTa
WM PRCTROPATENH.

310 uHakTHBaUKA {inactivation): Mpodgce, B X008 KOTOROM CHAMAETCA CNocOBHOCTE TRaHCMACCHBEHBIX
AMEHTOR BlidBIBATE MHDEXUKIO MNK NATOMEHHYKD PEaKLMIO.
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Mpumevanne 1 — JphekTHEHOCTE NPOLECCE HHEKTHEALMKY BUPYCOE ¥ @reHTOR TSE SkipaseHs MaremMard-
YECHA B AU kostidiilreH e corpawarna (o, MO0 22442-3, npunasedns F).

Mpumedadne 2 — WHakTHBAUMA NPEOHBIHEAYSHE ONR NpS0OTEPEWEHA MHPHUWMPOBEHUA TREHCMBECCHEHLIRME
BIEHTAMM M WX DEMMEAKELIA .

[MCO 22242-1: 2007, onpegenede 3.3)

3.1 npowaeogeres (manufacture): JToGoR WNK B2 3Tank HONYYSHWA, CEDUHWHG, WCNBITAHWA, ob-
pafoTEW, XPaHEHWRA, ITHEETHPOBAHKE, YIAKSEKH WA PACNpocTPaHeHs Modeix MEQHUWHCKME NPoOyEToOR Ha
OCHOEE KITETOK MW TEGHER, BEMKY3A CHPWHHHT # WCHLITIHHA ONA QOHODOE KNETOoK WK TEAHEA.

312 nponaeoauTens (manufacturer). PU3NHECKOR AN OPUOKYECETE NHUD, HECYLLEE OTEETCTBEHHOCTE
33 NPOEKTAROBAHWE, NPOWIBOOCTRD, YNAKOEEY W ITHKETUDCEAHKME MEJHLWHCKOM NPOOYETa HA KNeToOYHOR 0.
HOBE NEPED Br0 BhIMYCKOM B NPoOaxy OT CBOSMD MMOHH HEIZEHCHMO OT TOMD, BRNOMHAST NH 3T ONepaus«
BEILLEYNOMARYTOE NALS WK TPETEA CTOROHA OT 10 HMEH .

3.13 xpanenne (storage): OGECNeqHEHE COOTRETCTEYIOWME KOHTPONMDYEMER YCNOBWA ONA MEQULKH-
CEOMG NPOAYKTa, COOSPHEALLErD KNETKW, 00 MOMERTa NOCAERyWeR ofpaloTiM v pacnpoCTRaHEHHA.

3.14 rpancnoprypogaxme (transport): MepemeweHine MeQUULKHHCKDTo NPOAYETa, COTEDMallEnd KNeTHH,
MpW COOTRETCTEYIILWKMY KOHTPOMWEYeMbIR YCROBWAK.

3.15 puck (risk). KomMbuHayWwa sepoATHOCTH BOIHHUEHOEEHKA BPeOa W TRMECTH SaHHOND Bpena;

[PyrceogeTas MCOMIK 51:18999, onpegenanue 3.2]

3.16 epeq (harm); PUayeckoe NOBPEXOEHWE MK HAPYILEHKE AN0P0BES YEMNOBEED, MW NOBPERIEHHE
MAIYLLECTEA NGO OKPYHAECLLER CREdbl.

[Pykcrogerae MCOMSK 511909, anpegenanre 3.3].

3.17 onacHocTe (hazard). MNoTeHUWansHER KCTOYHKE Bpega.

Mpumeyadde 1 — T ICH Q%
Mpumeavyadue 2— Apanmvpoeans va Pyrosogctea MCOMMIK 511995, onpegansqne 3.5,

318 ocTaTouHLIA pHek (residual risk): Puck, ccTanWMACE Nocne NEMHATHA MED NS KOHTDOMD DHCKoE,

Mpiumevyadue T — Aganmvposano W3 Pyrosogorea MCOYMEK 5115935, onpenanadne 3.9,

MpuumeyaHKa 2— B onpeganeHem 3.9 Pyroeogetes MOOMIK 511958 1enons20RaH TEpMMH £ Mapbl Nps0o-
CTOROAHOCTHY, 8 HE HMEPEI ND KOHTRONG pacKce: . B ROHTEXCTE HACTORILEND CTAKOApPTE «MEPE MPENOCTOPO#EHOETHE —
ATO TONEED QO0MH M3 BOSMOHHEN CNoCoDOE KOHTDONA DRCKoE.

3.19 ananwa pucka (risk analysis) CHCTEMATWHECKDE HCMONBICBAHME J0CTYNHOW WHdopMadKK gna
MOEHTAgMKEU WK ONAcHOCTER W GNA CNPegensHna proKa,

[PykorogeTao MCOMBK 5119908, onpegenadue 3.10]

3.20 oueHEa pHcka (risk assessment) OOWWiE Npouecs, BRNIOYSIOWMA aHANKa PHCKa W oUeHKBaHHE
pHCKa.

[PykomogeTeo MCOMISK 51:1299, anpegenense 3.12]

3.21 HoHTponL prcHa (risk control): NMpouwecs NPAHATHA FELIEHWA # BRINOMAHEHKA MED NGO YMEHBLLEHEH
PUCKDR 00 YCTAHORNEHHEBIX YPOBHEH MNK NOA0SepHaAHWA DHCKDD HA yoTaH0BNEHHLIX YPORHAK,

[MCO 145712007, onpegeneqde 2.19]

3.22 onpenenexue pucka (rizk estimation). Npouecc, NpUMeRSEMBR ONA NPUCEOEHMA SHCAOELIX IHA-
YEHHWIE BEPOATHOCTH BOJHKMEHOBEHMA BOE0a 1M TAMECTH 3ToMD Bpega.

[MCO 148712007, onpegeneqye 2.20]

3.23 ousHUuBaHWe pUcka (risk evaluation): NMpouect cpaBHeMUA ONpESENEHHDND PACKS C JaHHBIMK KRK-
TEFHAMA DHCEa ANR ONpegeneHy A JonycTHMOCTH prcEa.

[MCO 148712007, onpegeneqde 2.21]

3.24 mMeHeQMMEHT pHcka (risk management) CHCTEMATANBCKDE NPHMEHEHKE NPARAN, NPOUEOYD M
NOEKTHYECKHS METOOOB YIPABNEHKA AN\ aHanMaa, oueHWEaHHA, KOHTPONA W MOHWTORKHIE pUCKE.

[MCO 148712007, onpegeneqde 2.22]

3.25 AOKYMeHTalMA MeHeOMMeHTa prcka (risk management file). CoBkyNHOCTE 3aNWCEIA W Apyrkx
OOKYMEHTOR, CO3ABAEMEIX B MPOUBCCE MEHELKMENTS DHMCKA.

[MCO 145871:2007 . onpegeneHye 2.23]

3.260 GezonacHocTk {(safety). DTCyTCTEME HEQOMYCTMMOMD DHCKA.

[PyrorogeTeo MCOMSK 51:1999, anpegenende 3.1]

3.27 cTeneHb TARECTH (severily) Mepa poIMOoNKLIE NOCNEZCTERE ONacHICTH.

[MCO 148712007, onpegenexde 2.25]
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4 Mpouecc MeHegXMEHTa PUCKA

4.1 ODéwKe nonoxeHKA

Mpy PACCMOTREHWM MEHEIHMEHTE PHCKOM HEoDXOOUMe YYATEIBATE OB KOMNOHEHTA:

) BEPOATHOCTE BOAMHEHOBESHWA Bpada ANA NEaUMeHTa WM NonNt3csaTena NpoaykTa;

bj NocneacTenA GaHHaro Bpeaa, T. & HACKOMNLKD TAMENBIME OHA MOTYT GbiTh,

MeHeg#MEHT DRCEOM KPaRHe BaMEH ONA KNeTOYHLIX KOMNOHEHTOE MEOWLKHCKMY NPOOYKTOS, BKNCHa-
DL #HIHECNCCODHBIE KTETHM WK THaHK YeNo8exa, B CBRIN C ONacHOCTAMKW, NDUCYLLWAK AaHKONA pynne
MPOAYKTOE, M BoNbLUKM KONRSECTROM J3MHTERECOBAHHEL CTOPOH, BRTIOYAR MedWUWMHCEWY padoTHIMKDE, opra-
HAAALMK, OEECcNeYHBaI0WHE MEGVLIHHCKAN yX04, OpraHbl YyNDaENeHnA, NEoMBIWNEHHOCTE, NAaLMEHToR W DA-
GOBLIX HHeHoE 0BWECcTEa. Kpome TOrD, Ha JAMHTEPECOBAHHLIE CTOPOHE MOMET BNUATE GOCTYNHCCTS A3HHOMD
THMA MELHUMHCEAY NDOIYETOR (OCODEHHD BaMHEl KIT8TOHHBIE KOMMIOHEHTE MEGUUKHCKHX NPpOJYETOB, TaK Kak
ATOT WCKOOMEF MaTepHan MomeT OuiTe Gones pegrKn, Hem OpYTHE KOMIOHEHTE MEdUUMHCKOrD NpoayxTa ).
CnegopatenkHs, ACCTYNHOCT L ANA NAUKeHTa GonsHb YHHTRIBaTb.

MpoHIBcoMTENE JOMHEH NDHHAMATE DeWSHHE O BEIoNaACHOCTH MESWUWHCROMD NEOAYKTS H3 KNETOYHOR
CCHOBE, BHMOHAA NpHEMNEMOCTE PHUCKOR, YHUTHIBAA COBPEMEHHBIE YDOBEHE PAIEWTHA HAYKK, ONA cnipege-
NEHHA BOAMOMHOCTH PAIMELEHWR MEJWLMHCKOrD NPOGYKTA Ha DelHKe ONA ro NPesnonaracMors Jenobao-
BaHWA. HacToAWWIR cTaHAapT YCTaHaBNWeaaT NPoUEcs, & NOMOLLLK KOTSPROM NPoM3Bo0UTENL METHLMHCKOrD
NpoayKra, codepHallero KNeTkH, MOKeT dIeHTHDHUWPOBaTE ONACHOCTH, CEAIAHHBE C KNETOYHEIM KOMEOHEH-
ToM NPOAYKTa, CNDEGENHTE ¥ OUSHHTE PUCKKR, CEAZAHHEIR © 3THME OMNAcHOCTAMK, EOHTOCNKDOBEATE 3TH DHCKM
¥ NpoEepATE ADEOEKTHBHOCTE GAHHOND KOWTRONA.

MpoK3ccoMTens QoMHeH OB0CHOBLIBATE WCMONBLI0BAHWE YEN0BEHECKOTD MaTepHana (BKMNHan BwiGop
THMA W HCTOUHWES EMETOK WM TEaH2A). 0CHOBRIBARACEL HA NPHEMNEMICTA OCTATOHROMD PHCKA, YYUTHBaA Ba-
NawWc SCTATOMHOMD PUCKE W CHMIASMOR MEJALMHCKOR MoMNB3k N0 CPABHEHKI0 © JOCTYNHEMK ankTepHaTHaa-
M. MNP pPECCMOTDEHMM PUCKOE ¥ NPEMMYLLECTE NPOOyETa HECTH0OMMO YU THBATE BAWAHHE XWPYDIASECKAN
npousgyp, HEoBXoOMMEBX OM1A &N BEEOEHA.

K MeddUWHCKHM BELBCTEaM, COCTABNAKWHN Y3CcTe NpOOYRTa, NpHMeHAnT Tpebopanus PapmMauenti-
HECKOH CUCTEME KavecTea (1CH QY (oM. cobnky [20]) W Hagnexawed NpoMIsnIcTEEHHOR NDaKTHEK.

K MEgUUHHCEMM HAOENMAM, COCTARNAKLLMM SACTE NPOAYKTA, npdMensior TpefosadnA MCO 14971 1
WMCO 13485,

4.2 OnacHoCTH, CBAJAHHLID © KNETOYHBIMA KOMMNOHEHTaMH

4.2.1 OBwre NonoweHKA

MpoM3IncoMTeNs QOTEEH YCTAHOBWTE, QORYMEHTANLHS POPMHTE W NOGOEDHMEATE B TEYEHWE BCErD
MAIHEHHOMD UAKNA NPOGYETa CHCTEMATHIMPOEAHMHEIR NPOUECT No HAEHTAWKALWMK ONACHOCTEN, CEATAHHEIX C
KMETOYHER EOMIOHEHTOM MEOWUHHCKOND NPOOYKTa, COQEMHMaLLYEnd KAETKW, ONPeqeniTe W OUeHnTe CONpRHEs-
HEHE PRCKA MO KOHTPOMH 3THX DRCKOS M NpoBepKe 30PeTHEHOCTH KOHTDOMA.

STOT NPOLEcS JOMHEEH BKMKYETE CREOyOWWe IMeMEHTE:

a) aHanna pucxa,

b) ougHKBEaHKWE pHCER,

C) KOHTPONL DHCKE,

d) paccMoTpedHe WHEoPMaLnE, NonNyY4eHHoR Ha CTaguH NPOMIBOACTEE W NOCNE NPOMIBGOCTES.

COOTRETCTBYIOLLWE YACTH NPOUSCEa MEHBOMMENTA PUCKS O0N#HE ObiTe BHEADEHE B OOKYMEHTMpOBaH-
HE NPOLBCs PEAMWMIALMA NPCOYETA HA NPOTAMEHHM BCEMD MHAHEHHOID LHMKNA NPOOYyKTA.

mn PHMEYHEHHAE —,ﬂ,ﬂ'l(ﬁ-'MEl-ﬂH[.H:lEEHHhII-'l NPOoUBCE CHCTEME YITPAAMEHHT KEY98CcTEOM MOMET CUHCTEMATHYSCEM MG-
NONEA0EATE NPOH3IBGONTENE ONH cecnesaHus BE30NACHOCTH, B HBCTHOCTH © LEMSH] PEHH BiA I.'I,U.EI-I.'I'I.'[-qJI.HEI.LI,HI-t ONECcHOCTEA
H ONalHBIX EI.'IT'_:."EU'HI-'h B CITOMEHEE MEONUWMHTKKY NPOOYETaX Ha3 ENETOYHDNA OcHOEa.

CoOTRETCTEME CReOyeT ONpedentTe NOCpEacTEOM MHCNEKLWW ONpeaeneHHbx OoRYMEHTOR, TAkMY Kak
DOXYMEHTALWA MEHEQ¥MEHTA PUCKOM. MHCNEKL M0 NPORCOAT U QOKYMEHTANEHO MKCHEYIOT YNONHOMOHEH-
HEAE COTEYIHM KA.

4.2.2 O5A3anHOCTH

MpoW2ecauTENs JOMEEH WMETh ODraHKIBUWOHHYID CTPYRTYDY W paboswe Npousdypsl, COOTBETCTEY-
IOLHE BF0 DEeATENLHOCTH. DPraHdyiaguoHHaR CcRopa Don¥Ha 48Tes OnNpDenenaTe CTEETCTESHHOCTE W CHEMY
MOOOTHETHOCTI.

MpodapoquTens onkeH obecnednBaTe JOCTYNHOCTE A0CKBATHEX MCTOUHHESE M HAMNAYME KEAMMHLH-
POBAHHOMD MEpCoHANa AnA NPOM3DoOCTES NPOOYET W O8ATENEHOCTIA MO MEHSHMEHTY DHCKOM.

il
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MpoMaBOOMTENL OONKEH!

a) onpegendTe  oTPa3nTh JORYMEHTANBHD CTPATENIC SNPESOelEHWA KDWTEDHEE NPWaMNeMocT DHCEE.
CTpaterds Qon#HEa rapaHTHPOBaTE, YTO FPUTEDWA OCHOBAHE! HE NPUMEHHMEE HAUWOHANLHEX KNW DETEo-
HANBHBX HOPMATHEHSX DOKYMEHTAX ¥ COOTRBETCTRYIOWWNX MEXOYHAPOOHLIX CTAHGAPTAX, ¥ yUMTHEAT JOCTYN-
MY MHPODMaLKWID, TaKYID k3K COBPEMEHHBIR YDOBEHE DAIBMTHR HAYKW W WIBECTHRIE ONACEHWA JaWHTERECO-
BaHHLIX CTOPOH;

b} npoBepATE COOTBETCTAWE NPOUSCEa MEHEIMMEHTS DHCKOM YEDEed NNaHOBLIE WHTEDEANE ANA rapaH-
Ter 3P EKTHEHOCTI NPOLECCa MEHEIHMEHTS DHCEOM | 3 TAICEE DOKYMEHTANEHD OTPAMaTE BCE PELIEHMA ¢
MpAHATEIE MEpbl. JaHHaA NpoBEpKa MOMeT DhiTh YACTbH PEBMIHK CHCTEME YEABNSHHWA KaHECTROM.

4.2.3 oxkyMeHTalWa

4 23,1 NeATeNLHOCTE N0 MEHBIMMEHTY PHCKOM JOMMHE JoKYMEHTaNHD UECHpoBaTs. CooTRETCTRY-
KL CROCOB0M MOET BbiTe AOKYMEHTALME MEHESIMMEHTA DUCKOM, EOTORAR BKNKYAET MAAH MEHEIKMEHTA
pEACKOM.

CooTEETCTEYIOWAR MHDOPMAL WA, BXOOAWEA B MNaH MEHSTHMEHTA PUCKOM MK 20 IKEXBANEHT, JOITH-
Ha BEMK4aTE CREJYIOWEE:

a) obbeM IANMaHHpoBaHHLIX MERPONDHATHA NO MEHEIEMEHTY PWCKOM C ONPedeneHkeEsM M ONHCaHKEM
MEJHLMHCKE NPOOYKTOE Ha KNETOMHOW OCHOBE M Grad WHIHEHHOMD WKKNE, K KOTODBIM NpMMEHWM EadsblA
INEMEHT NNaHI,

b} pacnpegenexie OTERTCTREHHOCTHA M NOMNHOMOHHEA,

C) TPEGOEAHWA K PEBHIMIA JERTEMNLHOCTIA N0 MEHETHMEHTY DHCKOM,

d} KpUTEDHW NEHEMNEMOCTH PUCKE, OCHOBAHHEE HE CTPATEMH NPCW3BOOWTENA Nd ONpegeneHWwic NpW-
EMNEMICTA PACKS, BENIDYAR EPHTEPWM CNPEASNEHAA NPHEMIEMOCTIA PHCES NPH HEBOIMORHOICTH OLEHKA Ba-
POATHOCTE BOIMWMEHOBEHHA BpEAA,

) ABACTEKA No BepHprEaLMA,

fl DeATENEHOCTE, CEBA3AHHAA CO CEopOM 1 NPOEEPKON COOTEETSTEYIOWRH MHDODMALWA B NPoUeCCe Npo-
MIBCOCTES M NOCHe NPoWIBCICTES.

4. 2.3.2 INa Kaxgoi onpegenaHHol ONacHocTH B A0KYMEHTALUMA MEHEOHMEHTA DHCKOM WM 8 axanora
OonsHa BuiTe CohINKa:

4} Ha aHanWa pucEa;

b} cueHWBAHKE PUCKA,

C) BHEOpeHre, BepHdMKan i M MOHKTOPKHE MED NO KOMTPOND DMCKE,

d} CUBHKY A0NYCTHMOCTH NIDECMo(LIX) DCTATONHONO LX) pHCEa(0R) ¢ YHETOM PACCMOTPEHHMA BHUCKS K Me-
AHLMHCKOW NoNb3kl NPW NREGNONArasMomM HonoNbIoEa MK,

4.2.4 Nepcoxan

Mepoolan, HENOCDeOCTESHHD BOBMEYEHHMA B QEATENLHOCTE MO NPOWIB0OCTEY KNETOMHBIN KOMIOHE H-
TOBE MEIHUMHCEWMX NPOOYKTOR Ha KNeTOYHON CCHOBE, OoNeH BbiTe JSCTATOMHO MRanknduyMposaHHbiyM Gna
BEMOMHEHWA 3TAX 33034 W KOMNETEHTHEM ANA BLINOMHEHHA 3THX 33034 © y4ETOM 20 KEanddivkaumnK, ob-
pAICBAHKE W NOOTOTORKM.

4.3 AHanWa pUcKa

4.3.1 OBwme nonoMeHHA

OnA npoUecca aHankaa pHoEa CHOCTEMATHHECKH HCTIONBEIVIOT DOCTYNHYK MHDOPMALMID ONA WEeHTHdH-
KALMA ONACHOCTEA W ONpeeneHia CONpRMeHHbLIX PHCKOE. HTo0k PEWHT: JaHHBIE 33034, HEOGKoQURD pac-
CMOTEETE BCe hadbl MU3HEHHOTD UWMKAA NnpogykTa. Ocoboe aHMmManke HeoBxoouMo yaenaTe 3abopy KneTok 1/
WK TEAHER, @ TAKKE BCEM JTANaM NPOKMagnacTes, CEAIAHHLIM C GaHHBIMKA MATEDHANAMH, 1, BCHH NDUMEHK-
MO, COHETAEMOMY INEMEHTY B CMYH38 KOMOUHWDOBaHHEL NEOOYETOR,

BHEApEHWe NNAHOBH OSATENEHOCTH MO AHANKIY PUCKA W PE3YNETATE AHANA3a pUcKa HeolxonuMo oT-
paMaTk B ACKYMEHTALWK MEHEOKMEHTE PUCKOM WMH 28 IKEXBANEHTE.

MrdropmMauMa No MeToqonoriyecki CpeacTeam MaeHTHhMKaLKK 1 OUEHWBAMHA PHCKOR NpeacTaBneHa
e MCO 14971 4 PyroeogcTese DapMaueBTHEeCKoR CHCTEME KavecTea ([CH Q9.

4.3.2 NpeanonaragsMos KCNONLEIOBAHWE W ONpedeneHWe XAPAKTEPHCTHR, CEAIAHHLIX ©
BEIONACHOCTLI0 KNETOYHONO KOMNOHEHTA NpogyxTa

Heohiagums yHUTeIBaTe NPEANCNaragsMos HeNoNLIDBAHHWE 1M KOHTAKT KNEToYHLIX KOMOOHEHTOR MEdH-
LKHCKOID NPOGYETa Ha KNETOYHOR OCHOBE © OPraHWaIsMoM NAUMeHTa Wi OpraqHdamos nons3osarena. Mo«
AHAMNKWAE PACKa HECEXOOWMO YYHTLIBEATE KONAYECTED MATEDHaNa, NNoWaAdk NOREPXHOCTH KOHTAKTA M TWN{k)
MaTeprana, BCTyNANWEro B KOHTAKT C TEAMRMK ANW SMOKOCTAMA OPraHAIMa, 8 TAKHE THI THAHM WNW #n0Ko-
CTH OpTaHKama, C KOTOPBIMA OH KOHTakTHRYET.

B
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Hanbones sameH KPHTHHSCKAR aHanWa:

8] MCTOMHKEOD KNeTos (oM. nprnoseHda C, | J, Ka L)

b) THNa kNeTok W cTaTyca ArddepeHunalka neTor (oM. npunoserds D E, G, H, K, N, O ® P},

C) BCcex acnexTos NpoUecca NpoMaBoacTea (ca. npunoxeldna E, F G H, J. L, M. M« P);

d) KOHKPETHEX GERACTEMA, KOTODLIE MOMYT NDHMBECTH K KAHUBDOrEHHOCTI MM HENDEABMOEHHOH MMMYHO=
FeHHOCTA KNeTok (CM. npunosedds B, K, M, N, O n P},

@) BOIMOMHOA NEPEEPECTHOM KOHTaMMWHaWKMIA (Cy. npdnosenna ©, O F, H, [ J, L« M),

f) cHcTEME KOHTRONA MaTeprana (oM. npunoxera S, 0L F, G. Hkr 1)

) BOSMOMHONA DRCTPYELWA (oM. npinodesHda O E. G, H. N, © w P);

hj HENPEGBMOEHHOTD BISHMOOERCTBIMA MEMDY KNETOYHEMK M HEKNETOYHEIMK KOMNOHEHTAMA NPOJYETS
[cu. npunoEerds E 1 O);

i} EMAHUHECKOA OUBHEN W NaBopaTopHslX KCCneqosaHHE (CM. npunoseske P).

4.3.3 OnpeneneHde onacHoCTEM

BoaMOMHEIE ON3CHOCTH, CEBRAIAHHLIE ¢ HCTNIONBICEAHKEM YENOBEHECKAX KNETOK W THAHEH, JOMHHE DuiTe
HAEHTMRMUKMPOBaHE! ¥ 3Ja00KYMEHTEPOoBaHE. Docoliog BHMMan ke ChegyeT YOenyTe CAeyrWwnm CnacHoCcTAM,
CEAIAHHBIM C KNETKAMA K THAHAMIA.

a) KOHTAMWHALWA SaxTepUAMA, NNeCeHBID, JPCHKAMA WK NapalvTami,

b} KOHTaMAHALWA BHDYCIMM,

C) KOHTAMHHALMA AreHTaMK, BEALBaHWHM TSE,

d) KOHTAMAHAWWA MATEPHANoM, BelIkBA0LWIKM HEEENATENEHBE NAPOTEHHEIE, KMMYHOTEHHBIE WK TOK-
CHHECKHE DEaKLWK,

@) JECTPYELUWA NPOOYETa W NDOOYETOR QECTPYELAM,

f) oToyTeTaMe OB paTHMOCTH BO3NeRCTRIE,

0} ONACHOCTK, CEATAMHEIE G KAHLBPONEHHLIM NOTEHLWaNOM WCNONEIYEMOro THNa KNETok;

R HADYLLEHWE HWIANK HEB0IMOEHOCTE MPOCNenBassMOcTH,

i} OCOOMHEHAA, BRIBAHHLIE HENDEIHIMEDEHHEMA DHIMONOTHYSCHAMI WK 3HATOMHYECKHMIA RoCNE0-
CTAMAMI. JT0 BEIICHAET HENPELSEWABHHYIO MUIPALKID KNETOR, HEMENATENEHOE BelOSNEHWE GHOnNorMYecky aKk-
THBHBIK BELLECTE, TAMN KaK MOpMOHE 4 UWTONMHBI, W HENDEOEMASHHOE BIAWMOOEACTEME MEHTY KNaToHHbIMM
W HEENETOHHBIMA ROMO0HEHTAMK NPOOyKTa.

Mpy UCNONBLI0BAHHKA CTEONOBLIX KNETOK MOrYT BOAHUKATE OONONHATENEMEE onacHocTd. Ocofos BH4ma-
HWE CASOYET YOENWTE MCTLTAMKMAM Ha KaHUEporeHHoCTs W Bopacnpedenayke. Npd MCNoNBEI0BIHAN TaKAX
ENETOK HEGDXOOMMO COBMOJaTs PErHoHaNEHEE HOpMaTHaHEIE TpeBoBaHrRA,

Ona oueHkd IarpARaHeHHs gpYrdMH HERNACCHPUUMPOSAHHBIMA NATOMEHHBIMA BELBCTEAMKE MOTYT NpH-
MEHATLCA CXOOHENE NPMHLWNEL.

4.4 OueHHnBAHKE pHCKa

HeobxoadMo OuUeHTE Boe WaeHTihuuKupoRaHHbe phckd. [nA gasaok voesTrdrudpoBasHci onac-
HOCTH NEOWIBOORTENE, HCNONLIYA KEWTEDWM, CNPEJaneHHEE B MNaHe MEHEDHMEHTA PHCKE, JOMHEEH NEMHATE
pEWEHHE O HEOSXOOHMOCTH CHHHMEHWA PACKa. PeaynbTaThl JAaHHOM SUBHWBEAHKA PHCEA DOMMHL GbiTe OTpE-
HEMEl B DOKYMEHTALWA MEHEIEMEHTA PHUCKOM MNW 82 JIKBHBANEHTE,

B npunowesyn B onpegenetbl OCHOBHES KATEMODHIA DUCKA, KOTODbIE HEOBXOOWMO YYKHTBIBaTL.

4.5 KoHTpons pHCKa

4.5.1 OGwKe nonoweHKA

ONA koHTPONA pUCKa HeoBXoOWMO NDHHATE DEWEHWE W COOTBETCTEYIOWWE MEPH ONA CHHMEHWA PHUCK
B0 ONpegensH orn YEOBRHA MNH NOLOepxalkA B onpadenaHHbx npenenax. MNponisoduTens Jonwesd onpege-
MATE MEPE N0 KOHTROMO DACKA, KOTODBIE NDHMEHKMBl ONA CHUKEHKWA PUCKaloB) GO NPUEMNEMBIX YDOBHER.
MeponplATHA NS KOHTPOMIG PHCKS JOMMHE BblTe OTRaMEHEl JOKYMEHTANEHD W oBoCHOBAHSI,

Cxema B npunokedid B gaet oflwes NpelcTapneHde 0 NpOUScCs MEeHEOMMEHTa pUcKoM. Echi Bo
BREMA NPOUECCa MEHEIMMEHTE DHCKOM CNPEJENeHE GONoNHNTENEHEE PHUCKK, TPOWIB0AKTENE OMMEH Bhl=
DpaETe COOTEETCTEYIWWE CTAHOAPTE MNW HODMATHEHLIE OOKYMEHTE W CIeJ0BaTy W, Pewerie gommHo DuiTe
CTPaMEHD JOKYMEHTANBHD W 0DOCHOBAHD.

