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MpeaucnoBue

1 NOANOTOBNEH ABTOHOMHOI HEKOMMEPYECKON opraHudauuen «MHCTUTYT meanko-6nonornvyeckmux
uccnenosanuii U TexHonoruiy (AHO «MMBUWNT») Ha ocHOBe COBCTBEHHOIO NEPEBOAA HA PYCCKUM A3bIK aH-
rNOsI3bIYHOM BEPCUMN CTaHAapTa, YKasaHHOro B NyHKTE 4

2 BHECEH TexHuu4eckum KoMuTETOM No cTtaHaaptu3auum TK 422 «OueHka 6Monornyeckoro oencTaus
MEAULMHCKUX U3Eenuii»

3 YTBEPX/OEH W\ BBEAEH B JEVMCTBWE Mpukasom defepansHOro areHTcTea No TEXHUYECKOMY pe-
rynupoBaHuto u Metponorumn ot 1 maprta 2016 r. Ne 102-ct

4 HacTosiLuMin cTaHaapT MAeHTUYEH MexayHapogHoMy ctaHgapty MCO 13022:2012 «lMpoaykTel Meau-
LUMHCKME, cofepKaLLmMe XU3HECNOCOOHbIE YenoBeyeckne KneTku. NMpuMeHeHne MeHemKMeHTa pucka u Tpe-
6oBaHuit kK MeTogukam obpaGoTku» (ISO 13022:2012 «Medical products containing viable human cells —
Application of risk management and requirements for processing practices», IDT)

Mpu NPUMEHEHUM HACTOSLLETO CTaHAapTa PEKOMEHAYETCA UCMONMb30BaTh BMECTO CCbITOHHbIX MEXAYHa-
POAHbIX CTAaHAAPTOB COOTBETCTBYIOLLUME UM HaLMOHAarmNbHbIE U MEXTOCYAapCTBEHHbIE CTAHAAPTLI, CBEAEHUS O
KOTOPbIX NPUBEAEHbI B I0NONHUTENBHOM Npunoxenun JA

5 BBEJEH BMNEPBbIE

lMpasuna npumeHeHus HacmosAwezo cmaHOapma ycmaHoserneHbl 6 TOCT P 1.0—2012 (pa3den 8).
UHbopmayusa 06 usMeHeHuUsX K HacmosaweMmy cmaHO0apmy ny6brukyemces 8 exe200HOM (110 COCMOSHUIO Ha
1 sHBapsa mekyuweeo eoda) UHOPMaLUOHHOM yKaszamerne «HayuoHasbHble crmaH0apmely, a ohuluaribHbill
meKem U3MEeHEHUL U nornpasok — 8 eXeMECSYHOM yKasamene «HayuoHanbHbie cmaHdapmbl». B cnyqae
nepecmompa (3ameHbl) Unu OmmMmeHbl Hacmosweeo cmarHfapma coomeememayroujee yesedomneHue bydem
onybuKkoeaHo 8 bnuxalilueM 6biNyCKe EXEeMEeCAYHO20 UHGOPMaUUOHHO20 ykasamens «HayuoHarnbHbie
cmaHOapmbly. Coomeememeyroujas UHgopMmayus, yeedomneHue U mekcmbl pasmewalomes makke 6 UH-
gopmayuoHHoOl cucmeme 06weao nonb308aHUs — Ha oghuyuanbHom calime dedepanbHO20 azeHmcemea no
MEXHUYECKOMY peayiiupoeaHuio U Memporsoauu e cemu IHmepHem (www.gost.ru)

© CraHgaptuHgopm, 2016

Hacroawmi ctaHaapT He MOXeET ObiTb NOMHOCTLIO UK YACTUYHO BOCNPOU3BEAEH, TUPAXKUPOBAH U pac-
NPOCTPaHEH B kayecTse ohuumManbHoro nsganus 6es paspeluesns deaepanbHOro areHTCTBa Mo TEXHUYECKO-
MY PErynupoBaHuiO N METPOSOTUK
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BBeneHue

MexayHapoaHan opraHu3auust no cranaaprusauuu (MCO) aBnsieTcss BCeMUPHON cheaepaumen Hauuo-
HanbHbLIX OpraHn3auuin Nno craHaapTusaummn (kommteToB — uneHoB MCO). Pa3paboTky MexayHapOAHbIX CTaH-
AapToB 06bIYHO OCYLLECTBNAIOT TEXHUYeckue komuteTbl UCO. Kaxkablit KOMUTET — YNeH, 3auHTepeCcOBaHHbII
B AEATENbHOCTU, ANA KOTOPOM Obin CO3AaH TEXHUYECKUI KOMUTET, UMEET npaBo ObiTb NPeACTaBNEHHbLIM B
3TOM komuTeTe. MexayHapoaHble NpaBUTENbLCTBEHHLIE U HEMPABUTENbLCTBEHHLIE OpraHU3auuu, UMeloWwme
cefsu ¢ UCO, Taioke npuHuMaloT yyactue B pa6orax. UCO TecHo coTpyaHnyaeT ¢ MexxayHapoaHoWw anekTpo-
TexHuyeckon kommccunen (MIK) no Bcem BONPOCaM 3MEKTPOTEXHUYECKON CTaHAapTU3aLuu.

MpoekTbl MeXAyHapOAHbIX CTAHAAPTOB pa3pabarbiBaloT B COOTBETCTBMM C npasunamu [Oupektus
NCO/MBO3K, uactb 2.

OcHOBHasi 3aa4a TEXHUYECKUX KOMUTETOB 3aKIIOYAETCSl B NOATOTOBKE MEXAYHAPOAHbLIX CTaHAAPTOB.
MpoekTbl MeXxXayHapoAHbIX CTaHAAPTOB, MPUHATHIE TEXHUYECKUMU KOMUTETAMU, PACCHLINAIOT KOMUTETAM-YNe-
HaMm Ha ronocoBaHue. Mx onybnukoBaHue B ka4eCcTBe MEXIYHAPOAHLIX CTaHAapToB TpebyeT 0A06peHUa He
MeHee 75 % KOMUTETOB — YIEeHOB, NPUHUMAIOLLMX YHaCTUE B rONIOCOBAHUM.

Heobxoaumo 06paTuTb BHUMaHUE Ha TO, YTO HEKOTOPbIE 3MEMEHTbI HACTOSILLETrO CTaHaapTa MOryT ObiTb
00bekTOM naTeHTHbIX npas. MCO He MOXET HECTU OTBETCTBEHHOCTb 32 UAEHTUMUKALIMIO KaKoro-nmbo oaHOro
UINKN BCEX NATEHTHbIX NPaB.

NCO 13022 6bin nogrotoeneH TexHuueckum komutetoMm MCO/TK 194 «buonoruyeckas oueHka meau-
LMHCKMUX n3aenuin», nogkomutetom SC1 «5e3onacHOCTb TKAHEBbLIX NPOAYKTOBY.

B HeKOTOpbIX MEAULMHCKUX NMPOAYKTAX UCMONbL3YIOT Marepuarbl YenoBe4eCcKoro NpoucxoxaeHus. B 3a-
BMCUMOCTU OT TpeOOBaHUI HALMOHANbHBLIX HOPMATUBHBIX JJOKYMEHTOB 3TV NMPOAYKTbI PACCMaTpuBaloT Kak
NeKapCTBEHHbIE BELLECTBA, MEAULMHCKUE u3genus unu duonpenapartbl. Marepuanbl U3 TKaHel yenoBseka
NPUMEHSIIOT B pa3paboTke U Npou3BOACTBE MEAULUMHCKMX NPOAYKTOB Ans obecneyeHus (PyHKUMOHANbHbIX
XapaKkTepUCTUK, BbIBOP KOTOPLIX MOT ObITb OCYLLECTBNEH BBUAY UX NPEUMYLLECTB B CPaBHEHUU C Marepua-
naMm HeYenoBEeYECKOro NPOUCXOXAEHUS, B YACTHOCTU AN yNyyLleHUsl pereHepaumm co6CTBEHHbIX TKAHEW U
OpraHoB MauueHTa unu Ansa 3aMeHsl NMbo noaaepku PyHKLUUKM OpraHa.

MeauumHcKue NpoayKTbl, MCNOMb3YHOLKUE YENOBEYECKUE MaTepuanbl, COCTaBNSAIOT FEeTEPOr€HHYIO Fpyny.
MpuMepsb! BKNIOYAIOT KMETOYHbIE CYCNEH3UM, KIETOUHbIE/MAaTPUYHBLIE KOHCTPYKLUMU UNU KNETKU COBMECTHO CO
CNOXHbIMU MEANLMHCKMMU N3aenusiMu, Hanpumep ¢ 060pyaoBaHueM Ana auanuaa.

XoTs MeauLUMHCKME NPOAYKThLI, UCMOMb3YIOLLME YENOBEYECKUE MaTepuarnbl, 04eHb pasHoo6pasHbl, onac-
HOCTM, KOHKPETHO CBA3aHHbIE CO BCEMU YENOBEYEeCKUMU MaTepuanamu, NPakTUYecKun OAUHaKOBbI:

a) matepuan MOXeT ObiTb KOHTAMUHUPOBAH UHMEKUMOHHBIMK areHTamu [Hanpumep, Gaktepuu, nne-
CEHb, APOXOKU, BUPYCbI, MH(DEKLUMOHHbIE areHTbl TPAHCMUCCUBHON ryGuyaTon aHuedanonatuu (Transmissible
Spongiform Encephalopathy, TSE), napasutbl];

b) marepuan MOXeT GbITb 3arpsA3HeH XMMUYECKUMU BELLIECTBAMM;

C) Matepuan MOXeET HE NOAXO0AWUTb ANl NPeANnonaraéMoro HasHa4YeHUs u3-3a HenpeaHaMepeHHOro pas-
NOoXeHusa unu aerpagauuy, BbI3BaHHON HENpPaBuIbHbIM 00paLleHneM Ha nNioboM arane NPou3BOACTBEHHOrO
npouecca;

d) matepuan MoxeT BbITb ONACHLIM ANS NALMEHTa U3-3a KaHLePOreHHOro NoTeHuuana;

€) nocne NPUMEHEHUA MOryT BO3HUKATL MOOOYHBIE OTpULATENBHBLIE (PU3NONOTUYECKNE NN aHATOMUYe-
CKkve nocneacTBus NO NPUYUHE MUTPALUK KINETOK U BbiAeneHust GMonornvyeckn akTuBHbIX BELLECTB;

f) HapyLLueHWe ¥ HEBO3MOXXHOCTb NPOCNEXUBAEMOCTH;

g) Matepuan MOXeT HaHOCUTb BpeA NaLUEHTY, Bbi3biBasi UMMYHHYIO PeakLuIO.

[ns yyeta onacHOCTEN, CBA3aHHbIX C 3arpsisHEHneM, aerpagauuen, HenpegHamepeHHbIM U3MEHEHNEM
U/Unn nepenyTbiBAHUEM XM3HECTNOCOOHbBIX YENOBEYECKUX KINETOK U NPOAYKTOB, Bbin pazpabotaH HACTOSALLMIA
CTaHAapT No NPUMEHEHUIO MEHEIDKMEHTA PUCKA NPU NPOU3BOACTBE MEAULMHCKUX NPOAYKTOB, UCMONb3YIOLLUX
YXM3HECMOCOOHBII YeNnoBeYeCkuii marepuann.

OnacHOCTH, YNOMSIHYTbIE BbILLIE, CBSI3aHbI C COOTBETCTBYIOLLMMU NPOU3BOACTBEHHBbIMU dTanamu. OCHOB-
Hbl€ acneKThbl, BKIMIOYEHHbIE B HACTOSILLMIA CTaHAAPT, crieayiowme:

- TEPMUHOMNOIMUA U ONpeaeneHus;

- oTbop U uccneagoBaHne JOHOPOB (BKIIOYAs XXUBbIX U TPYMHbIX IOHOPOB);

- NONyYEHME YEnoBeYeCKUX MaTepuarnos;

- oOpalLLeHue ¢ YyenoBeyeckuMmn matepuanamMu (BKMno4as npom3BoCTBO);

- YNakoBKa, XPaHEeHWEe U TPAHCNOPTUPOBAHME YENOBEYECKUX MaTepuaros;

- MapKMpOBKa YeroBeYECKMX MaTepUarnoB;
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- PUCK, CBSI3aHHbII C 0BpaLLEHNEM C MPOAYKTOM NPU NPUMEHEHUH;

- pPacCMOTpPEHUE PUCKOB M NPEMMYLLECTB B KOHTEKCTE MPEANoNaraeMoro UCnosib3oBaHuUs.

HacTosiLuui cTaHgapt okassiBaeT NoAAEPXKKY NPOU3BOAUTENAM NPOAYKTOB HA OCHOBE XXWU3HECMNOCOGHbIX
YerioBEeYECKMX MaTepuarnos, NPOU3BOASALLMM NEKAPCTBEHHbIE CPEACTBA, MEAULMHCKME U34EnUs unu Guonpe-
naparbi.
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HALULMWOHANBHBIN CTAHOAPT POCCUMNCKOW ®PEJEPALUUMN

NPOAYKTbl MEOULIMHCKUE, COOAEP>KALLME XKN3HECNOCOBHbBLIE YEJTOBEYECKUE KIETKU
MpumMeHeHne MeHeAKMEeHTa puckKa U TpebGoBaHMI K MeToAuKaM ob6paboTKu

Medical products containing viable human cells.
Application of risk management and requirements for processing practices

Oara BBegeHusa — 2017—01—01

1 ObnacTb NpUMeHeHus

B HacTofiLemM ctaHaapTe onpeaeneHsl TpeGoBaHUA U PYKOBOACTBO NO MeToaMKam 06paboTku u ynpas-
NEHUIO PUCKAMM, CBA3AHHBIMU C KU3HECTOCOBHBIMU KIETOYHBIMU KOMMNOHEHTaMK NPOAYKTOB, OTHOCSALLIMXCA K
MeaMLMHCKMM npoaykTaMm, buonpenaparam, MEAULUUHCKUM U3AENUSIM U aKTUBHbIM UMNINAHTUPYEMbIM MEAM-
LUMHCKUM U3aenusM, a Takke ux kKomouHaumam. Hactoawmn ctanaapt BKIIOYAET XM3HECNOCOOHbIe KakK ayTo-
NOrnYHbIe, TaK M annoreHHble TKaHW YenoBeka, Noy4YeHHbIe OT XMBbIX U TPYMHbLIX J0HOPOB.