4.5.2 OueHKA OCTATOYHOND pHCKa

Mocne NpUMEHEHKA MED N0 KOHTROMM PUCKOB HEOSXOOMMO OUEHKTE BCR CCTATOMHEIE PUCKKW, MCNoNEyA
KRPWTERHKA, CNpEgeneHtsEe B Niade MEHSIHMEHTE DMcKosM. Takui obpaios NpoBepRoT, HE NoARMMWMCE Nk
HOBEIE DHCKA B PEYNETATE MO0 MEp NO CHAKEHWK PHCKOR. PesyneTaTk JaHHOHE GUEHKH JOMKHE BalTk OT-
PAMEHE B OKYMEHTAUWKE MEHBOMMEHT DUCKOM WNHM 82 IKEHBANaHTE.
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4.6 OueHMBaHHe OONYCTHMOCTH 00 LWEero 0CTATOYHOM PHCKa

Duexka 0onycTHMOCTA oOWEenD oCcTaTOYHOMD PUCKS J0MEHa YYMTRIBaTE Banakc Mexgy ocoTaTo4uHsm pr-
CHEOM MOCIE NPAMBHEHWA BOEX MED MO KOHTPOMID W OMMOSEMOR MEGWUKHCKDR NoONEICA No CREBHEHMID G 00-
CTYMHBIMA ANSTEQHATHBAMA. ECn CYLWECTEYET SCTATOMHLIA DHMCK, CEAZAHHEIR;

- JATPAIHEHWEM BHDYCAMHA, MApaIuTami, GakTeEpWAMKA, NNECEHEID, TPASaMA KWNKE AR EKLMOHHE K
SrEHTAMMA, BhlILIBAOWHMA TSE, WKMA

- ONACHOCTAMK, CBAIAHHLIMKN C KAHUEPOrEHHLIM WKW HMMYHOTEHHLIM NOTEHUKANOM ACNONbIYEMOTD
TvNa Knevor. B oueske HeobxXoddMo KOHKDETHO DACCMOTPETE PMCKM W NPEMMyLWEcTBO NPH WCNoNbI0BaHAW
ANLTEPHATHEHLIX MATERHAN0E, HE CEAJAHHBIX C OaHHBIMG PHCEAMH, HAMPWMED CHHTETHYECKHE MaTEDWaN.I,
METEPWANk OT JYIoro BROa MABOTHEX KINW 2y TOSHHOTD YenNoBEeYeckoro MaTeprana, i NPHMeHa ke ansTep-
HATHBLI 3NA TOW ®e NpeanonaracMoi wen.

Ecnm ocTaTouHBIE DMCKM HE YOOBNETREOPKIOT KPUTEDHAM NPUEMIBMOCTH DHCEA, DDLWA DACK MONET C4MW-
TaTkCA MPAEMITEMLIM TONLKO NPE 810 KOMIEHCALMA MCETIOYMTENLHOR NONBITH W UENecoobpaIHoC TR, 000-
CHOBAHWE KOTODBE JONMHD BbiTh 3a00KYMEHTHDOBAHD.

EcnK NpUMEeHdMe, HEQDXOOHMO YHUTLIBATE OUSHKY KOHEPETHOM KOHTHHIEHTS NauWeHTOos (Hanpamep,
MAUWEHTOR © WMMYHOLEDWLKTOM).

4.7 CvcTenma nonyuyeHWA MH(OpMALKMK Ha aTane NpoMIB0OACTES W NOCNe NPOWIBOOCTE

MpoMIBCOMTEN: DONMEH DHEOPHMTE, JOKYMEHTaNEHO pOPMATE ¥ NOLIeDHHUDATE CUCTEMY TERYLLEND M
cucTeMmaTMdecknrn cfopa v ofpafoTik MuOPMaLMKE O PUCKAY, CEAZAHHEX © NOMMEHEHAER MEOHLWHCKAL
NPOOYETOR Ha KNETOYHOR OCHOBE W CHOOHLIX NPOOYSTOR HA aTane NPoMIBECOCTES M NOCNE NPOW3IBCOCTEA.
Mony4eHHan MHEoPMaLKA 1oMEHa BkiTe NPOAHANKIKMPORAHA, OLUEHEHE W WCNONE30BAHE B NPOLUSCCa MEHET-
HMEHTA PUCEDM.

Mpumesaduwe — OnA 31060 MOryT BbITe WCNONEZ0EAHE: NPHHLHALL KOHTEONA 38 DEIHEOM NDOSEM WHNK
thapMakoHagaopa.
8
Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 14 /50

CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-13022-2016


https://gostexpert.ru?utm_source=pdf&utm_medium=70933
https://gostexpert.ru/gost/gost-13022-2016?utm_source=pdf&utm_medium=70933&utm_term=page

rocT P MCO 13022—2016

MpunoxeHae A
[cnpasounos)

PyropogcTeo No npumenexdc MCO 13022

Aol DBwme nonomeHUA

MaHaaHMEHT PUCKOM KpalHE BameH ONA #NeTOYHLIX KDMNOHBHTOE MEJALHWHCEMY NPOQYETOR, BHMHFHEHA HMZHE-
CNoCoDHEE KMETEM WAW THaHW 4en0ESka, ma-2a ocolbee XapakTepucTve AaHHbx npoayktos. OdHe cHABHD NOSBED#MEHB]
GUONOrAHSCEOMY 3BTDASHEHAR M EDAAHE YYBCTEMTENLHB! KD BCSM BAASKM BOLIZEACTENA, BRiILIESHILEID NOBREEOEHHE M
narpagagsn kneto. Cnegoeatansys, BARHD, HTO NpH YETAHOBNEHWE JWCKA, CERZAHHOM © SEHHLIM MATEDRETOM, NPoNs-
BOAMTENL NPAHAMEET MEDE! MO KOHTROED PHCKS W 0f0CHOEWBAST B OTHETE N0 MEHEQHMEHTY PHOKE, NOoSEMy aTarn Ha
Beina COenaso.

A2 MNpumeHEHWE K ACTOYMHMESM KNETOK M TEIHEA Y8N0EEKA

B HacToAWEM CTaHOADTE PECOMOTREHEl TAKAE MaTEDMANB], K3H
H.:I HHAHECNDEODHLIE KNETHA W TEAHA Ay TONOMAYHIN 1B 3NFOCFEHHDMI NEOBCOEOEHAR, 1
b:l HAZHECNDCODHEE KNETHN | TEAHH. NOMYYEHHEIE OT MHBLIX W TRYTHEIX ODHDDOBR.

A3 MpumeHEHKWE K MATEPHANAM, MOMYYEHHEIM TPETEEN CTORPOMON

HacToAwmil cTAHEAPRT MOMHD NPYMENATE B TOM CIyYEs, 8ol MaTERHANL], MCNONBAYEMLE NpONIBagMTEneM, Germm
BIATR OT YEMNOBEKA W NOOrOTORNEHEl TPETEER CTOPOHON WK cyBnogpRoHusom. Mpw paccMaTpEHEN PHCKOE, CERIAHHEIX ©
MCTIONBI0EEHMEM OAHHEIE NPOOYETOR, NPOWIS0ONTENK QOMHHEl 3ENPAWKEETE 0T WX NOCTABLMKOE NOOTES PROEHHE TOFD,
HTO DYEHKE MOMMEHHMMOCTA HENOBEYSCHONI MATERHARE OCHOBAHE HE COOTESTCTEYHHUMY TREGOBAHWMAY HACTORLED CTEH-
OApTE MNKW MCTIONE30BAAWcE ANETEPHETHEHEE Mogeogbl Mony9eHHaR MHGoprMaUMA QonHa DbITh BRAKMEHA B OTHET N0
MEHETHMEHTY DWEHOM, KECEHIWLMECA MEOQNLHHCROM NPOOYETA, COO8PMELLETT KNETHH, W SCOH NRHMEHWME, TO MOHET BelTh
OONAONHEHA MHPOPMELWMEBA, NCCTEENABMON TPETESR CTORPOHOA MK CyEnoaprRoHmson.
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Mprnomexns B
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Mpunomedue C
(obRzaTENEHOE)

TpetoBaHKA K BsIGopy QOHOPOB M HCNLITAHKA

C.1 DBwme nonomeHUA

Kparapue Bxfiopa AOHOpROR 0CHOEAHE! HA AHANAE DHCKDE, CEAIEHHKIX C NPHMEHSHHEM ONPeOanaHHBLIX KNETOR KM
TEAHEN, W MPEONONEraemMon HEIHEHEH A MEJWUMHCKDTD NROOYETE HE KNETOHHOE OCHOEE. MHOMKETOPE 3TN DHCKOE S00TH-
Hil BeiTh ONPEOENEHE NYTEM MEOWLMHCKOND OCMOTEE, PACCMOTREHNE HCTORMEM MEQMUMHCKON W NOBE4EHYSCKOMN PHEKE,
A TANME NOCPegocTeoM BHonorvyeckny MCnLITaHnE, NaTonoroaHaToMHSECENE MCCMES0BaHMA (SR TRYMHEIX ADHOPOB) M
OpYrx NoOECORILHY MCCHeaoeaHR. JOHOPOE HCHMHaT U3 CRHCKE NOTEHLMANBHEX A0HDPDE, BCNM OHA NoSNEgEKT nog
NHIBOA KPUTERVN M3 MEREYMCAEHHEX B ©.2. 1, kpoMe T8x Criy<aeE, ¥O00da My MCNONsInEaHHe QoKyMaHTaneHo obocHosaso
B X006 DUEHEH PUCHE, YTEE[KOSHHOA OTESTCTEEHHEM NHLDM.

Ecnw & crpaHe, HES TEppMTORHA KOTODOA GyoyT MCROML30BETE MEOFHLMHOKAR NPOOYKT, CYLWECTEYT SJONDNHNTE G-
HElE HALUMOHAMBHES WA PENADHANLHES KPATEDHE, EPOME YETAHORMNSHHBIN, TO OHM TAKEE NPWMEHWME .

C.2 TpynHeIe QoHOPLE

C.21 Obuwme KpUTEPHMK ONA WCHNHMEHWR

8] HenapacTHAR NPHUHMHE CMEPRTH, 38 MOCKNKHaHNEM TEX CRYYABE, KOr0E BOKDBITHE DA8T MHIPOOMELMEY O NPHYMHEX
CMEQETH, WHK OZMH M3 O0LMY KpATEPWMEE MCHMHHEHUA, ONPS0aNaHHEIX B HACTORLWEM NYHETE, HE NDHMEHWM.

b) Mcropys 2a0onseaHA HERGHDA ATA0NGNAK,

c} Hanu4se & HacTOALWES BREMA WNW B SHAMHEIE8 OHEDNOMMYSCKAXY IN0KEMECT BEHHL Jabanaearii. BoamsomHsnm
MCHMHIYEHEAMM DA OSHHOTD EPMTENWA RANAKTCA NEPEMSHAA DAZaNsEHONMETOMHAR REPLMEOME, KBPLMHOME 7 SHU LWEak
MATHH ¥ HEKOTORRIE MEPEMHHEE OMyXoNKA LEHTRENEHDA HEPEHOA CHCTEME!, ROTODLIE MOryT OEITh NPUEMAEBMEMK NPE H3-
NAHEM MIBSCTHOR KIFMHAYECEAN WCTORMM Q0HOPE.

d] CHCTEMHBIE MHEEHLAK, KOTOPEE HS KOHTDOMEPYEITER Ha MOMEHT 330008 rarapuana, Brnd~as GasrepiansHes
Jabanesalin, CHETEMHEE BUDYCHSE, TPADELELIS WM NAPE3MTEPHLIE MHPexLHKn NWdo CYLUSCTEEHHES NOKAMNLEHEE HHibek-
WA 2 3efpaenss THAHAX M KnETHE,

&) BIY {(srpyc vimmyHagadiuuTa HenoBexa), OCTPRIEA WK XpOHMHECEMA renamar B (38 poaniHeHnem nuuy © mog-
TEAPHOEHHBIK HMMyHHEM CTaTyCom), renatet © w HTLVET {eupyc T-knevosHor nadsosa venosega 1) 8 adamHeze,
LIMHMYECKH MW NafopatopHo nogTEEp#asHHbBIR, B TERSE PHCK 2aRAMEHMA ANM CEMTETENLCTED EkTORoE PUCES JAHHBIX
HHIEX LA,

fl EpoHW-eckos cUCTEMHOE ByTOWMMMYHHDS 3a80NSBaHWE, KOTOPOS MOHET NOBNHAETE HA Ea4ecTen 3abvpaambix
LIETON MK THRHEE, B SHAMHEIS,

) Mpe3sags Tor, 4Ta PEIYNETaTE NabOpaTopHe BoonEgoeaHyad oipazuoe goropckon Kpoed SyoyT HensdcTeM-
TENEHL N0 NPHYMHE:

1 cnyyass remMoguniUng, SNy Nony-Te 00pasuE Kpoar 00 NEDESgasns ST0R NPOoUeOY P HESO3MOMHD, MK

2 NEMEHNA MMMYHOCY MPECOopEMY.

h] CengeranscTes nubisi 4pyiie darTopos prord MHESEUMoHHOMD 3350NEBIHHR Ha OCHOBS OUEHEM PHCHKA G yue-
TOM WCTORMH MEpEMElEHNR JOHODE W 8ro KOHTEETOE, 2 TEKHE RORANEHDA PECNPOCTRAHEHHDGTE MHDBKUMCHHEX 3a00-
NEEaHMR,

i) Hanw-ue Ha tene QoHopa QUIw-HEcEME NPUIHSRDS, KOTOPME MOMNYT YEE3IbIESTE HE PUCH dHbBEKUMOHROM R ]
Jabanesasna{ Al

Ji MpreEnm BHY TR MMM BOZ0SACTRE BEWECTE (TEXMA KAK UMaHKO, CBHHEBL,. PTYTh, 30N07T4a}, KOTOpbIE Mory T Deime nepe-
OAaHL PEUMMTAEHTY B 0038, KOTOREA MOMET DeITh ONECHE ONA 80 300p0860H.

k} HegapHRR BARUMHALMA HWBEM CCNabneqH LM BHEYLOoM, BCNW CHUTRETCH, Y4T0 CYLUSCTEYET PUCK ZH0EREHNA.

1] TPBHENNEHTATEI M3 KCSHOTEEHER.

m} Prck nepegaqu 3afonsBaHni, BrdkEasnsld vhhesunorHbliM areHtom TSE.

JaHHEN BUCK XE3PSKTEREH. HENPUMED:

1) QnR NKaEd & apardocTipoeadHon Samazde:n Epantudiensnta-Aeaba, mng sapwadtHon Banesdes Kpaarudens-
OTa-FAroba, MM AMEWNE B CEMERR0M BHaMHe38 3abonesaqre KparTudensga-Arobs HeATRONSHHOM XApakTepa;

2) neopEi © BeoTpo NPOTPECCUPYROLWER OSMEHLNER KNK OQ9M8HEpaTHEHBIMK BEEPONOMMYSCHME 3a00NEBaHHAMK,
BHNEMHER 38G0NEEaHNR HEMIBECTHOM NPOVMCLREOEHHR, B SHAMHEE,

1) PEUMNHEHTOE MOpPMAOHOE, NOMYSEHHEX B3 THNoEH3E YeNoBEERE (HANPUMER, MPMOR0E POCTE) M PEUWMIWMEHTOR ©
NepecameHHoN DOTOSMUBRA, cknapon 1 dra mafer, & TaKks NKY, EDTOPEIE MEDEHECNA HESOEYMEHTHRUBAHHOE HERAROEM-
DYEIVHECHDE BMAWETENLETE (MPK ROTOROM MOMME MCNoNe30eaTeR dura rmaler). Ana sapyadtrol Goneasd Kpadtudeans-
Ot1a-Aroba paKaMEHOYETCA HEMONL30EETE DREMNEHERLLME MEPE MPES0cTORERHOETA.

C.2.2 JononHWTenbHBIE KPUTERPWH ONA GETCHOrS NoCMEpTHOMND A0OHDPCTER

Nerd, poHasHHbE o7 Marapy, HHihuunpoeadHod BHY WM nognagsowei nod mobol EpaTEpdin HCEnMEHAH 13
AMACEHHEIE BLILE, AomEHE B MCHNIOHEHE M3 CNWCKE QOHOPoE, 00 Tex NOKE HENL3A Oy0ar TO4HD WCHNHHETE PUCK
NepenaHe MHES LN,
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Oerir 2 eozpacTe mnaqwe 18 mes, pOHIEHHEE OT MATEREA, nHbHLKpoBEHHE BlAY, a TaKKS NpH HEAKWYAK FTENETH-
13 B, C wni gupyca HTLVIIL vine © pacEom HENHYHMR TERoA e, ROTORLIE ROAYHENW EyOHoe Manosd MaTepn e Te-
HEHWE MPEOEOyAx 12 Mec, HE MOryT DhITh OOHOPSMK BHE SHEMCAMOCTH 0T PEGYAETETOR SHENMTIHEDKME MCCMHEa0eaHHi.

Oeti, podisHHBIE OT Marteped, WHRUMPOBaHHEE BIY, npy sanwyawd renarata B, Cand supyca HTLVIAL v <
PHCHEOM HAMHHMA TARDW MHEOEKIME, KOTOPBIE HE NOMYSAnK rRYOHOE MOTDKD MBTEQH B TESEHHS Nnpedegyiux 12 mec n ong
ROTOPSGE NPOBEGEHWE SHANMTHHECHHE MCCASO0BEAHMA, MEWUMHCKOID SOMOTRE M 05300 MEOMUMHCKOR OOEYMEHTELMH HE
POGTESROMTH HAMKHHE BRILUSNSPEHCIEHHEI HHEELEHA, MOryT BhbiTs QOHOpaMK.

C.3 NpruamaneHnoe godopoTes. D0wwe KpUTEpHA oTBopa

G231 AyToNorMyHbIM MABOHA OOHOR

Mpy zabope TEEHER M ENETOE CRESYET NEHMEHATE TOT e MEHWMANEHBIR HABOD TpeBoRaHWA Bronormdsckon Te-
CTHROBAHMA, 4TO M ONH SNNorEHHON HUE0rd JoHopa. [HonouTEneHeE payneTaTel NEDopaTopHEY HCCNSgoEaHMA HE
ofRIaTensHD NPENATCTEYHT xpadeqnkd, obpaloTre ¥ pEMMNNAHTALMKY TEAHEA WAW KNEToX NG0 gpyrix npoOykTos, no-
NYYEHHLIE M3 HWX, 8CNH WMESTCH CODTEETCTEYVKILESE HADNWPOBEHHOE ¥PEHEHWE ONA 0DeCnesaHnA TOM, 4T0 HET DHCEE
MEPEEDECTHDN KOHTAMUHALNM C SEyTEMA TDEHCMNAHTATaMY, WANK HET PUCHE 3ar PRIHEHNA CNySafHEIME BELLBCTBAMA, W
WM NPy ThlEaHHR.

C.3.2 AnNoreHHbIW HUBDH QOHOR.

ANNoreqHss MMBLI OOHOPOE O0M#HEl 0TEMpETs Ha OCHOBE COCTORHWA MY 300D0EER M MEQWMUWHCEOID SHAMHE3E,
HOTOp&IA COOMPEHT © NOMOWEE BHRETAPROEEHAR W MHTEPELHIMPOBEHWA OOHOPOE, NEOBOOMMOIT HEAnUdMUMpDOBaHHERM
W OOy4EHHBIM MEOAUMHCKEM NEpCoHanow. TAkaA OUEHES JONHHE BENHHETE 3HAYAMbE EXTODLL. HOTOPLE MOrYT no-
EMMATh HE BRABAEHWE M BCXMHISSHNE MY, JOHOPETED KOTORG MOET NPEOCTABNATE DMCE 3N0POBRK OPYTHY, TAKDA KK
BSPOATHOCTE NEpedsqd 3a00NeBaHEA WNK prcx Mx coboTeeHnoMy snopoaess. Npwe noBor popopcTes npoyecs 2abopa
HE OOMDHEH BAKATE HE 30000BELE QDHOPE WAW B0 Yiy0wans. B cnydas 3abopa nynoBMHHOH KROBM WNE SMHBOTHHSCKOR
MEMORaHL 3T0 NPEBWND MPKMEHAMD K85 K METapH, T3k ¥ & pederry.

EpuTepuy oTiopa annoreHHEE BUBLIX JOHDDOE QOIHHEl BEITh YETAHOANEHE! W OTDAMEHE! ADEYMEHTANLHG BaH koK
TREHEH {8 TAKHE BRAHOM, MPOBOORLHM TRSHLMNEHTALUMK, B CNy4E8 HEROCDENCT BEHHOE NEDESE4H. PEUHNHEHTY], QCHD-
BLIBAACE HE KOHEPETHB OOHODCKAR TEAHAX MM KNETHAX, 3 TAKE HE GHIN-eCcEoM COCTORHMK O0HOPE, MEOMLMHCEOM 1
NOBE0SHYECKDN SHAMHEZE W DEIyMLTATEN KNMMHHYECHNE MCCNEJoBEHEA M NabopaTopHE: WCNBITAHHEA, ONPESEnARILME
COCTOARHE A0pOBER ADHOPE.

Oo- v nocnepogoBod 3abop kneTor Tpedyer oueHKH CODTEETCTEVEILEND PpHcEa anA peleqHka Bo SpemMA Nochepo-
foeorg cokeatpa. One 2abopa KReTor MyNoEMHHOR EpOBK 00 WAW NSRS pOgos, 8 TAEHE SMHHOTIHESEDH MesbpaHs MaTs
DHCCMETRHERNNT B KEaHECTES Q0HOPAE.

CRegysT NOWMEHATE TS HE KPUTERHA MCRMEOHEHKA. 4T0 | 4NA TOYNHBIE QOHO0PoE, 38 nornosaHasn C02.1, a).

B zaencamocty or 3a0npaese THNOB KNETOX KA TEEHEA MOMyT NOUMEHATE OEYTHE CeundbmYeckne KEpuTepsn
WCEMCHEHAR, TARAS K31

A} DEREMEHHOCTR (38 ACKNEDHEHWEM QOHODOS KNETOK MyNUBMHHOK KPOBW M BMHBOTHSSCHOR MeipaHe 1 O0HOpOE-
CWBCoE remMonoaT-ECKHE TPOTEHUTOPHEEE KNETOR];

b} rpyaHO8 ECREDMNMESHME,

©) FEMAaNOaTHHECKME MPOrEHWTORHBIE KNETHY MW BO3MOEHOCTA NEpEgaq9 HECNE8acTeEHHBIX 2a00NeeaHMA.

C.d4 BUonormyeckme HCNEATAHMA, HEODXOOMMEIE ONA OOHDPOE

Cragyowne DEonomHEcKHE HCibITARNA O0NEHS MPOE0ONTE ANA BCEx JOHOPOE B HEYSCTES MUHHMANLHEX TRabo-
B HMI

ayBHd 1 1 2 —ante-BH4Y-1, 2;

b} renatte B — HBsAg {noeepeHOCTHRIA anTwreH renatura B). HBe (adtyTana k cepousswsHe syupyca renartuta B

o) renartutel C — anti-HCW-Ab (asvturena k srpycy renanara C);

d} cepwnuc — (oM. ganae).

Moocnenoeasne HE AHTUTERE K BHPyCy T-RReto-Hon ne@kosa qenoeexa (HTLV) U cnegyet npostaute B CoOTEET-
CTEMH C HALHOHEMNEHEMH HOPMETHBHEIMHA JUEYMEHTIMK.

Ecnu anti-HBC monozutened, a HESAQ oTpULATENSH, TO HEDGXOIMME! JONDCNHATENBHER MCCNEN0BAHAR C OUBEHEOR
PHCKE A oNpEsenaHuR BOSMOIMHOCTH KNMHEYSCEON MCRONbE30BEHNA SOHODCHON METERHENA.

Cragysat Mononsi08a8Te BAMMAKPOBEaHHER anmprTa NadopatopHee HCCNEN0BAHMA QN8 MEKNESEHWA HENMYMA 3K-
THEHOWH HHekMy Treparnema palidum. HepeasktieHeld TecT, cneyndmdHbig nM HECnSUuadimYHER, SONYCESET HETHIL-
FOESHWE THAHEHR M KNETOX. ECnW NpoBodsT HECnauMriyHEIR TECT, PESKTHEHBIR PE3yNETET HE NpEanATcTaYeT aabopy vnw
POy HEHKMI, SCMH CNEWAhWSHEER TBCT Ha Treponans pallidum, npoenodreid SNA oG TEepEIeHns, He paastiees. [ns go-
HOpE, Yed chpasey peaskTHREH Ha Traponems paiioum npw creysBiSHoM BCNETaHWN, HEDDHXOOHMO NPOESNSHAE OLEHER
PHCKE A8 ONpeaenaHun GonyeTEMOSTH KNMHAHSCKDM MEnons2oBaHWA.

MoryT noTpeboBaTEER QOMOMHATENEHES WECMEOUEIHNR B 33BMCHMOCTH 0T SHAMHSIA J0HOPE W XARAETERNCTHE
E0MPIEMEE TEAHEA Nk snatok, Hanpamep RhD (D-astared peayc-rpyrine ), HLA (neAr0gHTapH=H SHTWNSH YRN0EBEKE),
manApas, UMB (umromeranoespyc), Tokconnaismoi, EBV (supyc GnwredHa-bappa), Trypanosama crusl,

B oTHOWEHKWH 2y TONOrMYHBIE goropos oM. 53,1,
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C.5 TpeGoeaHMA oNA ONPEOENEHNA DHONOTHHECHHE MAPKERDE

C.51 Obume nonomeHnA
MenpraHum oisHs! NPOoR0aETE 8 EBENAGHRILWMPOEaHHDN NabopaTopid.

Mpeme<adws — KeanmprumpoeaHHoE NnabopaTtopyen RENAETCA SEEPEDWVTOBAHHAR, NYLBHINPOBEHHER, 38-
PErMETPAROBEHHER WK SETOPNZ0RAHHEA B COOTEETCTENH © MECTHEMA TPESoBaHKAMK NAGopaTopia.

Menonbayerbld THN MENETAHAA QonseH SuiTh YTEEDEOEH ONA JaHHEN LUENBA B COOTBETCTBAM C TEHYLMM YROBHEM
PAIENTHA HAYEM. BRCNOrMHECkME BENEITAHKA JONHHE NPOBOOATE Ha CRIBOPOTEE WM NNE3ME OOHORE 4 HA B KDEM Ghy-Has
H3 SpyTHX MUMOHOCTHE WA BeIOENSHAARY, TAXWE K3K BOSE MNW CTEENOBAOHOE TAND, BCAW KEDHEPETHO ENWHW-ECH He ofo-
CHOHEHD MENOMELI0ESHWE ¥ TEEDHOSHHOIT MG TEHWA MR TAKMX BNOK0CTER.

C.5.2 MNesogunuKa

Ecrin noTeHyHansHsE O0HO PR NOTERANK KPOER ¥ HEDABHD NARYHENA 0T QOHOPOE HDOBE, KOMNOHEHTE KDOEW, ROM-
NOAOE MY EPHCTAENNOHOR, MENBTAHAA HE KPOEM MOTEHUWANEHEIX QOROPOE MOMYT DeITh HEOSHCTEMTENEHEIMIE M3-33 FEMO-
omoury obpasga wpoed. B cnanyolme cny-anax: HeatkoommMo Mononsineate aNrpHT OUEHEA CTETEHM MEMO0ANHILIMH

- aafop oBpasyoe KpOBEK S0 HACTYNNEHAR CMEETH BLNA KPS0, KDMNCHEHTEI KPOEH WANK Konnovaesl DeINKY eesne-
Het 2 TE4EHE 48 4 o 3a00pa Kposr MNKr KpNcTAaNNorabl Beinm BEegeHs6l 3a 1 4 go zabopa obpaayos;

- agbop 08pazuoe KpoEW NOCNE HACTYNNEHKA CMERTH: BCNK EPOBL, KOMNDHEHTE KPOBE HIHNW KDNNongksl Bearm aee-
OaHE B TedaRds 48 9 0o cwEpTi MnK EprcTannonos elny seensHe 33 14 00 ceapte,

BaHk THaHER MEOEET NPHHUMETE THAHKH W ENETEH OT QOHOpOE, KOTOpbIE Gkt MoccneqosaHel B ONpegensHHbIE HH-
hesunoHHLIE abonesarns, MCnanesye oopa3ey LpoEW, KOTOPRIR NPEONORTEWTENERD palesaad Ganee dem Ha 50 %,
TONERD BCMNA KONBITEHHA YTESI#HOEHL SNA ACHONbLI0BaHWA Tasorn oBpasua Mng acnw qocTynaeq oDpasel, kOToped Skin
BIAT A0 NEDENUBAHWAIBBEOSHMA.