Onsa nponsBoauTene MeanLMHCKUX NPOAYKTOB, COAEPKALLUX XKM3HECNOCOOHBIE KNETKM YENOBEKa, B Ha-
CTOALLEM CTAHAAPTE OnpeaeneHbl Npoueaypbl, UCNONb3yemble Npu 06paboTke U NPUMEHEHUU, a TaKkKe AnS
naeHTuduKkaLum onacHOCTel 1 ONacHbIX CUTYaLWiA, CBA3AHHbIX C TaKUMU KMeTkamu, ANs aHanu3a u OLEHKU
KOHEYHbIX PUCKOB, AN KOHTPONSA 3TUX PUCKOB U ANS NPOBEPKU 3¢PDEKTUBHOCTU AAHHOIO KOHTpons. B HacTo-
AleM cTaHgapTe onpeaeneH NpoUece NPUHATUA PeLLeHUs O MPUEMNEMOCTU OCTaTOYHbIX PUCKOB, NPUHUMAS
BO BHMMaHue DanaHc O0CTaTOYHbIX PUCKOB U OXUAAEMON MEAULIMHCKON NOMb3bl B CPABHEHUU C AOCTYMHLIMU
ansrepHaTMBamMu.

B Hacrosilem cTranaapTe onpeaeneHsl TpeboBaHNUst M PYKOBOACTBA NO MEHEIKMEHTY PUCKOM, CBA3AH-
HbIM C ONACHOCTAMMW, TUMUYHBLIMU ANS MEAULIMHCKMX NPOAYKTOB, MOMYYEHHbIX C UCMONb30BAHWMEM XU3HECTO-
COBGHbBIX YENOBEYECKUX MaTEPUanoB, TAKUMK Kak:

a) KOHTamMmuHaUuMs 6akTepusiMU, NINECEHbIO, APOXOKAMU UM NapasuTamu;

b) kKOHTamMMHaUmMA BUpycamm;

C) KOHTAMUHALMA areHTamu, BbI3bIBaOLLMMU TPAHCMUCCUBHYIO r'yBuaTyto sHuedanonaruto (Transmissible
Spongiform Encephalopathy, TSE);,

d) kOHTamMMHaUus maTepuana, Bbi3bIBalOLLAA HEXeNnaTenbHble MUPOTrEHHbIE, UMMYHOTEHHbIE U TOKCH-
Yeckme peakuuu;

€) AeCTpyKUMsa NPOAYKTa U NMPOAYKTbI AECTPYKLMU, BbI3BAHHbIE HEMPABUMbHbLIM 00paLLeHneMm;

f) onacHOCTH, CBSA3aHHbIE C KAHLEPOreHHbIM NMOTEHLMANoM UCMOMNb3YEeMOro TUMNa KrneTok;

g) OCMOXHEHUS, BbI3BaHHbIE MOBOYHBIMU (PUSMOMOTUHECKUMU WU aHATOMUYECKUM MOCNEACTBUAMM
(31O BKIIOYAET HENPEABUAEHHYIO MUTPALMIO KNETOK, HeXenaTenbHOe BblaeneHne OMonorm4eckn akTUBHbIX
BELLECTB, TakKUX Kak FOPMOHbI U LIUTOKUHbI, U HENPEeABUAEHHOE B3aUMOAEHCTBUE MEXY KNETOUYHbIMUA U He-
KNETOYHbIMW KOMMOHEHTaMU NPOAYKTA);

h) HEBO3MOXXHOCTb KOHTPOISA;

i) OCNOXHEHMSA, BbI3BAHHbIE TEM, YTO MaTepuan Bbi3bIBAET HEMPEABUAEHHYIO UMMYHHYIO Peakuuio.

Ons oueHKM KOHTaMUHaUUKU APYTMMU HEKNAcCUPMUUPOBAHHBIMK NAaTOreHaMM MOTYT NPUMEHATL NOA00-
Hbl€ MPUHLMMbI.

OnacHOCTU, CBA3AHHbIE C TEHETUMECKUMU U3MEHEHUSAMU, HAXOAATCA 3a npeaenamu obnactu npumeHe-
HWUA HaCTOALLEro cTaHjapTta U paccMaTpuBaoTCs B APYrux JOKYMEeHTax.

M3paHue ocpuuymanbHoe
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MpumMedvaHue 1— OnpeageneHne «reHeTUHECKN MOAUDULMPOBAHHbLIA» MOXHO HaWTn B ACTM & 2312.
MpumMevyaHue 2 — B HacTosWEM CTaHAapTE He onpeferneHa cucTeMa ynpaeBneHust Ka4ecTBOM ANA KOHTPONSA
BCEX 3TamnoB MPOoW3BOACTBa MeULMHCKUX NPOAYKTOB, ONMUCAHHbLIX BhILLE.

Ecnu B CTpaHax, rae UCronb3yloT MegULMHCKUI NMPOAYKT, CYLLECTBYIOT JOMOSIHUTENbHbIE HALMOHAasb-
HbI€ UMW PernoHanbHble TPEGOBAHUS, OHU TaKKe AOIDKHbI ObITb NMPUMEHUMBI B AOMOSNHEHNE K TPeBOBaHMAM
HaCTOSILLErO CTaHaapTa.

MpuMedaHUue 3— PernoHansHsle TpeGoBaHUA MoryT GbiTb Goree CTPOTUMU B OTNUYME OT TpeGoBaHWiA, yka-
3aHHbIX B HACTOSLLEM CTaHJapTe, 0COBEHHO OTHOCUTENBHO KpUTepUeB oTGopa JOHOPOB.

HacTroawwmin ctaHgapt He NPUMEHUM:

- K HEXXM3HECMOCOBHBIM MaTepuanamM YernoBe4eCKoro NPOMCXOXKAEHUS;

- XXKM3HECNOCOOHBIM KINETKaM HEYENOBEYECKOro MPOUCXOXKAEHUS;

- KPOBU U €€ KOMMOHEHTaM, UCMONb3yeMbIM ANSA NepenmBaHus, SMOPUOHASbHBIM KIeTkaM, LeNbHbIM
opraHaMm u KOCTHOMY MO3ry, UCNOSb3yeMbIM AN TPaHCMnaHTauuu, U ApyrmM TKaHSAM, KOTOpbie He NoAXoAAaT
noA onpeaeneHne «MeguunHCKUA NPOaYKT»;

- npubopam Ana AUNarHOCTUKK in Vitro.

MprumMeuvaHue 4— TpeGoBaHUA NO NPUMEHEHUIO HACTOSILLEENO CTaHAapTa CM. NPUNoXeHUe A.

2 HopmaTuBHbI€ CCbISIKN

Cneuylou.wle OOKYMEHTbI, YHaCTUYHO UK B LIENOM, ABIAKOTCA HGOﬁXO,CI,VIMbIMVI Ans npuMeHeHus HacTosA-
wiero cranaapta. lNMpu gaTMpoBaHHOW CCbINKE NPUMEHMMO TONMLKO ykasaHHoe ugaHue. MNpu cobinke 6e3 aarwbl
NPUMEHUMO NocreaHee U3aaHue yKkasaHHOro OKyMEHTa, BKMOYasa BCe NOMPAaBKU.

ISO 13485:2003 Medical devices — Quality management systems — Requirements for regulatory
purposes (MeauuuHckue nsgenus. Cucrema MEHeIKMEHTa kavecTBa. TpeGoBaHUA ANA perynupyioLmx Lenem)

ISO 14971:2007 Medical devices — Application of risk management to medical devices (MeauuuHckue
nsgenus. NpuMeHeHne MeHegXXMeHTa pucka K MEAULUHCKUM U3AENUAM)

ISO 22442-1:2007 Medical devices utilizing animal tissues and their derivatives — Part 1: Application
of risk management (MeanumMHckue n3genus, UCnonb3yowwmMe TKaHU XKMBOTHLIX U X NPOU3BOAHLIE. YacTb 1.
MpuMeHeHne MeHeIKMEHTa pUcKa)

ASTM F 2312 Standard Terminology Relating to Tissue Engineered Medical Products (CtaHpapTHas
TEPMUHONOTKSA, KacatLasaca MeaMLUMHCKNX NPOAYKTOB, BbIMONMHEHHbIX U3 TkaHen BSI PAS 84. BoccraHoBu-
TenoHasi MeguuuHa. Cnosapb, UtoHb 2008)

3 TepMUHbI U onpeneneHus

B Hacrosiwem craHgapre npuMeHeHbl TEPMUHbI W onpegeneHusi, npuBeaeHHole B NCO 13485,
NCO 14971, UCO 22442-1, ACTM & 2312, BSI PAS 84, a Takxe cneayloLme TEPMUHbI C COOTBETCTBYIOLLIMMU
onpeaeneHnamu:

3.1 meaunuuHckoe nsgenune (medical device): IHCTpyMeHT, yCTPOMCTBO, NpMbop, MeXaHu3m, NpUCcnoco-
OneHve, UMNNAHTAaT, peareHT in vitro unu kanubparop, nporpaMMmHoe obecneyeHue, Marepuan unu apyrue no-
[06Hble MMBO CONYTCTBYIOLLME CPEACTBA, NpefHa3Ha4YeHHble NPOM3BOAUTENEM ANS NPUMEHEHUS YENOBEKOM
KakK OTAENbHO, TaK U B COMETAHMU APYT C APYroM, C 0gHON nubo Bonee onpeaeneHHbIMKU LIENsIMU:

a) NpodUNaKTUKK, ANATHOCTUKWA, MOHUTOPUHIA, NevYeHns unu obneryeHus 3abonesaHui;

b) AMarHoCTMKM, MOHUTOPUHTA, NeYeHUs1, 0BNerYeHns unu KOMNeHcaumn NOCneaCTBUNA TPaBMbI;

C) uccnefoBaHus, 3aMeLleHUs, U3MEHEHUS UMK NOAAEMKAHNSA aHATOMUYECKOro CTpOoeHus nubo uano-
NOrnYeCcKnx NpoLeccos;

d) NoaaePKaHUS XXM3HEHHO BaXKHbIX PYHKLMIA OpraHn3mMa;

€) KOHLEeNTyanbHOro KOHTPons;

f) AeanHdekyMn MeanUMHCKNX N3aenmnn;

g) nonyyeHus nHdopMaLum MEANLIMHCKOTO Ha3Ha4YeHNUsa NOCPeaCcTBOM in vitro nccnegosaHus npood, B3s-
ThIX U3 YENOBEYECKOTO OPraHn3ma;
npu yCrOBUM, YTO X OCHOBHOE MpPeyCMOTPEHHOE BO3AEWCTBME HA OPraHW3M YEroBeka He peanusyeTcs 3a
cyeT (hapmakonornyeckmx, UMMYHONMOTMYECKMX UNKU MeTaboNMYeCckUx CPeacTB, HO MOXET NOAAEPXKMBATLCS B
CBOEN OCHOBHOMN (PYHKLMMN TAKOBLIMM.

2



rOCT P UCO 13022—2016

MpumMmedaHue 1— [daHHoe onpeaeneHue paspabotaHo Llenesoil rpynnoi no rnobansHOR rapMoHUsaLUmu
(Global Harmonization Task Force, GHTF).

MpuMeyaHune 2—Cregytolme nsgenna MoryT paccMaTpmBaTh B HEKOTOPBIX HOPMaTUBHbIX OKYMEHTaX Kak
MeWLMHCKUE W3AENWsl, HO B X OTHOLLEHWW He BblpaboTaH efWHbIA NOAXOA:

a) BCrnomoraTesnbHble CpeAcTBa NS SUL, C OrpaHUYEHHLIMU BO3MOXHOCTAMU UMK ¢ PUSNYECKUMU U YMCTBEHHBIMU
HepocTaTkamu,

b) nsgenus ans neyeHns/anMarHOCTMKN 3aboneBaHWii U TpaBM Yy XUBOTHBIX;

C) NPUHAAMEXHOCTU ANS MeJULUMHCKUX u3genuin (cM. npuMedaHue 3);

d) fesnHpULMpYoLLMe BellecTBa;

e) nsgenus, BKIoYaoLwme B cebs TKaHW XKMBOTHBIX UK YenoBeKa, KoTopble MOryT oTBeYaTb TpeboBaHWAM onpege-
NeHUs, NPUBEAEHHOTO BhILLE, HO MPW STOM SBMSIOTCS NPEAMETOM [ pyrux HopMaTuBHbIX TpeBoBaHwi.

MpuMmedaHune 3— OBLEKTOM HACTOALLErO CTaHAapTa TakKe SABNATCA NPUHALMNEXHOCTH, KOTOpbLIe cneLuvarns-
HO MpefHa3Ha4YeHbl MPOU3BOAUTENEM ANA UCMONB30BaHNUSA B KOMMIIEKTE C « MICXOLHBIM» MEAULIMHCKAM U3 eNuem ¢ Lenbto
obecneyeHunsi ero NPeaycMOTPEHHOTO NMPUMEHEHUS.

MpumMeyvyaHune 4 —TepMUH «MEAULIMHCKNE U3 ENUS» BKIOYAET B cebA HeaKTUBHbIE W aKTUBHLIE MEAULIMHCKNE
U3genuvs, a Takke akTUBHbIE UMMNaHTUPYeMble MeAULMHCKUE U3LeNus.

MpumeyvyaHune 5— AgantupoBaHo coobpasHo NCO 14971, onpegeneHue 2.9.

3.2 akTMUBHOE MMNNaHTUpyemoe meauumnHckoe nsgenue (active implantable medical device): AkTue-
HOe MeanUMHCKOoEe usaenue, npegHasHadyeHHoe And ero nosiHoro unu 4aCctu4yHoro BBegeHusa B Teno 4enose-
Ka XMpypruveckum cnocobom, unm ¢ NOMOLLbIO MEAUKAMEHTOB, UNKU MYTEM MEAULIMHCKOTO NMPOHUKHOBEHUS B
€CTECTBEHHbIE OTBEPCTUSA M ANA HAXOXKAEHUA B JAHHOM MECTE Mocsne 3Ton npoueaypsl.

MpuMedvaHune 1 — PaboTa aKkTUBHOTO MEAULMHCKOrO U3AEMNs OCHOBaHa Ha CTOYHUKE SMEKTPOSHEPruK Unm
no6oM ApYyroM UCTOUHUKE SHEPrUU, OTIINYHOI OT HEMOCPeCTBEHHO NPOU3BOAMMON TENOM YenoBeka Unu rpaBuTalme.
MpumedaHue 2— AgantupoaHo coobpasHo MCO 13485, onpegenenue 3.1.

3.3 nekapcTBeHHbIN npenapat (medicinal product): BewecTso nnu komGuHauua BeLecTB, NpeacTas-
NEHHbIX KaK UMetoLme cBonCcTBa, obecnevmsaroLLme neveHme unu npeaoTspaileHne 3aboneBaHus Yenoseka,
nm6o nboe BeLLECTBO UMK KOMOWHALMS BELLECTB, KOTOPbIE MOTYT UCMONb30BaTh B OPraHU3Me Yenoseka unu
BBOAWUTbL B OpraHuM3am 4enoBeka nubo Ang COXpaHEeHUs, KOPPEKTUPOBKUM UMM U3MEHEeHUs U3N0nNorniecknx
YHKUUIA C NOMOLLBIO (hapMakonornyeckoro, MMMyHONOFUYECKOro Unu MeTabonuyeckoro BO3aencTeus, nmbo
ANa NOCTaHOBKU MEAMLIMHCKOrO AgMarHosa.