C.5.1 3atop obpazyoB oT TPYNHLIE JOHOPOE

B cryuaa TpymHRIX OOHOROE obBpasusl KpoBM SG0EHE GelTe NONYYEHE! HENDOCDEOCTEEHHD NEPEN CMEQTEHE, MM,
BCMM 3T0 BEBOIMONEHD, 3abop abpaauoe qomsad SuiTe B TedeHre 24 4 nocne cMepT.

C.5.4 Jatop obpazuos oT HHELIX QOHOPOE

a) B cny4ae sMebix QoHOPOE {38 HCKNHHEHWEM, NO NPAETAHECEMM MPYHMHEK, SNNOFEHHEX O0HODPOE CTEONOEERX
ENETOH EOCTHOM MO3TE 1 CTECNOBLIY KNEToX NEprhepr1achnf KpoBn ) 0OpasUss Epoaws O0MmsHs OeITh NONYYEHE B MOMEHT
1aB0pa MaTEQUANE MNK, BCAH 370 HESOSMOMHO, B TEHEHWE CEMA QHER nocne :abopa marepyana (3ro s0dpasey goHop-
CROIM MATERAENaS ).

b) EcnM TeEHE 1 KMETEM ANNOMEHABN BHBEIX DOHOPOE MOTYT XPEHHTLER B TEHEHNE ONETENEHDID NERA0D0a EPSMEHH,
TRROYETCE NOBTORHEN 3300 p OBpAIUDe WM NPOEEEHME MENETAHAR Heped 180 grar. [pd NoeTOPHEL KCNBEITAHKAX ohpasay
OOHOPCHOM MATEAENE MOHET BeiTe Nonywad 3a 30 gHai oo | yepea T oseld nocna 3abopa marteprana.

c} Bonu THEHW 14 KEETEE ANNOTEHRON 3AB0T0 GOH0DE HE MOMNYT XPDEHWTECH B TEHMBHHE ONUTENEHOND NEQWCNE BREME-
HI M NOBTORHOE MOny<eHie oBpasuos, CRes0earensHo, HESIZMONHD, T0 NDUMERAETCA NYHET a),

Ecng gnA 3MBsx O0HOPOE (38 MCHMOHEHBEM JOHDPOE CTEONOBLI KNETOK HOCTHOMN MO3ME A CTEONCBLIY KNETON Ne-
prthepHECKon kpoaK] cobpazay JOHOPCKOND MaTepHands, k8K Onpegenero 8 &), JoNDNHNTENLHO MCCNEayiT METOLOM
AMMIAEMESLAN HYRNEWHOERIX KACHROT (Aucledc acid amplification techniqua, MAT} Ha BWM 1w 2. HBY [eapyc renarra
Bl w HCY, mensmadeA noetopHex 00pS3408 Kposi B cooTeEToTEMA G b) va tpebyerch. MNoeTopHBIe HECNRTAHWA TAKHE HE
TEeEOYITEA. acnd obpatorEa exnYAeT 3TAN MHAKTUESUMKY, HOTOPEIA BN YTESEOSH SRR YROMARY TEX BAPYCOE.

B cnyyae 3abopa cTEOMOEGLI KNETOR KAOGCTHOM MOIE ¥ CTRONOBEX KEToR NepaiepeHeckon iposd obpaagbl ko«
[rEHHB G Te BARTE SR MCCNEQoBaHKUA B TadeHwe 30 grei oo sabopa maraprana.

B cny4ae HeoHaTansHs GoRopos Guonor-ecsss weonanoeanny MoryT BuiTe NPOBEHSHEL HE MATEDK O0OHOPE SMA
NpPEo0TERSILEHAR HEODRISTENEHEIN RESWLIMHCENE NROUSHYD ONR IpyoHano pabadia.
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Mprunomenns O
(CApaeo4YHoe)

PykopoacTao no zabopy TEaHeA

0.1 OBwme nonoxeHnA

MATEDMAN KNETOK W THEHSR QOITHEH ObiTh NONYYSH 0T MOEHTHEHALMPYEMEDR DOMHHBIM 0BpaitmM SUHOPO0E TIPA Nomy-
YEHNM WX COMACKA. CNauHansHEE NREHLMTLT NDAMEHRIT DR Sy TONOMYSHBI, HABRE B TEYTIHEG OOHOROE.

0.2 Cornacue W MOeHTHEREAL WA QoHOpOE

0o npoueayps NONYYEHAR TEAHER A KNETOK 00NED GbiTs NONYHSHO COMEACKE HE NPOUEDYDY W DOKYMEHTANEHD
OTPEWEHD, KK 1 Kak B8N JocToBepHO MOBHTHERMLWDUBEH OOHap.

0.3 Cuexka qoHOpa ANA aNNoreHHBLE QOHODOE

Oonssa Geme cofpada v 3anecasa CooTBETCTEYHMLER MEJMUMHEEAA ¥ NOBE0SH-ECcKER nihopMauWA 00Hopa B Co-
OTESTCTEMN C TREDOBAHMAMH, ONWcaHHeIMK 2 D5,

Ons nony@eHrs cooTeaTcTByEIWEN MHEODMALANN CNEyeT MENaNL30BETE PRANHYHEIS CODTESTCTEVRILME HCTOHHW-
KM, BENKMER, M0 MEHLWER Meps, cobecenoRaHmMe © QOH0DOM GNA HHELK OOHRIPOE W CNedyRilWLIes, BC NEHMEHAMD.

A) MEOWUHMHCKEA SORYMEHTELWA O0HOPE;

1 coBeCEOOBIHWE C MMUDN, XODOWD IHABLWMM SO0HOPE (ONR NOCMERTHEX OOHOPOB );

] CoDECEA0EAHNE © NEYALLWM BREHOM,

d} cofecenoRaqre © BpAYOKR-TERANEETIM:

) MPOTUXKON PEYNETATOE BOKPEITHA.

Kpowe Torm, B ChyYas NOCMEQTHON QOHOPETES W B CAYHaE NRWEKIHEHHOM DOHORCTES NPM HANWSWK 050CHOEaHNR
AonmEeH DeiTe NPOSENEH MEOMEHHCEME DCMOTD TENE ANA BRISEMEHAR N0LE NDRIHAKOE, KOTORSE CaMe N GeDE MOryT
BhbITe ODCTATOMHERM OCHOEIHWEM ONA MCKNHEHNA W3 CNACKE QOHOPOE MM KOTOPEE 00reiHLl OsTe PACCMOTREHSE B CRETE
MEQWULUMHCED D W NMHHOM aHamrdeaa gonopa. [Nondan QoyMeHTauMa QOHOpa OonsHS DhiTe NEpecMOTREHE W NPOaHENA-
ZUDODBAHE HE NPEOMET COOTEETCTEAR TRE0OBAHMAM, NPHOLABNASMEIM K SOHODAEM, W NOOAHCAHE KEANMDHUMDOBEHHLM
MEDWLMHCHK M DEOOTHARIM.

0.4 Mpoweoypa NONY4EHMA TESHEW B ENETOH

Mpousgypa NOMPSEHHA OIGEHE CODTEETCTEOBATE TWUNY QOHOPE W THNY Jabupacues TEaHER Mnw knetos. JonsHe
BbiTe YETAHOBNSHE NPOUSAYDE ONF 2EWATS DE20NECHOCTH NPHEHAHEHHOM goHopa. Mpousoypel RONYYEHAA QOMHHE C0-
XpPAHATE TE CEOHGTEE THEHEA WM KNETOE, KDTORLIE HEoDeaoHMe ONA W ONDHYETENEHONT KMHHHSECHANT BENCNEI0BaHHA,
M B TO ME BPEMA MUHAMAZADOESTE DICE MAKPOTWONOMYEcKon J8MpRIHEHNA B TEHSHME NPOLECCE.

Ona zabopa OpraHoe W TEAHER OT TPYNHLL QOHOPO0B NNoWads JoCTyna QormsHE Beite orpade-esa. Heobuogumo
MCNONEI0BETE NOKAMHOE CTEMANBHOE NONE, CIPEHWHEHHOE CTEANBHOR NPoCTLIHEA. MNepooHan, ooyLEacTEAKILHA 38-
Gop. Qonsed DwTe 00ST COOTEETCTEEHHG THMY nomy<eHdA. OBbIYHD 3T0 NOOpasyMEBEET, Y10 NEPCOHAN BRMET, 08T B
CTERHNEHYH OOEHOY W CTEDWNEHES NEPYETEA, 8 TAKHE AMSET JAWHTY ONR NALE 1 XMPYRTAHSCEME MEtKH.

B cny4as TpynHEE QOHOPOE MECTD BCKPEITHA Oor#H0 GuiTe OTPSmEHD QORYMESHTENEHD ¥ ONPESEASH BPESMEHHOR
VHTEQHAN MEXOY CMEQTEE W BCHPETHEM, STOBN APEHTAPOBATE COXPAHEHHE HEODaoaMMEz Sranore-ecKHx whany dwan-
YEEHME CEOAGTE TREHER MAMM KneTos.

M| Heratmedbe cobema B0 BpEMA 2380008, KOTOpRLIE HAHECA MK MOMYT HEHECTH BDES MWBOMY OOHOEY, 8
TAMHE PEIYNSTET ¥EROM-NH00 pECCNEADBERHWA N0 ONPESENEHED NEAYEH HeDIOaEMo OTRE3MTe QOKYMEHTANEHD 1 pac-
CRDTRETE.

Heobxogumo yCTHHOENTE NPEEMNE W NPOLESYPe ONA CERSEHIA K MAHHAMYMY JACKS ZErPRIHEHKA THEHER WNW Ene-
TOK MEPCOHANOM. KOTOPEIA MoHaT BeiTe MHUUWMPOBEH TPAHCMUCCHEHEIME JabanasaHmmMmn.

Ons agfopa THaHER ¥ KNETOH OOMHHBl HEMONE3I0EaTE CTEPWMLHEE BHETRYMEHTE M yoTpoAcTEa. MHCTRYMEHTE Wik
YCTPOACTEE J07eHE OuiTh COOTEETCTEYHIWEND HAYSCTES, BE3NMONPOBEHE H HOPMETREHD CepTHdMUEMpOBaHE! 1 COOSHKETE-
CA B paboqes ConTORHMKM OnA 230008 THAHERA W KNETOR. ECny NpUMEHAKT HHCTEYMEHTE MHITORPETHOM MCNONEIDBAHHR,
COOTHETCTEME YTESLMOSHHOMY NPOLECCY SHCTEN W CTEQMNMIALKH 0N YOANSHHA WHIPSELHOHHEIE 3MeHToE Q0neH0 Geire
CTREMEHD DORyMEHTANEHD, Haobionumo BHEODHTE CHCTEMY, KOTORSA NOAECNHT OEECNEUMTE SOHTPONE BOEX MHETRYMEH-
TOE WK YETPOACTE ONA 33bopa o npuxogs QoHopa mne 00 MOMEHTA NONYHEHHA TEIHER NNk KNETOR.

Becth coorearoTRyEILMWA MBRCOHAN QONH#EH NPORTE Hagnexaumss 0DyYeHNE No MCOONbIDBAHWKY TEHKY YOTRONCTE.
Heobogqumd COXpaHATE AORYMEHTALMM, ROSTESRHOANWY. Y10 BECE COOTESTUTEYHILME NEpooHEN NEHWan Hagnasa-
wee obyHeHne NE MCNONEICEAHKD TAKM yOTRORCTE.

0.5 JokyMeHTauwA oHopa

051 OnA masgorno 4oH0pa DonsHE BeiTs 3a8808HE WOTOPNR, COO0SPHEWER:
A} MMHHODCTE ADROPA, T. 8. MMA, amMunii 1t Jary PORGEHWR (SCNH B JOHOPCTEE YYSCTEYHIT MATE W pebanor, To M=,
chamMHNAN 1 OSTY POMOGEHHA MATEEA 4 MMA, SCNH VIBECTHD, W 3aTy poekaeqwn pebansal;
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b Boapacsy, mon, MEQHUMHCEAR W NOBSOEHYECEHA asamHes (coBpadroR WHhopmawar aomkks Beite gooTatoqHa
AN\ NPAMEHEHMA FDHTEDIXEE WCKNHSEHKA, SCnd Haobxommea );

G} BOEMA © MOMEHTE CMEQRTH 00 MOMBEHTA 3abopa;

d) BLIEOIE HA DCHOBAHWK OCMOTDE TENA, SLMTH NRHMEHAMD,

&) thoprMy Ty rEMOOAIHIIMH, BCNA NEAMEHMMO.

f] thopmy WHEROPMWEORSHHOND COrNBCHATDEAPEWEHMA, BCNN NPUMEHKMGD;

g KNAHKW-ECKME JAHHBIE, DE3YNLTATE NaboparopHER HOGNESOEaHWA M DESYNETETE GEYIHE NPCEBEZEHHEIN MCNEITAHWA,

h) peayneTaTe BCKPRITHR, BCMT NPOBIGUNOCE (ONA TEAHEE M KNETOR, EOTOPLIE HE MOrYT SpaHHTRCA B TEYEHNE ON9-
TENEHDNG MEQHOO0E BREMEHK, O0NHEH DbiTe 3aNwcaH NpEgedprTENeHBIR YETHRIA 0THET O BCHPEITHM

i) ONA OCHOROE MEMONoSTHHECHNE NPOFEHATODHBLN KNETAR NPAN0HOSTE SOHODE BelBPEHHDMY DELUINBEHTY;

1} NpW HEZEBWMCHMOM SOHODCTEE, KOI0d OPMEHNIEUNE, OTEETCTESHHER 3d 3a00p vMEST OMpaHWHEHHBIR QOCTYN K
OAHHEIM DEUMIMEHTS, HEODXOOMMO NPEJOCTEETE OPAHWIALHA, NPOSOIAWER TRAHCNNSHTALME, OaHHEE 0 QoHOPE, 00-
CTETOHHBIE ONRA NOETEBHOEHNA MPAMOOHOCTE O0HORE.

D.5.2 Opraqy3guuA. NpoeogAwan 3adop, 4onsHa CO30aeaTs OT4aT O 3afope, KoTOpsf NepEsaeTon BMECTE C THS-
HFAH.

CipraqnaaumWA, npoacasWwan 2abog, AonsHa Coaate OTHaT 0 3atope, KITOPRE NepedaaT B Dadk ThRaHeR. JaHHei
OTHET JUNHEH CONBDMATE, N0 MEHLLEIEA Maps, CranyHHLeE:

a) HOEHTHMEaLKEH. HEMMEHOBEHWE | agpec BaHKE THAHSE, ROTORLIA PONYHSET KNETHA WA TEEHK,

bl garHBE NMHHOCTIE ODHOPE (BEMOHER HHIPOPMAEALAK:, KEK A Kk Geina yoTaHoBREHE NHYHOCTE OoHDPE]:

C} oNMCAEHHE B BOSHTIPMKA UK 3a0paHHEX THAHER W KNETOX {BEM0YaA 00pazus ANA MCCnEgoaanni);

d] MAYHOCTE AWUE, OTBETCTEEHHOM 33 3a5op, BRMKYaER NOgNWcE:

&) 0ary, EpEMA (SCNH NDUMEHHMG, BpSMA HSYAMRE W OHOHYEHWA] 1 MacTd 2800p3, 8 TAKME MPMMEHEHHLE CTEH-
OApTHER pADOYWE MPOUSOYDEL, BENEHER NOERE NPDOWCILBCTEMR, BCNA NDHMEHMMDE, TO YCNOBWA CEpYHEHOLER CRESLl B
WHPEHOSHNE, B ROTOpOM npoEdagrny 3abop (onucadve dmzrseckol abnacm, B koTopod Npovcxoawn 3a0op MaTeprand);

fl ons NOCMEQTHORD DOHOPCTES YONOBEMA. B KOTODEY XPEHATCR TRYT, T. 8. ZaMODOHEH {WNA HET). BREMA HaYana
OHOHHEHWA 3AMODOAHN;

) MOSHTAPHEEUADHHRBIA HOMEDHDREE NEETHA MCNONLI0ESHHL PEEMEHTOE W PACTBOPOE 4NA TREHCROD TWROEEHMA .

COTHeET OUNMEH TAKKE COSZeDHEETE QaTy ¥ BpesA ceepty. Boe 3anwcd gonsHs: DeiTe S8THAMM ¥ SHMTASMBEIMK. 231UW-
IWEHHEMA OT NOCTOPOHHE NONPAEBOH; OHM GOITHHE] XPEHWTECA M BeTe GOCTYNHBIMY B OSHHOM COCTOAHWY B TEMEHHS BOEM
YETEHOEMEHHOM NEQWISE XpEHEHMA B COOTESTCTEMH € 38K0HaMME O 381WMTE OaHHBIX.
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NMpunowexne E
(obAzaTensHoE)

TpeGopanuA K 06PaLLOHMIO € KNETHKAMKA W TKAHAMMK BO BpeMA NPOMIDOACTEA

E.1 Obwie nonoxeHua

Mpowece NPoMIsoOcTES MEgHUMHCHNME NPOSYETOS, COOSpHEWMe KETeM, Jomeed Oeite TWETEneHD pazpalotad n
YTBEDHOEH N obacnadeHeA CTabnneHoCTH RpodyruMe. Boe TpeboaaHmA SonsHs DbiTh ORpSgEnaHs i COOCHOBEHEL

Ecnu B crpade, B kaTopoR SyOyT MCNONe0BETE MEGHLIMHCHAE MPOOYET, CYLUBCTEY T DONONHETENEHBIS HALWOHANL-
HEIE WM pErMoHanNsHRE TREEOBaHMA CBEILE ONPEgenEHHEY B OSHHOM NPUIOHEHAA, TO NPAMEHAMEL TAERS TpeboeanHng.

Mprmeysadua — PyROBOOCTEA RO CHEUMATNEHEIM TREEB0EaHUREM K ODpALIEHIAR G KNETHAMMA K TESHAMH BO BREME
NpoUIELGCTBE MOHHD HAWTH No cowrman [38] » [46].

E.2 Cneundmranmm9

TpaGyaTCs HENWYME CHEUMHESUMA N8 ACNONS3YekEN KNETON W TRAHSE, Bogx NPOWIBnaCTERHHEE nofasos. npo-
MEHYTOHHOND W MEIMUHMHCHOMN NPoayETa. CnegrdEEUmH J0NsHE DeiTh QOUKYMEHTAENEHO 3athHECHDOBEHEI,

E.3 DoxkymeHTauuA

TpabyaTeA HANW-KHE NPOLESYDS!, DTDAMEHHOR SOEYMEHTANLEHD, © NODPoSHEIM OMACEHEEM NPOWIBOSCTES KNETOH-
Hbld HOMMOHBHTOR W KOHEMHOM npogysTa. Jomsed GeiTe ONMEaH TAR MBHKNYNALKA. HEoBXOOMMBbE Ans obpadoTrd xnetax
W NoOsenEasnA SHananonHe kol yERLHn knaTol. JonsHa Germe nogrotoenaqss Bnok-cXste Beero NPORBccs, Ha4MHas
¢ BHonNOrMYeckoR KHOKOCTH, THEHM AW DRMEHE NWG0 © kNEToHHOM oHgE, © YHAIEHWEM KR THHECKNAXN 3TAMN0E N NEOMERY-
TOYHBE NPOGYETOE (HENPUMED, NPOMEXYTONHEE NARTHA KNETOK), 3 TaHs pabayux napaMeTpos, NApAMETROE TEXHOMOrH-
HEGHAND KOHTROMA M EDHTEPNEE NPHE R,

E.4 KosmGuHApOBaHHEIE MEQHLWHCKEHE NPOAYETEl Ha KNETOYHOH OCHOBE

MpoMaEOOcTES MEHLHHCEDND NPOSYRTE, COCTOALLEM W3 KIBTOK M MATPALYCTpOACTE Kapkacos. TpeByer oononHu9-
TENBHOM BHAMEHHA OTHOGHTEMEHD BIAMMOOSRCTENA MEXTY KITETHAMAMATHALERMSDHACOM W BONPOCOE KAYECTER, CBA-
SAHHEA C 3THMK KOMIOHEHTAMK.

MaTprugsl e TRORCT B HAPKACE! QOMHHE COOTBETETEOBRETE CEOMM HOPMATHEHLIM JORYMEHTEM 1 CTEHLEDTAM.

HeoBsoawo oBpaTtHTse BEHAMARWE HE GUOABrPASHDYVEMBIE MATSLHANE, KOTODLIE MOTYT, HANPAREE, NOTEHLMENEHD
MAMEHKTE QKDY HAHWYH CREay (HENPHMED, NOBLICKTE IHEYSHRE oH) KNETOK BO BREMS NPORIB0OCTES HAK NOCNE EBEGEHAR.

E.5 MpouzeogcTEEHHOE NOMEWEHWE

MpoM3BO0cTBEHHDE NOMEWEHNE OOMEHD DB Th NPOCTRARCTEEHHD OTOENEHO 0T MacTa 2a00pa. Eonn 8 agHom npo-
MASOACTESHHOM MOMEWEHNH obpabanearT PaIHEE TEEHSBLE W KNETOYHBLIE NEOGYETE, CYLUSTTEYET NOBLIUEHHER PACK
NEpEPECTHOND IEMPAIHEHWA B0 BPEMA KEE00r0 3TENa NpoMaIBonoTea, Hanpumep 1epel pabovsee obopygosaqwe. Cnago-
BATENEHD, HEDDADOMMO BHEAPMTE CODTEETOTEYHILLWE MERE! N0 YHCTHE W HOHTRONK ANA NPEO0TERE IWEHAR MEREEHS CTHNT
FEMPRIHEHMA.

MomeweHra n oBopyaoEaHRE ONA NPOM3B0AGTED MESHLIMHCKNE NPOSYETOE HE KNETOYHOR CoHODES GOrekHe BeiTe co-
OTEETETEYVHILLMMKE M ATTECTOBAHHEIMKN ONA ACSNTHHECHOND NEOWIEnAETES. PEEOMEHOYETCH N0 BOIMORHOICTH HENONE308ETE
OTOEMEHDE, CNEEHEHYSchOs ONA NpOOYETE ANk QOHOpa20808 000 Ry IOEaHNE.

Ona Tpefoesqai, oTHOCRILMECH & 3abapy, oM. npanoseeHne T,

E.6 Mpouegypet obpalleHWA © KNETHAMMWA

E.6.1 Dfwme nonomervA

Ece npousoypel COpawEHUE © KNETEaMK J0nsHE GkiTe oB0cHDBaHE © y9ETOM MY NPEgNONErEEMOn Bonons3nsa-
HUA. BrmadHe MaHMNYNALAE KIETOE MNK TESHER HE BCSK 3TANEX NPOWeccs NpOM3EnOcTeE DECCMETRHESNT B NpoUScce
MEHEOMMEHTE PHCKOM,. JHAYHMMOCTE MAMBHEHIA [HANPWMED, WOTOHHWE KNETOK, MOERHLE MAaTERMANS!, MPOHIE00CTEEH-
HElE MNATdopME, NPOHIBOOCTESHMEBIE 30Hb1} TReGyeT ocoboro BHMMAaHNR.

Bos knetodHeIe NPOUSOYPs GONHHE NPOBOOMTE B COOTEETCTEMN C GOEYMEHTAMLHD NOQTESPHASHHEIME CTAHLEDT-
HEIMH padodime npodsnypame. Paany-HeiE arans npogecca gomsder Deme yreepsgessl. donsed Gete anpepsnses co-
OTESTCTEYVHOILWME EDHTRONME, MappoBnonorqyeckiml KOHTOONE ABNASTCH KITHEERIM SONEKTOM KOHTROMA NPOUSCCE 1 Me-
HEPHMEHTE DICKOM BOEX KNETOYMBI NPouegyp. (o BcamomHIcTH CNeqyeT NPoe0gMTe KOHTRONE KNETOX, BhIPAWLEHHREIX i
wilvo, H8 M3DpAHHEX FTanax npovzecacTed. KyneTypa nonsHa OeITh MCCABOOEAHA HE NHDDE MUEPODHOS 38rPHIHEHHE B
COOTHETCTEMM C NPOUBOYPaMH BEDSWHEAHNA KYNETHENPOEAHWA M XEPAKTEDUETVRAMY DPOCTE KIETOK.

PyroeogcTes no CneuwansHsIM TpetoBaHmAM K OEPEIBEHAED © ETREMH ¥ THAHAMH BD BREMA NPOWSEOSETES MUMHD
HEAT No Copnme [38].
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E.G6.2 DToenedne oprasalTeaHK

Mpouenyps oTOSNSEHAA SPrada Wik TREHW 0MHHE DeTe ONHCAHE © YNOMBHEHWEM HERDNEIVEMOTTD METOZE W M-
MEHEHHEX HEpMEHTOE 1 Cpens . CRenyet yenThIBSTE CTENEH: NOEPEHOSHNA TEEHER ANA COXPAHEHHA NPEHSIHEYSHHDA
HYHELUMOHENBHOR LENDCTHOETW KNETOYHBIE MPENAPEToE 1 MUHAMWIALHA KRETOYHLL NPAMECER B NPOSYETE [RNETO-4HER
OaTEHT, NEPEXPEcTHOR SEMPRIHEHNE © ODYIMRN TINEMK KNeToK).

Heobxagum TIETEnsHo PAcCMOTRETE KOHTDONE CPEis, B KUTOPoA NPOB0ORET OTOQENEHHE opraHaiTeade. Mot
Bt T NOREZHEM BOTIONE308aTE NAMHHAPHER WHad knacca &,

E.6.3 M30nALUMA HY BEHEIX KNBTOYHEIX NOMYRALWA

Mpowuegypa, MCNOMLIYEMAR GIA H3ONALMKH, AN OHUWEHHA, AMnK oDOrawsHrA HySHOR KNaTo<HOR NonyrALMH,
OanHa e QOEYMEHTRMSHO OTRaMEHE Hagnemawrm abpazon. Mpoysacs, srneqas obopysosasrs B pEIreHTEL, JONHEH
DeiTe yTEEDHOEE C yHeToM 3MPEXTHBHOC T NPOURcCE ONR NONYHEHA HHHOA KNETOMHDE NONYALMEA.

E.6.4 KyneTHBEMpOBaHWE KNETOK

Mpowess KYNETMRMPOBAHMA KNeTor 4omieH BeiTe yTEEp®OeH, 8 & 3dubEr THEHOCTE PACCMOTEEHS O YHETOM Npeg-
NENArSEMan Benonesoeanrs. rans obpaborie gonedel GeiTe paapaBoTaqel cCOBTRETCTEYVIOWMM 00pasamM 4NA 3aMTE
UENOCTHOETA M dhyHKUMK Knetal. TTSkie MaHMnyNsEn9e B0 S0SMA KYNETWBAPOBAHMA NonsHE BriTe noapofHo oTpasesHs)
OOHPMEHTENEHD W TILATEMNLHD EOHTPOAMPORSTECH B COOTEETCTEMK G YOTEHOENSHHEIMKE NPCUSOYREMK ROHTRONR NPOUSCoE.
MpomOrHMTEESHOSTE KyNBTHEHPOSEHNE  KNETOX W MaHCHMENEHDE YEN0 NRBCCAMER KNeTo qonsHsl Gete 4aTten onpene-
nEHs B yTEsprasHE . JomeHel Gere onpaaengHel CoOTEETCTEYHALME MEHETHIHHYECKHE 1 EHOTHNHSECHHE XapakTepruETH-
KM BCHOOHEE ENETOMHBIE EYMSTYD, YCTHHOSNEHHLIL NAHAR KNETO A TPHEHH B KIETOHMHEI KNOHOB, 8 TANKE yCTHHOENEHA
MX CTEEMMEHOCTE © YYETOM SGONMOBESHDCTA KyNETYRel. JonsHe GsTe NpogemoHcTRMpOoRaHE CTAEBHNEHOCTE W BOCNPOWE-
BOOMMOCTE NPOUSSCE KYyNETHEMPOBEHA KNETOY, 3 YOMOEMA KYNETHEMDOESHNE KNETOK, BXNOYEA CRESY W MPOOOnHMTE k-
HOGTE, — CMTHMAIUMPOBAHE, ONPSOAnSHE ¥ FTESDHOEHE © YYETOM NPSENonarseMon KNMHAHScRoR vHiLmy npoayrTa.