MpuMedaHune — CM. cobinky [34].

3.4 meauumHckun npoaykr (medical product): NlekapcTBeHHbI npenapar, Guonpenapar, MeanUUHCKOe
n3aenue unmn ux kKomeuHauus.

3.5 meguuUMHCKMI NPOAYKT, copepxawun knetkun (cell-based medical product): MeanumHckuin npo-
AYKT, KOTOPbLIN BKIIOYAET XU3HECNOCOOHBIE ayTONMOIrUYHbLIE UMK ANNOreHHbIE KNETKW YenoBeka, Nosy4YeHHble
OT NPWKU3HEHHOTO UNKU NOCMEPTHOrO AOHOPA, NpoLeaLunii npouecc o6paboTku.

MpuMeyaHune — MeanuMHCKUA NpodyKT He MOXET KOMOMHUPOBATLCS C HEKIMETOMHBIMUA KOMMOHEHTaMMU.

3.6 ouonpenaparbl (biologics or biological): MpoaykT KNETOUHON Tepanuu ayTONOrMYHOTO UMK ansnoreH-
HOTO NPOUCXOXAEHUS, B KOTOPOM KIETKM pasMHOXAIOTCA, BblpaluMBaloTcs, 0Toupaiotcsi, hapmakonormyeckm
oBpabarbiBaloTca unu NGbLIM APYruM Cnocobom U3MEHSAIOTCSE UX BUONOorMiyeckue XapakTepUcTUKK ex vivo
ANsi BBEAEHUS B TENO YENoBEKa U KOTOPLIA NpUMEHAeTCs Ans npocdunakTuku, o6paboTku, nevyeHus, gnarHo-
CTUKU UNKN yCTpaHeHna 3abonesaHuint NMBo NosBpexaeHuUn.

MpuMevaHune 1 —CMm. cebinky [57].
MpumeyaHune 2— PasvacHeHus FDA, cogepxaliune onpeaeneHue 6uonpenapara MOXHO HalTU NO ccbinke
Y t s/Offic dicalProductsandTobacco/CBER/ucm133077.htm

3.7 poHop (donor): Yenose4yeCknit UCTOMHUK (NPUKN3HEHHDbIW UMM NOCMEPTHbLIN) YenoBeYECKUX KNEeToK
UNN TKaHen.

MpuMeyaHue — B cnyyae ayTornornyHoro OHOPCTBA XUBLIM JOHOPOM SIBIISIETCS MaLMEHT.

3.8 3a6op (procurement): Mpouecc nony4eHns TKaHel UNKn KINeTok oT JJ0Hopa.

3.9 orxopbl (residues): Bewectsa unu matepuansl, ocraioLMecs Nocrne npowecca npousBoacTsa, Ta-
Kue KaK KNeTOYHbIN AETPUT, NPOAYKTHI pacnaga KNneTovHOro kapkaca, XMMuyeckue BeLLecTBa, pakTopbl pocrta
Unu pacTBOPUTENN.

3.10 unakTuBauma (inactivation): lNpouecc, B Xoae KOTOPOro CHMKAETCS CNOCOOHOCTb TPAHCMUCCUBHBIX
areHToB BbI3bIBaTb UHPEKLMIO NN NATOTEHHYIO peakumIo.
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MpumMmeyvyaHune 1 — SddeKkTUBHOCTL NpoLiecca MHAKTUBALMW BUPYCOB U areHToB 7SE BbipaXeHa MaTtemaTu-
Yecku B BuAe koapdulmnerTa cokpatyenus (cm. MCO 22442-3, npunoxeHrue F).

MpuMeyaHue 2—VHakTUBaUuMs npeaHasHadeHa ANa NpeAoTBpalleHns MHDULMPOBAHWUSA TPaHCMUCCUBHBIMU
areHTaMu u nx pennukacuu.

[MCO 22442-1:2007, onpeaenexune 3.5]

3.11 npousBogcTBo (manufacture): JTioboin unu Bce stanbl NONYYEHWUNA, CKPUHUHIA, UCTIBITAHUSA, 06-
paboTKM, XpaHeHUs!, STUKETUPOBAHUS, YNAKOBKA UMW pacnpoCTpaHEHUs NOObIX MeAULUHCKUX NPOAYKTOB Ha
OCHOBE KIETOK UMK TKAHEW, BKMIOYAs CKPUHUHT U UCNbITAHUA AN JOHOPOB KMETOK UIN TKaAHEeW.

3.12 npousBoautenb (manufacturer): du3nyeckoe unm LPUANYECKOe NULO, HECyLLIEe OTBETCTBEHHOCTb
3a NPOEKTMPOBaHUE, NPOU3BOACTBO, YNAKOBKY U STUKETUPOBAHUE MEAULIMHCKOTO NPOAYKTA HA KNETOYHOMN OC-
HOBE nepej ero BblMyCKOM B MPOAAXy OT CBOEr0 MUMEHM HEe3aBUCUMO OT TOrO, BbIMOMHAET NU 3TU onepauun
BbILLIEYNOMSAHYTOE UL UM TPETbSI CTOPOHA OT €r0 UMEHMU.

3.13 xpaHeHue (storage): ObecneyeHne COOTBETCTBYIOLLUX KOHTPONUPYEMBIX YCNOBUIA ANA MEAULINH-
CKOro NpoAyKTa, CoAepKaLlero KNeTku, 10 MOMeHTa nocnegyioulei o6paboTkn unm pacnpocTpaHeHus.

3.14 TpancnopTupoBaHue (transport): NMepemeLlieHne MEAULIMHCKOrO NPOAYKTA, COAEPXALLEro KNeTku,
Npu COOTBETCTRYIOLLMX KOHTPONMPYEMbIX YCIIOBUSIX.

3.15 puck (risk): KomGuHaums BepoOSATHOCTU BOZHMKHOBEHUS BPEAA U TSHXKECTU AaHHOTo Bpeaa.

[PykoBoactBo NCO/M3K 51:1999, onpeaenenue 3.2]

3.16 Bpea (harm): dnanyeckoe NoBpPEXAEHUE UNU HAPYLLEHUE 3A0POBbA YeNOBEKA, UMW NOBPEXAEHUE
umyLlecTea nubo okpyatLlen cpeab.

[PykoBoactBo MCO/MO3K 51:1999, onpeaenexue 3.3].

3.17 onacHocTb (hazard): MoTeHUManbHbIA UCTOYHUK Bpeaa.

MpumevaHnne1—Cm ICHQ9.
MpunmevyaHue 2— AgantuposaHo n3 Pykoeoactea MICO/M3K 51:1999, onpeaenerue 3.5.

3.18 octaTtouHbii puck (residual risk): Puck, ocraioumincs nocne npuHATUA MeP NO KOHTPOSIO PUCKOB.

MpnmevyaHue 1—AgantuposaHo n3 Pykooactea MICO/M3K 51:1999, onpeaenerue 3.9.

MpumeyvaHue 2—B onpegenenun 3.9 PykosogctBa UCO/MOBK 51:1999 ncnonb3oBaH TePMUH «Mepbl Npefo-
CTOPOXHOCTUY, @ He «Mepbl Mo KOHTPOSTK PUCKOBY. B KOHTEKCTe HacToALero cTaHAapTa «Mepbl NpejoCTOPOXHOCTU» —
3TO TONBKO OfMH U3 BO3MOXHBIX COCOBOB KOHTPOMS PUCKOB.

3.19 aHanu3 pucka (risk analysis): Cucremarnyeckoe McnonbL3oBaHWe AOCTYMHOW MHOpMaALMK AN
naeHTUuKaLmMm onacHoCTeN U ANs onpeaeneHus pucka.

[Pykoeoacteo WCO/M3K 51:1999, onpeaeneHne 3.10]

3.20 oueHka pucka (risk assessment): OGLMii NPOLECC, BKIIOHAIOLWMIA aHanu3 pucka u OLueHUBaHue
pucka.

[Pykosogcteo MCO/MOK 51:1999, onpeaenexue 3.12]

3.21 koHTpOnb pucka (risk control): Mpouecc NPUHATUA PELUEHWUIA U BbINOSTHEHUA MEP MO YMEHbLLEHUIO
PVCKOB 4O YCTAHOBIIEHHbIX YPOBHEW UMW NOAAEpXKaHNS PUCKOB HA YCTAHOBIIEHHbIX YPOBHSX.

[MCO 14971:2007, onpepenexune 2.19]

3.22 onpepeneHue pucka (risk estimation): Mpouecc, NPUMEHAEMbIA ANS NPUCBOEHUSA YMCMOBbIX 3HA-
YEHUN BEPOSTHOCTW BOZHUKHOBEHUSI BPEAA W TSXKECTU 3TOTO Bpeaa.

[MCO 14971:2007, onpepenexue 2.20]

3.23 oueHuBaHune pucka (risk evaluation): Mpouecc cpaBHEHUsI ONPEAENEHHOIO PUCKa C AaHHbIMU KPU-
TEpUAMU puUcKa ANna onpedeneHns JOnyCTUMOCTU pucka.

[MCO 14971:2007, onpepenexune 2.21]

3.24 mMeHemKXMeHT pucka (risk management): CuctemaTtu4eckoe NpMMEHeHue npasusn, npoueayp u
NPakTUYECKUX METOAOB YNPAaBMNEHUs ANS aHanu3a, OLeHUBAHUS, KOHTPONS U MOHUTOPWHIA pUCKa.

[MCO 14971:2007, onpepenexune 2.22]

3.25 nokymMeHTauusi MEHeMKMEHTa pUcKa (risk management file): CoBokynHOCTb 3anucen u apyrux
[IOKYMEHTOB, CO3[jaBaEMbIX B NPOLIECCE MEHEIXKMEHTA pUCKa.

[MCO 14971:2007, onpeaenexue 2.23]

3.26 6e3onacHocTb (safety): OTCyTCTBME HEAOMYCTUMOTO pUCKA.

[Pykosogcteo MCO/M3K 51:1999, onpeaenerue 3.1]

3.27 cTeneHb TAXecTH (severity): Mepa BO3MOXHbIX NOCNEACTBUIA ONACHOCTH.

[MCO 14971:2007, onpepenexue 2.25]
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4 Mpouecc MeHemKMeHTa pUcKa

4.1 OOwMe nonoxeHus

Mpu paccMOTPEHMN MEHEIKMEHTA PUCKOM HEOBXOAMMO YYMTbIBATh [BA KOMMNOHEHTA:

2) BEPOATHOCTb BO3HWKHOBEHUS Bpeaa ANA NauMeHTa unu nonb3oBaTesns NpoaykTa;

b) nocneacTeusa gaHHOTO Bpeaa, T. €. HACKOSbKO TSXKEnbIMU OHU MOTYT ObITb.

MeHemKMEHT PUCKOM KpaiHe BaXkeH AN KNETOYHbIX KOMMNOHEHTOB MEAMLMHCKUX NPOAYKTOB, BKIOYa-
IOLLIUX >KU3HECTIOCOOHbIE KNETKU UMW TKaHU YerioBeka, B CBA3WN G OMACHOCTSAMU, MPUCYLLMMU AAHHOW rpynne
NPOAYKTOB, ¥ 6ONbLUMM KONMMYECTBOM 3aUHTEPECOBAHHBIX CTOPOH, BKITIOHYAn MEAULMHCKUX paBOTHMKOB, Opra-
HM3auuu, obecneumBaroLe MEAULIMHCKMIA yXO4, OpraHbl YNpaBneHus, NPOMbILLUNEHHOCTb, NALUUEHTOB U ps-
[O0BbIX 4SieHOB o6LuecTBa. Kpome TOro, Ha 3auHTEpPeCcoBaHHbIE CTOPOHLI MOXKET BANSITL AOCTYNHOCTb AAHHOTO
TMNa MeaULMHCKMX NPOAYKTOB (OCOBEHHO BaXkHb! KIIETOUHbIE KOMNOHEHTLI MEeAMLIMHCKUX NPOAYKTOB, TaK Kak
3TOT MCXOAHBIM MaTepuan MOXeT ObiTb Gonee peakum, Yem Apyrue KOMNOHEHTbI MEAULIMHCKOTO NPOAYKTA).
CneposarteneHO, AOCTYNHOCTb ANS NAUMEHTA AOMKHBI YUUTLIBATD.

MpounssoauTenb AOSHKEH MPUHUMATbL pelleHne 0 6e30NacHOCTU MEAULIMHCKOTO NPOAYKTA HA KNETOYHOM
OCHOBE, BKIOYas NpUemsieMoCTb PUCKOB, YYUTbIBAA COBPEMEHHbLIN YPOBEHb Pa3BUTUA Hayku, AnsA onpeae-
NEHUs1 BO3MOXXHOCTU pasMeLLEeHNs MeAMLMHCKOTO NPOAYKTa Ha PblHKe ANA ero npeanonaraemoro UCnonb3o-
BaHus. HacTosLwmi cTaHaapT yCTaHABNMBAET NPOLECC, C MOMOLLBIO KOTOPOTro NPOU3BOAUTEND MEAULIMHCKOTO
npoayKTa, COAEPXKALLEro KNETKM, MOXET WAEHTUMDULMPOBATL OMACHOCTU, CBA3AHHBIE C KIIETOYHBIM KOMMNOHEH-
TOM NMPOAYKTa, ONPEAENUTL U OLIEHUTb PUCKU, CBA3AHHBIE C 3TUMU ONACHOCTSIMU, KOHTPONUPOBATL 3TU PUCKK
N NpoBEPATbL 9PAEKTUBHOCTL AAHHOTO KOHTPONSA.

MpowusBoauTenb AomkeH 060CHOBbLIBATL UCNONIb30BAHME YENOBEYECKOTO MaTepuana (Bkniodas Bbibop
TUMNA U UCTOYHMKA KNETOK U/MNK TKAHEeW), OCHOBBLIBAsICb HA MPUEMIIEMOCTM OCTATOMHOIO PUCKA, yuuThiBas ba-
NaHC 0CTaTOYHOrO pPUCKa U OXMAAEMON MEAULMHCKOW NOMb3bl N0 CPABHEHUIO C AOCTYNHLIMW ankTepHaTUBa-
mu. pn paccMOTPEHUM PUCKOB M NPEUMYLLIECTB NPOAYKTA HEOOXOAMMO YUUTLIBATH BIMAHNE XUPYPIUYECKUX
npoueayp, HeoBXxoAUMbIX ANl €ro BBEAEHUS.

K MeAWUMHCKMM BelLleCcTBaM, COCTaBMNAIOWMM YacTb NPOAYKTa, NPUMEHsIIOT TpeboBaHus dapmaneBTu-
yeckon cucremol kayectea (ICH Q9 (cMm. cebinky [20]) U Haagnexallen NpoM3BOACTBEHHOW NPaKTUKU.

K MeanumHcKMM m3genusiM, COCTaBnsIiOLUMM 4acTb NPoAyKTa, npumeHsaloT TpebosaHua NCO 14971 u
NCO 13485.

4.2 OnacHOCTU, CBA3aHHbIE C KINETOYHbIMU KOMNOHEHTAMM

4.2.1 O6wume nonoxeHus

Mpon3BoauTenb AOMKEH YCTAHOBUTbL, AOKYMEHTanNbHO OPOPMUTL M NOAAEPKUBATL B TEYEHUE BCEro
>KW3HEHHOTO LMKNa NpoayKTa CMCTEMaTU3MPOBAHHBIA NPOLIECC NO AEHTUdMUKALMUM ONAaCHOCTEN, CBA3AHHBIX C
KNETOYHbIM KOMMOHEHTOM MEANLMHCKOTO NPOAYKTa, COAEPKALLIEro KNETKU, ONPeaenuTb U OLUEHUTb CONPSDKEH-
Hbl€ PUCKM MO KOHTPOIO STUX PUCKOB M NMPoBEpPKe 3hheKTUBHOCTU KOHTPONA.

3TOT NPOLECC AOMKEH BKIOYATL CMEAYIOLLNE SNIEMEHTDI:

a) aHanus pucka;

b) oueHuBaHue pucka;

C) KOHTPOSb PUCKA;

d) paccMmoTpeHue nicopmayum, Nnofy4eHHON Ha cTaguu Npou3BoACTBA U NOCNE NPOM3BOACTBA.

COOTBETCTBYIOLLME YACTU NpOLIECCa MEHEMKMEHTA PUCKa JOSDKHbI ObITh BHEAPEHBI B JOKYMEHTUPOBAH-
HbIli NPOLIeCC peanuaauum NPoAyKTa Ha NPOTAXKEHWUMU BCETO XXU3HEHHOTO LIMKNAa NPoayKTa.

MpuMeyaHue — [JokyMEHTUPOBAHHbI NPOLIECC CUCTEMbI YNPABNEHUS Ka4YECTBOM MOXET CUCTEMaTUHECKN UC-
nonb30BaTh NPOM3BOAUTENb ANs 06ecneveHns Ge3onacHoCTy, B YaCTHOCTU C LENbIO paHHel uaeHTUdUKaLMmM onacHocTek
¥ onacHbIX CUTYaLMid B CNOXHBIX MEAULMHCKUX NPOAYKTaX Ha KIeTOUHON OCHOBE.

CoO0TBETCTBUE CneayeT onpeaensaTb NOCPEACTBOM MHCMNEKLMUMW ONpeferieHHbIX JOKYMEHTOB, Takux Kak
AOKYMEHTaUMs MEHEAXMEHTa puckoM. VHCNEKUMIO NPOBOAAT M JOKYMEHTanbHO (OUKCUPYIOT YNONHOMOYEH-
HblE COTPYAHUKM.

4.2.2 0653aHHOCTHN

Mpon3BoauTenb OOMMKEH WMETb OPraHU3aLMOHHYIO CTPYKTYpPY M pabouue npoueaypbl, COOTBETCTBY-
owne ero geATensHoCcTU. OpraHM3auuoOHHas CXeMa AOMKHA YETKO ONMpeaensATb OTBETCTBEHHOCTb U CXEMY
NMoAOTYETHOCTH.

MpownsBoauTenb aomkeH obecrieunBaTbh AOCTYNHOCTb afEeKBaTHbLIX MCTOYHUKOB U Hanu4ue keanuduuu-
POBaHHOrO NEpcoHana Ans NPouM3BOACTBa NPOAYKTa U AEATENBHOCTU MO MEHEAXKMEHTY PUCKOM.
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MpousBoanTENDb AOIMKEH:

a) onpeAenuTb U OTPa3uTb JOKYMEHTAsbHO CTPaTEruio onpeaerneHusi KpUTEPUEB NPUEMIIEMOCTU pUCKa.
Ctpareruss 4OrpkHa rapaHTMpoBaThb, YTO KPUTEPUU OCHOBAHbI HA MPUMEHUMbIX HALMOHANbHLIX UMW pEerno-
HanbHbIX HOPMATUBHbIX JOKYMEHTaX U COOTBETCTBYIOLLUX MEXAYHAPOAHBIX CTAHAAPTAX, U YYUTbIBaTb AOCTYI-
HYI0 MH(POPMALMIO, TAKyIO0 KaK COBPEMEHHBI YPOBEHb PA3BUTUS HAYKWM U U3BECTHLIE ONACEHUS 3aUHTEPECO-
BaHHbIX CTOPOH;

b) npoBepsiTb COOTBETCTBME NMPOLIECCA MEHEAXKMEHTA PUCKOM Yepes NaHoBbLIEe MHTEPBArbl ANs rapaH-
Tumn a(PEKTUBHOCTM NpOLIECCa MEHEMKMEHTA PUCKOM , @ TAKKE JOKYMEHTANbHO OTPAaXaTb BCE PELLUEHUS U
NpUHATbIE Mepbl. [laHHas NpoBEPKa MOXET ObITb 4acTbi0 PEBU3UN CUCTEMbI YNPABNEHUSI KAYECTBOM.

4.2.3 lokymeHTaumnA

4.2.3.1 [leatenbHOCTb N0 MEHEKMEHTY PUCKOM [OSDKHbI JOKYMEHTANbHO hukcupoBaTb. COOTBETCTBY-
IOLLIMM CNOCOBOM MOXET ObITh JOKYMEHTALMS MEHEPKMEHTA PUCKOM, KOTOPAS BKIIOYAET NIaH MEHEKMEHTA
PUCKOM.

CooTBeTCcTBYIOLaA UHAOPMALMS, BXOAALLASA B N1AH MEHEDKMEHTA PUCKOM UIN €ro 9KBUBANEHT, JOMK-
Ha BKIIOYaTb CrneayloLlee:

a) o0beM 3annaHUpPOBaHHbIX MEPONPUSATUI NO MEHEAXXMEHTY PUCKOM C ONpeAerieHMeEM U ONMUCaHUEM
MEAULMHCKUX NPOAYKTOB HAa KNETOYHOW OCHOBE M (Pa3 >XM3HEHHOrO LMKIA, K KOTOPbIM NPUMEHUM KaXKabln
ANEMEHT NNnaHa;

b) pacnpeaeneHue OTBETCTBEHHOCTU U NOMTHOMOYUN;

C) TpeboBaHUs K peBU3NUKN AEeATENBHOCTU N0 MEHEIDKMEHTY PUCKOM;

d) kpuTepUM NPpUEMNEMOCTU PUCKA, OCHOBAHHBLIE HA CTpaTernu NPOU3BOAMUTENA NO onpeaeneHuio nNpu-
€MIIeMOCTU PUCKA, BKIIOYAs KPUTEPUM OnpeaerneHns NpueMneMocTu pucka npu HEBO3MOXKHOCTU OLEHKU Be-
POATHOCTU BO3HMKHOBEHUS BPEAa;

€) AeNCTBMS No BepuduKkauumu;

f) peATenbHOCTb, CBA3aHHAs CO COOPOM U NPOBEPKON COOTBETCTBYIOLLEN MHA)OpMaLUK B Npouecce Npo-
M3BOACTBA U NOCNE NPOM3BOACTBA.

4.2.3.2 [Ina kaxxaow onpeaeneHHon onacHOCTU B JOKYMEHTaUUn MEHEAKMEHTa PUCKOM Unu ee aHanora
AOoIpKHa BbITb CCbINKA:

a) Ha aHanu3 pucka;

b) oueHuBaHue pucka;

C) BHEpEHUE, BEpUdUKaLUM 1 MOHUTOPUHIA MEP NO KOHTPOIIO PUCKA;

d) oueHky gonyctumocTu nmoboro(bix) 0CTaTo4HOro(bix) pucka(oB) C y4ETOM paCCMOTPEHUA pUCKa U Me-
AULMHCKON Monb3bl NpU NpeanonaraéMom WCNomNb30BaHUN.

4.2.4 NepcoHan

MepcoHan, HenocpeACTBEHHO BOBMEYEHHbIN B AEATENbHOCTL MO NPOU3BOACTBY KIETOYHbLIX KOMMOHEH-
TOB MEAMUMHCKUX MPOAYKTOB Ha KMETOYHOW OCHOBE, AOMMKEH ObiTb AOCTAaTOYHO KBAanUMULUUPOBAHHLIM ANA
BbIMONMHEHNA 3TUX 3agay U KOMMNETEHTHbIM A1 BbINONHEHUA ITUX 3aaad C y4ETOM €ro KBanmprau,uw, 06-
pa3oBaHWA 1 MOATOTOBKM.

4.3 AHanu3s pucka

4.3.1 O0wWMe nonoxeHus

[ns npouecca aHanu3a pucka cucTeMaTUIECKU UCNONb3YIOT AOCTYNHYIO MHDOPMaLMIO Ana naeHTudu-
Kauuy onacHoOCTeN U ONpeaeneHust CONPsXKeHHbIX PUCKOB. YTOBbI pELIMTb AaHHbIE 3a4a4m, Heo6Xxo0auMOo pac-
CMOTPETb BCe hasbl KM3HEHHOTO LMkna npoaykra. Ocoboe BHUMaHWE He0BX0aMMO yaensTb 3aGopy KneTok u/
Unu TKaHen, a Takke BCEM 3Tanam NPOM3BOACTBA, CBA3AHHbLIM C AAHHLIMM Matepuanamu, U, ecnu NPUMeHNU-
MO, COYETAEMOMY 3NEMEHTY B Crydae KOMOUHMPOBAHHLIX NPOAYKTOB.

BHeapeHue nnaHoBOW AESATENBHOCTM NO aHanNM3y pUcka u pesynsraThl aHanuaa pucka Heo6xoaumo oT-
paxaTtb B JOKYMEHTaLUW MEHEIKMEHTA PUCKOM UIN €€ SKBMBASIEHTE.

MHdopmaumsa no MeTogonornyeckum cpeacTsam MaeHTUdMKaLmMm 1 OLLEHMBaHWA PUCKOB NpeacTaBneHa
B ICO 14971 n Pykosoactee dapmaueBTUyHeckon cuctemMsl kavectea (ICH Q9).

4.3.2 MpeagnonaraeMmoe UCMONb30OBaHUE U onpeaerieHue XxapakTepucTUK, CBA3aHHbIX C
6e30MacHOCTbIO KNETOYHOro KOMNOHEHTa NPoAYKTa

Heobxoanmo yunTbIBaTL NpeAnonaraeMoe UCNomnb30BaHWE U KOHTAKT KMETOYHbIX KOMMOHEHTOB Meau-
LMHCKOTO MPOAYKTa Ha KMETOYHOW OCHOBE C OPraHM3MOM MauueHTa Unu OpraHu3Mom nonbsosartens. Mpu
aHanuse pucka HeobXoAMMO y4MTbIBaThL KONMUYECTBO MaTepuana, nnowaab NoBEPXHOCTU KOHTaKTa 1 TUn(bl)
marepuana, BCTyNatoLLero B KOHTaKT C TKAHAMU UMM XUAKOCTSAMU OpraHn3mMa, a Takke TUM TKaHW UMW XXUIOKO-
CTU OpraHuama, ¢ KOTOpbIMWU OH KOHTaKTUPYET.

6
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HanGonee Ba)keH KpUTUUECKUIA aHAMNM3:

a) UCTOYHMKOB KIeTOoK (cM. npunoxenua C, I, J, Ku L);

b) Tuna knetok u crartyca gudpdpeperHumaumm knetok (cm. npunoxenus D, E, G, H, K, N, O n P);

C) BCEX acnekToB npouecca npoussoacrea (cm. npunoxenus E, F, G, H, J, L, M, N u P);

d) KOHKPETHbIX AENCTBUM, KOTOPbLIE MOTYT NPUBECTU K KAHLIEPOTEHHOCTU UMW HENPEABWUAEHHOW UMMYHO-
reHHOCTU Knetok (cMm. npunoxerus E, K, M, N, O n P);

€) BO3MOXHOWN NepeKkpeCTHOW KoHTaMmuHauum (cm. npunoxenna C, D, F, H, I, J, Ln M);

f) cuctembl KOHTPONA matepuana (cM. npunoxeuna C, D, F, G, Hu I);

g) BO3MOXHOW gecTpykuum (cm. npunoxenua D, E, G, H, N, O u P);

h) HenpeaBUAEHHOrO B3auMOAENCTBUA MEXAY KINETOYHbIMU U HEKMETOYHbIMU KOMMNOHEHTaMU NPOAYKTa
(cMm. npunoxxenna E n O);

i) KNMMHMYECKON OLEeHKU 1 nabopaTopHbIX UCCNIEa0BaHUI (CM. NpunoxeHue P).

4.3.3 OnpeaeneHue onacHoCcTen

Bo3MOXHbIE ONACHOCTU, CBAA3AHHbIE C UCTIONb30BAHWEM YEMNOBEYECKUX KIETOK M TKaHEN, AOM¥HbI ObITb
UaeHTUULMPOBAHbI N 3aA0KYMEHTUPOBaHbI. OCO60e BHUMAHWE CNEeAYET YAENUTb CreayoLmMM ONacHOCTAM,
CBSA3@HHbIM C KNETKaMu 1 TKaHAMM:

a) KOHTamuHauua 6akTepusamMu, NreceHbio, APoXoKaMu UK napasutTamu,

b) KOHTamuHauua Bupycamu;

C) KOHTaMWUHaUMA areHTamu, Bbi3blBaoWmMMu TSE;

d) KOHTaMMHaLMA MaTepuanoM, Bbi3bIBAKLLMM HEXeNaTernbHbIE MMPOreHHbIe, UMMYHOTE€HHbIE UMW TOK-
CU4ecKue peakumu,

€) AeCTPYKLMKU NPOAYKTA U MPOAYKTOB AECTPYKLMMK;

f) oTcyTCTBME 0B6PATUMOCTU BO3AENCTBUS;

g) 0NacHOCTU, CBAA3AHHbIE C KaHLEPOreHHbIM MOTeHLMAanoM UCMOoSb3yEMOro TUNa KreTok;

h) HapyLeHne n/unu HEBO3MOXXHOCTb NPOCIIEXNBAEMOCTH;

i) OCNOXXHEHUS, BbI3BAHHbIE HenpeAHaMepPEeHHbIMU OU3NONOTMYECKUMIU UM aHATOMUYECKUMU NOcnea-
CTBUAMU. DTO BKIIOYAET HEMPEABUAEHHYIO MUTPALMIO KNETOK, HEXENATeNbHOE BbiAeneHne GUonormiyecku ak-
TUBHbIX BELLECTB, TAKUX KaK FTOPMOHbI U LUUTOKUHBI, U HENPEABUAEHHOE B3aUMOAENCTBUE MEXAY KNETOUHbIMU
U HEKNETOYHbIMU KOMMOHEHTaMM NPOAYKTA.