Ceobos eHumaHrs HeoBxogumo oBpanaTe HA NOTEHUKAN DOCTA KNEToX B OTHET HA gobasneHHes GagTopel pooTa,
TAK KAK SyTnanymALMI KNETOE MAOMYT MMETE NPEHMYLLECTED B POCTS NEW SNPSOSnEHHE K YENOBMAK KyMLTMEMPOBEHKR I vilro.

DE30p HEyHHOR NATERETYD B MOMFHD NPHMEHATE NEH USHES BEOZMOMHOCT DA3MHOHEHWA BUPYCHEX 38rpRIHHTENSA
BO EPEMA KYNETHEMPOBIHHR KNETOK,

E.6.5 MameHEHHE KNETOK

K EmatEam MOsHO NpAMEHATE PRIMMYHOE BOZOSACTENE [HENPAMER, (BA3MYSCKO8, XHMEECHDS WHNK FeHaTEYse-
croe). MeTog, Heninb3yamaie ONA KaMEHEHEH KNETOR, Jon#ses DeiTe NoNHoSTED onucad. Npouscs gonsed Buite yTeep-
OsH, 8 ard aipherTHEHOCTE JUEHEHE © TOHEY IPEHIA NPESNONArEEMarg HoNonNE30eaHHR .

B cnyyas reHeTHHScHME HMIMBHEHIR KNETOx NPHMEHRKIT COOTESTCTEYIOWME CTAKOARTE M DYEDBOOCTER.

E.6.6 KneThW. KyNETHEMPYEMEIE B MNM HA3 MaTpUyel/ycTpoRcTEe/Kaprace

Ecnw knetiy EbIpAWSHE HENDOCPEAGTEAHHO BHYTEH WK HE MATRHUSYCTRORCTES KAPKBOS, $E4ECTED KoMOEHUpO-
BEHHOIM MEQULMHERAM NPOSYETE HE KNETOHH0R OCHOBE 3HBMCAT OT O0NH#HLIM 0fpa3om HOHTROAMPYEMOMS NPOWScca mpo-
HaponoTea (oM. E.1—E.5) 1 kamecTBa romBvHvpyarors mareprana. [Ans tamix npogyrTos Heobioamd YN THBETE BNW-
AHHME MaTPILLIYETPOACTEA/KAPKECa HE POCT KNETOK, WX DYHELWKD 1M BEN0CTHOCTE, SNEOyeT TADHS YYUThIBETE BIMAHE,
KOTOPOE KNETHH MOTYT OKS3L18aTE HA W3OANHE (HANRHMER, HE CKOPOCTE pacnaga) (. npunoresas M.

E.T KoHTponk B XOOE Npouecca

Mpouess NPOMIBONCTEE OIFEHHEl HOHTPONWPOBETE POCPESCTEONM NPOUSOYD BEHYTPH CRMOID NPOLSCCE HA YPOBHS
KR THHECHAR STEN0E MNA NPOMERKYTONHE NROSyEToe. [ROoMERyYTOHHBIE KNETEHHEES MAM THEHEBERIE NPOOYKTE REMAKTEA
NPOSYETEMA, KOTOPEE MOoryT BeiTe MICNAPOBAHLE BO BPSMA NPOLECCE; CNEUAdRILHN 3THE NPOAYKTOE OoritHel Gkt
YOTEHUBMEHB! ANA TEPEHTH BOCNPOMIB0QMMOETA NPOLEcca M CTA0MNEHOCTA KOHEMHOM NpogyeTa. JontHs Beims amica-
HEL MCHETAHKWA W EPHTEPHY NDWERMHEA.

E.E Onpepenedye NapTyM

Usansio onpageneHyA napry AenAetcs ofecneseqdrs crabuneHocTe v kodTpanA. JomsHo GeiTe NRESOCTRENEHD
YETEOE ONPEOENSHNE NPOWIBOACTERHHOA NAPTHA 0T WCTOYHAKOE KRBTOH UMK THAHEE 00 MAPKMPOSHA KOMEYHMOrD KDHTER-
Hepa (T 8. PaIMEp, YMCND NIcCaxsA/ayNNwkauni metos, ocrpatersd ciopa, cwoTema Hymepaywd naprar). B crvyag
HYTONOTWHHOM MATEPARNE NPONIEESEHHLIR NPOOYET CAEOYET DECCMATPHBATE KK NAPTWD.
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Mpunowedne F
(obAzaTensHoE)

TpeGonaHuA K YyNaKoBKe W MAPHKpOBHE

F.1 DSwmMe nonoMeHAa

Boe nonyHEHHLBIE KNSTEY ¥ THEHK, NPROMEHYTONHEIS W KOHEYHEIE APOOYETE OMNEHE XPEHHTE M YHEKOBERIBATE CTe-
PHABHBIME 7R MEHAMAZELRA DACKE 3ArPRIHEHRA W pacnatad. Mononbsyemele soHTaRHeps J0NsHs NOOXOOWTE 08 Xpd-
HEHHA M THEHCHOPTHROBEEHUA COOTESTCTEVDWWME Branorw<eciny Matepranos. KoHTefHepsl QonsHe 2aWNIWLETE W Co-
APAHATE BEIONSCHOCTE W KAECTEO TREHEA, COORMHMALLMECA B Hax. o el Gt yoTaH08nsHs cosuwhuEE0Wd A Boex
HICTER YIARDEM,

F.Z Cneuywdraumn

TpabyaTos HENWYME CNEUWhEEALWA ONR BCEX KOMIDHEHTOR YHaroesy [HANDEMEE, TADE A yNAKOSXE, 8 TAKE nep-
BHYHAR YNEKDEKE, BTORMHHAR M BHEWHAR ynakoexa ). Cneundiakaniy gomeHel BuiTs OhopsneHs GosyMEHTANEHD.

F.3 DoeysmexHTagMA

TpabysToR OeTaNEHCE QNMCEHNE NPOUECC3[08} YNAKOEKH W YNEKDE0HHEIX MATERHANDE.

F.4 XMuqeckde CEONCTER YNakoBOMHEIX KOHTERHE OB

MeperyHaR YMAKOEXKE ¥ MATEDHANBL KOTOPRIE BCTYNEHT B HENDCDENCTEEHHLEIA KOHTEET © THAHAME OONHHLD Nod-
A0OWTE GNA atvy wened. MeguurHcens Matepdant monyT Baite npeanaqTuTeneHOR GopMon ynasoskm Bharpaps ux
GHOCOBMECTIEMOCTH 1M TPE0OBAHMR K KOHTDOMKD HAYSCTES. TEM HE MEHES TAHOE HOHTPMIb MOMET OsSTe HEODCTRTOHNEH
¥ pgamker DeTe obocHoead. JarpRIkEHHE NPOOYHTE BeIMEIESSMEMA MK BERO0EMASKMBIMH W3 yNENDB0HHOM MaTEpMANG
BELECTESMM, XOTODEIS REMAKITCA TOKCWSHEIMH. MMMYHOMEHHBIMH HITA MHPCTEHHEMA, HEOEXo0MMmo Habarars nodeme cno-
cofamu.

KoHTeaHep Tarse OonseH Gkl Te BMHEDTHEIM NS OTHOWE K K NQOOYETY (HENPARMED, SWMETMNEYNeDoEcHn B NpogyE-
T8 GHNOHEH BRI3EEETh BRIMEIBESHWE BEWECTE W3 HEKOTODEIX (hopm ¥ MEK0eEH ).

F.5 Prianueckie CEONCTEA YNAKOBOYHLIX KOHTEHHEDDE

HoHTEAHEpE O0M#Hbl NPENATCTEOBATL PRIPYILEHMEH KNET0H, TRAHSR MMM KOREHHOM NPOayETa Wa-38 yoNoEeA oxpy-
HAKILIEW Cpagbl {HANPEMEP, TEMNEpETY PRI, CBETA).

F.6 3arpRavexHe

YOHHOEKS SOMEHE NPENATCTEORATE IBTDAZHEHWH, BMILBASMOMY NUUAMN, OTESTCTEEHHEIMN 38 YNAKODEKY W TREHC-
NAOpTHEOBRHWGD THAHER.

F.T Mapruposka

F.7.1 OnR ohecnesaHns KOHTPOMRA K OQHCEHAYHDNA KOSH T MEBLWMA TEAHSR, MAK KNETOK, MMM KOHEYHOM NPogysTa,
BCE TRAHENOPTHESE KOHTEAHERE! IOMTEHE] MMETE 3THHETHY.

Ha kzmayd yNakoery, COneQEaWYD THEHK, DOriHE BuiTe HAHBCEHA STHEETRA B moveHT 3abopa teavw. Mpoyegype
YMAKDEXH W MARKHPOSKM O0NEHE DBITh ONPEOenaHs ¥ DOEYMEHTENEHD OTESMEHLI, ¥ HE PEANEHOA NPAKTHMES Heobuogamo
CABNDEETE 3TAM TIPOLESYPEM.

Ha neperyHoM KOHTEAHEEE. COOSMHEIWEN TEEHY, OFTHHE DbiTh, N0 MEHBWER MEDE, 3TMRSTED, MOeHTHENLHEYH-
AR QOHOPE WHNH K00 O0HORS, 3 THEHS TAN TREHER BHYTOW KOHTEAHSRE . BCnn paznap NepadyHom oHTERHeRE Noiso-
NHET, TO HE HEM J00#HE DTl 3THEETKE CO CRESYHILER WHGOpMayrai;

A} NWSHOSTE OOHOEE WIANK KOG OOHOPE M THN TEAHEA:

b} nara i, ScnK BOIMOKHD, BREMS 3a0opa mareprana;

o) NpaaynpEEIEHER 0b ONacHOCTH;

d} Tin neobeix gobapok (SonwW wonNone3yHaT |

a) B CNyYEE Sy ToNOrmHHDM AOHOQCTES HE STHRETES OOMEHE DhiTe YKSI3HO o TOALKD GIA By TONDIMHHOM MCnone3o-
BEHWRY. B CNy4a8 USNSEm QOHOPCTES STHRETES QOMTHHE ONPESENATE NPE0HE3HEHEHHOMN PELHNHEHTA.

Ecnu Ha nepedyHbIl HOHTEHHED HENBIR HAHBCTH 3TWRETEY ONR BXAKYSHAR BESH MHQOpMEULWY, ONPESEnNEHHOR B
CAMCHS BRILE, 3T8 MHDOPMALWMA O0N#HA OkiTh BXNKMEHS B CONPOBOOMTETEHYED SOEYMEHTEUMK, NPMEPENNEHHYI E Nep-
BHUHOMY KOHTSRHEDY. AHAROOMSMHD CODE3UE THEHER WNM KPOBA, HEXOORIWWECA B KDOHTERHERAX ONA MCARTEHWHA, OON&HE
DT HAQNENBLMM 00paz0M MBPHHPOEAHS OA O0ECHEYSHNA M COOTHECEHWA G ONPEJENEHHEIM SOHODOM W ONA MpegoT-
BPRWEHHE ownbrk. TaksE Ha 3Tu obpaIuEs QoimsHHE NPMCYTCTEORETE HOHKPETHERA MHEOPMALMA O BSMEHH W MESTE
2a0opa THAHEA.
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F.7.2 Ecni TEBHW TREHCNOPTADYHT TPETEM NWUE (HENPEAMER, TRAHGCNOPTHO-IKCNSOMTORCKEA HOMNIEHNAR), KEHOEHA
TRHHCNOPTHEA KOHTERREE O0M$eEH Bhite CHaGmEH, N0 MEHEWSR MEpE, CNegdyoWwen KHEopMaLgHen:

a) MapkrpoBka #UCTopomEO R, 4 TREHK ¥ KNeTEns 1 «O0PaWaTECR © OCTOROHHOCT RN

b) noeHTwdHEaTOD YHEEOAHNE, M2 KDTOROM NONYSEHE YNAK0BRKE [BRMO0HaER SApEC ¥ RaMep ranadoHal, 1 HHHUW-
ANkl HEMANIMA NHUE B SAHHOM YHESEGEHHA W YNONHGCMOHEHRIMN NEEOCTEBATANRR. © KOTOPEM HEOBROMMMD CBR3ATLCA
H CITYy4HE BOIHMEHOBEHWA npabnsm;

C} MABHTHEMRALMA KOMIEHHN, BeNoAHAWSR obpaboTey, BaHEa THaden und gpyrond YYpemOsHuA HASHIYEHWA
(BEMHHEA SOPEC W HOMBR Tenedhosa ) 1 HMLMans. Gamunma NTHLE MOH YNOMHOMOYEHHOND NPESCTAENTENA, © KOTOREIM
HEODXOSMMD CEA3ETECA SNA SOCTASEY KOHTERHE pa,

d) 05T W BEEMA HEYENA TPEHCNOPTUROBAHWA & YHETOM Bro YENoEMH, HEoDRagUMEx GNA NOAOSpeaHa Beonac-
HOCTA M HAYSCTEA TEAHEH WM KNETox,

&) QONanHATENEHRIA TexcT — aHe obnyyartes:

fl 8cnn MaBeCcTHD, 4TD SOHOD NONCHWUTENEH HE DNPESENeHHRE dHPesuMoHHBE 2abonesdnns, Heoboowama aoba-
BMTE CRSOYHILHA TERCT: sBRONarMYEckan onacHocTeR;

g) B Criy4as ayTonard4Horn JUHODCTSa TREHER WNd snetor secixonumo nobaarTe CResy Wyl Tanct — $Taneka
ONFA ayTanorw-HOM MCRanNLE30aSHAA R,

h) robbie AGACNHKTENBHEE CNEUMGHEEUME, EACAHWKMESA YONOBAR XDaHEHWA [HANPUKED, sHe 3amo0pasHsaTes ).

F.B TpeGoeanvA K NEpEXHHOH YNAKDEKE

F.B.1 MNepanyHan YNAKOEKA, MCNONLIYEMAA NOCNe 2adopa WnKM B0 BpamA oDpaboTiM (NPpoMERY TOYHEIX KNH

KOHEYHLIX NPOOYETOR)

Mocra 3afopa vad apYrdy STaNos NPoUScca NPOMEE0NCTES, BOE TEAHW W KNETEM, NROMENYTOHHEIE NPOOYETE, BEMH-
HHHILLME ENMSTHA WM KOHEYHBIES NEOGYETE QanHel Beime ynarosasm Taxrm oipaaom, Jrols CERCTH K MUHMMYMY DRGE 33-
TRAIHEHNA. DHW QoM#HE XPAHHTECR NPW TEMIEPRATYPAY, COXPAHRILWME HEODHOOMMEIS BAPAKTEOMCTMEY W GRononmMeckws
Y HELMK KMMETOR MK TRAHER, YNaKoess QonHa TSEHE NPENATCTEOEATE JrpRIHEHM MY, OTESTCTEEHHLN 38 YIaROBEY 1
TREHCNOPTHRDEIHME THEHEA M xNETOK. MNepaMyHER YNAKoBKE BXNK4EET B GEOR CTEpMNBHBIE M NNOTHBIR KOHTERHER, KOTO-
PE COOTEETCTAYET NPOOYETY W YTESMHMOSH OAA MPEOHA3HEHEHHOM MCNONLI0EEHAE.

MpeanoHTATansHo, 410Dkl NERBVHHAR YNAKO0BKE SeiNa MeguUMHCEIEM Marepnanon (o, F.4). Nonsiosarans Qonsed
YTEERONTE BefipanHyh Gopay YEKDEEM, 4TO NCABSNAT YIOCTORSEATECA B 98 CODTEETCTEMM 38,03HHBIM CNEUWHHEaLNAM,
B YACTHOCTH © y4eToM TpeboeaHwh dmzndecror SeaonacHooTy (BN HaobxnMMo, YOTORSHBOCTE K HH3AM TEMNERS-
TYREM ), ZMMHHNECEHE CEOACTE (OTCYTOTEMS BIAWMOOSNACTEMR & KOHTAKTARYEMEIMA NDOOVKTAMK]) M MUEpabHonariHscs
TREODEAHHA [CTERHABROCTE M OTCYTCTENE NHPONSHHOND METEpHERE),

HedbdagumMo NEHEScTA ONRCAHME TUNE Taps W cnocoba yynoped. JonsHa BeiTe NDOOSMOHCTPRDOEEHE COBME-
CTAMOCTE TAPL W VEYNOPEW © NEOGYRTOM, B TGRS MPWEBIEHA WHPOPMEUKA O NPoUSOyDax CTERUNHEALHH HOHTERHEDE W
kpsik. Bomer noTpabosaTech QONDNHMTENLHAR BHBODMALWS, SCNH KOMNOHEHTE YTHKOELK MCNONLI0EEHE NPW TREHE-
NOPTHROEAHAM NIHMA NEOUBSYEEX NEHMEHEHHA.

F.B.2 NepBvyHan yNakoEKa oNA oDpa3yuoe KpoBM, MONYyYEHHBIX OT QOHOPa

¥ AoHOpE KNETo W Teaden BepyT obpaiyw kpoen O0A NpoSRgaHHH COOTEETCTBY WM NaGopatopHsy MCCNEnoeaHri.
¥nakoBEA, HCNONBIYEMBR Ong 3800pa v xpaHeHyA oDpaluoe kpoed B Gadre kpoew, O0MEHE DeITE YTEEDHOSHE KEK Nog-
XOORLER AA 3700 gany. [Tobes AononHUTENBHLE CHpEInkE TREHER MNH KE0BW AR MCCReoBaaHHE QoneHel GelTe SaTeo
MapeMpoBaHel ons obecneyseHrR MoHTHGHEALMLY JOHOPE W BEMOSETE OTMETEY O EPEMEHK W MECTE E3ATHA obpazus.

F.8.3 MepayWyHan yNnakoBKa gnR obpayos, MCNONEIYEMEIX GNA KOHTPONA HA4ECTEA NpOOYyKTa

Ynakoera, vonaneayemas gna cbopa v xpasedrd obpaitos nonyYeHHEX MaTEpHAanDe, NDOMEHY TOMHER M ROHEY-
HElX MPOOYETOR, NPEOHAIHSHEHHLY ONF KOHTRONA KS4ECTEE, 0rmHE SeiTh MOOTHOR W NO0XO00AWER onA Tuna obpasua v
ansanuaa. B €acTHOGTH, THN KOHTERHEPA, CNocoh end yEymOpRa, THN ¥ EONNHEECTED MAH KCHLEHTRAUMA BECNOMOrETensHbeIx
MATEPMANOE [CpaaB), BENH MPEUMEHRMO, QOnHHE DeTe oboidaseqss no peobaodMeocTy N\ NpegHaHaYasHom obpas-
ua. ¥naropka gormkHa BT YTEE[UHIEHA KBK SODTEETOTEYEILWAR ONA NRPEONOREaras Mand Honans308sHnA. OTNMHER ynasose-
KM, MECNONEIYE0l ONA NpoayETa M anA 00pazune B LENAE KOKTRONA KEAY4SCTES, OOrsHel Bere obocHosars.

F.8 TpaHcnopTHRIA KOHTEAHER

YTISKOBAHHENE KNETHA MF TEAHA CNEOYET NepeEtakTe B KIHTERHSEE, COOTRBETCTEVIILLEM LENFAM TRaHCNTETMEOBaHIUA
GUONCIVHECKAE MATEpHanos u obecnesmeanien DE30NacHOCT:E M KIHECTED COOAPHALIMECE B HEM THEHSA WNW KNETOK.
JanHas ymaroeka OR3aransHa OnNA BCeX NPOOYETOE HENDERHECHDND NPOWMEXIOEHNR HA BOBEX 3TANAX TREHCNDDTMPOBAHEA
A HEOCEOgMMa ONF HEKDTOPLIX K 3TKX NPOSYKTOE 80 BpemE agbopa, obpaboTin 1 xpadeHA 4R FAPaHTHN D0ECnaqYeHIEA
ACENTAYSCEKE YCNOEHA NEPBMHHOR YNAK0BKM [HANPUMER, OBORHEA YNEKoBKE ON8 ranoexsy DegpeHHDn koo,

JnA TRaHCNOPTHROBAHWA NPOOYETOE 8 SHOR0M COCTORHWM BHELWHAR YNAKOBEXE S0M#HA DbiTh TEPMETHYHODH, M B RDH-
TERHED JOMEHHD ObiTh NOMEWEHO OOCTETOHHOE KENWHECTED a8CopEnpy KLLEra METEpUMAna qNA NpedcTepawEHns nsobara
EOEMOMHON Bhlx0da HMORocTd. B TRaHCNopTHOM KOHTEAHERE OOMmeHE HAXODAWTECHA NEPEWHHER H BHELWHAR YNEKOBKEA.
Oife4HER CONPOBOAMTENEHAR O0XYMEHTALHE MOHET DbiTh NOMELWEHE MERTY SHEWHWM W TPEHCROPTHEIM ROHTERHEDOM.
TRAHCNDPTHERA KOHTERHED Q0MHeH BhiTe yCTONYME K YOADEM, NOASEDHAEETE CTERMINBHOCTE NB0ENYHIN YIEHOSKW W 1MC-
KMHHATE HECAHKUMOHWPOBEHHBIR QOG0T

BHe 38EMCHMOCTIE OT CTATYCE TRAHCIDD THEYEMITDG NDOAYETE {NoNYYSHHBIE METE0KEN, NEOMERYTOYHBIR KM KOHES-
HEA NPOayET |, 3TMEETES HOHTERHEDE O0NEHE BENHHATE HHPOpMELHH, yEasanHyo 8 F.T.
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F.10 ¥nakoeka oTxoooB © BMONOTMYECKMM PACHOM OT 3abopa marepyance wnu MY obpatoTer

MoraHumansHo JapasBEHHEE MNH 3gpareHHBe OTHO0El OCITEHE: BxiTe NOMSWEHE B OAHCPEINSRIE RDHTEﬁHHFIH.
NNOTHS ZaneyaTdHel, DODTBETCTEEHHD MAPKHPOEAHBI W NOOroTiEneHEl K CORCHEHHED, |_||'_'II-‘| MOTeHUHANLHD J3psEHHELX
HHOKAE OTNOOEN KOHTERHED SOITHEEH COSERHATE J:I,E!-HHEFHLII.’IFI:"K?I.[I;HEI BRWLSCTED.
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Mpunowenne G
[cnpasounos)

PywomoacToo No TRAHCNODTHROBAHKED

G.1 Obwwe nonomeHwA

B naHHom NpunoEeHdE NPUMESHEHD pyROBOSCTED N TRAHCNOPTHROBAHHE NONYYSHHEX KNSTOX MNM TEadan, mpo-
MEHYTOMHE MPOOYETOR M TRAHCTODTHEOEAHNH KOHEHHOM NPOOYETA.

Boe geficTerA no TREHCNOPTHROEAHMED SArTHHE NROB0SHTE B DES0MACHLIX W EOHTPONWRYEM B YOOOBARAK, KOTOpEE
TAPEHTMEYHIT COXPEHEHWE CBOMRCTE KNETOR, THEHEA W NPOOYETE, HeabuomMMelz 0N8 NPEqnonaragmon Honone308aHNE, W
NpEa0TERAWLETE PAIRYLILEHMS W 3AMPAIHEHME NPoayKTE. Beibpaldee BrgLl TREHCMORTE AONHHE RNOSRONHTE N8 OSHHOA
LEa © YueTon BHoOnary=acais 1 Nonectdecky TpabopaHul. Bug TpaHCcnopra gorkad DeiTe yTREDENEH. 370 haobione-
MO FEKPENHTE MMEEMEHHD B COOTEETCTENK G BHYTPEHHMM 28KOHOOSTENLCTBOM.

Matope TREHCNOPTUDOBAHWA, ONMCAHHBIE B HACTORLEM CTEHRPTE, NDHMEHRKIT OTHOCMTEMBHO MENMOYHEDOOROM
AW HAUWOHANEHOND TRAHGAOPTHPOBAHMA NPOMABOOMTANSM MNKH Bro NpEacTaguTanan, bez yluephs oe@cTEyioWwmMmM Hop-
MATHEHLIM SKTAM, HACAHOWAMEA WHESEHYBOHHER aredTos [Hanpusmep, IATA {International Air Transport Association), ADR
[&ccard Europesen Relalif au Transport International des Marchandises Dangerauses par Route)], npoaykToe, napadWc-
NEHHEIX HARE

a) THaHK, KNeTed, 00pazUsl KpoBr, NoNyYeHH=e npe agbops o1 aoropsa:

by OOpazlEl ONA BHYTPEHHERD W BHSWHEM KOHTPOMA KSHBCTES THAHEN:

Cj kneten anA Canxa DrononaHecsky npoaysKTos 1k DaHEa Kposd.

PyEDBOOCTED, ONMCEHHOE B OaHHOM NPARNCHKEHMH, HE NPURBEHAKT NPW TREHCNOPTMDOSEHAN OTX0q08 © Buononaye-
CHIsM PACKOM 1 O0pSIL0E QN8 KOHTRONA OEPYRERWER CRais B yHPEOSaH Y, B KOTOROM NpOXOONT NPOLEcE.

MNpogyeT cragyer TREHCNOPTMROBATE B YCNOBMAN, KOTOPRIE

1) pbecnednBanT o DelonacHoe KpaHEHHE W IEnoCTHOG TS,

2 DOBCHEYABEHT &0 OOCTABEY B TE4EHHE ONDENSNSHHOIT BOSMEHH;

1) cooTReTCTEyHT TpeBOBaHWAM NArMEHs 1 DESORACHOCTY ONA CHDYSEHLIER Cpegkl W NAL, OTEETCTESHHEIX 28
TRAHENOPTHROBAHHE .

JaHHOE NPANDEEHWE NDMMEHARIT NPM NROSESEHRNA CREny LML DNEPELUMA;

- MOGMOTOBRE HOHTEAHSDA;

- MEPEEOEKE [MNW TREHCNOPTHRDEEHWE |

- MOMYYEHWE NPOOYETS NPOMISOOH TENEM 1 RONEI0EITENSM.

G.2 Cneyud vEanne

CreywdHEauny TREHCNOPTHRDSaHHA DOl CNPESENdTE THN TPSHENOPTHOM HOMTERHEPE B cnocob aro nged-
Tt ELAM, 3 TakHe BRMoYeHE oBpaauoe, npw HENWYWK, M OTYET O 3800pe ONA KOMOEHKA, SkitanHRWSH obpabomoy

G.3 YreepmoeHne

Paboqes yTEEpHIEHNE TRAHCNOPTHROBEHHR THAHKW ODMMHG YHATHEAT: TPEDDBEHMA, KECARKLWMECR BHYTPSHHERA
TEMNEDATYES! KOHTERHEPA, TEMNSPATYDE DEEYHAWER CPE0R, 3 Takse apyrie GuononiHeciie, KHMAYSCENE 1 rande-
CEME NBDEMETDRI, BAMHEE ONA S81UWMTE KNETOR W THEHEA, Mnd npogyetea. Ecne nprsésimn, Heabxogumo v TeeaTe
CHIOHHEIE KONEDaHHA TeMnepaTYpel. B TOM cnyyae, BCnW, HANPKUMER, THEHE HNK NPOGYET CAROYET NOSOeQHMBATE B OMpe-
OEMEHHGM QHENEI0HE TEMISPATYD B0 BPEMA TREHCNOITWROBAHWA, PEXOMEHOYETCH, YTobel BHYTRL Yynawossw Gwn no-
MELLEH COOTESTCTEYHILAR NOBSPEHHBIR JAT4HE TEMMEPATYRE ONR KOHTRANA W J0KYMEHTANEHOR DUECALAM BHY TREHHAK
TEMTEPATYE.

B sapaHes onpEgensHHLE NPEERNEE ¥ YENOBMAK TRAHCNOPTHROBAHAR S0MHHE Beme OTMEHEHE B0 CROKA, ROTO-
pele ODECNEYMBER T COXpaHEHENe HeODXOOWMMEIX CEORCTE KNSTOR M THAHEE,

Ecnw B noHTERHep oobapned TEEpORIA QWOKCHO YINepoO0S wiH HMamae 2307 neio nonaneaoBaHe SETERTIHECKHS
AMEYMYMATORS KONOOE WM TENNE, OHA O0NEHE GeiTs B JOCTATOHHOM KOMMYECTEE, ST00 NOOOSPMUEETE B KOHTERHERE
NEEgYCROTDEHHEE TEMNEDATYPE B TEYEHHS BREMEHd, Basos Ganswero, @am Beino yeaszaso sHadans. My nonosedes B
KOHTEAHE PR QOMEHD PABEHOMBEDHO NOOOSPHWEATE TEMNEDETYRY NO Boany absEmMy HOHTERHEDE.