Mpwn ncnonb3oBaHWK CTBOMOBLIX KIETOK MOTYT BO3HUKATb AOMOJIHUTENbHbIE onacHocTn. Ocoboe BHUMAa-
HWe CrefyeT yaenuTb UCMbITAHUSAM Ha KaHUEPOreHHOCTb M BuopacnpeaeneHue. MNpu ncnonb30BaHUM Takux
KneTok Heobxoaumo cobnioaaTek pernoHarnbHble HOpMaTUBHbIE TpeGoBaHUS.

Ons oueHku 3arpA3HeHus APYrMMu HeknaccuUUMpPOBaHHbIMW MaTOreHHbIMU BELLEeCTBaMM MOTYT Npu-
MEHATBLCSA CXOAHbIE MPUHLIMMbI.

4.4 OueHnBaHue pucka

HeobxogumMo oueHUTb BCe MAEHTUMUUUPOBAHHLIE PUCKU. ONA Kakaon maeHTUuUMpOBaHHON onac-
HOCTW NMPOU3BOAUTENb, UCNONb3Ysi KPUTEPUM, ONpeAeneHHble B NaHe MeHe)XMeHTa pucka, A0IHKEH NPUHATb
peLueHne 0 HeOOXOANMOCTU CHXKEHUSI pUcKa. Pesynbrarbl JaHHOTO OLIEHMBAHUSA PUCKA JOIMKHbI ObITh OTpa-
>KEHbI B JOKYMEHTaLMU MEHEAXXMEHTA PUCKOM UK € SKBUBATEHTE.

B npunoxeHnn B onpeaeneHbl OCHOBHbIE KATErOpUM pucka, KoTopble He0BX0AUMO YYUTbIBATb.

4.5 KoHTponb pucka

4.5.1 O6wWwKe NonoxeHns

Ona KOHTpOnsA pucka HE0BX0AUMO MPUHATb PELLEHUE U COOTBETCTBYIOLLUME MEPbI AN CHUXEHUSA pUcKa
[0 onpefeneHHOro YypoBHA Ny noaaepXaHus B onpeaeneHHsix npeaenax. Npon3soanTtens 0MKEH onpeae-
TNNTb MEPbI NO KOHTPOIIO PUCKA, KOTOPbIE NMPUMEHUMbI ANS1 CHWKEHUS pUCKa(0B) A0 MPUEMMEMbIX YPOBHEN.
MeponpusaTus no KOHTPOIO PUCKA AOIMKHbI ObITh OTPaXKEHbI JOKYMEHTANbLHO U OOOCHOBAHDI.

CxemMa B npunoxeHun B pgaet obulee npeactaBneHne O NpoUecce MeHemXmeHTa puckoMm. Ecnm Bo
BpEMS MpoLecca MEHEIKMEHTa PUCKOM OnpeAeneHbl AOMNONMHUTENbHbIE PUCKU, MPOU3BOAUTENL AOIMKEH Bbl-
6paTb COOTBETCTBYIOLUME CTAHAAPTbI MU HOPMATUBHbIE AOKYMEHTbI U CneaoBaTh UM. PelueHue gomkHo ObiTb
OTPaXkeHO OKYMEHTArbHO 1 000CHOBAHO.

4.5.2 OLeHKN OCTAaTOYHOro pucKa

Mocne npumMeHeHus Mep No KOHTPOSO PUCKOB HEOOXOAUMO OLIEHUTL BCE OCTATOUHbIE PUCKU, UCTIONbL3YS
KpUTEPUK, ONMPEAENEHHbIE B NIAHE MEHEIXXMEHTa PUCKOM. Takum 00pa3om NpoBEPSIOT, HE NOSABUIUCH MK
HOBbIE PUCKK B Pe3ynbTaTe MiobbiX MeP N0 CHUXKEHUIO PUCKOB. PesynbTtarhbl JaHHOW OLEHKU AOMKHbI ObITh OT-
pakeHbl B AOKYMEHTALMN MEHEIXKMEHTA PUCKOM UMW €€ SKBUBANEHTE.



rocT P UCO 13022—2016

4.6 OueHnBaHue AONYCTUMOCTU OOLIEro OCTaTOYHOrO pUCKa

OueHka 4onyCTUMOCTU 06LLEro 0CTaTO4HOrO pUCKa AOIMPKHA yUMThIBaTh BanaHc Mexay 0CTaTOuMHbIM pu-
CKOM Nnocne nNpMMeHEeHUs BCEX MeP MO KOHTPOJO U OXXMAAEMON MEANLMHCKOW NOMb30 NO CPABHEHUIO C [10-
CTYNHbIMKM ansTepHaTuBamu. Ecnu cyLecTByeT OCTaTOYHbIN PUCK, CBA3AHHbIN:

- C 3arpsasHeHuMeM Bupycamu, napasutamu, GakTepusimu, NneceHbro, rpubamMm unm MHAEKLMOHHbLIMK
areHTamMu, BbibiBalOWMMKU TSE; n/unu

- ONaCHOCTSIMU, CBSA3@HHbIMW C KaHUEPOreHHbIM WM UMMYHOTEHHbIM MOTEHLUMAaNoOM MCNOMb3yemoro
TMNa KNeTok. B oueHke HeoBXoaAMMO KOHKPETHO pPacCMOTPETb PUCKM M MPEeUMYLLEeCTBO NMPU UCMOSIb30BaHUK
ansTepHaTUBHbLIX MaTepuanos, He CBA3aHHbLIX C AaHHbIMU PUCKAMMW, HANpUMEP CUHTETMYECKNe MaTtepuansl,
marepuansl OT APYroro BuAa XMBOTHbIX MU ayTOreHHOrO YenoBEe4YeCcKOro Marepuana, u NpuMeHeHue ansrep-
HaTWBbI 4118 TOW XXe npeanonaraemoi Lenu.

Ecnu octatouHblie pucku He ya0BNeTBOPSIIOT KPUTEPUAM NPUEMIEMOCTU pUcKa, OBLLMIA PUCK MOXKET CHU-
TaTbCs NPUEMIMEMBIM TOJNBKO NPU €ro KOMMEHCALMMN UCKITIOYMTENBHOM NONb3oii U LenecoobpasHocTbio, 060-
CHOBaHWE KOTOPbIX AOIMKHO ObITb 3840KYMEHTUPOBAHO.

Ecnu npuMeHnmo, Heobx0ANMO YYUTLIBATL OLIEHKY KOHKPETHOMO KOHTUHIEHTa NauueHToB (Hanpumep,
NauueHTOB C UMMYHOAEULUTOM).

4.7 Cuctema nonyvyeHus uHgopmMaumMm Ha atane NPOU3BOACTBA U NOCe NPOoU3BoACTBa

MpouseoauTens AOMKEH BHEAPUTL, AOKYMEHTaNbHO 0hOPMUTL U NOAAEPHUBATL CUCTEMY TEKYLLETO U
cuctemaTuyeckoro coopa u 06paboTkum MHMOPMaUuM O pUcKax, CBA3aHHbIX C NPUMEHEHUEM MEeAMLUHCKUX
NPOAYKTOB HA KIETOYHOW OCHOBE M CXOAHbIX NPOAYKTOB Ha 3Tane npou3BOACTBa U MOCNE MPOM3BOACTBA.
MonyyeHHasa MHMOPMAaLUA OMmKHA ObITb NPOAHANM3MpPOBaHa, OLEHEHa W UCNONb30BaHa B NpoLecca MeHea-
YKMEHTAa PUCKOM.

MpuMeYyaHUe — [N aTOro MOryT GbiTb UCMONbL30BaHLI MPUHLMMEI KOHTPOMS 3a PLIHKOM MpoAax Wunu
apMakoHagaopa.
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MpunoxeHue A
(cnpaBouHoe)

PykoBoacTBo no npumeHexnutro UCO 13022

A.1 O6wme nonoxeHus

MeHe[)XMEHT PUCKOM KpailHe BaKeH ANs KIIETOYHbIX KOMMNOHEHTOB MEAULMHCKUX MPOAYKTOB, BKIHOYAA XW3He-
CnocobHble KNETKU MM TKaHU YernoBeka, M3-3a 0cobblX XapaKTepucTUK AaHHbIX NpoaykToB. OHU CUNBHO NOABEPKEHI
6uonornyeckomy 3arpsisHEHWUIO M KpaliHe YyBCTBUTENbHLI KO BCEM BUAaM BO3AEWCTBUSA, BbI3bIBAIOLLErO NOBpEXAeHUE U
Aerpagauuio kneTok. CnefoBaTtenbHO, BaXHO, YTO MPU YCTAHOBNEHWN PUCKA, CBA3AHHOTO C ;JaHHLIM MaTepuanom, Npous-
BOAMTENb NMPUHUMAET MepbI MO KOHTPOMIO pUcka Ui 0B6OCHOBLIBAET B OTYETE NO MEHEAXKMEHTY pUCKa, NoYeMy 3TOro He
6bino caenato.

A.2 NpuMeHeHUe K UCTOYHUKAM KNETOK M TKaHel YyenoBeKa

B HacTosAWwem cTaHgapTe pacCMOTPEHbl Takue Martepuansl, Kak:
a) XKU3HECNOCOOHbIE KNETKN U TKaHW AYTONOrMYHOro U annoreHHOro NPOUCXOXAEHUA, U
b) XKWU3HECNOCOoBHbIE KNETKN U TKaHW, nony4eHHble OT XXUBbIX U TPYNHbLIX JOHOPOB.

A.3 MpuMeHeHne K MaTepuanam, NONyYeHHbIM TPETbel CTOPOHOIH

HacToswmii cTaHAapT MOXHO NPUMEHSATL B TOM CIydae, ecnn maTepuarsl, UCronb3yeMble NPou3BoguTenemM, Guinu
B3ATbI OT YenoBeKka U NOAroTOBNEHLI TPETbeH CTOPOHOM UNn cybnoapsa4mkoM. NpU paccMOTPEHUM PUCKOB, CBA3AHHLIX C
UCMomnb30BaHWeM AaHHbIX NPOAYKTOB, NPOU3BOAUTENN AOIMKHLI 3anpalunBaTh OT UX NOCTaBLUWKOB NMOATBEPXAEHUE TOrO,
YTO OLIEHKa NPUMEHNMOCTU YenoBeYeckoro MaTepuana ocCHoBaHa Ha COOTBETCTBYIOLLMX TpeBoBaHUSAX HACTOALLEro CTaH-
JapTa Unu UCnonb3oBanuch ansTepHaTuBHBIe NOAXoALl. [Mony4eHHan uHdopMauusa AomkHa GbiTb BKIoMeHa B OTYET NO
MeHeIXKMEHTY PUCKOM, KacaroLMACH MEAULIMHCKOTO NPOAYKTa, CoAepKaLLEero KNETKU, U €CNU NPUMEHUMO, TO MOXET ObiTb
flonornHeHa MHgopMaLMei, MOCTaBNAEMON TPETbEH CTOPOHON UNKU cyBnoapsAYUKOM.
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Mpunoxexue B
(cnpaBouHoe)

Mpaduueckoe npeacTaBneHne 4acTu npouecca MeHeXMeHTa PUCKOM Ana MeaULUMHCKUX NpoAayKTOB,

coaepXxawmx KneTku

Mpeanonaraemoe
MCNoNL30BaHne

npoaykra

Mpouecc aHanusa pucka.

Y

WUpeHtudukaumna

ONAacHOCTEN U OLeHKa
pucka

\

\
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PucyHok B.1 — Mpadhndeckoe npefcTaBneHne Yactu npoLecca MeEHEAXXMEHTa PUCKOM
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MpunoxeHune C
(o6sa3aTrenbHoe)

TpeGoBaHUA K BbIOOPY AOHOPOB U UCNIbITAHUSA

C.1 O6wwme nonoxeHus

KpuTtepuu BeiGopa JOHOPOB OCHOBaHbI Ha aHanmae PUCKOB, CBA3AHHbIX C MPUMEHEHNEM OnpeAeneHHbIX KNETOK Uin
TKaHel, U NnpegnonaraeMoM HasHa4YeHU MeAMLIMHCKOrO NPOAYKTa Ha KNeToYHOW ocHoBe. MIHAUKaTOpbL! 3TUX PUCKOB A0NK-
Hbl BbITb ONpegeneHsbl NyTeM MegULWHCKOrO 0CMOTPa, PacCMOTPEHUS UCTOPUWN MEAWLIMHCKOrO W NoBejeHYeCKoro pucka,
a TakKe nocpefCcTBOM GUOMNOrMYEcKUX WCMbITaHUIA, MaTonoroaHaToMUYeckuxX MccrnefoBaHuii (ANA TPYMNHBIX JOHOPOB) U
Apyrux noaxogswmnx uccrnegosaHuii. JOHOPOB UCKMOYAIOT U3 CiUcKa NoTeHLUWarnbHbLIX OHOPOB, €CMN OHU NOANaAatoT Noj
ntoBoit kKpuTepuii U3 nepevncrieHHblx B C.2.1, kpome Tex criydaeB, Korga ux Ucrnonbs3oBaHne JoKyMeHTanbHo 060CcHOBaHO
B XOfi€ OL|eHKM pUCKa, YTBEPXOEHHO! OTBETCTBEHHbLIM JIULIOM.

Ecnu B cTpaHe, Ha TeppuTOpUM KOTOpPOI ByAyT NCMONB30BaTb MEANLMHCKUIA MPOAYKT, CYLLECTBYIOT AOMNOMHUTENb-
Hble HauWoHarnbHbIe UMW PerMoHanbHBIe KpUTEPUN, KPOME YCTaHOBMEHHBIX, TO OHU TakXe NPUMEHUMBI.

C.2 TpynHble AOHOPbI

C.2.1 Obwme KpUTepun AnsA UCKIIoYeHUs

a) HenaBecTHas npu4mMHa cMepTH, 3a UCKITIOYEHNEM TeX cryyYaes, Korga BCKpbITUE AaeT uhdopMaLmio o npudnHax
CMEPTH, W HN OAMH M3 OBLLMX KPUTEPUEB UCKITIOYEHUS, OMpPefeneHHbIX B HACTOALLEM NYHKTE, HE MPUMEHNM.

b) UcTopus sabonesaHus HesscHo aTnonorum.