G4 DoxymMeHTauMA

.H;ET-E H, BCNW MPAMBHAMD, Be A EDMNNEETIAUAN YNaEDEEW B OpraHAIgauni, BEIFOHARLE R EHEDP-, M OOCTdEE mpo-
N3BOOMTENMED WM KOMMAHWA, BbINArHRHILWLER DE‘JH.EDTH.'_I.I’, Non%HE DbITh OTpamaHbl OOEyYMEHTANEHD,

5.5 MepespecTHOE ZArpAIHEHWE

Heobxogumo npegoTRpaTHTE QOCTYN K YAEK0EKE W 88 COOBQ®AMOMY NOCTOPOHHNE TPETEME AWL B0 BPEMA TREHE-
noprapoesaqds. Ecnu Heobooqumo, CnegyeT BononNeE30esTs MpMEeTRINpyRIWWA BHELWHWR TDBHCNORTHRIA KoHTarHep. O7-
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KNOHEHHA WA NPOMCUECTEMA, CAYHHELWHECR 38 BPEMA TREHCHROPTWROBAHMA, J0MsHE Dhite COODWEHE OpPTEHM3ELHN,
OTESTCTEEHHON 38 38000, H NPOUIE0OMTEND MK EOMOEHWW. OTEETCTREHHON 33 obpaborey.

G5 KoHTpakTsl

HOHTpaKTE HE TRERCNoOTARDEAHNE JOMMHEl 33KNH0HETE © KBANWhHUKPOBSHHEIMH TREHCTIOPTHO-SHEMEOMT OO CEARE
HOMMARNEMH. TDEHCNORTHO-3ECMNEOATORCKAR KOMIEHNS 00MEHE TApEHTHRORETE ToMHDE cobBnioneHuws onpeneneHEs,
VTEEHEOEHHEX YONOBHR TRSHCNOPTMPOBAHKMA. DpraHnaaynn, oTBSTCTEEHHES 38 38000, MOoryT NEpPEOasaTh OTSETETESH-
HOCTE 238 TREHCMOPTHPOEAHIE NONYYSHHBLIX TEAREE KTH KRETOK NPOMIBOMHTENH, KOMIAHHA, OTESTCTEEHHON 32 oBpatotuy,
Wt TRETEHM Nuam. B Tasix chiyHanx QonmHs: BeiTh NOgNMcaHBbl NACEREHHES COMMSIWEHAR, DNPESENARKLYWE OTSETCTESH-
HOCTE TRETEME ML W NOAR0EHD CNHCHBEOWME NPCUSOyPRl, KOTOPLIM HeoDXoqumo Cresonears.

G.7 MeogroToEKa TRAHCNOPTHOND HOHTEAHEPE

OorsHbl BeiTe yOCTAHOSNEHE MPOUSOYDE, ONPS0EnAines CNegyHwes:

A} yCNOEWA NOOroTOBKN KOMTERHEDE;

b} MBPHHMPOEKE KOHTEaRHEPE,

T MHCTRYELMA NS TRAHCNORT MPOS AN,

d} OoxYMEHTEH, REPASEEISMEIE NWUY, OTEETCTEAHHOMY 38 TRAHCTIOPTHROEAHNE.

B Tex crhy=Esy, KOrga TREHCROPTHLIE KOHTRAHEPE COOSPMET MIUOKOCTHA, CYX0H Ned WK SrOEHR 3307, 3THEETEW W 40-
HYMEHTAUWA JON#HE COOTESTCTEORSTE HOHKDETHRIM NMCEMEHHEIM TRE00EaHMAM, YOTEHOBNEHHLIM ONA OEHHEY CNYSa88.

YUpEROEHMS, OTEETCTEEHHOE 33 TPEHCNOPTWROESHWE, WO NPOWEE0OWTENE S0MHHe NPOSEpATE COOTEETCTEME
TREHCIOQTHING HOHTERHEDE COOTHETCTEYHOWAM Cneumbusaummng.

5.8 TpaHCNOPTHROEAHWE NPOOYKT

Mexay OpRHNIAEHER, OTEETCTESHHDN 18 TRAHCNOPTHRDEAHNE, WM OPTaHIISUNEN NONYHaTENA DORHHD BhITe 388mno-
yehd nogpoiHoe CormnaweHne, oNUcRBE0WEE CORIEHHOCTH NO BCEM BONPOCEM NPOUSCCE TEBHCNOPTWPOEEHMA.

OirHoCKTENEHD rpadivea W MapLWEYTE OonsHs DTk YOTEH0BNEHE! MHETPYHUWK, CONSEMELMS Crie gy S

A} BMg TREHCNOPTE (BENHHMAR, HANPHMEDR, KOHERPETHOE cOopyaoeanHe, oDCnyuBaHWE, MrmeHy ),

b} mapwpyT 1 rpadel SEMHEHNE,

) KOHTROMS COOTESTCTEYHILWLME NAPAMETROE OHPYREHIWEN CREnEl, HANPHMED TEMNSPaTyRbl.

5.9 OBAZEHHOCTH NPoMIBOOWTENA

MpoMIBOOMTENS JOMHEH OCYLUECTENRTE BOE DNEPAUMM, XECAKNUWECH TPAHCNDDTHRORBAHWE MEXOOHLE MATERMANDE
K KOHEYHOMY NPOOYHTY. ST 3808499 MOFYT OuiTh TAKES NERS0aH: OOHOMY ik Banes cybnonpraqwsan. MNporzecourens
CTEETCTEEHEH 13 NPOBEpEY TOM, 410 cySnoApRo-HE O0CTET0MHO EBRMTMUMPOESH ONH BEINONHEHWA 33084,

Ecnk TpaHCnopTHpOBEHHE OCYLWECTENRET NPOMIS0qdTeNE, DHO SOMEHO NPOACEOOWTE B COOTESTCTEHH © Npaue-
OYparH, aNACEIBESHNLAME YNESK0BKY TPSHCNORTHDYEMOM NPOOVETE, YONOBAR ¥ cnocol TREHCNOpTHpOEEHKA, MEDLWEYT,
MEXCHMANEHD JONYCTAMYE 3A0BFHEY MESOY OTNPDEENSHAEM W OoCTaskol, oDA3aHHOCTA BoEX NNU, YHSCTEYHHLWE B
TESHCMODTWPOBAHMK M KOHTROME SOCTABKM. YONOBKMA TREHCNOPTHPOEIHHE SOMHEHE BaTe BRIDpaHs: © YHETOM KDUTEDHER
CEZOMNACHOCTH K YoNOBYA XPEHEHMA. COOTBETCTEVIOWME TREHCIORTHOYEMOMY NRO0yETY.

MepcoHan, OTEETCTEEHHEIR 38 TREHCNORETEPOEIHWE, OOMXEH NCNYHATE COOTEETCTEYHILLME MHETPYHLUWMH, KSCA:0LKWe-
CH CONpPAMEHHEIR PUCROB {HENPAMER, MRDEKUHMOHHERE 2a00NeBaHA ) 1 TMNE TPEHCROPTHMRYEeRara npodysTa. JonsHe Bure
YETAHOBNEHE CTEHOBPTHRE paboYMe NpoUBaypL, “ETHD ONHCHEBHHLKME MEPE, NPMHHMEEMBIE ONH 381HTE NPOGYETa. |
NPoBEOEHE STTECTEUMA CTBETCTEEHHEY 38 TRAHCNODTUROBAHWE NI,

Ecnu & apctpeHHOM oiydos oEOCHOBAHE WMCENKYHMTENLHEA HEOEROOMMOCTE 3808RCTEOBETE CyDnogpRaqmEa, no-
TOpBIM HE CORAA2ET HEONEKALWER KBANYIMKALHER, NPOMIBOONTENL J0MHEH SaTh CyDNOGPRIHMEY TONHEE MMCEMEHHBIE
WHETPYELMK N3 HE0E0X0OMMEIM ONA NPOOYETE YEOOENAM TPEHCNOPTAROBAHMA.

G.10 Marepuan ¥ rurdeHa

Mareprans 1 0GopyQ0EEHWE, WCNONEIYEMEE S0H TRAHCHOPTAPOBAHWA MPOOYETS [HENPWMED, CREOCTEE NepegEd-
HEHWA, BMEOCTH © TEMNEPATYEHEIM ROHTRONEM, KOHTEAHEDL) QOMHHE! COOTEETCTEOBETE CEOBMY HAIHAYSHNKD M OONEHE!
ObITh YTEEHOSHE NPK HEADXOONMOCTIE G yHETOM ONpEAENEHHEE TREGOEAHWA K TREHCNOPTUPOBAHWK ES#00M0 TMNA Npo-
OYKTE. B 4acTHOCTH, CRegyeT yHUTEIESTE MpOgoraTarsHOCTE TREHENOPTAROBAHNE, NOQASpaHre HEOERDOMMEL TEMME-
LATYP EPEHEHARE B0 BREMS TREHCNOPTHRORAHME, CHEUMANEHER A YEOMNTEKTOREHHRA TRRHCHODT, TAMMEHY M 380ATY.
barepnans W 0SopygosaHNe ON*HE NOOEERETE APOGMASKTHYECKHOMY OCMOTEY HE NOCTORHHOA OCHOES, NPOS0gHMoMY
B CODTEETCTEMN C DNDEABNEHHLIMA NPOUESYDEMA

Nibee HENCHPARHLIE MATEPMANL! MM 0ODDYO0BAHNE SONMHE BaiTe MCHNHOYSHL! K2 DOTBCTHHECKDA Ueno<Es nwbo,
M0 MEHBLLUER MEDE, YETED MADHWPOBEHE! Kak HEWCIPEAHEE, NOKS OHIE OHASEHT PEMOHTE KA YTANHZE0E.

YoTpORCTED pErMCTRALMK SaHHL ONA KOHTPOAA TEMOERETY el QOMHHD MMETE COOTBETCTEYRLWKWA OWANE30H W Co-
CTEETCTEYIILYH TOMHOCTE AMA OTOBDEHEHNA TaMNEpaTyD LPaHEHIH W TDAHCMOPTWHOBAHWA NPOOyETa. ErD CNegyeT Kand-
OpoBaTs W NOBEPATE HEPES PEMYNAPHLIE KHTERBENEE.
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TPEHCNODTHLIE KOHTEAHEDE! W BTORHYHER YNEKDEKS MHOMOKDETHOM WCTIHNL30EaHWRA OOMN#HEl DCTEEETECH YNSTHMA
W NOOBERIETECA HMCTHE M J83uHERU W B CODTEETCTEMM ¢ ONUCAHWEM, NPMBEASHHEIM B NPOUBOVPEN.

CpEACTES NEpPELBMHEHAA, HCNOMBIYEMLIE ONA HAISMHOM TPEHCNOPTHROSAHWE, SOMMHE PEYIAPHD YWCTATh H
OBEIIBPTHMESTE B CNYHEE ITPAZHEHAR NPOOYKETON.

G.11 ¥Ynakoexa 1 MapEMpOBKa TREAHCNOPTHOND KOHTERHEDS

Cnl. HEthopMAWAH, NPHEBSEHHYH B NpMAoHEHr F,

.12 JokyseHTayWMA, KACAKWAACA TRAHCNOPTAPOBAHKA

COHOBIEMEHHN C NEPENEHEN KDHTERHEDA MEPEEOIMMKY WM &ro NPEncTasaTany oomkHa Beime nepegasa cneumw-
ANkHER TREHCNOPTHER dopMa.

B nopAgks nogroToesk K Mot 2E30WAM MK NPOMCIUECTERAM, KOTORBIE MOTYT SHyEATECS B0 BREMA TDAHCNODTH-
POBEHMA, NEPSBEDEAHKY DarmtHEl Bhime JaHe SETHME HHCTRYELMK, TOMHD ONpeOensoLLm9e:

d) XEPAKTER ONECHOCTH, NPEOCTEBNREMOA TREHCNORT HEYEMEIMKE NPOOYKTEMN, 3 TAHHS MEDE NPESOCTOROMHOCTH,
KOTOPEIE HEOBXOOMMO NPVMHATE NP CTONKHOBEHNK © HEI;

b MEpkl. KOTOPES HEoEXOgWMa NPRHATE 4NA NEPCOHANE M NPOOYETA B CAYYEE NOAOMEM WM WIHOEE YNER0BEH,
ocoBSHHD SCAM NPOOYET BLIWWEN 38 NpEgensl ¥NakoEk.

3TH HHCTPYHLMH SOFTHHE! BRMIEMETE CHOOK NWU, © KOTOPEIMA CNegyaT CER3ATEER NP HEeoBiogMacT [MMe, agpedc,
W HOMEP(a} Tanadeaqal.

.13 YonoedA 1 NpolonMHTENEHOCTE TEaHCNOPTHRCBAHWA

TpaHCHODTHPOBEHWE MPDOYVETOE HE KNETOSHOR OCHOBE OOMMHHEl DCYIUECTENATE B CHREATLIE COOEM, N0 MEDE BOIMON-
HooTH. MNpoaonEUTENEHDCTE W YGCNOBMA TPAEHCTIODTHROESHWR CNEOYET KOHTDONMAOBEETE NHED ¢ NOMOWEH CHCTEME!, KO-
TOp&EH TAPEHTHEYET NOGOSPHaHNE TEMNERATYR, Nwo NocpagCTEoM ReCTHOMm CobNSEHHA STANDE TPEHCHODTHPOBEHWA
[HANPUMEE, 3ADSEEEN W YCNOEMA XPEHEHARA ). 3707 KOHTPONE, B YaCTHOSTH, BHAKPAET KHPOPMALMK OTHOCATETSHD;

d) YCTERHORMEHHOR APOOONHUTENEHOETH TRAHCNOPTHDROSAHAS B COOTEETETEMH C KOHEMHEIM MyHETOM HAIHSHEHHS,

b mMapLIpyTa MERGY YHEEEOEHWEN, OTESTCTEEHHLIM 38 QOCTABKY, W NIYHETOM HE3HAYEHWA NPOOYETE M, B KOHEHHOM
CHETE, MECTOM NPOMERYTOMNHOTD XPAHEHUA 00 NPHELITHA NPOSYRTE B MECTO 8rd ORDHYATENEHOND SpaHEHKA,

G.14 JocTaEka ¥ KOHTPONE B MECTE MONYYeHHA

JonsHo Beime NposopEHo CODTEETCTEVES ONPSARNEHHEIM YEAOBWAM TREHCNOPTHPOBEHMA, B OC0DEHHOCTH, OTHOCH-
TENEHD!

8) USNOCTHOCTA SDHTERAHERA H 3THEETER,

b yoNoBWRE KOHTRONA COOTEETCTEVHLWMWYE NADSMETDOS OHDYHSWER Cpeis (HANPUMER, TEMNENATYRLI] B0 BREA
TREHCNOPTHRCEAHHA;

C} NPOOONAWTENEHDCTIE TRaHCNDPTMROSEHAR,

Thobpie ocTEAOHEHHA KNK HECOOTESTCTEMA, BEABNEHHLIE BO BREMSE TREHCOODTUROBEHKA, DON®HE DEITE HAONERES-
LWks ODpazoM oTpasEedbl ECi OTHROREHHA 2adaitipoBaHs), PEROMEHOYETCR, 4Tabbl JaHHas HHEOPMAUWR Nepenans-
nack CTNDEEHTEIN | B OpFEHAZEUME WA KDMOSHWD, OTEETCTEEHHY D 28 TRPaHCnopTHposaHmne. JoriHe SeTe npoeeseEHbl
PRCCAES0EEHVA ONA ONRPEASNEHWA NRPWSHHE W MDEONDUHATE HOPPEKT MDY RS MK NPOEMnar iHecke8 GeRCTaE R,

G153 NonyyeHKE KNETOK MNK TESHER

Koroa meads wny KneTen SoCTEENEHS B OPFEHW3aUWMH, OTESTCTEEHHYED 38 TREHW, gomtHa BeiTe gouyMEHTANBHO
OTPEMEHA NPOBSPKE HA NPESMET TOM, 410 BCA NAPTHA, BENOHEA YONOEWA TPEHCOODTWROBEHUA, YIEKOSRY, MEPEHDORKY,
CONYTCTEYHHLYH OORYMEHTALKD W oBpaigel. cooTeeTCTEYET TRebOBAHMAM HECTOALWE D CTAHOAPTE W cheukhHEELRAM
NONYHEHLE R OPrEHMIELEHA.

Ka#gaA apraHn3auus QonHHa rEpadTHpOoBaTE, S9T0 NONySEHHEIS TEAHKM B LnaTed GyoyT Hax0gnTecR B KEpAHTHHE
0o TeX Nop, NoKE OHM, BMESTE © CONYTCTEVOWER S0KYMEHTIALHEA, He ByoyT NPOMHCNSKTHPOSaHE MKW ONPE0enaHHEM
oOpaz0M YTEBApHOSHE HE cooTEeTcTane TpebosaHmAr. O030p COUTEETCTEVHIWER wAafmpamagrn o goHopse W 3adope M,
CrEgoearansHD, MPUEMAEMACTH JOHOPCTER SOMHHE NPOBCOWMTE ONPEOSHEHHBIE MLa.

Kamgas OpraMi3aUmMA, OTEETCTEBEHHEA 38 THAHK, QONHHE MMETh SOKYMEHTANEHD OTPEHMaHHEE NPEEMNa ¥ cnayndiv-
KALMM, Ha COOTESTCTEME KOTODLIM NPOBERAKT KAROYD NAPTIGO TEEHSR W Knatok Bemnoyas ofpazus. Ol gonskss BEND-
YETh TRXHNHECKWE TREDDSAHNA W OpYTWe KPMTE AN, KOTOPEIE OPrEMH3aLWA, OTEETCTESHHAR 38 THEHL, CHWTEET BEKHRIMM
ONF NoOSEEHEHWE NPUErMAEMorD KaHecTes. Dpraduiauns, OTESTCTEEHHESR 38 THAHH, QOMKHE MMETE Q0K MEHTUPOEaHHER
NpoUSaypel VIPSEEMEHNS W OTSENEHWR HECOOTBETCTEYVHILUME NAPTHR WNK MARTIEA © HETHHIHEMK DE3YVNLTATAMM MCMETaHEA
ONFA rapaHTHd OTCYTCTEMA PUCKE 3arpRIHaqds gpyrnx obpabartoieaemsi, COXpaHsamEls MK XPAHRLMACH TRAHEN W KNETOK.

JaHHea, pErMcTPAYEMLE DOFEHUM3ALMER. OTBETCTEBHHDA 38 THEHW, S0MMHE BENHHETE:

8) CornacHalpapelaHie, BEMHR WSS Uans(t), OnA KOTePoR{sE] MOryT HENoAbIDBATE TKEHA M KENETEM [T, 8. TEpS-
NEETAYBECKWE, UMW WCCNES08ATENLCKE NWED TEPAMESTW-ECKDE MONONEINSAHHE M HOONEOOBAHWR) H MHOENE KOHKPETHRES
MHCTRYHELMH N0 yTRNM3AL0WH, BCNA TEEHH MM KNETHR HE MCOONLIYIOT ONA BENeR, HA KOTODLIE NENyHEHD COFNacks;
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b} BoH HEODXOOMMYED DOKYMEHTALMID Mo 33500y 1 BHAMHBEZY JOHOPSE B CooTeaTcTeMd C 0.5

T PEAYNETATE GMINECKAR HCCNSdosaHue, NadopartopHelr HCCNEO0EBAHMA W QPYIAE WCNBITAHKE [TARME KEX Npo-
TOKDN BCKPBITHA ),

d} OnR annaresHex O0HOPOoE COOTEETSTEVEOW MM OBPEIte AOKYMEHTANERD NOGKEEnNEHHEIR 00300 NONHOR OLEHEK
OUHDDE NOD KEATEPMAM 0TR00E, CHAENaHHLRM FIOMHOMOHEHHBIM A DOYYEHHBIM NHLOM;

a) B CNyHEs KNEToYHLE KYNETYE, NPEOHAZHENEHHEN ONS SYTOMSHHDM MCNOMs30EaHKA, DOKYMEHTAUMK M0 BOamMDH-
HOCTH NPOABMNEHKA ¥ PELMNMEHTE NEXEPCTEEHHLL SNTEQIMR {TEKAX KBE BNNeprnA H2 aHTebnormse).
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Mpunosetue H
[cnpasounos)

PyKOBOACTREO MO XPAHEHHIO

H.1 O0wme nonoxeHUA

TpehoEaHUA LAHHOM NPAACEEHEA NDAMEHAMEB] BEE K XPEHEHAI MONYHEHHLL KNETOH WNA THEHER, TBK ¥ KNETOMHBIX
KOMIOHEHTOR KOHEYHOD NPOOyETA.

MonyYaHHER KNETOHHBIE MATEQWMAN, NOUBSRNUWACA 0DpaboTee, ModeT Npeacrasnsite cobai;

8) CYCNEHIHK NEpEHHHEIX Ky NETMBU PYEMLI KNETO, MCNOMLIVEMYH HENOCPESCTEEHHD ONA MEBSHUMHCHOrD MpOOyE-
T8 Ha KRETOHHOR GCHOBE;

b} NepBMHHBLIE KNRETEW, KyNETHEHDOBAHHEE B TEHEHHE HECRONbEME NECCIHEE NEpel HONIIL30EaHAEM ONA Medu-
UWHCEDID MPOOYLTE, COSEDMALIET KBTS,

C} WMETHEY Y4ETHO ONPEOENSHHMA CUCTEME BAHKDE KMETO, COCTORLLERE M3 NOCSBHOA capyM, paboyved nocesHoR ca-
DM, rnaskord Gadxa ¥netol W pabodsro Gaska KNeToe.

JonsHe DbITh YCTEHOEMEHLL M NPUMEHEHL] NPOLUBAYPE! HOHTPONS 30HEl XpaHEHUS ONA NPpegoTEpaweHeH nobbi
CHTYALMA, KOTODBIE MOMYT HEMTEATWEHD NOEMNWATE HE DYHELMOHAMBHOETE W EENDCTHODTE TRAHEA M knetos. Boe npouscobl
ADEHEHNA OONM¥HE NPOBOOMTE B KOHTPONMEYEMBIR YOTOBHARE.

YENOEMA XpaHEHWA JDNHHE 00BCHEYMBETE HM3HECNOCOBHCCTE, NMNOTHOCTE, HYACTOTY, CTEPMNEHOICTE. hyHEUMG-
HEMEHOCTE M HBKTHEHOCTE KIETON.

OonsHa GbiTs YOTIHOBNEHE COOTEETETEEHRD KUHTROMAPYEMER CRECTEMA KPEHEHMA ENETOK OANs ofecnesaHis Hag-
MEHALWEN NOOSBDHEHHR WM NONYHSHAR KNETOH. THRAHEW 1 MEIHLWHERNE NPOOYKETOE HE KNETOHHON ocHoes Des kavoro-nnba
HAPYLIEHWA WX NPEONoNar3emely KO0HESHEX X3pakieprcTal. MasHTHdiiEaUmMo cnenyst NnpoEepaTe © NOMOLWED CODTERT-
CTEYHILIMYE FEHETHHECHAY HinK DEHOTHNWHECHAY MERESPOBE, 8 NDONOPLEHE KNETOK, MMEHHLHE 3TH MADKEPE KOEHTIMEE-
LA, DUEHHABAHIT Kad HHOAKATOD NPaqnicnarassol KnaroHOR DOmmynRUmie.

H.2 NomeweHne

MoraEweHAE SNA XPEHSHEA 0eHHD BhiTe JOCTATONHOMD PE3MEDE © SAWMWEHHEM OocTynon. DHD gonsHo Geith
OGDPYOOREHO W NOASEDHHEATECA Takkm ofpasom, 4Tobkl rapaHTWRORATE KAYECTED W KOHTPOMNE XPAHHMEIX NPODLYETOE.
MomeweHws OreHHs GeiTh SHCTRIM M oyXHs. Ecnw Haobeogmme, 0omsHbl KOHTPONAPOESTE ONPESENEHHEE NPDEOENL TEk-
NEPETYPEl W BAEMHOCTH.

H.3 Nepcoxan

JocTyn B NoOMSWEHWE SOMHEH AMETE TONBEKD HAONEHI WM 0bpason GEy4eHHEN Yy TEEDROEHHEIA NEPCaqan.

H.4 Cneundmkaumnm

Domexs BeiTs ONPEOENEHE] YEROBMA XDEHEHMA ONA ARSHTAY KAYSCTES KISTOK MW TEEHER C yHETOoM woasTuimE-
LM, “AMCTOTE, HASHECTCCOOHOCTH W YHEEMOHANEHOCTH KNETok. Heobxoormo NpegnTERaEns 3ar pRIHEHHE MUEpOEro-
O HHECHNMM BEWSCTEIMIE, 3 TANHE NEPaRDEcTHOS IAMPAIHEHNE KNETEAMY MINH HYENERHOBEME KLCNOTaMH WHOM NROWME-
HOEOEHAR,

H.5 Mpoeepka v yTEEpEOEHME

OEOpyADBEHHE WK YCTRORCTES ONA APEHEHUR QONHHE GeTh NQKIDOHLIMKY, 8 YCAOBMA X0SHEHMR YyTEEDHDEHRL.

PeroMBHOYETCR BECTH OOKYWMEHTAUKMK, HOTOPEA NOSTEEQHO3ET NPHIDGHOCTE 0OOPYI0BAHWA ANM YOTPORGTE, Wo-
NENEIPEMEX ONA KREHEHEA THAHEA WM xnetol. Cnegrdsmiagr, esibpadHee gna obopynoeaHuA DNR ApalEsny, QamHe
ApaHTHROEETE. 4To chopygoeEarie crocobyo nogdspsneaTs HeoBxoguM Y ROHTRONMpYesy cpeay. OonsHa oywecTeo-
BATh NPOUEOYPE, ONMCHEBHMILARA YETAHOBNIEHHLE YONOEWH, OBAZAHHDCTH M coeywdMKaUWMM ANH YTEEDHISHWR XPEHEHWA,
NEPEHOGE MM PACIPEdSNSEHAR KaMS0M0 THNE THAHER 1A KNETOK,

Jon#Ho BeiTe ONpEONENSHD MAKCMMANBHOE BPEMA XPAHEHKA ANA LS00 THIE YOAOSKA SPEHEHWA, OCHOBHBAACL
Ha JaHHLIE CTabANEHOICTH B PEHHME DEANLHOM BPEMEHK (1. SCNK NMDXMEHUMG, YCHOPSHHEE WCNEITEHWA ], MCDONLEYA Co-
OTEETCTRYHILLME METOOR WENETEHWA. BoIGpaHHbiR nepnog Aon#ed OeiTh OMUEHAHEH. KDOME BOAM NDOSERD, BO3MOGHHEM
YEYOWEHWAEM DYHELMOHANEHEL CEOACTE THAHER H KNETOK.

H.E KoHTpons W QOEYMEBHTALNA

Heobxaguao 0Decney s, STo0k Be NPOLUESYPE, CERIEHHEIE © XPAHEHWEM TRAHER 1 KNETOK, Do SOy MaHTams-
HO OTPAREHEl B X088 CTAHOAPTHEY pabousss Npougayp, 8 yonosus spaHEHHE COoTESTOTEOEANM CNPEganeHHe M Tpebo-
BEHWAM.

JonsHe BeiTe HCNONE30EAHE CHETEME HENPEPEEHOM KOHTRONS GNA FEPAHTAR TOR, 470 HeobxogHMeEE YonoarA
DHOYHEHIWER CPadbl NOLOSFEUBEKT B TEHEHWE CPOKE XpaHeHnA. COOTESTUTEYHILNE OAHHLIE CHEOYET IANMCEIEETE W M-
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PHOOMHECKA SHANMaKPoEaTe. Heobiooumo Mcnonkz0BaTE CHCTEME CHITHENMIEUNK, KOTOPRE CNOCoOHE Mpegynpesians
MNEpCoHEN 00 HACTYNNEHAR KDMTHSECKAY VCNOBWA, PEROMEHOYETCA DR3IpaboThsa NPaBEMn W NpOUSOYP 4NA ABADMEHOM
NEpEHDCE THAHER WK KNETOE B NDEOyCMOTREHHOE ANETEQHETHEHDE YCTROACTSD MW MOMELEHME ONF XPAHEHKA W ON8
ANETEPHATHEHLY METOODE KOHTROMA B CAYYEE OTEA38 000DYI0EaHNA WNH BOTOMHMKE NETEHAA.

OonsHe! Geme QONYMEHTENEHD OTREHEHL BCE 3TENE 00QAWEHNUR © TEAHAMK WM KNETEEMK, xoTopkLE TpebysoTr nog-
AEPHEAHHA KOHTRONHPYEMBEIX TEMAISRETYD WIH SPYTHY NaPAMETRO8 XPEHeHWA. CHUCTEMa NoNYMEHTALNA QOITEHE TAPEHTH-
POEATE KOHTPOMNE YENOEWA XPAHEHNA THAHENA MK KNETOR.