¢) Hanuuune B HacTosLee BpEMS UNKU B @aHaMHe3e OHKOMOrMYECKUX 31T0Ka4eCTBEHHbIX 3abonesaHuii. BoaMoxHbIMK
UCKITIOYEHUAMM ANS JaHHOro KpUTepusi ABNAOTCA NepBuYHasn 6asanbHOoKIIeToNHas KapLMHOMa, KapLuHoMa in situ Lweikn
MaTKU W HeKOTopble MepBUYHLIE OMYXONU LIEHTPaNbHON HEPBHOW CUCTEMBI, KOTOPbIE MOTYT ObITb NPUeMNeMLIMA NpKU Ha-
TINYMU U3BECTHON KIMHUYECKOWA MCTOPUM [oHOpa.

d) CucTeMHele UHDEKLMU, KOTOPLIE HE KOHTPOMUPYHOTCA HA MOMEHT 3abopa MaTepuarna, Bkroyasn 6akrepuansHble
3aboneBaHus, CMCTEMHbIE BUPYCHbIE, FPUBKOBbIE UNK NapasuTapHble HeKLUn NMMbo cyllecTBEHHbIe NoKanbHble MHpeK-
LMK B 3abupaemMblX TKaHAX U KIeTKax.

e) BUM (Bupyc nMMyHoaeduLMTa YeroBeka), OCTPbIA UM XPOHUYECKUIA renatut B (3a ncknoveHweM nuy ¢ nog-
TBEPXAEHHBIM UMMYHHBIM cTaTycom), renatut C u HTLVI/II (Bupyc T-kneTouHoro neikosa Yenoseka l/Il) B aHaMHese,
KIMTUHUYECKU K NabopaTopHO NOATBEPXKAEHHbINA, @ TalkkKe pUCK 3apaXkeHns UNKU CBUAETENLCTBa (PaKTOPOB pPUCKa AaHHLIX
NHEKLMA.

f) XpoHuyeckoe cucTeMHOe ayToMMMyHHOe 3abofieBaHuWe, KOTOpOe MOXET MOBMUSATE Ha KayecTBO 3abupaembix
KIMETOK UNu TKaHew, B aHamHese.

g) MpusHaku Toro, 4To pesynsraThl nabopaTopHbIX nccneaoBaHuii 0b6pa3LoB JOHOPCKON KpoBU ByAYyT HeaencTBuU-
TenbHbI MO NPUYKHE:

1 crnyvaeB reMoaunoLMKU, ecnu nony4nTs 06pasLibl KpoBU [0 NPOBEAEHUs 3TOM NpoLeaypbl HEBO3MOXHO; UNK

2 ne4yeHna MMMyHoOCynpeccopaMu.

h) CeugeTtenscTBa NtoGLIX 4pyrnx pakTopoB pUcKa MHeKLnoHHoro 3aboneBaHnsi Ha OCHOBE OLIEHKU pUCKa C yde-
TOM UCTOPUW NepeMeLLeHNa AOHOpa U ero KOHTaKTOB, a Taloke NoKarbHOW pacnpoCcTpaHEHHOCTU MHGEKLUOHHBIX 3ab0-
neBaHuii.

i) Hanuune Ha Tene goHopa U3NYecKUX NPU3HAKOB, KOTOpble MOrYT yKa3blBaTb Ha PUCK UHEEKUMOHHOrO(bIX)
3aboneBaHus(Min).

j) MpreM BHYTPb Unn Bo3geiicTBME BelLeCTB (TaK1X Kak LinaHua, CBUHEL], PTYTb, 3010TO), KOTOpble MOTyT 6bITk Nepe-
flaHbl peLMnUeHTy B fjo3e, KoTopas MOXET ObITk onacHa A ero 30poBbs.

k) HepaBHss BakUMHaLWA X1BBIM OcniabrneHHbIM BUPYCOM, €CIM CHUTAETCS, YTO CYLLECTBYET PUCK 3apaXeHus.

|) TpaHcnnaHTaTkl U3 KCEHOTKaHew.

m) Puck nepegayn 3aboneBaHuii, BbldbiBaeMblX MHPEKLUMOHHBIM areHTom TSE.

[aHHbI pUck XapakTepeH, HanpuMep:

1) ansA nofeit ¢ anarHocTupoBaHHoi GonesHbio KpeiiTudenbara-Akoba, unu BapnaHTHol 6onesHbio KpeitTydens-
ATta-Ako6a, unu uMetoLMx B cemeiiHoM aHaMHese 3abonesaHune KpeiTudenbaTa-Akoba HeTPOreHHOro Xapakrepa;

2) nropein ¢ BbICTPO Nporpeccupytowien AeMeHUUeRn nnnm fereHepaTtuBHbLIMU HEBPONOrM4ecknMmn 3abonesaHuamu,
BKItovas 3aborneBaHUsi HEN3BECTHOMO NPOUCXOXAEHUS, B aHaMHEe3e;

3) peuMnMeHToB ropMOHOB, MOMYYeHHLIX M3 rMNodur3a YenoBeka (HanpuMep, rOPMOHOB pocTa) U PELMMUEHTOB C
nepecaxeHHoW poroBuLiei, cknepoit u dura mater, a Taloke NnL, KOTOpbLIE NEpeHecn HeAOKYMEHTUPOBAHHOE HelpoXu-
pypruyeckoe BMeLLATENbLCTBO (MpY KOTOPOM Mormfa Uenonb3oBaTees dura mater). [Ana BapuaHTHol 6onesHu Kpeitudens-
ATa-7koba pekoMeHAyeTCs UCNoNb3oBaTh AanbHeLne Mepbl NPe]oCTOPOXHOCTH.

C.2.2 lononHutenbHbIe KPUTEPUN ANS AETCKOrO NOCMEpPTHOro AOHOPCTBA

[eTtun, poxgeHHble oT MaTepu, uHdUUMpoBaHHoii BUY nnu nognapatowient nog noboin KpUTepuii UCKIIOYEHUS 13
OMUCaHHbLIX BbiLe, JOSMKHBI BbITb WCKITHOYEHBl U3 CMUCKa JOHOPOB, A0 TEX NoKka Henb3s BygeT TOYHO WCKITHOYWMTB PUCK
nepegayun MHdeKLUmm.
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[eTu B BO3pacTe MnagLule 18 Mec, poxaeHHble 0T MaTepeit, MHduLmpoBaHHbLIX BUY, a Takke npu Hanuyuuu renatu-
Ta B, C unu Bupyca HTLVI/II, unu ¢ puckoM Hanuuns Tako MHpEKLWUK, KOTopbie Nosyyanu rpyAHoe MONOKO MaTepu B Te-
YeHue npeabIayLwnx 12 mec, He MOryT 6bITb AOHOPAMUW BHE 3aBUCUMOCTM OT pe3ynsTaToB aHanuTUYeCKUX nccrenoBaHui.

Hetn, poxaeHHble oT MaTepei, UHPUUMpoBaHHBIX BUY, npu Hanvuum renatuta B, C unu supyca HTLVI/II, unu ¢
PUCKOM HanNn4nA Takon MHeKLMUK, KOTopbIe He NONYyYanu rpyAHOe MOSIOKO MaTtepu B TeHeHWe NpeabIayWwmnx 12 Mec n ana
KOTOpbIX NPOBEAEHNE aHaNUTUYECKUX UCCNeaoBaHUA, MeAULIMHCKOro OCMOTpa M 0630p MeagULUMHCKOW AOKYMEHTaLUN He
NOATBEPAUNN HaNNYNE BhILLENEPEYNCNEHHBIX UHADEKLWA, MOTYT BbITb OHOpaMM.

C.3 MNpuxusHeHHoe AoHopcTBO. O6WMe KpuTepun otbopa

C.3.1 AyTonoruyHbii XMBOW AOHOP

Mpw 3abope TKaHel U KNETOK cneayeT NPUMEHSATL TOT Ke MUHUManbHLIA Habop TpebosaHWil Guonormyeckoro Te-
CTUPOBAHWSA, YTO W ANA annoreHHoOro XWBoro AoHopa. MonoxutenbHble pesynsrathl NabopaTopHbIX UCCEeAoBaHUiA He
06a3aTenbHO NPENATCTBYIOT XpaHeHUto, 06paboTke U peuMniaHTaLmn TKaHelh UK KneTok nubo Apyrux Npoaykros, no-
NYYeHHbIX U3 HUX, €CNIU UMEETCA COOTBETCTBYOWEEe U30NUPOBaHHOE XpaHeHUe Ansi obecneyeHns Toro, YTO HET pucka
nepekpecTHOW KOHTaMUHaLUKU ¢ ApYrMMU TpaHCNNaHTaTamMu, /UK HET pucka 3arpsi3HeHnst clyyaiHbIMK BelecTBamu, u/
UNU NepenyTbiBaHUSA.

C.3.2 AnnoreHHblif XXMBOI JOHOP.

ANNOreHHbIX XUBbLIX JOHOPOB AOMKHBI OTOUPATh Ha OCHOBE COCTOSHUS WX 340POBbS U MEAMULIMHCKOrO aHamHesa,
KOTOpbIii cOBMpaloT ¢ NOMOLLbI0 aHKETUPOBAHWUA U WHTEPBLIOMPOBaHUSI AOHOPOB, NMPOBOAUMOrO KBanMdUUUpoBaHHBIM
1 06y4eHHbIM MEAWLMHCKMM MepcoHanoM. Takas OoueHKa AOKHA BKIOYaTb 3HauYMMble (hakTopbl, KOTOpble MOryT no-
BNUATb Ha BLISBNEHWUE N UCKIIOYEHUE NUL, JOHOPCTBO KOTOPLIX MOXET NPEfCTaBNsATbL PUCK 3,0POBLIO APYriX, TAKoN Kak
BEPOATHOCTb Nepefayn 3aboneBaHns UM pUck Ux cobcTBEHHOMY 3g0poBbto. [pu nobomM goHopcTBe npolecc 3abopa
He AOIMKEH BNMUATL Ha 3[0POBLE JOHOPa WNKW ero yxyawatb. B cnyyae 3abopa nynoBMHHOW KPOBU MIW @MHUOTUYECKOM
MeMOpaHbl 3TO NPaBMITO NPUMEHUMO KaK K MaTepH, Tak U K pebeHKy.

KpuTepun ot6opa ansoreHHbIX XUBbLIX JOHOPOB AOMKHEI BbITh YCTAHOBIEHB! M OTPaXeHb! JOKyMeHTarnbHO 6aHKoM
TKaHel (a Takxe BpayoM, NPOBOASALUMM TpaHCNNaHTaLUIo, B Cllyyae HernocpefCcTBEHHON nepeaaqn peLmnueHTy), OCcHO-
BbIBasCb Ha KOHKPETHbIX AOHOPCKUX TKAHSAX UMK KNeTkax, a Takke Ha U3MYECKOM COCTOSIHUW JOHOPa, MEAULIMHCKOM U
noBefeHYeCKOM aHaMHese W pesynbraTax KNMHWYECKWX uccriefoBaHuil U nabopaTopHbIX UCTbITaHWIA, onpeaensioLmx
COCTOSHWE 3[0POBbLS JOHOPA.

[Ho- u nocrnepoaoBoii 3a6op KneTok TpebyeT OLeHKM COOTBETCTBYIOLLEro pucka Anst pebeHka Bo BpeMsa nocnepo-
foBoro ocMmotpa. [ina 3abopa KNeToK NyNoBUHHOW KPOBU A0 UNU Mocne PoAoB, a Takke aMHMOTMYECKOH MeMBpaHbl MaTb
paccmaTpuBatoT B Ka4ecTBe JOoHopa.

CnepyeT NPUMEHSATL Te Ke KPUTEPUM UCKITHOYEHUS, YTO U ANA TPYNHLIX OHOPOB, 3a UckniodeHnem C.2.1, a).

B 3aBucumocTn oT 3abvpaemMbix TUMOB KNETOK UMW TKaHel MOryT NMPUMEHsTb Apyrue cneyududeckue KpUtepum
UCKIKOMEHUS, TaKue Kak:

a) 6epeMeHHOCTb (3a UCKIIOYEHMEM JOHOPOB KNETOK NYNOBUHHO KPOBW U @MHMOTHUYECKOW MeMOpaHbl U JOHOPOB-
cnBcoB reMomnosTUHECKUX NMPOreHUTOPHLIX KNETOK);

b) rpyaHoe BckapMnmMBaHue,

C) reMonoaTU4eckne NPOreHUTOPHbLIE KIETKN NPWU BO3MOXHOCTMW Nepegaqn HacrnefcTBeHHEIX 3aboneBaHuii.

C.4 Buonoruyeckue UcnbiTaHUs, Heob6xoaMMble Ansi LOHOPOB

Cnegytolme bruonorudeckne McnbITaHUS LOSXHbLI MPOBOLUTL ANSl BCEX JOHOPOB B Ka4ecTBe MUHUMarbHbIX Tpebo-
BaHWiA:

a)BNY 1 1 2 — anTn-BNY-1, 2;

b) renatutbl B — HBsAg (NoBepXHOCTHbIA aHTUreH renatuTa B), HBc (aHTUTena k cepgLUeBuHe BUpyca renatuta B),

¢) renatutel C — anti-HCV-Ab (aHTuTena k Bupycy renatuta C);

d) cucbunuc — (cM. ganee).

WcenepoBaHue Ha aHTUTeNa K BUpYCy T-KneTodHoro nerikosa Yenoseka (HTLV) I/Il cnegyeT npoBoAUTL B COOTBET-
CTBWM € HaLMOHaNbHBIMU HOPMAaTUBHLIMU [LOKYMEHTaMU.

Ecnu anti-HBc nonoxuTeneH, a HBsAg oTpulaTteneH, To HeobxonuMbl AONONHUTENBHEIE MCCNEAOBaAHUA C OLIEHKOW
pucka AN onpefeneHns BO3MOXHOCTU KITMHUYECKOro UCMonb3oBaHWs LOHOPCKOro MaTepuarna.

CnepyeT “cnonb3oBaTh BanMaMpoBaHHbIA anropuT™ NabopaTopHbIX UCCNefoBaHuii ANA NCKITIOYEHUS HanMuns ak-
TUBHOW UHeKUMN Treponema pallidum. HepeaKkTUBHbIA TecT, cneunduyHbIi UNKU HecneynduUHbIA, AonyckaeT ucnonb-
30BaHWe TKaHel K KneTok. Ecnv npoBoAsAT HecneLudUYHbIA TeCT, peakTUBHLIA pesynsraT He nNpensaTcTeyeT 3abopy unu
rony4eHuto, ecnu cneyududHelil TecT Ha Treponema pallidum, npoBoauMEIA ANSA NOATBEPXKAEHUS, He peakTUBeH. [Ans Ao-
Hopa, Yell obpasel| peakTUBeH Ha Treponema pallidum npu cneynduUYHOM UCMbITaHUK, HeOBX0AMMO NPOBEAEHUE OLIEHKU
pucka ANA onpegeneHns AonyCTUMOCTU KITMHUYECKOrO UCTIONbL30BaHMS.

MoryT notpeboBaTbcA AOMNOMHUTENbHBIE UCCMEA0BaAHUS B 3aBUCUMOCTN OT aHaMHe3a JOHOpa W XapaKTepucTUK
3abupaeMblx TkaHeil unu kneTok, Hanpumep RhD (D-aHTureH pesyc-rpynnbl), HLA (neikouuTapHbIil aHTUreH YenoBeka),
mansapus, LIMB (umTomeranosumpyc), Tokconnasmos, EBV (Bupyc Onwreitha-bappa), Trypanosoma cruzi.

B oTHOLEHUW ayTonornyHelx goHopos cM. C.3.1.
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C.5 Tpe6oBaHuA ANsa onpeneneHus 6MONOrMUecKMX MapKkepos

C.5.1 O6LmMe nonoxeHus
McnbiTanua AomKHEl NPOBOAUTL B KBanudULUMpoBaHHoi nabopatopuu.

MpuMedaHue — KsanuduumposaHHoih NaBopaTopueil ABNAETCA aKKpeaUToBaHHas, NULEeH3NpoBaHHas, 3a-
perMcTpupoBaHHas Ui aBTOPM30BaHHas B COOTBETCTBUN C MeCTHLIMU TpeGoBaHUAMM NabopaTopus.

Mcnonb3ayemeblid TUR UCMBITAHUIA AoMXeH ObiTb YTBEPXAEH ANSA fJaHHbIX Lienei B COOTBETCTBUM C TEKYLLUM YPOBHEM
pasBuTUA Hayku. Bruonorndyeckne NcnbITaHA AOMKHLI NPOBOAUTE Ha ChIBOPOTKE UK NnasmMe J0HOpa U HU B KOEM cryyae
Ha APYrux XUAKOCTAX UMW BblAENeHNsX, TakuxX Kak Boga Unu CTEKOBUAHOE TENO, ecrniv KOHKPETHO KITMHUYeckn He obo-
CHOBaHO WCMOSb30BaHWe YTBEPXAEHHOrO UCMbITaHWUA ANS TaKUX XXUAKOCTEH.

C.5.2 l'emogunouuns

Ecnun noTeHuUuansHble JOHOPLI NOTEPSANW KPOBb U HeJaBHO NonyYanu oT JOHOPOB KPOBb, KOMMOHEHTLI KPOBM, KOM-
nonabl NN KPUCTaNMonAbl, UCNbITAHNSA Ha KPOBU NOTEHLMaNbHLIX AOHOPOB MOrYT ObITb HEAEACTBUTENBHBIMU U3-3a Fremo-
Auntoumn obpasua kposu. B crnegytolux cryvasx HeoBxoaMMo UCMoNb3oBaTh anropuTM OLEHKU CTENEHW reMOAUNIoLUMN:

- 3abop 06pa3sLioB KPOBM A0 HACTYNMEHUA CMEPTU: €CNN KPOBb, KOMMOHEHTLI KPOBM M/MNK Konnouasl 6binn BBege-
Hbl B TedeHue 48 4 fo 3abopa kpoBu Unu Kpuctannougel 6uinv BBeAeHsl 3a 1 4 go 3abopa oGpasLios;

- 3a60p 06pasLoB KPOBM NOCMe HaCTYNNeHUs CMepPTH: €CNN KPOBb, KOMMNOHEHTLI KPOBW M/UMNK Konnouaw! 6binv BBe-
[leHbl B Te4eHue 48 4 0 CMepTy UKn KpucTannougbl 6elnv BBegeHbl 3a 14 4o cMepTu.

BaHK TkaHeil MOXeT NPUHUMATL TKaHW W KNETKU OT JOHOPOB, KOTopble Bbinu uccnepoBaHbl Ha ONpeAeneHHble UH-
dekLMoHHble 3aboneBaHus, Ucnonb3ys obpasel, KPoBW, KOTOPLIA NPeanoNoXUTENLHO pa3sBeaeH Gonee yem Ha 50 %,
TONBKO €CINK UCTIbITaHNA YTBEPXAEHb! ANA UCMONb3oBaHWA Takoro obpasya unu ecnu goctyneH obpasel, KOTopbIi Obin
B3ST A0 NepenuBaHus/BBeAeHNS.

C.5.3 3a6op o6pa3LoB OT TPYNHbIX AOHOPOB

B cnydyae TpynHbIX AOHOPOB 06pasubl KPOBU AOMKHLI 6biTb NONYYEHLl HEMOCPEACTBEHHO NEPEA CMEPTHLIO, MNMN,
€CcIn 3TO HEBO3MOXHO, 3abop 06pa3yoB AomkeH GbITb B TeHYeHUe 24 4 nocrie cMepTu.

C.5.4 3a6op o6pasuLoB OT KUBbIX AOHOPOB

a) B cnyyae xuBbIX [JOHOPOB (3@ UCKMIOMEHUEM, NO NPaKTUYECKUM MPUYMHAM, ansioreHHbIX JOHOPOB CTBOMOBbLIX
KINETOK KOCTHOrO MO3ra 1 CTBOMOBLIX KNETOK Nepudepu4eckoin Kposm) obpasLibl KpOBU A0MKHEI BbITb MONyYeHb B MOMEHT
3abopa MaTepuana unu, ecrnv 3To HEBO3MOXHO, B TeYEHWe ceMun AHeit nocne 3abopa MaTtepuana (sTo «obpasel, JOHOP-
CKoro martepuanay).

b) Ecnun TKaHW 1 KINETKM anmoreHHbIX X1BbIX AOHOPOB MOTYT XpaHUTBLCS B TEHYEHUE ATTUTENBLHOMO NEpuoga BpeMeHwu,
TpebyeTcsa NoBTOPHLIN 3a60p 06pa3LioB U NpoBefeHUe UCTIbITaHWii Yepes 180 aHel. Mpu NOBTOPHBIX UCNBITaHUSAX o6pasel
[ OHOPCKOro Matepuana MoxeT ObITb nonyyeH 3a 30 AHel A0 1 Yepes 7 AHeli nocne 3abopa maTepuana.

¢) Ecnu TkaHW 1 KNeTKV annoreHHoro X1Boro JO0Hopa He MOTyT XpaHUTLCA B TEYEHWe ANUTENBHOMO NepUosa BpeMe-
HW 1 NOBTOPHOE Mofny4YeHne o6pasLioB, crefoBaTerlbHO, HEBO3MOXKHO, TO NPUMEHAETCS NYHKT a).

Ecnu Ans )vBbIX AOHOPOB (3@ UCKITIOYEHUEM JOHOPOB CTBOMOBLIX KIIETOK KOCTHOMO MO3ra W CTBOJIOBbLIX KIETOK ne-
pudpepuyeckoit KpoBu) «obpaseL, AOHOPCKOro MaTepuanay, kak onpeaesnieHo B a), A0NOSTHUTENBHO UCCNeAYIoT METOAOM
amnnudmKkaLmn HyknemHoBbix kucnoT (nucleic acid amplification technique, NAT) Ha BUY 1 u 2, HBV (Bupyc renatuta
B) u HCV, ucnbiTaHWsA NOBTOPHLIX 06pa3LoB KpOBU B COOTBETCTBUK € b) He TpebyeTca. MoBTOPHLIE UCNBITAHUS TaKKe He
TpebytoTes, ecnu ob6paboTka BKITOYAET STan MHaKTMBaLWUK, KOTOPLIA 6bin yTBEPXAEH ANA YNOMSHYTLIX BUPYCOB.

B cny4ae 3abopa cTBONOBLIX KNETOK KOCTHOTO MO3ra 1 CTBOSIOBbIX KNETOK Nepucbepuyeckoil KpoBu o6pasibl KpoBU
JomkHbl BbITe B3SATHI ANA UccrefoBaHus B TedeHne 30 aHeli fo sabopa MaTepuana.

B cnyyae HeoHaTanbHbLIX AOHOPOB Buonoruyeckue nccrefoeaHusa MoryT GblTe NpoBeAeHbl Ha Matepu foHopa Anst
npeAoTBpaLleHns HeobssaTeNbHLIX MEAULIMHCKUX NpoLieayp ANA rpyaHoro pebeHka.
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Mpunoxenue D
(cnpaBouHoe)

PykoBOACTBO NO 3a00py TKaHen

D.1 O6wwme nonoxeHuaA

MaTepmnan KneToK U TKaHel JOIKeH GbITb NoMNyYeH OT AEHTUPULMPYEMBIX JOMKHBIM 0Gpa3oM AOHOPOB NpU Nosy-
YeHUn Ux cornacus. CreupansHeie MPUHLMMBI TPUMEHSIIOT 45151 ayTONOMMYHLIX, XUBLIX U TPYMHbLIX JOHOPOB.

D.2 Cornacue u naeHTucpuKalusa AoHOpoB

[o npoueaypbl NoyYeHUs TKaHel U KIEeTOK JOrKHO ObITh MOryYeHo corracue Ha npoueaypy U AOKyMeHTanbHoO
OTPaxXeHo, KaK U kem Bbln AOCTOBEPHO MAEHTUDULMPOBaH AOHOD.

D.3 OueHka goHopa Ans annoreHHbIX JOHOPOB

HomxHa BTk cobpaHa 1 3anncaHa cooTBETCTBYOLAA MeAULIMHCKas U noBefeHYeckasi tHopmaLus AoHopa B Co-
OTBETCTBUM ¢ TpeboBaHuAMHU, onncanHsiMu B D.5.

[ns nony4eHus cooTBeTCTBYOWEN UHOpMaLMK crieyeT UCNONb30BaTh pasfiMyHble COOTBETCTBYIOLLUE UCTOMHU-
KW, BKINtovasi, No MeHblUel Mepe, cobecefoBaHne ¢ JOHOPOM AN XUBbLIX JOHOPOB U criefytollee, ecni NpUMeHMMO:

a) MefuMLMHCKas [JOKYMeHTaLusa oHopa;

b) cobecepoBaHne ¢ NULOM, XOPOLLIO 3HABLLMM AOHOpPa (A1 NOCMEPTHBIX 4OHOPOB);

¢) cobecefoBaHuWeE C fevaLluM Bpayom;

d) cobecepoBaHue c Bpa4om-TepaneBToM;

€) NPOTOKOM pesynsraToB BCKPLITUS.

Kpome Toro, B criy4ae NocMepTHOrO JOHOPCTBA U B Crlyyae NpWwXU3HEHHOTO JOHOPCTBA NpU Hanuumn obocHoBaHUA
LomkeH BbITb NpoBefeH MEAULMHCKUIA OCMOTP Tena AN BbisiBNEeHUs NiobbiX NPpU3HaKoB, KOTopkle caMu no cebe mMoryT
6bITb JOCTATOMHBIM OCHOBaHWEM A1 UCKITIOYEHUS M3 CNCKA JOHOPOB MIW KOTOPbIE AOMKHbI OblITb PaCCMOTPEHLI B CBETE
MEAULIMHCKOro U MMYHOro aHaMHe3a AoHopa. NMonHasa foKyMeHTauusa AoHopa AoMmkHa O6biTb NepecMoTpeHa U npoaHarnm-
34poBaHa Ha NpeaMeT COOTBETCTBUA TpeboBaHUAM, NPHALABNSAEMbLIM K JOHOpaM, U NnognucaHa KsanuduuupoBaHHLIM
MEAULIMHCKUM paboTHUKOM.

D.4 Mpoueaypa nony4YeHUA TKaHel U KNeTokK

Mpouedypa nonyyYeHNs AOMKHA COOTBETCTBOBATL TUMY AOHOPA U TUNY 3abupaeMblX TKaHeil unu knetok. JormKHb!
6bITb YCTaHOBMNEHI NpoLeAypbl ANS 3aluThl 6e30NacHOCTM NPUXU3HEHHOrO AoHopa. [poueaypbl NONyYeHNUs JOMXKHBI CO-
XPaHATb Te CBOWCTBA TKaHel UNWU KNETOK, KOTOpble HEOBXOAUMEI ANA NX OKOHYATENBLHOrO KNUHUYECKOTO MCMONb30BaHuS,
1 B TO Xe& BpeMA MUHMMU3MPOBATbL PUCK MUKPOBMONOrMYECKOro 3arpaAsHEHNUA B Te4eHne npoLecca.

[Ona 3abopa opraHoB W TKaHel OT TPyMNHbLIX AOHOPOB NNoLWaab AoCTyNa AoMkHa 6bITe orpaHuyeHa. Heobxogumo
MCNonb3oBaTh NOKasnbHOE CTEPUNbHOE Norie, orpaHUYEHHOe CTEPUNBHON NPOCTBIHEN. MepcoHan, ocyLlecTBNALWMA 3a-
60op, AomkeH GbITb OfleT COOTBETCTBEHHO TUNY nonydYeHnsA. OBLIMHO 3TO NogpasyMeBaeT, YTo NepcoHarn BbIMbIT, OAET B
CTePUNbHYIO OAEXAY U CTEPUbHBIE NEpPYATKX, a TakkKe UMEET 3aLluUTy ANS NULUA U XUpYpruyeckne Macku.

B cny4ae TpynHbIX JOHOPOB MECTO BCKPLITUSA JOMKHO ObITb OTpaXeHO AOKYMeHTarnbHO U ornpeAerneH BpeMeHHoM
WHTEpBan MeXAy CMepTLIO U BCKPLITUEM, YTODLI rapaHTMpoBaTh CoOXpaHeHne HeobxoauMbIX Buonornieckux n/unu gusm-
YeCKNX CBOWCTB TKaHel U/Mnu KneTok.

Jio6ble HeraTuBHble coBLITUS BO BpeMsi 3abopa, KOTOpble HAaHECNU UNU MOTYT HAHECTU Bpef >KUBOMY JOHOPY, a
TakKe pesynsraT kakoro-nu6o paccriejoBaHusi No onpeaeneHnuto NPUYUH HeO6XOAUMO OTPa3uTb AOKYMEHTalNbHO W pac-
CMOTpPETb.

HeobxoanMMo ycTaHOBUTL NpaBuna u npoueaypbl ANA CBEAEHUS K MUHUMYMY pUCKa 3arps3HEHWUS TKAHER Unu Kne-
TOK NepCcoHarnoM, KoTopblii MOXeT 6biTb UHULMPOBaAH TPaHCMUCCUBHBIMU 3a6oneBaHUAMM.