H.T MNepexpecTHoe IarpAIHEHKE

[Ons npeqoTepalGEHHR NEPEKPECTHOM 38rPRIHEHHA NOMEWEBHIWE ONA KPEHEHMA JO0MHHD BT cnayWansHo oTee-
AeHem, Do QormHHE OeITh hramHetsr OTaanaHo oT obnacty 3abopa vivny oEnNacTi NpoMEEngoTea.

Hezaeroumd OT MONONEIYEMOND METOOE XPEHEHWEA 0OMHE O8TE NPEQYCMOTPSEHE DTOEM:HEE 0bNacT gng spa-
HEHHA HEMCNBTREHHLIX KAETOK W THAHEW {00NacTh x3padTida] 1 BENeITaHHEX MaTERRANDE, rOTOBLY K NEpEOa-E. 3Tn pas-
MNWHHESE ODNAcTH G0MsHe BelTe 4BTED GBO3HEHEHEI.

Kpowse Tor, ganssHel BeiTe ONPEOanads 1 OTEs0aHs6l IWIMYeckl OTOENEHHEE ODNSETM ONA XPAHEHNR KNETaK wm
THAHSW, HOTOPLIE HE COOTEATCTEYIET O0DbI4HEIM CREUAEMEALLHRR.

JarpRIqeEHHEE THEHW W KNSTHH. HATPMMED T8, ROTOPEE MRMEKDT NONOEATENRHLE MEPKEPE HA MEPesiHOHHBIE 23-
DonesaHuA, SonsEHs Baime 4ETHD W J8METHD MAPEMPOBREHE TEEAM cnocobom, HOTOPBR YHSMBSST HE MY HOHERETHRIS
xapakTepucTixn. HanpuMep, 2arpRaHeHHEE NpOOyET MoEeT GuiTe MADEMPOBEH CAMBONOM #8M0NorMHeckan OnacHocTeD
pom. WSO TOHE0). Mpw HeobxooreonTH 3TE KNETEM XPEHAT B NOGH0SAWEH MADMTAPOBAHHDA KaMEE ONR XDESHEHUA & LETkH)
MPEdOTENSUEHWA PHCEE NEPSKDECTHON 3ArPAIHEHMA ANK NYTAHALEL B 4acTHBIX CyYans XPaHeHWA B BMEDCTRY © HH-
HHM H30TOM 3TH NPOAYETE QOMHHEL KREHNTE TONLKD B Napoena thaae.

MepEHDCHIEA ONA NOArOTOBEN TEHETHHECHA MOOMEMUMPOSEHHEE KNETOK QOMEHLl XDEHUTE 8 0003HENEHHEIX W OT-
ES0aHHEE DENACTAX OTOAaMLHD OT KNETOK 1t THAHEA.

H.BE XpaveHue HEKNETOUHLIX MATEDHANGE

B nomewaHnsEx QN8 KpEHEHER KNETOR A TEEHER oBnacTy, npegsazHaHeHHEsIe NA XpaseHds paboHms 1 pacaogHsx
mareprancs, obopyaoBaHKA MHOIDEPATHOMD KCNDNEINEAHMA [HENPUMER, STEKNE] H BENOMOTETENEHLIX NPOAYETOR, NpH-
MEHASMEE Npw oBpaboree TEaHeR 1 KNeTor, QonsHs BelTh 0T0SNSHE OT 0ENACTER XPEHEHWA TREHER M ENETOH.

H.9 ¥paveHue OTHOODE C DMONOrM4EC KHM DHCEOMIBMONOrHHeckod ONacHDCTE D

JApAREHHRIE WKW NOTEHUMANEHD JEPEHEHHEIE OTEDOR, NONYYSHHEIE BO BPEMA NPOUSCCOE XDEHEHWA TRAHER 1
HNETOK. O0N#*HBl GBITh HEOMEHALAM cnocoBomM OTOSNEHE G YSETOM EOHKPETHEX NMWCEMEHHEE TREB0BARHA ONA pyucHos
VHPHLHDDEEHHE.

H.10 CTabmneHocTE

Ons cnegyrowwe MaTepnanoe omsed beme ONpegensd cpor ZDEHEHMA KNETOE WNK TRAHEA NPH ONEE0EenaHHE X
YCNDEMAL XPAHEHWRA:

a} Boe KPEHUMBIE NMPOMEREY TOHHEE METERHENE, SCNK NPEMEHMMG;

B} ROMAOHEHTE KOMEBHHMPOBEHHEX MEDWMLMHCKAY NPOOYETOE Ha KNETOMHOR GCHOBE,

] KNETEW MW THAHA;

d} ROHEYHEIR MPOOYLT.

Kpose Torm, gns KOHENHOM NPOOYRTE OOMmEeH DeiTh ONPEOENEH COOTEETCTEYHALWA CROK TOOHOCTH NPWM HONDIL-
JOEAHMK (NGNS OTERBITHR TREHCNOPTHOID KoHTeRHepa). DomHel GeTe ONpEgensHsl Boe YONORWR XpEHEHEA. BENKHER
OuUanazoH TEMNEPaTYR. YCNUBEMA TRRHCNODTWPOBAHWA 1 KPEHEHAR QO0nsHE DeiTh NOOTESDHASHE! JKCNEOMMEHTENEHEIME
OFHHLIMH © TOUEN 3PEHAR NOOOSREEHHA UENDOTHOCTH KNeToX ¥ oTabWNEHOCTH NPOOYHTE B TEYEHNS OCNPESEnEHHOM ne-
pHOaa Cpoka NedcTerA. Ecnd npuMeHmme, gormiHel Gete OHyMEHTANEHD OTPESEHE COOTEETCT By ILME METOOL! JaMopd-
HHEIHHR W JEIMOPSHHETHHR,

Ma-33 cNomHOro XapakTepd MEgUMHCHHE MPOOYETOE HE ENETOYHON DoHoEE TReBOBaHUE K cTAGUMLHOCTH OonEHE!
ONPFESENATE HE WHOMBUAOYANLHONA ooHoEe. [ BoaMONHOCTH, CTabuNBHOCTE DONHKEL DUSHWBEETE KIK SMA KNSTOMHLIE, T8
1 ONA HEKNBETOHHLE KOMNOHEHTOR 40 0BRE0MHEHMA 4 COBMBCTHD B KSYECTEE KOHEMHOM NPOOGYETE B HOHEYHOR YNEKDEHE.

H.11 ¥cnoBWA XpaHEHMA KOHEYHOMD NPOOYKTa

BOIMosHICTH XPAHSHMA NPOOYHETOR HA OCHOBE KNETOK W THIHER, K8K NDEEWMN0, OrPaHH=aHEL. TEM HE MEHES HE-
HOTOPBIE MOOOYETE MOTYT OOMNYCHATE XPEHEHAE, HANDKMED, B 3FMOPEHEHHDM BASE. IR MaguLMHCKAY NDOOYETOE TEKOMD
THNE NPKMEHAIT BCE COOTEETCTEYVIILWME PE3OSNEl ABHHOMD NPUMNOMEHKHEA.
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Mpunoxesua |
(obRzaTENEHOE)

TpeGoBaHUA K CACTEME KOHTDONRA

1.1 DBwme nonoiEeHHA

Cnegyet HCnoNB30BATE CUCTEMY, KOTopan oDetnedmBasT NoNHLA KOHTPONE MPOLSEEE OT MEXOOQHOM MaTEpnana
09 NAUMEHTE 1 HE0DOPOT, COXpadAR KoHPHOEHUMENEHOCTE NEAUWEHTE W QoHOpa. 31 seobxoowmwes gne wosTpons Ded-
AMACHOCTH B hPEXTHEHDG T MEZULRHCHNE NPOAYETOE HA KRETOYHOR DCHOBS. YITAHOBNEHWE W NOSOE0HAHNE OSHHDA
CHETEMEl ENBAYET PEANAZOEATE TakMm 00pa3om. 410l obacneynTe COMACOBEHHICTE, COOTEETETEWE C TRE00EaHMAEMA
KOHTPOMHPYEMOCTH NPELEEcCE M TIWATEMEHODTE BERINOMHEHWA NROUSOYE.

1.2 CneynaneHsle TpabosaHmA

LrA oBEcHEMEHMA AHOHHMHOCTI SOHOPE GON#HE DbiTh YCTAHDENSHS ABYXYDOSHEEER CHETEME, CERILIBAHNLAR TPe-
OyeMBId KOHTROMN: NPOUSCCOE OT QOHORCTES W 280008 KNeETox 40 NPOU3B0OMTENS W NONEIDEATENH [BONsHHUEl HNKk BpaYE).

B oprasmaaumn, OTEETCTESHHDN 38 THAHW, 00MHE BeiTe CERSE MERDY OOHODOM W NONY4EHHEME METEanawa. Ha
CTOROHS MPOMIB0OATENA O0NEHS DeITh CBAZE MEXKDY NONYYSHHLIME METEENANEMN 1 NpoaykToM. B SonsHaue mnu ¥ Bpaqa
Oarm#HE DeiTh GEA3E MERGY NPOOYKTOM M DELMMTMEHTOM,

CrocTEmMsl ZOrmeHel 0Becns<MeEaTs NONHLIA KOHTPONE NPOWSCCOE OT G0HDPE 00 PEUMMISHTE NOCPESCTE0M SHOHMM-
HEX EOOWMPYHWRe cucTen, MpakieagnTeny QonrHel PEUEMoHENEHD YCTAHABNMERT b CEOM RODMEY KHLME CHETEML, DCHOBEH-
HEIS HE HOOMPYRILEH CHOTEME OPrasnzagued, OTEETCTESHHDA 233 TRaHW, ¥ pazpabotaHHee ana obecns«seHrA KOHTROnA
NpaUBEccsS QOHOPCTEE NPOOYETa naunedTy. OnA paned oBony s mBaHuA NEUMEHTIE NOGEO0ALLMMA CRE0CTEaMA MONYT DelTh
CHETEME WUTRAE-HOS08 M CHAMEEMBIE 3THRSTOR.

FyroaoacT B MOHHD HAATA Mo Cownse [289)

TpedoBaHKA K MapHHpoese onpegensdel 8 F.7.
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Mpunoxerne J
(obAzaTensHoE)

Mepei NO CHUMEHMMIO PUCKA, CEAZAHHOMD C ZIAPAMEHMEM BMPYCAMMA U APYTMMA MHEOeKLWOHHEIMK
AreHTamMM, TaKkMMM KaKk TSE

J.1 Qbiwwe nonose kA

[ns NOpOspeaHvR KapaETEpIcTHE MEOHUMHCRY NPOOYKTOE HE KNETOSHOA OCHOEE 0OLIMHD HHELE KNETEN HE MOTYT
DbITe MOOBEPrHYTH BOZOERCTEMK DHIHMSBECEHME HAH XHMAHECKIE METODOE, KOTOpBE fidsEkTHEHE ANA WHAKTHESUMH MK
YOANEHWA MHESRUMOHHEL BrEHTOR, THEAE K35 BAPYCE MAK aredTtod TSE. Toga MeTois WHEKTHEALMK WK YOANEHA WH-
HEHLMOHHEY BIEHTOE HE YTEERHOEHE, DES0NACHOCTE MESHUMHCHNE NROOYETOE Ha KRETOHHOR OCHOBE 388BHCNT OT HAgne-
HAWEND BR00pa M TECTHPODEBAHHA QOHOPOE 0 NPWMEHOCTH MOIDOHLL METERWENDE, WCNONEIYEMEE B0 BpEMA 00patoTee.
DonmHe Beme yCTEHOENSHE CTROTME TREDOEAHNR K MCTOYHMEAM 1 KDHTEDWA NEAEMICH 005 BCEX METEPUAN0E Yenosese-
CHOM MPOHCKOHOSHWA ONA 058CmeqEHMA TOD, Y70 KNETEM W TEEHH, BENoNeIyaMEE B KE4ECTEE HOXDOHOM METEpHana
ONA MEOMUMHCKEE NPOSYKTOE HE KNETOYHOW OCHOBE, HE Iapamedil, 8 Marepwans, nononesdyesse npe obpaborke, He
NMOMBHOCHT MHDEKLMOHHLIR BISHTOB.

[ns MeguUMHCERY NPOOYETOR HE KNETOHMHON DCHOBE MOMHO HCNDNLI0RETE HENOCDEGCTEEHHD NEPEMYHYH KyNETYRY
CCHOBHLUE KNETOR, MW BRIPAWEHHLID SNETHH, KIH THEHK, B TEHEHWE HECHANEEME UMENOE KyNETHEWPOBAHHEE HAE NROTAXE-
HHI HECKONLHAE NACCEMEE, NoETOMY 0BWHPHLIE MCNSITEHAA HEBOEMOMHS . CRegoeatensHo, HEDBROoMMo HCNoNE308aTES
COOTEETCTEVHILMA DEHMM MCENEO0BEHWA OOHODOE, TAROA Hax & Eepone (ow. cobinky [33]) v CWA [om. coeney [53]). Mog-
poOHOCTH RPUBEOSHE B NPWNEEEHM G DEbedMHEHHS ENETOE MORET YESNWHWTE DICE nepeaqy sabonesaqsns. Ecne
MCNONEIYHT KIETOHHES NEHWK, MO BOSMOEHOCTA, SOTHEHE Beime yOTRHDENEHL COOTEETCTEYIOWKME OXARSKTEpNZ0BAHHEIS
rnaeqeid Badk knetor (Master Cell Bank, MCEB ) v paboded Bars knetor (Working Cell Banks, WCB).

Mpw papaboTie W NpOMIBOOCTES MEOHUMHEEAR NPOSYETOE HE KNETOMHOA OCHOBE HEODHOgMMO MEWHMMETE COOT-
BETCTEYHHLLME MEDBI ONA MUHAMWAISLEWN DHCHE NEpE0aq BAPYCE; KpoMe Targ. Heobxoammo yHUThIBATE PG 38 [EHEHuR
TSE, & TaucHa gpyris acnexTsl.

J.2 McTounMK 2apaseHnA BUpycom! TSE

J.2.1 HenoBeqecHWE TEAHW W KNETEW

Mpouecc NPOVEE0ACTES MEQNUMHTKKE NPOOYETOR HE KNRETOYHOR OCHOBE D0BIYHD HE BEIIOHAET KOHEMHYED STEDAm-
ZHLMH. ITEMNLI CHHCTHA. STAMLl YIANEHRA WANK MHEKTHEALKY BupycoR. CNegoBaTeneHo, omsHe GeiTe 4ETHO DNpegana-
Hbl CTRPOME TREODBAHWA K HCTOYHWESM, 8 THOHS HPUTEDUH NPHEME GNA BoEX MATERHANDE YENOBEYECHIrD 1 EHEBOTHOM
NODHCKDKAOSHWH B COOTEETCTEMM G MPSONoNEr2ambi HCTHHEI0E3HNEM .

OERIYHD THEHH W KRETEH YBN0BERE MOTYT COQBEOHATE BUPYCE. ST0 NETOTEHHEE BADYOE HENODBEXE, KOTOPRIS MOTYT
pacTH B yoRoedAx 0GpaboTir W B OTOEnkHBLE CAYYARE NPKE POOTE kNEToR. Kak npaEswno, B BUpPYCEl, NepEgaWuacy
YepEl KpOBL, PRCCMATIMBENT KEK NOTEHUMENEHEIE ROHTEMARAHTE, JonandurensHo CRegqyer pAccMarpyeats THEHeECnE-
LM HYHEIS BHDYCEL. TEEWE KaK BApyCeE repneca (ChY, EBY), CeRZaHHRIE © KNETREMH HDOEN.

Heobxogumo yHUTEIEATE PHCK 2APSMEHUA YENOoSEYHEtKHY THAHEHR BFEHTOM BapHaHTHod Bonazde Kpeimydensara-
HAroGa (vafiant Crautzieldt-Jakob dissase. vCJIO) 1, S0 PAMEHKMO, HCRONBIODBATE COOTESTCTEYHIWME oTEOp noRopoe
{om. cobinka [35] 1 53]

MpaMIEBOACTBO MEOWMUAHCKME NROOYKTOE HE KNETOYHDA OCHOES DOMMHD COOTESTET BOESTE MPWHLMNEM HARZNeHaweR
NPoHABGCOCTEEHHON NpakTHeEd. DOnacTe NpoRIBOACTES OonsHEa DeiTe uawqecsr otoanesa o7 chnacty zabopa. Ecnn g
COHON | TOW sE obnacte nporlsogoTes obpabaTeEaT ¥ XPAHAT PAINWUHEIE THEHEBLIE 1 KNETOYHEIE NPOOYRETS!, CyLE-
CTEYET NOBLWEHHEIA PHCK NBPEHDECTHOND JAMPAZHEHMA HE HAM40M 3TENS NPoUSdyDel. HANpYMap Yepel obopyooRaHme
AnA abpaboTEe KWW KOHTORHEPE GNA KPaHEHWA, TEXHE K8K SMEDCTH G HMaam gaotomM. CnagosaransHo, orsHel Gems
BHEOPEHE! HAOMEHELWE MEDE KOHTPONR ONF NPEQOTEPILEHWA NEPEkpECTHON 3AMpAIHEHNR.

NewabHee NPOSYKTEL K3 By TOMSHHLL KABTOK MOMYT TAKHE pa3pabars=edTe 07 BHDYC-NONOEUTENEHLE [HaNpARED,
BIM4, renatet B, mnatyt ) nauwadTos. Baseo NpoRSpUTs, YEENWYWEREDTCH MM EWDYCLl BO BPEMA EYNETHEMDOSSHWR
HnaTor ex wvo, Kpoma Tom, 0omkHbl Bems BHEADEHE CTROME MPMHUKNE NPEOOTERSUEHHE NEQEEPECTHOM 33rpA3HEHWR
MERDY BUPYC-NOADHATEMEHEIME M BUPYC-OTDHLSTENEHBIME KEETOMHEMA KyTIETYREMA.

J.2.2 TexHONOrMHEcKHE JO0aBKM

Ong nonyyeHng, oTBopd, EyNETWEHMPOBEHWA WM QEMHE MEeHSTWHECKDN WNW EHOTANAHESEDE MoOuthisanme gnetas
rpebyroToR paInUHHEE MATEPHENL, TS KEK OPYIME KNETIN. hepMEHTE, BHTHTENS, UMTORMHE, SHBOPOTES W BHTHORO-
THEH. Kaszoe sRecTBD, KCTIDNEIYEMOE BO BEEMA NPOUSOYDE. GOMSHHD GeITh HETED ONPEQSNSHD M OUSHEHD HE NPEGRMET
£ COOTEETCTEMA NPeOnonaraemony npMMeHaqni. KavecTed Buonorideckn SETHersR 4o0a80s B KyNETYPane=on cpege,
TaKAX K2k hakTOpEl POCTE, WATOKMHE: M BHTHMTENA, JOrsdHD BT QORYMEHTENLHD OTREMEHD; KDOME TOMD, CHEnyeT nanes
DUSHEY WX kE~acTed B GestnackocTd. Heoloogwao raHTRONMPpoBaT L oaxe GedonacHosTe aMuHoEHcnoT. BEcnn ool nony-
YeHk! OT METERHENOE MHBOTHOID NPOMCXTHOEHNA, OONKRD ObITh NPMBSOSHD SOEYMEHTAMEHOE NOOTESDHOAEHWE, YTO HET
PHCHA JAREMEHNA HMHBOTHEIM TSE.
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OnA pacnpocTpaHEHHA KNETOR H3CTO MCMONLEYHT deETanLHyED Dwqsi coigopatsy (felal bovina sarum, FES] Xopo-
wo WaeetTHa, 4To FBS moxmer GuiTe 3apaseHs Bupycasd (Cu. coeinks [41], [61], [62]) CaMHOR TPWRCKH, 80T MCNons-
IYEMBE ONA KYNETMBYPOESHWA KNETOR, CBRIEH C DHOROW J8paseHdA. Plonbimasms ChRBOROTHE HNW TEMNSHHA, HENPHMED
JAREMNEHHEIE TIOCTAEWMEAMK & capTagkaTe 0b anannze {Cedificate of Analysis, CoA), RENAKITCA HEOOCTATOMHEMI 4R
TADEAHTHH OTCYTCTEMA ZAPEMEHIA BAPYGEMH MPHSHHERMY OF PRHNHSHHON JHESMMOCTI MCETEHME REMASTEA YYECTBATE -
HECTE HENONBIYEMEIE METOODE BRIABNSHIUA A MaNsH oeon, rOTOpsH MosaT BeTe NCNOL308aH ON8 MeneiTadne. Heobxo-
Oxrc Maberans MCNONLI0EAHNA 3TMX KOMNOHSHTOE, ECNM MHOE He COOCHOBAHO B JOKYMEHTENEHD HE oTpaxeHo. Ecnw obo-
CHOHEHD, CREOYET HONAOMNE3I0BEETE WHEKT MENPOBAHHYH CRIBOPOTEY HIANK WHAKTHEMPOEAHHEIA TPMNCHH. EChin B KavecTes
OoGEExH ¥ CPEOE NPUMEHRIT HYEN0BE4ECKYH CEEIDOTRY. OTCYTCTEME IAMPAIHEHNA BUPYCEMH J0nsHO OeiTh ofocHosaH0
COOTEETCTEYHILMMKM Cnocabanu.

Mpw Konone3aceaHry Mataprnance FBES nporieognTens GOMTHeH NpogsMOoHCTRMPOBETL:

a) cootearcTawa WMOOD 22442 (Boe 4aoTy cTaHOSPTA); M

b) cepradmkar cooraeTcTEaMA. NpMHATEIR EDOM (European Diractorate for the Qualily of Medicines and Heallh
Care, Esponeiicium OuperkToparam No Ka4ecTey NEKEPSTEeHHEX CRPRICTE M 30PESOI0XNPEHEHM), WM SEEMEANEHT.

MOCTEEWWME OOrcEeH NPEADCTAEWTE HEAMSHEALYHD DOHyMEHTALMK, DEMOHCTOHDYHAUYH KESHECTRD WM DB30NEcHOCTR
No STHOWEHWHY K BMEYCEM 1 TSE Bosx MoEnOHbE METep@anos 4enoaeyecand Mne EHE0THOM MPOUMCRosasHus. CueeHs
BEMHO YHATHIBATE 3TOT MOMEHT § CEMIND HEHENa pazpabortay npodysTa ¥ 88cTH QOKYMEHTALMID HE BOE HOXDOHBIE MAETS-
PHENE BO BPEMA PEAMMHHBX LWWENOE paapabater npogysTa.

J.3 MeToObl CHHMEHWA DUCKA

J.3.1 TecTHpOoRaHWE QOHORE YENOBEYECKMY THAHEW W KNETOR

Paapabotadel kOHEpSTHRE TREDDEIHHR K BeBOopyY W TECTHPOBEHWK O0OHOPOR, HanpHMep B EBpone (oM. cosingy [35]]
v B CLUA {om. copinky [52]). NogpoGsocTe npeesesedsl B npanoxenne G CTaTye BUDYCHOM MHEHUMPOBSHARA mobors Kne-
TOMHOM O0PEsUA, BRNNMER AYTONSHHEIS KNETEN, OONMEH BliTe H3BECTEH 4NA ohecneMeHHa BOaMOMHICTH COOTBETCTEYED-
WErD OTOEMEHWA MHWLWPOBSHHEIL KNETOE W YCTAHOBNEHWA COOTESTCTEVIOWKE MEp GE30NACHOCTH NP DBCAyHMEIHAK 1
APEHSHAK ENSTOK 1 MATEMEN0E.

J.3.2 MeneiTanMR GaHKoE KNETOR

Ecnw MEnonb30EaHE KNETOHHEE NWHER, N0 BO3MOMHICTA, QOrmEHE DeITs YOTAHODENEHE COOTESTCTEY KILME OXaREH-
TEAWIOEEHHBIE MNagHe DaHg netos (Master Cell Bank, MCB) » pabosni Bane xnetor (Warking Cell Banks, WCE ). baden
KMBTOH, BENHHEA XEPSRTEPRCTHEY M HECNSOO0BEHWA KNEToK, O0MiHel CooTEaTCTECEATE PyrasoncTey [OH Q5D (oM. cowanmy
{171,

J. 3.3 Orhop COOTEETCTEY HILWX MCXOOHbLLE MaTEQHANDE MKMW PEANEHTOE

OrA nonysaka, oTBopa, KyNETHENDOSSHNA MM MOSMGHEELMY ENSTox TREbyiTER DEINMHHEIS MCKOgHLE MATepMa-
N vnk pearedTe. Kasecren BHONarn-acony MarepHanoe SomaHa DeTe ORYMEHTANEHD OTREMEHD, W HERG0E BELUSCTED,
HCTONE3YSMOE B NPOUBAYPE,. SOTEHD BhiTh TOYHO ONPESENEH0 W OUEHEHD B COOTEETCTEHIA © NPSENOnaraeMeIn MCnos-
JDBEHWEM.

CNegyeT yUMTEEETE PHEK JATPAZHEHNA CNYHSRHLIME BEWSCTEEMY, W 0CoOSHHD B OUSHES pHCKE HEoxoguMD pac-
CMATDHEAThE BCR MCNOGHEE METEPNank MmN PESMEHTh HanoesqecsorD MK SHB0THOND NPOWMCXIRGeHMA. DCHOBHON cTpa-
TEMEA AENRETCR Mabe@ime HonoN=A0saHNA DUCNOTMYSEEMY MATEPWANOE, BLK 370 BOSMIHHD,

Mpw HEB0IMoHOCTI, HEOEXOOMME YHMTHIBETE CREgYHILEE.

Mpu pocTe It wing OCHROBHBIX KNETOX CeIBOPATHE ABNASETUR COOTESTUTHY HHLER D0G3RK0R K CDEOS, H MHOTHE KNTETHA
HEBOAMORHD YCNEWHD EYNETHEARORETE G683 ceBopoTin. ECnw OnA CHAMEHUA DHCHE JEpaHEHHR PACCMATIMBINT NRHME-
HeHWE Gedsel CRIBOPOTEY, CABOYET HOTIONE30EATE TONEED HETANHYH DLINLD CRIBOPOTEY W, SCMH BOBMOREHO, MHAKTABM-
POBEHHEE MpoOyeTed FES. MOcTaswpsEr on#Es QOKyMEHTENEHD NOOTEEPOMTE, 9T0 NPOSOOHMEE NPOUSOy Pk HHAETHES-
uak HhdiesTHEHE B OTHOWEHAK HHEKTHEALMK BHDYEDE W YT0 NEPEd MHEKTHEAUWER Senn NpOBESEHEl CODTEETCTEYHILLME
HEMBITAHWH, KEOTORBIE NPOOSMONCTPMPOBANK. 38 HeEnEYeHues BYDOY. yto ceieopatea ceobonHa or anpensnsemes s
HbMA BARYEOE. BRNO NOKAZaHG, 470 ramra-danyHedea 30 £Mp wnw seiwe sdebesTvBHE SNA HHAKTHBALNK BADYCOR (oM.
coeirnkm [31]. [36], [400).

Ecnw wmonoaneayot FBS, nonsHe: Beite NPUHATE MEp6I ONA CHAREHWA prcEa TSE, Heobxoonmo yHHTEESTE ConT-
BETCTEBYHILWWE CTRHOSRTL. Tasws kak WMCD 22442 (Boe 4acTy CTAHOSPTE ) W pYROSBOACTES [CM. cownmy [41]).

OnA TexHonorseckns Go0aE0r MUBOTHOM NEOMCROHOEHRT HEODROOWMD YHHTRIBETE BOIMIGHHYH YYBSTBHTEML-
HUOCTE MALMEHTE, THEYH KEK ANNEpriHESciie pEakgus viamm obpazosaqdne auTeTen.

Puce zapamedn SEqsMMK BAPYCAMK BO BDEMR EYNETHBMPOBEHIA KNETOK BOIMOGKHD CHWIMTE, WCNONE3YA B kaYe-
cTee 400aB0K ¥ CPpeOg ChIBOPOTEY YENOBEKS, O4HEKO NP 3T0M HEOOXDOMMO MPWHMMETE COOTEETCTEYWME MEDLI MR
NPES0TERAWEHNA JapasaHnn BUpyCcami JenoBexa. B cnyyae nessabHeX NpOOykTos M3 ayTOreHHEX KNETOR CRBOPOTHA
NEUMEHTA MOFET NOOX0OHTE OAH KCNONEIDBIHHA B EE4ecTES QoGaBrY K KNETONHON EYNETYRE.

JrA KyNeTWEMPOBEHMA KRETOE H8CTa MCNDNEIYHT TPUNcKH. OH MomaT ST NTyHEeH M3 CEMHEIX THAHER M, Cnego-
BATENLHD. JAPEMEH CEHHEIMKY BUDYCAMK, OCOESHHD CEHHBIM NBPEOBAPYCOM WHNK CEMHEM UdproBapycom Tana 1/2. Oba
BUpyEa OONASAT BRICOKDH YETORYWMBOCTRED K TETNNOEDA K XWMHYSCEOA WHEKTMBEaUMK,. CRagoearansHo, Scne BOamMOomsHE,
HEDOXOOMMD NPUMEHATE HHAXTHEMPOEEHHEIM CEMHOR TEHMNCHH DECTUTENEHOMT MPOHCKOMIEHUA NN DEXDMOBHIHTHER
TEMTIGHH.
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Mareprans, NoNyYEHHBIE OT HENOEEKE MMM AHBOTHELL, EXMHIYERA KNETHA, K0TODBIE yHELHOHMDYIT KaK RoA080H e
ANA pOCTA W AOME3HH, HENPAMEE NUTEOWWE KNETEW, DoNEHE DT OUEHEHEl WMnW YTESPHAEHEl HE NE COOTEETCTBME
NPEORONEIEEMOMY HCNONBE3IBAHMI. ECNH NPMMEHRKT ENETEH HWEOTHLN, OHM OOMHHS BOCNSOOoBaTECA HE OTCYTCTEWE
BRABNASMBI BHOOCNSUAEMHHEN BADYCOE © MONAONEIOBAHMEN COOTESTCTEYHILNY YTEEpHOEHHL npob. MowHo carako-
METECA © METOAMYBCKHMK JOKYMEHTEMN HE NPagmeT Bedopa cOOTEETCTAEYHMLMY BMPYCOE SNA YCTEHOENEHHA COOTEET-
CTEYHILAE EEMMGE HCHBITAHAA (CM. Coeinia 18], [32], [34]. [55]).

Ecnu nooogHee Marapmans, DEArEHTE HIANK HAMAMHE TENN AMET NBLEHIMED HE NPOGEEY MK yRoMAHyTH 8 Dap-
MEKDNES, HEUDEoaMMD COENSTE CODTESTCTEVHILLME COLUIEW. ECnM NpMMEHMME! OPYTHE METOGHHECEHE DOKYMEHTEL TAKME
KEK GMA MOHOKNOHANEHEE BHTHTEN (M. cowarmu [30], [56]), wne gnA MegauriHCcENE NPOOYVETOE, ELIanaHHE X Ha Mnazmel
(om. coeney [92]), Ny ons oUSHEN BHPYCHOH SE30nacHot Ty NERSPCTaeH L Bronpanaparos (G, Coeiney [16] ). oHW Tamse
OOmEHE Deme yuTaHEL, TAEME METERHANL] CNE0YET MCIOMEI0EETE B NPOM3E0OCTEE MESHUWMHCKAX NPOOYKTOS HE KETOHHOE
DECHOBE, TOARKD BCNA Mx BMpycHaR TSE GeaonacHooTe HaanNealwe npodsMoHcTMpoEaHa (S, coelnky [41]).
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rocT P MCO 13022—2016

Mpunosedue K
[cnpasounos)

PyKoBOACTED, KACAKILEECA ONACHOCTEH, BLIIBAHHLIX KAHLEPOreHHLIM NOTEHLMANOM YErNoBeYacKnx
KNETOK WK THAHEH, MCNONLIYEMLIX NPH NPOMABOACTEE MeOMUMHCKHY NPOOYKTOR

B kaxgom oT4ensHOM Ciy-as Recinoaqumo yMUTHBETh, MpW BOIMOMKHOCTH, DUOK BblzEATE oBpaiosaqve onyxonesd
A3-28 HEOMNECTWHECKDA TRAHCHODMELMK KNETOK PEUHMMEHTE W KNETOE MEOMLUMHCKAX NPOSYETOE HE KNETOHHOR DCHOBE.
OBUENpUHATEE HCCAES0EARNA KEHUEPOIEHHOCTA MOrYT BhiTi HEERNDAHAMBL MICCNENDEaHMS KEHUSPOMEHHOCTH MOMYT
NpOEOOMTECGA N Wikg Whany 0 wive, Palwedss 0 NpoBE0eHng MCMLTEHUA CNE0yET NPUHAMETE B EEMOOM OTOSMEHOM Cy-
“SHE HE COOTESTCTEYHILWKY MOOENAR W C YHETOM HEWSHOR MMTapatypel. MocnegosaHis KEHUSPOMEHHOGTH NPagnos THTENEHO
OOrH#HL NPOBOOMTECH HE KNETEEX, HOTOPLIS HEXOORTOH HE NPE0Ens TEXYLLAID KYNLTHEMROBAHMA KNETOK KN D24 38 3THM
npaganos. THAHH, BbIAENEHHLE K3E COSEEHALUME NPHMEHEHHSIE KNETEM MNH BEIDAXMEHHNE NPOQYETE B MECCNSOoBaHIAN
HE BHOPACNPESENEHNE, SOMHHE] THGHS SHANWIMDOEATECR © OG0B BHNMAHWEM B X008 WOCNBA0BHHHR EHHUBPOMSHHOCTH .

KeonenosaqiA Ha PaHOTORCHHHOCTE HE CHMTAKTCOR HEo0XogHMEIMIA ONF YENOBE4YE CHAX MEgMLIHCKAY NPOOyRTOR Ha
LABTOMHDA OCHOBE, NOKE Xapasrap moborn BRpaMeHHonD NPOgyETd HE NPOOSMORCTOHDYET HENOCPEOCTEEHHES BIAWMO-
AapcTede © geackouprBoryknerHoBoR KronoTod [IHE) wne gpyris spomccosBEsiM METEpaanom,
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rMocT P MCO 13022—2016

Mpanoxenwe L
(CApaeo4YHoe)

PyioBoAcTEO, KACAOWESSA MAKPOGAONGTHYSCKOR KOHTaMAHALMM

L.1 Ofwwme nonomexna

OnA yCnewnon NpWMaHEHHE NDOOYETOE HE KNETOSHOA OCHOEE HWTHHECHM BaMHD YOOCTOBSPHTLOR B TOM, 470
MEOVALHHCKRE NPOOYETE HA KNETOYHOR OCHOBE CBOBOgHE! OT JaHECEHHEY MUKPODHER BIEHTOE (BMDYCOE, MURDTINAZME,
CaxTepni, rprios). Creagyar NpososMTLE GHANKWE PUCKA ONA OUBHHN BEROSTHOCTY PEEETHEALHN NETEHTHEL [MHTEr pARO-
BaEHHEE, BECOMITTOMHER ) IDPM I8HECEHHEXE SMSHTOE.

B OTHOWEHAA MARPODRonNorauesion KOHTEMWHAWKRA HE0DX0gHMD PRCCMATRWEATE O88 JCHOSHE BoToq4HuES, Mo-
HET ObiTs MHEMLMPOEAH CamM KNETOYHLIA MATEDKAN M MOKET NPOWICATH 33paxende Ha mobom 3Tane npouscca npowi-
BOOCTEA,

Ons npenoTEpaweHds MAEpoMDNonm-eckDR HOHTEMAHALWA MOMYT TAREE NPAMEHATLEER GEYVPWE NDUNOHEHWR Ha-
CTORWBFD CTAHOApRTA.

L.2 BerBaneHHe MAKpOSHONorMYecKons 2arpA3HeHMA MCHLOOHOMD MaTEPMANE KNETOK MNW TEAHER

[na anpegensHns MUEPoSmenon-Sckom CTETYCE KNETOYHOND MATEPWANE, ND NPHMEHNMOCTH, Jon¥HS Beite BHE-
OpEHa KOHEDETHEA MUKRODMOROrWHECKER CHOMHUHIOBAA NPOrpamMMa ONA KNETo, BOCTYNZHWAY NS HCnans08aHuH 2
Npodykre. 3Td CKPUHHHIOBER NPOFRamMME OonsHa Beite S08NTHROSAHA K TINY KNETOR H MCNONEIDEETE ¥ TEERHOEHHRIE
npobs, crRocOBHES BRISBERATE HHPSELHOHHEIE ArEHTE SEMNDEEKE © COOTEETCTEYRILEN YYBCTEMTENEHOCTE. Heobiognmo
YHATHIEATE KOMIOHEHTEI CRE0E, ROTOPLIE MOMYT NOBMMETE HE npody (Ranpumeep, aHTrBaoTem).

Ecrn ket nonyqeHs! 0T HE3MOpOes TRAHER, SomeHel BeiTe ONpaoenstbl EpETERHA MEWEMEN, COOTESTCTEYHLME
NPOOYETY 11 80 NPEONONAFESM0NY BCNONEIDEAHWE.

L.2 MpegoTEpaweHe MUERCOMONOrHYECHOND 32rpAZHEHHA NPOOYKTA B0 BPEMA NPOW3IB0GCTES

[OnA MEHEDHMEHTS DHCHOM EPSAHE BaMHO YYMTRIBETE, Y10 BOE 3TANK MpoUSCEE NPOMIBOOACTEE MAOMYT BHOCHTE
BENEA B MAEDOSHONOrMYSCKOE 387 PRIHEHNE KOHENHOM NpodysTa. CnegoearansHo, B0 8peMA npoyecta paspaborim npo-
AYETE HEOEKOIMME MOVHATE CODTEESTCTEYVIOWWE MEDEI.

Heobxooweeo NpoBECTY CERYMENEAMBIE MCNETEHWA HE NPEOMET OTCYTETEMR GaKTepui, rpuboe v Muronnazwe Ha
YEOEHE EOHSSHOM npogyrTa. B Tex chy<asx, KOMGE KOPOTHHE CPOK MOOHOCTH NPOSYETE NPENATCTEYET BENLITAHHE Ha OT-
CyToTEME GasTapii, BOZMIHHE BNETERHATHEHES Y TEAHOSHHLIE METO/E LCNEITAKKA, SCIH OHA OBCCHOBAHLIL

Pabora 8 xOHTRONMPYSMONA COOTBETCTEVHILW MM O0DPa30M OEEHAKMLEA CRESE W SCenTHYECKME METOOLI MPOH3IB0a-
CTEE 00R2aTENbHE ANA NEES0TEREWEHMA MALPOTMonNoraHSckon 3arpRzHeHyA. PYROBOOCTED MOMMD HaATr B MCC 13408,
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rocT P MCO 13022—2016

Mpunoserae M
[cnpasounos)

PyHoBOOCTED, KACAKWILESCA NOTEHUWANLHOND HETATHBEHOMD BNWAHKA HEKNETOMHBLIX OCAOKOD
npoaykTa

M.1 DD wre NonoMeHNA

HekneTodHLIg OCaOkd NPOOYETaS MOryT NOABATECA HAE NHG0M 57Tane NpoUecca NPoMIEOOCTES (HANPUMep, 38 cHeT
HEMONB30BaHNA obaeck B0 BpemMA 330008 MATEpWANS, PECTEOPOE ONA XPEHEHWA, PACTBOPUE QA KPHOKOHCERBALKH,
BLIMEIEAEM LY NPOAYETOE, TEXHOMArMHECKHY DOGRE0K WIMNK NPOMERYTOHHEY NPOYKTOR ]

M.2 HexnHuHW4ECKKE MCNBITAHKMA

InA BLIRENEHKA ¥ OUEHKN DAHHEX THOOE MPAMECER MOMYT BRITe MDWRSEHAME TPWEME! W METOOE, ONPELEnaHHES B
HCO 10093,

NMwBo@ MaTepnan, HOTOPSA MOMET BHECTH B NPOSYET NPOJYEThl PECASA HA NHGOM 3Tane Npouecca Npowasng-
CTES, HENpMMED GUOPAINAraEMsE MaTEPHENL], NONHEH BeiTe TWATENEHD OXAPAKTEQMIOEEH C© YHETOM 3TWE CBOACTE. &
EMNWAHKE NPOOYHTOE PECAS0E HA KNETOMHBIE EOMNOHEHTE J0NHHE BhiTh OLEHEHD.

M.3 KoMEBMHApOEIHHBIE NPOOYETEL

HeErneToHLIE KOMACHEHTE S0MHHEl OEITh OHAPAKTEPUIOEEHEl B KOHTENCTE WX Tpabyvenon dyHEummn 8 ROHEHHOM
NpOayETE. 30 CTPYETYPHBIE KOMNOHEHTH, NPSOHEIHAHENHLE ONA NOOOSDEEHMA KNETOHHEY KOMODHEHTOR, HENpHmep
KAPKECE WM MEMDPaHE, ONR EOTOPEIX O0NHHE Bems onpegensHel M onucaHel XMMHYSCEME W H3HYEcne CEoNCTEE,
TEEWE KHE NOMCTOCTE, MROTHOCTE, MUAKROCKOTMYECKER CTOVETYRE H DESMED YEG0TWL, B COOTEETCTEMM C THROM BSLUSETE H
NPEaNONarasMsyg MCNoNnsIoeaHWan cornacko WC0 10993-18 v MCO 10583-18.
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rMocT P MCO 13022—2016

Mprnomenns N
(obAzaTensHoE)

TprnEu-na HWA, KACAKLMECA NOTEHUHMANLHOMN HErATHBHOMND BNAAHKA KNETOYHLIX KOMNOHEHTOR
Ha MeauUMHCKMA NPOOYyET

M.1 OGwre nonoEeHUA

CooepeMaHHER YPOEEHE PEIEMTHA HAYEM NOES3LBAET, 4TO NOBS0SHNE GRONDIHECKH SETHEHEY 00LaKToE, KOTOPk-
AV ABMARITCA KRETEM W THEHW, HENpSOCcKaayemo. [NA paclumpeHHs KpYID20pE O NOTEHLHENEHOM HEMETHEHOM BIHAHNK
MPOOYETOE HE KNETOSHOR OCHOBS MOCYT NPEMMEHATE DEAMNSHEE NRoDE A wilrd W Weo. PewsqHns o Haabones nogeaga-
LUER HCMETEHAH WA BOMBHHALUHKH HCNRITAHWAA NEHHMMEH0T OTLENEHD B KSRO0M CIyHEe.

M.2 ,qﬂH'.HHHH'IECI[HE' HCN&ITAKKMA HA HErATHBHDE BNUHAHKWE

[AocroHaneHoS HIYYEHHE, MPUMEHASMOS BO BREME HEXNHHWHECKME MCNSTEHIAR, JON%HD YHATHESTE XEpakTap Me-
AWUMHCEDTD APOOYKTS HE ENETOHHIN DCHOSE W BLITh NPONOPLUMOHENEHD DEUOSEMOMY PUCRY, CERISHHOMY © KNWHAYSCEKE
MCNDALADEEHWEM,

BapuaTHEHOCTE MEONLHHCHNE NPOOYKTOE HE KNETOYHO0A DOHOBE O00HHS Dhims OTPEMEHA B O0KNWHW-HECKHY noona-
OOBAHWAX.

Liense gOEnHHSEcENE MCCNEOEsaHMe AENRIITCA JeMOHCTREUMA NOSTEEEISHAA NEMHLWNE JEACTERA W CNpane-
nEHWe (hapMEKONorSEckorD | TOKCHEDNOMYeckoro adideekTos, GMECHPY WMWY YEN0EEYE0HMR OTBET HE TONkkD 40 HE-
YAME KIIMHAYECENE MCCNEA0BEHMA, HO TENEE B TEHEHIE KNWHNYSCKOR paapabotr. 3apaqy 0adHbeix MCCNEeOO0BEHUH BRITH-
YEKIT CREEyHOLWLeE:

aj} manyHeHws pHpopMannn 0ns eeibopa GezONacHLE 003 ANA KNMHAYSCEAE MCCNEO0BEHMA;

b} nonysasme rHopMagin onA obecneqeHaA SeI0nNacHoCTE, CoYWBEcTERMOCTH B adhesTHEHOCTW cnocoba ese-
OEHEA M CEEME NEHMEHEHIEH,

) NOAYYEHWE PHIPOEMEEHA ONA NOOTEOEHMAEHWA NPOSOMMATEAEHOCTH BOAQENMCTENA M NPOS0Ed TENEHOCTH Bpe-
MEHK HAENHOEHWA AN BLIAENSEHHA HETATAEHEIR PEEKLWAC

d} MaeHTWPHMEZUNR OpTEHOS-MBWUEHEA O TOYEM APEHWR TORCHYHODTH,

a) MZEHTUPHEAUNAR NAPEMETROE HOHTPONR NEWWEHTOR. NOMYHAKMME SEHHYH TERATAHD.

OoknMHAYSCEME HECNE0DBEHHA SOMHEHE: NEPDEOOMTE HE CODTHEETCTEYHIWMY #HEDTHBIE Mogensx. Ecnu He moryT Bere
paspaborads CODTRETETEYHILLME HMEBOTHRIE MODEMH, HCCNSOOBAHMA 71 WIre MOryT 3EMEHHTE HCCNENOBEHVA HE HMBEOT-
Hb, JonsHs Geith 000CHOBEHE! BrYMEHTELMA SOENHHHSECKAE HOCNSHOBAHWR 1 KPATERHM, MCNONLIYEMLE 0A Bebopa
HOHEPETHOW MOOENW XUBOTHLL. YPOSSHE SKCAPSCCHA BUONOriHEc asTHEHRIX MONEEYT, NYTs BEEASHWE 1M MCCNEOYEMan
SUAE O0NEHS OTRENETE APednonarsamMos KNHHHEDEGE BONONL30EaHHe Ha NEOOAK.

Cnagyar yYUTEESTE pExoMaHiagnn Pyroeopctes ICH 56 (ca. coengy [21]) KonuyacTen HHEOTHRIX. Me non, 48-
CTOTE M NPOGOTHEHTENEHOCTE KOHTRAMA S0N#HE BkiTh COOTBETCTEVIOWMMA A BRARNEHWA BOAMOMHHEIL HErATWEHBLIE 3i-
henToe.

HeobxogumooTe pEnpogyRTHEHER HCCHBO0EEHWA JSBUCHT 0T MEOWMLHHCKAL NPoOyKTOR HE KNETOYH0A OCHOBE 1
OUN#HE PRCCMATIWMBATECR OTARNEHD B KSMOOM CryHEE.
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rocT P MCO 13022—2016

Mpunowenne O
[cnpasounos)

PyxoBoACTED MO ONWCAHMID KNOTOYHLIX KOMAOHEHTOR MEOHLMHCKME NPpoaYETODn

0.1 Obwwe nonomeHwA

JonsHa Geme yCTEHOEMNEHA MONHAR XEPaKTEPMCTES KNETOMHOM KOMNOHEHRTE © TO4EM IPEHWE MOSHTHGHEaLMH,
HHCTOTEL. e THBHOCTH, HHIHECNOCOEHDoTH W COOTEETCTEHA NPEOHEZHEHEHHOMY BCNONEIDBEHHID, XApaKTeprcTHEa
parnsHa Burte pazpaborada Tax, urofsl NOIEONATE MOCBOAWTE TERYILAR KOHTROMNE, KOTODEIE NOWMEHABTEA QN8 BRnycks
AXTHBHLLS BEWECTE M HOHEYHOND NPOGYETE, 8 THGHE KOHTROME, MPOBOOMKMBIA HE HECKONLEWE 3TANAX NPOLECCa QN rapaH-
TN ETA0MNEHOCTA MEPTHK.

Ecnw BHONariyecks akTHEHBE MONSRyYNs (HENPWMED, MaKTops POCTA, UATORMHE ) NPHCYTCTEYIT S KEHE0TES KO-
NOHEHTE MMM OCEGES OT NPOMIEOECTEEHHOID NPOUSCCE MEQMUMHEKAY NPOOYETOE HE KNETOHHOA OCHOEE, OHH QOMmEHe] BeITh
COOTEETCTEYHILMM COpaz0m onqcads, Mx conprseHHEE PUcK GoroeHel BhiTe OUSHEHBL.

PyROBOOCTBO MO HEKMAHHNYSCKOR X3 PAKTERHCTHEE MOMHD HEATH NO cobinks [38].

3.2 MoeuTudueayma

HMoeHTHdmkayA €NeTodHbIE KDMICHEHTOR, B 38BMCHMOCTH O7 NoNyNALNAKA A NPOMCCOELEHHE KNETOK, J0M#HE DkiTh
OXAPAKTEDHINEAHE C TOHKW IPEHHR DEHOTHNMSECHAE WIMNK PEHROTANMYECEAE NPEOdUneR (rERaTvYeckn cTatys nudde-
pEHUMANLEHBIR CTATYC). [P pRCCMOTRPEHMK HEHOTHNE KNETOK, S8CNH 000CHDEAHD, MOTYT HENDNL30SSTE COOTEETCTEYHILLME
MARKEPE, 3 TH MAPKEPE MOTYT OCHOBRIBATECA HA 3XCNPeCoHY TBHE, NPESEHTELNK BHTHMEHE, DHOCOMMIFHECKDN KTHEHOCTH,
OTEETE HE JHIOMEHHLIE CTHMYNBL, CROCOBHOETIA MPORIBOONTE DBONOTWHECKH SXTHEHEIE MM ODYTHE MIMEPAMEIS MONSKYTEI
1 7. 0. JnA 8OreaneHs KRETor COBMECTHD © ORYTHMH MCNETAHWAMH NOOEIHEM MHSTEYMEHTOM MOMET RENATECH Moptio-
Nary4acKii@ aHAnua.

Ecnw mpese s, HeobEoamwuo npegocTaE Te OMCEHEE MPOUSOYED, ROTODLIE MOFYT NEHESCTH K MAMEHEHWAM XapEK-
TEQWCTHE NPOOYETE, BEAKHMEA aare3nie, dbcopbumi, ferpagauns, NPeacTaeneHue KoMIOHEHTOE B NWTAETEMLHO CRans.

IR KNETosHER KOMIOHEHTOR 3MMOEHHOM NPOMCXOMOEHMA, BCN NPHMEHAMD, MOEHTARUEELHE DOHHE BEND-
YAThH MEDKEPE TMCTOCCEMECTHMOCTA W MOEHTAHEEEUMED MEHETHHNBCHHE NOMMMOPEWIM0E © HOHEPSTHRIMKE CCRIMEE MK HA
NEEaHSIHAYEHHDE BONDNES0EaHWE,

0.3 YHCcTOTa KNETOR

Mo CpEEHEHMRS C XHMWHECKIMH BELBCTEIMA 0N NPOOYETOB HA KNETOYHDA OCHOBE YWCTOTE RENRETCH OTHOGCHTEE-
Hedtd TEQMAHOR, CRosHO ONPE0andTe: 30COMmoTHYD HBCTOTY TEXoID NRoOYETa. [0 DTHOLWEH K ENETUSHEIM ROMNDHEHTAM
NPOOYETOE HE EMETOHHOR OCHO2E TEPMWH sHRCTOTE KNETORS MCNORL3ET ANA ONHCAHNR LEApasTEpUcTHE NPOSYETH, CBHA3aH-
Hisl® C RO IRLMERARK] KReTor, HeobRogMMor]sx) N8 BRNOnHEHER TRabosadi, onpegensdHsE A NpEgHASHANEHHD-
M MCHaNsI0EEHKA NEOOYETa.

CEWas NomyNAUMA KNETOE MOHET CoOOSp®ETE ODYIME ENETER, KOTOPRIE AMEET PE3NWHHOB NPDOHACKOHSEHWE 4/
CTENEHE SPhepeHUMALKH MNH MOTYT HE OTHOCKTECR K MPEOHAE3HEHEHHOR KNETOYH0A nonynAulkw-. MNpegyceoTpeHHBIE 7
HENDESYCROTPEHHLIE KNETONHBIE NOMYNRLAK, NDELCTIANEHHEE B MEALHHCKIM NPOOYETE. JO0NHHE GhiTe ONRESENEHLL,
d Mx HOMHY4AECTED B HOHEYHOM MPOOYETE CABAYET KOHTPOAMDOBEATE COOTEBTCTEYHALHME MEDEMH. KpWUTEpK NRHEMEN S0A
KOMAHECTES KNETOH O0M#HE BRiTs YOTIHOBMNESHEL B KAMO0M CHYYEE OTIEMEHD.

Y10 KBCASTCH CMEDEIE KNETOK M THEHEA. B TEX CAYYHERK, KOME HENASMEA DMOoNOrMYSckan BETHEHOCTE B apiekTHE-
HOCTE NPOOYRTE TPeOYET KCNDNEIDSAHWR CIDHHDA CMBCH KNETOE WNW TESHEE, CMECS HNEToE WHNKY TEESHA AonNsHAa BbiTh
OXEQEKTEPHA0RAHE, 8 B8 COCTAE — HOHTROMAMPOBATLECA COOTEETCTEYHILUMMK METOOSMH TERYLWEND KOHTPONR M MCNBITEHM-
AR MPA BhIMyCHE NpOOysTa.

4 Mpumeck, NnoNy4aHHBIe B XoOe NPoUECca

Bo sperA nporasogoTes MednUMHCKDID NROGSYETE HE KIETOMHOR DCHOEE B ROBEYHBA NPOOYRT MOXET NONagars pas-
MAYHDE KONMYECTED NPHMECER, CHAZEHHLL C MPOQYETOM 1 npoueccon. [lobse peareHTs, HaBSCTHLIE KK BpeOHEIR QA
YENUEBERE, JOIHEHE DbITh MOTNEQOBAHE B KOHEYHOM NPOOYETE (M B OTIANLHE R ROMICHEHTEN, S5MH MHOE HEBO3MDEHO]
M YCTEHOBMEHE! KpRTEpHKH npeanid. DormHel Buime ofocHosaqm gonycTiMse Npesenkl.

TR NpHMEcen, CEAIEHHEY © KHETHAME, M. TAKRE NpARG=aHes N

OrA NpHMEcen, CEAZEHHEE C METPHLE KA PRECOM yoTpORCTEoN, NprMedsoT MO0 10583,

JrA NnpeMecen. CEAZEHHEY ¢ 0OpaboTron M npovascqoreim, oM. npanowsaHmns M.

.5 MuzHecnocobHOCTE

Heagrwonmo oF THNE KNETox MHTYNRUAR KNeTOE MOEaT 3aTPAZHAETECE HEHH IBACNACOEHRIMKE KNETEAMA. TaK KAK 13-
HECNOEODOROCTE KNETOR ABNAETCR BREHLIM NaparsaTDoM 0N URNDSTHOCTH NPOAYETA W HENCCPEOCTREHHD CEBRIAHA Gwo-

MOrHYSCEDE GETHBHOCTERD, HE'DE.H.U,D..I-'IMD OPenanATE COOTHOWEHME WMExay HMIHBCTOCOEHEIMM ¥ HERMIHETN GO0 0 HbM A
ENMETEEMH M YWoTaHEENABATE COOTEETCTEYEILLE L'.I'I'ELI.HEbHH-ELII.’I‘H.
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rMocT P MCO 13022—2016

0.6 e RTHEBHOCTE

0.6.1 OBwme nonmEeHAA

Ecnd npepHaaHaHeHH e MCNoOMNsI0BEHWE NPOAYHTE CERISHO © ONPEOSnSEMon 1 HamMepsemon Buonarnsachor aK-
THEHOCTEH, MCNSTEHHA 3GERTHEROCTH S0N%HE BT HACTEH NPOUBCCE MEHEHMEHTE pHeroM. MoneiTaqHns adbertre-
HOCTH GOMHHEl NPOBOOMTE, BCMM 3T0 GEACTEMTENEHD TRROYETCH K HOME NPWMEHHMEES CNCTEMEl HCCNSO0BEHWE NOIXOLAT
AMNA MOny<EHHA QOCTOBSPHEN PEIVNETETOE, DTRSHARWM CHTYALMID 17 Wi,

B cooargarcresM o Pysoeooctsom [CH Q6B (owm. coeney [18]] adebektmBHOCTE ORpeanets Kak KHonHYecTEaHHOE
MAMEPEHME CNONOrMHeclal BXTHEHDCTH, COHOBAHHOR HE CBORCTEAX NPOOYETA. HOTORWE CBAZEHbI G COOTESTCTEYHMLM-
M BAoAoIAHECKIEMH CEOHCTEEMH. HABtTORTENEHO perkomMeHgyeTch, 4Tobe paszpabotsa nogxogRued npobe sdexiae-
HOGTH HAYWHANECE B Npoueccs pazpadotim npoaykta. NpeanoHrmraneso. “mobs nogronswan npoba sgabestMBHoCTr
yee Dena BHEOpEHE HE MOMEHT NPoMIBOOCTES METERHAENE ONF NEpBklE KNHHHYECHAE MCCAES0BEHHA, W OHE OOrmHHE
DbITe YTEEQHOSHE 00 NPOBE0SHMA OCHOBHBIX KITWMHMYSCEKE ACCMNEO00BAHMA, oW He obocHoeano wHoe. Bemyck napTis
CNEgHHEEUMH CPOKE MIgHOCTH G TOYKH 3peHdA adebarTMeH0CTH donsHe STk ONpEdensHEl W yTOMHEHE! B0 BpEMA Dai-
pAGoTHA NPEOSYRTE, BENW NPHMEHKMO.

Mpoba, EMoHCTPMRYIDWEA BHoNoriYSckyE: SETHEHOOTE, BOreHE BhiTe GEHOBEHE HAa Npegnonarsemon Buonori«e-
cram athdErTe, ROTORSF B WASENS QOreHEH DbITh CHRIAH C KNUHWHESEMM OTBETOM.

B oCHOBHOM MOMHO BeUIENWTE SBd Tna npob sdestieHocTA;

1) npobi in Wilio, MENONLIYVIOLWE CHOTEMBE KIETOR, W

2} mpobs N Wik, MCNoNEIYHHMLHE HUBOTHRIE MOOENK.

CHeTamisl (0 Wik ABNROTCR BONSE NREESNOHTUTENEHEMK, X0TH npobe adhdarTrBRacTH 7 wiro MoryT Takse Bwne
CONESHEME, 000DEHHD NPW DOCTYNHROSTH 3RCNEPWMEHTAMBHEX MHBOTHEX MOOSMSR,

Ons onpegenaqis 3dEarTMERICTH NPOOYETE HEDDXOGHMD HOHTRPONMPOBEETE OCHOBHEIE KNETOMHES (PYHELMK, TAKWE
KER FHAHECNOCoEHoCTE, camcabrornEHME, cMEpTE M dunthpepeHUMaUpMR, BO BPEMA NPOMISQACTES, OUEHOK CTAGHNLHOCTI
1 B MOMEHT BLINYCEE, MCRONLIYA CYPROTETHES MEPKEDE! M COOTEETCTEYRILWE TEXHONOTAW, HANPUMEBD MUKEROMETPUHHBIR
SHEMMA NPofUNE FRCNPECCHK MEHOB, NOTORIBEM UMTOMETDIHECKHA MMMYHOpIyOPECUBHTHEIA BHEMME, KNOHAPOS3HAE
ENETOR, NONAMEDEIHER LENHSA pagkyddA (FIUP ) A eHomse opyiiee.

CHIBINHG Mapxepsl SMCTOTE M MARKEPEl ShexTHEHDOTI HE QO0NKHE DelTh CMELWEHBl B HOR npobs, onHako ator
MOGR0S MOMET DEITh NPHMEHARM NPH Y TEERHOSHIN,

B copinke [39] 00pallsHn BHUMAHHE HA MEOWUNHCKHE NMPEOSYETE HA KNETOMHOR COHOER SRA MMMYHITERENMY, oHE-
B0 MPHHUMNE!, BENHOYAR NOOroToesy STANCHHOND NPpanaparts, TAmEs NonaiHel OnA MEHESHMSHTA PUCKOM SPyTHE NPOSEyE-
TOE HE KMETOMHOA QCHOSE. KaK oNvCaHo B YKEARHHLY DYEOBOOCTEEX, ONA HIMNECHAWLEN onpaaeneHuA dubextneHocTe
MPoOYRTOE B0 BREMA pE3paboTin MoeT noTpeboBdTecA KoMBHHALUMA HecRONsME MeTomoe. Hexoropee npabsl moryT
ObiTh BOCTREDDESHE SR ROHTRONA MIMEHEHHA NPOUBCCE. B TO BPEMA KaK Opyree DoNbwe NogragaT ONs HCneETaHnE Ha
MOMEHT BEIMYCKS NPOgy LN,

ShPekTHEHOCTE CTBOMNOBEIX KNETOR MPK 3T0M HE PACCMET VBT

0.6.2 KneTen gnA BoccTaHOBNEHWA/pErEHEPALMA TEAHER

N TaHMA 1w RocyT NBa NPoBDaMTECH HA COOTEETCTEYVHILLER MHBOTHOH MOOSNK, MMWTHDYHIWSR NpegHaiHE-
YEHHDE KMHHMYECHOS BOSCTEHOBNEHHE PEreHEPALHID TEEHW, N80 coHOBRIBATECA HA Cnocobe OSRCTEMA (HANpEMep, 3KT0-
MAYECHAR Monens ). Mpoba 5 wing MoseT GelTh SCHOEHHE HA 3KCHPECCHA MapKepoR, ONR KOTORE NPOOeMOoHCT BMPOBEHD,
YTO OHH HENPAMYHY HNW KOCBSHHD [CYPROraTHRE MARKERE) CERIEHE © NPEOHEIHIHEHHOR BAONOrHMecioR asTHBHOCTERD,
TAKWY HAE MAPKEQE EMETOMHON NOSSPEHOCTH, MAPKEDE SKTHEALWA, NPpodiine 3HCNPECCMA KOHKPETHRX TBHoE. Takse B
HAYSCTEE DCHOBHOMD NPHHLKMNE MCNETaHEA 3diEEKTHEHOSTH MOMHD BONONEI08aTE (PHAKONOTHEDKHA OTEET NPH onpe-
OENEHH LI YONOBAAY, TEEME K8k AU EpEHEHEUNA ONPEOSNEHHS TANODE KNETOE WIHNK BEIGENEHWE TREHW CTIewathir-HL
DENkEDE [HANpRMEp, BHEERETOHHEL METPMYHBN soMnoHeHTae). MNPomIstguTeny SOMeHE TaM HE MEHES MApaHTHROEETE,
YTO METOH ONMCaHMA XEpaKTERUCcTHHECHAE CEBOACTE CODTRETCTEVET Npaananarasamy Buonarmyacuany sthchekty i viva,
Mpody adufarTuEHOCTH CNEO0YST MPOSEgMTE, KCNONEIYA ONPEJENEHHOS KONWYSCTED KNETOK, W, S5 BOIMIHHD, Bonk-e-
CTBEHHO OUEHHEST: N0 CPABHSHAID © NOOXDORLLHM STRNOHHEIM Npenapatonr, JgebekTMEHOCTE MOMET Beme BRiMMCNEHE
HE DCHOBAHWH MamMepeHHoro aduparTa 38 onpeasneHsLIE DEPHODL BRSMEHH.

CLE.3 KneThd © npevMywecTeeHHo meTabonwseckon/apMakonorMyaceEon dryHEUWERn

Knetima, coQSp+alWeecs B MENHLHHCEOM NPOOYETS HA KNETOYHOR DOHOEE, MOonyT DeliTh XEmuqeced obpaborade
A ModuuEpoBaHsn Wi Q08 SKonPeconi HeROTOpEY TRabyamex DENKOB, Tawds Kak HaKTops pOCcTa, aHTAreHR
HMETOMHON NOBSEXHOCTH MW ORYIME MONSEyNs, N8 NOGO8EKEHMR BHONorisecrong OTEeTa HECTONLKD 000, HECKONEKD
HEOBADOMMD B HOSOE MAKDOoCpegs. CRegoBartansHo, pazpabar-easmas npoba ahdrarTuerocTd JonwmHa SelTe cnocobya
OUEHMBETE CEA3EHHEE C AHTWEHOCTRI] ACNSKTEl SKTUEHOMN BELISCTEA, KOTOPSE MOMYT HE NOMNHOCTEHY COCTOATE M3 HEMO-
EBPEMOEHHLIN HUIHETTICOODHEN KNETOK, HO TAKME B2 OpyTHE KOMIOHEHTOR.

Ecnu npeaHaHadaHHan Gronofim-ecsdd yHILIMA MEOPLMHCEOM NPOOYETE HE KNEToqHOR OCHOBE, B NEpEYH trHe-
pagb, OCHOEAHE HE cNocobHOCTH KNETOK BRIGENATE KOHEPSTHRE MONSEYNEL, HANPHMER ON8 SOCCTAHOBNEHWA HAPYLLEHWR
obMmeEHE BEWRCTE, CTHMYNRALKWK POCTE AW BelBEfeHdR meTabonuTos, 1o npoda ero shodesrieHosT Byner oCHOBEHE Ha
CNPESENEHA Bl JSNREMBIX SBETHEHRIX MONEKYN W OHA28MOoR BHONOrMYSckoR akTHEHOCTH. OHa MOMET NPOBOOWTECA ©
MCNONE3I0BEHNEM ODWENPARATEIE HEJEMHEY KONWYECTEEHHEE M KEEHECTEEHHEIN BHEMMTHYSCKAX METOO0E [aHanka Gen-
HOE, HOSHTHEHEALMA HY ENEAHDELL KHCNOT, HHAROCTHER XDOMETOIPEdHA BRISOROM DEIPEWEHWA W 7. 0. ). Té e Bmongeynm
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MOHHD TEEME OUSHMEATE HE NPERET yHELMOHHDDEEHAA B CHETE M MHEOTHEIX MOOSNSH, MPSOnoIargs, YTo SETHEHDE
BELELT B BRIOENFETCA W2 MEQULMHCEOND NPOEYETE HE KNETOYHOE DEHOEE B DRDAOMYSchME BMOEOCTH (nnaama, uepatpo-
CTMHEMNHEA HHOR0CTE, MOYE MAH TEEHSBEH MW OKOCTS).

0.6.4 KneTen ONA AMMyHOTEpanuM

Mpobel B#a P EEkTHEHOCTE MESHUMHCKNE NPOOYETOR HE KNETOHHON CCHOBE, NPEOHEIHAYEHHBIX SMA MMMEYHOTEDS-
NBETWHECKDIT HEHONL20E3HNA, OCHOBEHE! HE CIMEEHEL MMMYHHBIE MEXAHMIMAK, HOTOPESE MOMYT Bhits ocnokHede obpa-
JDBEHMAMK MYNETHEHTHIEHS 1 NPACYLLESA BAPHATHEHOCTEH MCXOQHOIT MATegrana. CreuuansHoe pyRasoncTBo o MegM-
UMHCHKAM MPOOyETEM HE KNETOHOW OCHOBE ONR WMMYHOTEDANMK NDWBEEOSHD B Soeire [38].
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MNpunoxesne P
(CApaeo4YHoe)

KnuHMYeckan ouaHKa M MCNBITAHHMA

Ons yoTaHoEmEaHds EEHesTea 1 BeaonacHOoTa NPoOyHTE Ha KNETOHHOR OCHOBES WCNONL3YT QOEMAHASECcHAS Ho-
MBITAHWA, KaK omucada 8 npanosedaas C, J, K L M, Noa O, DrondarensHos nogreaosieHne pabouws sapakTeproTiser
NOMYHAHT B X008 TIWATENEHD KOHTPOMAPYE BN KNWHW-ECENE HCEMRE08aHMA.

ORWOABTCA, 4T0 GNA MEGHUBHCEAX NPOSYETOS Ha KNETOYHDR OCHOBE YACTERD DORMHOA NPERTHIA CTEHET CRELKRATTE-
HE EAHHE4ECHOE HADMKOEHHE, BRMBIHEA NaG0paropHes neoneyoeaHrA. Qonsis GeiTe pAZpatoTaHe HE HHTEEBEHLAOH-
HbIE HCCNEO0BEEHWA GEI0NICHOCTI NOCNE 3BTORHIEUMK TEHAM 00paszom. 4T00: MEHCHMANEHD BENONE30EATE GAHHBIE STHY
CTAHOARTHEX NAGOPETOPHEEX MCCNaRoeaHHn.

BrirEngdde paHHny OCHOHHEHWA [WHESHRUMOHHES 13B0NE8aHnA, OCNOHHEHWA, CBAZEHHEE C CONDAREHHBIMHA XH-
CYRrHHSCERME NPOLEaYPERMA)Y WM NOLHAK CENOHHEHMA (IN0XS-ECTEEHHEE 3a00NSB3HWA, PAEHESHIWKACR 38D0NEBaHNA}
OberHHD TREGYET pasHeIX NOOXo00e. Kpome TOr, OHW O0NHHBl DROCMETRHEATECA COBMECTHO C BOAMOMHBIM NOECTENEHHEM
MOBBALEHMEM MNH CHRGHEHNEM 3dxberTWEHICTH BESOEHHOM MDOOYHTA © TEHEHHEM EpereHd. Crema cooTBETCTEYEILLIE
ACEMESosaHARA DOMPEHE TAHE YHUTLIEATE TAKYH QHHEMAKY ¥ HBONEHSIYED MEOALHHCRYED NPARTIARY, KOTOPAH MORET Tpa-
GoeaTe CNPESENEHHOND DECNWCAHNA NPOUSOYD, PEryNMPOBAHMA NEEEHKA 1 NadoparopHel MCCNEIOBAHAA ONF HHIHEW-
OYENEHOTD NPAMEHEHMA K OTOSNEHEIM NELASHTAM.

Mizfos HENPEPREHOE MNYMEHHDE NPAMEHEHNE 1 HAGNEOSHAE 28 NAUMEHTEMIE, HE KOTODBIX BOA0EACTS0SEN MPOGYST
B WHHHSECHAE MCNBITEHHAY, DOM#H0 ObiTh ONWCIHD B GHYHATE OCHOEB0E ONA pE3IpaboTid HoCNS0o0EaHWA 0NTOCpoHHOM
HAOMOOEHMA DE30NACHOCT NoCNe aeTopyiaune. NMpogorss TansHosTE W B HAENKNeHUA DE30AACHOCTH DonHHEl Beres
YOTAHOBINEHE B COOTEETOTEMMA & CYLUSCTEYKILMAMKE DYROBOOCTBAMA H B KASS0M CHyHEE OTOENLHD.

[Ons npogysTroR HE KRETOSHOR OCHOBE, REMAKMLMWACE MEIHALIKHCHAMH MANENWAME, CNEOYET NDHMEHRTE TpaboeaHR
WSO 14155,

[ns npoayeToE HE KNEToHHOR OCHOBE, AEMAKILYWACA METALWHCHAMA NDOOYETEME, J0MTEHE NPAMEHATE TpaboeaHnR
COOTHRETETEVHWME pyroBoacTa FOH w Hannesawen kneHmHedsol npasmird (Good Clinical Practice, GCP).

PywosogcTen no cneydansHsM TREOCBaHMAR, KSCHLLMICA KNMHAHECKOR QUEHEN ¥ MCNBITAHWR, MOEHD HARTK N

coelnee [38].
28
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Mpunomxerae 04
[cnpaBoyHoE)

CBEaOeHWA O COOTBETCTEMM COLINOYHELIX MEKOYHAPOOHLIX CTAHAAPTOR CCLIMOYHLIM HALMOHAN bHLIM
M rOCyaapCTEeHHLIM CTaHOapTaM

TaGnuwuya JA

L-“'E'IJ!.'IH‘-IQ'I"I-‘IE ORI HTID ':"EIJJHJ'\-':‘EIIJE B FAMMEHOEAHHE COUTEETCTEYKIW ETD HAUWOHENEAD T
DTEI‘IE‘hh COOTRETSTEHEA
M ENAYHAPDLHDTG CT3HAARTA CTANGApTA
150 13485 IOT MOCT 150 13485—2011 «HMagannf? MagiuEHCHAE. CACTambl
MEHEOMMEHTA KadecTed. CHoTeMHbIE Tpabosamrs ans wensd
DBy HROEaHH R
150 14971 |oT FOCT 150 14971—2011 «aganus mageunHckre. [pameHs-

HHE MEHEHEMEHTE DHCER K MedALHHCKEAM A30enias s

150 224421 1oT MoCT P MCO 22442-1—2011 «Magennn MESHUMHCEAS, KMo-
MANLIVIOWME TEAHW W KX NPOWIB0OHEE MUBOTHOM NEORS -
DeHMA. YaEcTs 1. MeHedsMEHT DHoKa s

ASTM F 2312 — 5

Y CoOTHETCTEYEILWMA HALHOHANEHEIA CTAHOART OTCYTCTEYET.

Mpmevanpre — B HacToRwal rabnuus ponons3osass CNEaQyHWEs YCAOEBHDE DDO03HEYEHRE CTENEHW CO0T-
BETCTEMA CTAHOANTOR!

- |O7T — moeHTHYHEE CTEHOAPTHI.
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BEuGnuorpadua

MemxgyHapooHke

11} WG 7010 Mpadgemqeckme CapmBonet. Lipeta Se30nacHocTH M 3HaK De30nacHocTi, JapericT pHpoEaHHEIE AHEKK
CezonacHocTH

12} WSO 109493 {poe 4actu), BHOnor-acEas OLEHKES MEAWLIMHCERE HIgENHA

13] WC0 1 3408-1 AcenThseckas abpabotia Ma0eni MEgMLHHCED M HaadadeHna. Yacre 1. OOwne Tpabosanna

4] MO0 13408-2 Acentri«aceas abpaborda Mansenal MequMUWHCKOM HaaHaYeHnA. MacTe 2. GuneTpagus

151 MO0 13408-3 Acentrsackas obpabotyda vananiil MegPUKHHCEOM HaaHadedna. Hacte 3. Maodmnmzagns

&} MO0 1 3408-4 Acenmveckan obpaboTsa Haganii MEQWUUMHCKDID HasHaYanA, Macts 4. Metoguen aurcTeE Ha
MECTE

7] W2 13408-5 AcanTwsecEas oDpaboTEE MIENEA MEOMUNHCKDND HE3HEYEHWA. MacTe 5. CTEPHNMIELNA HA MECTE

18] MO0 1 3408-6 AcenTi=aceds abpabotea va0enil MeQMEHHCGHDMD HaaHadeHWA. MacTe . CroTems nzonATopoe

i8] MCD 13408-7 Acantwdecsan obpaboTea Mapani MESUUWMHCKDTD HAIHEYEHWA. MacTe T ANLTapHa THEHLIE TEX-
HOMDMAK GNA HECTAHOAPTHLE MEOHLEMHORAE HAOANWE W EOMIMHILMA NPOgyEToS

[10] NSO 14155 HEnvHu4ecEME ACCABADBEEHMA MESULMHCEAME WI0EndA ons mopaid. Hagresawas EmMHnSeckas
NPEETHEE

[11] MCD Z2442-2 MaguusHCRHE WANENHA, WONONEIYHILLME THEHW SUEBOTHEE M HX Npow3saiHes. Hacte 2. KoHTpones
HETOHMEDR, oTBopa W obpaboTen

[12] MCO 2244 2-5:2007 MegrunHCce ME0SnyA, MCNoNEIYHALHE THEHE HHBOTHBIX M AX NpoM3aBogHee. Macte 3.
Banugausn yHR-TOHEHHE WA MHAKTHBALWAW BHDYCOE # areHTOE 33pa3H0A CNoHrMo3HoA aHusdanonated (fransmissible
spongiform encaphalopathy, TSE}

[13] MCOTO 22442-4 MegyaunHCEME WIgEnNHs, WCONONLIYHLHE THAEHY BUB0THRE M NX NpowasogHes. Macre 4.
MEPHHLMMB YHESTOREHAR WOANH MHSETHESL MW ArEHTOE A3pa3H0A CNOHMMOIR0A 3Huedanonatel (ransmissible spongiorm
encaphalopaihy, TSE] v OusHLE © UENERD BANKOALWA DAHHLIX NPOUSCoOE

[14] MCOIMAK Pysoeoqoren 51: 18594 Acnexte SeacnacHocT. PYROBOOCTED ND MY BENKHEHK B CTEHOSPTRI

[*56] ICH EG MNprme4aHds ¥ pyRoBoasTEY NO HAQNEMALLEA KENnHMYeckol npaktxe hitp s ichoorg

[16] 1CH CO5A TNMPpUMEYSHAA & pYEDE0CTEY N0 Ka4ecTey SHOTEXHONOIHECKDH NPOGYELMK. DUBHKE BUDYCHOR ORacH0-
CTH BHOTERHONOMYS CHOE NPOIYELMKA, ONYHEHHDN M3 KNETOYHEE MTHHAR SancEEqECEOND MK MUE0THOM NPOMCEOHOEHAR

[17] ICH S50 Monysasne 1 onecase KNETodHeE CyBCTpatos, Mononsayemsx nA NpauIsocTea DuoTexHonory-
He AL M DNOMMHECkM NRogyEToS

[58] ICH tema QBB 3ran 4 MNpumesdasda | pykoecgoTay no coaywduzawman. MNpousagyps HCNBEITEHMA 1 EpaTE-
PHA NpAskEd 0ng GuorexHonormyacke Suonormyeck npagysroa 1CH 7, Good manufactunng practice guide for active
pharmaceutical ingradients

115] ICH QT PyrosascTeo No HAONEHAWER NDOWIBOACTEEHHON NPEKTAEE 4MA SETWBEHBE DapMEUSETHHECKHY HH-
rpEgMEHTos

[20] ICH &8 PyroBogcTBo 0o MPOMBILUEEHHORY NPOoWIB0OCTRY. MeHsnmMedT prcra » kaqdecTes, Muone 2006

121] ICH 56 Pysosogores JokNMHMHECEEA Ouasxs DE30NSCHOCT NEXEPCTEEHHEX NRENAPETIS, NONYHEHHEIX © no-
PACIL b DHOTEXHONOr A

{22] USC Tika 21 Mewa v nakapocTesa

123] WHO 2008 PyroBooswmws NpHHLMNL NS TREHCONSHTALMH KNETOR, THAHEN ¥ DRrados YenoBaks

124] Global Harmonization Task Force (GHTF} — Stedy Group 1(5G1), Document Mo, NO28R11, 2002-02-02

Espona

125] EH 166 MNepoosanexoe CPSOcTED ANS 38WMTEE Maa. Creumdsmkanmm

[26] EH 511 JawvrHbie nepHETEA OT XON043

[27] EH 1251-3 KproresHee cocynbl. MEpERIcHEIE COCYE © BAKY Y MHOA HaonAuKen, obeamom #e Gones 1000 nu-
TpoA. YacTe 3. FrcnmyataunoHHele Tpaioarn

[28] EH 13458-2 EpuorsrHee cocyoel. CTATUHHEE COCYOR © BAKYYMHON HI0NAUMER. YacTs 3. JrcnnyaraumoHHeE
TpebasannA

[28] CWA 15849 KogHpoesaHue MRPOpMaULMY W NPOCREXKBASMICTE TEAHER W KNETOK Yanossrs

[30] CPMPEWPIZE5085, rev. 3 MNpruMmedaHdR K pySoBOScTEY N0 MEQHEHHGHEAM NPOOYETAM, NOMPEHHEM W3 NMA3ME.
htpfweaew ema europa au

131] CPMPBWRPMTEANZ MNprvedaHua K pyROS0goTEY N0 HENONb308aHMH: BhMbSn CRIBOPOTHH NP NPOH3ECHCTEE
GHOROFHECEME MEOMUWHCKME DPOOYETOR SNA YenoEesa

[32] CPMP/BWPI3354/598 MpumedaHus B pyROBOOCTEY NO NPOMABOOCTEY H HOHTROMNK HEYSCTES FHBEOTHRIX HMMYyHO-
rnaByNMHOE W MMMYHHBIE CHIBOPOTOR DA HETHNLZ0BEHAA 4ENoES oM

[33] CPMP/BWPRA1450/88 YiaaaHiA na paccMOTPEHK TERENHN COMaTVHECHHMK KNETHIMY Yanoeaxa
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[34] Directive 200 1/83EC of the Europaan Parliament and of tha Council on the community code redating o medicinal
praducts for Buman use, OJ L 311, 2004-11-28

[35] Cirectva 2006/1TEC implementing Diractive 2004230EC of tha Europsean Pariament and of the Council
as ragards cerdam technmical réquirerments for donation, precuramant and lesfing of human tissues and calls, OJ L 38,
2005-02-04
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NELapCTEESHHLIM Npanaparam {Commities for Proprietary Medicinal Products, CPMP ) 1 KoMuréaTon no MegruyHHCEEAM npo-
OyeTam gns HmBoTHe: (Commities for Vaterinary Medicinal Products, CWMP L (20042245030

[37] EMEAM 49995 Pyrosageted no SeaonacHooTy » afiperTeeHoctd vabnoaeHun. MeHamEMeHT pucka cospe-
MEHHEIX TERENEETHYECHNY MEOMUMHCHHY MPOOYKTOR

[38] EMEA/CHMP/M 1 CEEY, PywoeoscTen o MagquuMHCHAM NRESYETEM, OCHOBAHHEM HE KNETHAX YEnoBers

[359] EMEA/CHMPBWPRZT147T5 PyroeagcTen No HCnNbITaHK S TMEHOCTH MEAWLMHCHNE NPOIYETOS ONA MMMWY-
HUTEPEMNWH, OCHOBEHHER HE KNETHAX ¥ NPEOHSIHAYSHHBIE 4MA MEYSHUA para

[#0] EMEA/CYRMP/T43/00 PyxosopcTted no TRebOBaHWAM W KOHTROMH, NDMMEHREMEM K SeMbEA ChIBOROTER, Wo-
NONEIYEMSE OAA NTPON3E0OCTEE MMMYHONOrHWECHAL MEZWUMHCEHE NPOOYKTOR ANA HAEOTHEL

[#1] Ph. Eur. Monograph Bavine Samum {02262) Eurcpean Pharmacopeia Chapler 5.2.8: Mirmmizing the nsk of
trarnsmitting animal spongiform ancaphalopathy agants via buman and vetarnany medicinal products hitp:fonline.edgm.
ufantny him (requires access cence)

[#2] Rules Goveming Medicinal Products, valume 3, 3AB4a Production and gualily coniral of monoclonal antibodies.
hitpafwww.amaauropa_au
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[#3] Pharmaceubical and Food Safety Bureau {PFSE}Mimisirg of Health, Labour and Welfare (MHLW) Motifications
Mo 0208003 {B/0272008 ) Guidelines on ansuring quality and safely of products derived from engingered aulolegous human
cellstssues, and PFSE! MHLW Motifications Mo 0212006 (120%2008). Gudelines on ansuring quality and safely of
products derved from enginaared afllogenic human callsfiissues
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[#4] ACTWM & 2027-08 CraHnapTHO8 pyYEOSO0CTED NO ONWCAHNED W MCNETEHUH HCEOOHLIE WNH HESENEHBIE SuomaTe-
PHANGE A MEGWLMHCEWE NPOOYETOR, BLINAMHEHHBIK M3 TEEHER

[45] ACTR @ 2149-01 {2007 CradgapTHsId METON MCNEITEHKA AMR SETOMITAYSCEDID AHANKIE KNETOK — METON Rog-
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MEOHLMHCHNE NPOOYETER, BRTIONHEHHER M3 TEIHaR

[#7] ACTM & 221104 CranpaprHan cnegrdueEynn MEOUUWHEEHE NPOOYETOE, BRNOMHEHHEE W3 TEAREW [Tissus
Enginesred Medical Products, TEMP)

[#E] ACTM @ 2383-05 CraHgapTHoOe DYROBOOCTED N0 OusHe NoooYHbs BRLBCTE B MEOUUWMHCEHE NPOSYETAEX, Bl-
NENHEHHEX M3 TRaRaR | Tissus Engineared Medical Products, TEMFP)

[#9] ACTM @ 2385-05 CraHgapTHoOe DYROBOOCTED NO OuSHe NoEoYHLEY BRLBCTE B MEOMUWMHCEHE NPOgYETaX, BR-
NENHEHHEX M3 TRARER {Tissue Enginesred Medical Products, TEMP)

[20] ACTM FZ386-04 CrannaprHos pyROSOAETES NG RPSHEHWH MESHUAHCKKY NPOAYKTOR, BRINOAHEHHEN W3 THAHEW
[Tissue Engineered Medical Products, TEMP)
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[B2] ACTN © 27 39-08 CraHpapTHOS pYROBOSCTE0 N0 HANHYECT BEHHAMY SHAMNWIY HUIHECNDoOBHOSTH KNeTis B Kne-
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[63] U.5. FDA: Guidance for Industry, Eligibility Detarminatian for Donors of Human Cells. Tissues, and Cellular and
Ti=sue-Based Products (HCT/Ps)

hitp:!fweerw. fda. gow/downloads/BiolegicsBloodVaccings/Guidance ComplianceRaegulatoryinformation/Guidance s/
TiEsueiucmO®] 345 pdf

[B4] LS. FDA: Guidance for Industry, Characierization and Qualification of Call Substrates and Oiher Biological
Matarials Used in the Production of Viral Vaccines for Infectoes Disease Indications

hittp:{fweeer fda. gowdownloads/BiolegicsBloedvaccines/Guidance ComplianceRagulatory information/Guidance s/
Vacoines/UCM202438 pdf

[85] 5. FOA: Human Cells, Tissues, and Callular and Tissue-Based Productls; Donor Screening and Testing; and
Related Labsaling &12/2007 Final Rule Juestions and Answers

hifp: e fda aov BioloaicsBloodVacsine s TissuaTissue Produsts/Questicnsabout Tissues/ucm 1 36397 him
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Therapy Praducts. 1983-10-14, 58 FR 53248 (Fedaral Register natice)
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CellularandGana Therapyidefault. him
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hittp:ffwnwer fda.aov/BinkoaicsB loodVaccines Tissue TissweProductsidefault.him
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