[na 3abopa TKaHel U KNETOK AOMKHbI UCMOMNb30BaTb CTEPUNBLHEIE MHCTPYMEHTLI U YCTpOWCTBa. MIHCTPYMEHTbI unn
YCTpoiicTBa AOMKHBI BbITE COOTBETCTBYIOLLErO KaYeCcTBa, BanuanpoBaHsl U HOPMaTUBHO CeEpPTUMULMPOBaHBI U COAEPXKaTb-
ca B pabo4veM cocTosiHUM Ana 3abopa TKaHel U KneTok. ECnu NpUMEHSIIOT MHCTPYMEHTEI MHOTOKPaTHOMO UCNONb30BaHWUS,
COOTBETCTBUE YTBEPXKAEHHOMY MPOLIeCCy YUCTKM U CTEpUNU3aLuu Ans yaaneHus UHPEKUMOHHBIX areHTOB AOMKHO 6biTb
OTpaxeHO AOKyMeHTarnbHo. HeobxoguMo BHEAPUTL CUCTEMY, KOTopasi Mo3BONMT 06ecneyYnTb KOHTPOrb BCEX UHCTPYMEH-
TOB UMK YCTPOIACTB Ans 3abopa A0 npuxoga AoHopa UK A0 MOMEHTa NOIyYEeHUA TKaHeN UK KIETOK.

Becb cooTBeTCTBYIOLMIA NEpcoHan AOIMKEH NMPOUTU Haanexalyee oby4yeHWe No UCMOorNb30BaHWIO TakUX YCTPOWCTB.
HeobxoauMo coxpaHsaTe AOKYMEHTaLMIo, NOATBEPXKAAIOLWW Y0, YTO BECb COOTBETCTBYIOLLMIA NepcoHan Npolen Hagnexa-
Lee obyvyeHne No UCMONbL3OBaHWUIO TakKUX YCTPOMCTB.

D.5 [lokymeHTauusa goHopa

D.5.1 Ana kaxpgoro foHoOpa AofkHa ObITh 3aBefeHa UCTopUS, cofepallast:
a) NUYHOCTb I0HOPA, T. €. UMS, aMUIUIO U AaTy POXAEHUS (€Crn B AOHOPCTBE y4acTBYIOT MaTb U peBeHOK, TO UMsl,
amunuio u gaTy poXXAeHUs MaTepU U UMSI, ECITU U3BECTHO, U AaTy poxaeHus pebeHka);
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b) BospacT, non, MEANUMUHCKUIA N NnoBeAeHYECKUA aHaMHe3 (cobpaHHOW MHMOPMALIMKU JOMKHO BbiTb JOCTATOMHO
AN MPUMEHEHUA KPUTEPUEB UCKITIOHYEHMS, ecnu HeobxoauMo);

C) Bpemsa ¢ MOMEHTa cMepTHu 10 MOMeHTa 3abopa;

d) BbIBOALI HA OCHOBaHWM OoCMOTpa Tena, eCnu NPUMEHNMO;

e) hopMyny reMoagUnIoLMKU, eCrim NPUMEHNUMO;,

f) dhopmMy nHdpopmMmpoBaHHoro cornacus/paspelleHns, ecrim NPMMEHNUMO;

g) KNMHNYecKne AaHHble, pesynbrarbl nabopaTopHbIX UccnefoBaHUin U pesynsraThl pyrux NpoBeAEeHHbIX NCTbITaHWiA,

h) pesynbTaThl BCKPLITUSA, €Criv NPOBOAWNOCH (ANA TKAHEN W KIETOK, KOTOpble He MOTYT XpaHUTbCS B TEYEHWE Anu-
TenbHOro nepuoaa BpeMeHu, AoImKeH BbiTk 3anucaH npegBapuTENbHbLIA YCTHBIA OTYET O BCKPLITUK);

i) ANS AOHOPOB reMONOSTUYECKUX MPOreHUTOPHBIX KIETOK NPUrOAHOCTL AOHOPa BLIOPAHHOMY PeLMNUeHTY;

j) Npu HesaBucMMOM AOHOPCTBE, KOTAa OpraHW3auus, OTBETCTBEHHas 3a 3abop MMeeT orpaHWYeHHbI AOCTYN K
[aHHbIM peuunuerTa, HeoBXxoAMMO NPEOCTaBUTL OpraHu3aLmMi, NPOBOASLLEN TpaHCNNaHTauulo, aHHble 0 AoHope, A0-
CTaTouHble 418 NOATBEPXAEHUA NPUrOAHOCTH JOHOpa.

D.5.2 Opranusauus, nposogsilasn 3abop, AoMKHa co3aasaTh OTYET 0 3abope, KOTOPLIA NepefaeTca BMeCTe ¢ TKa-
HAMU.

OpraHusauus, nposofsLyas 3abop, foMKHa co3faTtk oTHET 0 3abope, KoTophli nepefaeT B 6aHK TkaHel. [JaHHbli
OTYET JOIMKEH coaepxXaTtb, Mo MeHbLUER Mepe, creayioLlee:

a) naeHTUdMKauuio, HauMveHoBaHWe U agpec B6aHka TkaHel, KOTOPLIA NoNyYaeT KNETKU UNKU TKaHW,

b) AaHHBIE NMYHOCTK AOHOpPa (BKIoYas MHOPMaLMIo, Kak 1 Kem bblna ycTaHoBMeHa NUYHOCTL JOHOpPA),

C) onucaHue u naeHTUduKaumio 3abpaHHbeIX TKaHel 1 KneTok (Bkniovas obpasubl Ans UCCNeaoBaHuUiA);

d) MMYHOCTL NUL@, OTBETCTBEHHOIO 3a 3abop, BKIKOYas NOAMUCH;

€) Aaty, Bpems (ecnu NpUMeHNMOo, BPEMS Ha4ana W OKOHYaHWs) U MecTo 3abopa, a Takke NPUMEHEHHble CTaH-
fJapTHele pabodne npoueaypsl, BKIoYasa nobble NpoUCLIECTBUSA; €CN NMPUMEHUMO, TO YCIOBUA OKPYXXalowwen cpeabl B
yupexaeHnm, B KOTOPOM NpoBoAunu 3abop (onucaHune dpusnyeckoi obnactu, B KOTOpoil nponcxoaun 3abop matepuana);

f) ANA NOCMepPTHOro AOHOPCTBA YCMOBUSA, B KOTOPbLIX XPaHUTCA TPYN, T. €. 3aMOPOXEH (UNKN HET), BpeMA Ha4ana u
OKOHYaHUS 3aMOPO3KMY;

g) UAEHTUDNKALMOHHBIA HOMEP/HOMEp NapThU UCTMOMb3OBAHHBIX peareHToB U pacTBOPOB ANA TPAHCNOPTUPOBAHUA.

OTueT JOMKeH TakKe cofepxaTtb JaTy U BpeMs cMepTU. Bce 3anucn JOmKHbI BbITb YETKUMU U YUTAEMbIMU, 3aLLu-
LEHHBIMW OT MOCTOPOHHWX NMOMPaBOK; OHU JOXHbI XPaHUTBLCA U ObITb AOCTYNHBIMU B JaHHOM COCTOSIHUW B TE4EHUE BCEro
YCTaHOBNEHHOro nepuofa XpaHeH!si B COOTBETCTBUN C 3aKOHaMK O 3alLUTe AaHHbIX.
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MpunoxeHune E
(o6sa3aTrenbHoOE)

Tpe6oBaHUA K OOPALLEHMIO C KITETKAMM U TKAHSAMU BO BpeMsi NPOU3BOACTBA

E.1 O6Gwue nonoxeHun

Mpouecc NPou3BOACTBa MEAWULIMHCKUX NPOAYKTOB, COAEPXKALUMX KIETKU, AOMKEH GbiTh TWaTENLHO pa3paboTaH u
yTBEpXAeH Ana obGecneveHna cTabunsHocTu npogykumn. Bee TpeGoBaHus AomkHbI BbITE onpeaeneHbl h 060CHOBaHGI.

Ecnu B cTpaHe, B kKoTopoi GyayT UCMonb3oBaTh MeJMLIMHCKWIA NPOAYKT, CYLLECTBYIOT A0NONHUTENbHbIE HALWOHamNb-
Hble WM pernoHanbHble TpeGoBaHUS CBhILLE OMNpeAeneHHbIX B JaHHOM MPUIOXEHUM, TO NPUMEHNMBI Takne TpeboBaHms.

MpumeyvaHune —PykoBoacTsa no cneynanbHLIM TpeboBaHMAM K 06paLLieHuIo ¢ KneTKamu U TKaHAMU BO BpeMsi
Npoun3BoACTBa MOXHO HaWTK NO ccbinkam [38] u [46].

E.2 Cneuuncpukaumun

TpebyeTcsi Hanuune cneumduKaLMin Ans NCTONMb3YEMbIX KIETOK U TKaHel, BCeX NPou3BoACcTBEHHLIX 06aBoK, Npo-
MEXYTOYHOro U MeguLMHCKoro NpoaykTa. CreuudukaLum AomkHbl BbiTb JOKYMEHTArBHO 3apUKCMPOBaHbI.

E.3 JokymeHTauus

TpebyeTcs Hanuune npouedypbl, OTPaXXEHHON AOKYMEHTanbHO, C NoApPobHBEIM onucaHWeM NPOU3BOACTBA KNETOoY-
HbIX KOMMOHEHTOB U KOHEYHOro NpoaykTa. [lormxeH ObITb onucaH TUM MaHUNYNALUWA, HeoBxoaMMBIX ANA 06paboTku KNeTok
1 noafepxarus ousmonornyeckoit yHkLmMm knetok. JomkHa 6bITb nogroToeneHa 6rnok-cxema Bcero npowecca, Ha4umHas
¢ GMOOrn4ecKoi XMAKOCTHU, TKaHW UM opraHa Nbo ¢ KNeTo4HOro oHAA, C ykasaHMeM KpUTUYECKUX 3TanoB U NPOMEXY-
TOYHBIX MPOAYKTOB (Hanpumep, MPOMEXYTOYHbIE MapTuK KIETOK), a Takke pabounx napaMeTpoB, NAapaMeTpPOB TEXHONOIM-
YeCcKOro KOHTPOIS U KpUTEPUEB NPUEMKH.

E.4 KoMGuHnpoBaHHble MegULIMHCKUE NPOAYKTbI HA KNETOYHOW OCHOBe

Mpon3BogCTBO MESULMHCKOrO NPOAYKTa, COCTOSILLENO U3 KINETOK U MaTpUL/yCTpoiCTB/KapkacoB, TpebyeT A0NonHu-
TENbHOrO BHUMaHWUS OTHOCUTENBHO B3aUMOLENUCTBUS MeXay KreTkamu/MaTpuueit/kapkacoM U BONPOCOB KavecTsa, CBS-
3aHHbBIX C STUMW KOMMOHEHTaMMU.

MaTpuubl/ycTpoiicTBa/kapKkachl JOMKHLI COOTBETCTBOBATL CBOMM HOPMAaTMBHLIM JOKYMEHTaM U CTaHZapTaMm.

Heobxogumo o6paTuts BHUMaHWe Ha GuogerpagupyemMble MaTepuarbl, KOTopble MOTYT, Harpumep, NoTeHUnarbHO
U3MEHUTL OKPY>KatoLLyto cpey (Hanpumep, NOBLICUTL 3Ha4YeHWe pH) KNeTOoK BO BpeMsi NPOM3BOACTBA WUITU NMOCTe BBEAEHMUS.

E.5 NpousBoagcTBeHHOE NoMelleHne

MpounssoacTBeHHOE NoMeLLeHne AOoMXHO OblTb NPOCTPAHCTBEHHO OTAENeHo oT MecTa 3abopa. Ecnu B ogHOM npo-
M3BOACTBEHHOM MNoMeLlleHWN 0bpabaTeiBatoT pasHble TKaHEBLIE U KETOYHbIE NPOAYKTHI, CYLLECTBYET NOBLILIEHHbIA pUCK
nepeKpecTHOro 3arpsa3HeHnst BO BpeMs Kaxoro stana npou3BoAcTBa, Hanpumep Yepes paboyee o6opyaoBanue. Cnego-
BaTerbHO, HeoBX0A MO BHEPWUTL COOTBETCTBYIOLME MEpPhI MO YUCTKE U KOHTPONIO AMs NpejoTBpaLleHUsi NEPeKpECTHOro
3arpsAsHeHus.

MNMomelLeHne n o6opyaoBaHne ANs NPON3BOACTBA MEAULIMHCKUX NPOAYKTOB Ha KIETOMHOW OCHOBE AOMKHbI BbITh CO-
OTBETCTBYIOLLIMMM 1 aTTeCTOBaHHbIMW A1 aceNTUHEeCcKoro NPoM3BoACcTBa. PekoMeHayeTCsi Mo BO3MOXHOCTM UCNONb3oBaTh
oTAensHoe, cneyududeckoe Ans NpofykTa Unu ofHopasosoe obopysoBaHue.

Ons TpeboBaHuii, oTHocsLWMXCS K 3abopy, cM. Npunoxexue D.

E.6 Mpouenypbl o6palleHuns ¢ KneTtkamu

E.6.1 O6wwme nonoxeHuns

Bce npoueaypkl o6palleHnsa ¢ kneTkamu JormkHbl BbiTe 060CHOBaHbLI € Y4ETOM WX MNpeANnofiaraeMoro UCnosib3oBa-
HUS. BnvsHue MaHUNynsumidi KNeTok UK TKaHell Ha BCex sTanax mpolecca NpousBOACTBa paccMaTpuBaloT B Npouecce
MEHEeIXXMeHTa PUCKOM. 3Ha4MMOCTb U3MEHEHWI (HanpUMep, UCTOMHUK KIETOK, UCXOAHLIE MaTepuarnbl, NPOU3BOACTBEH-
Hble NnaTgopMebl, NPOU3BOACTBEHHbIE 30HbI) TpebyeT 0co60oro BHUMaHUS.

Bce kreTouvHble Npoueaypbl AOMKHEI NPOBOAWTE B COOTBETCTBUM C AOKYMEHTANBHO NOATBEPXAEHHBIMU CTaHAapT-
HbIMU pabo4umMu npoueaypamu. PasnuyHele aTansl Npouecca AOMKHbI ObITh yTBepxaeHbl. JomkeH GbiTe onpefeneH co-
OTBETCTBYIOLUIA KOHTPOMb. MuKpobuonorndecknii KOHTPONb SBMAETCH KIOYEBLIM acrnekToM KOHTPOrsi mpouecca M Me-
HeXMeHTa PUCKOM BCEX KNETOYHbIX Npoueayp. Mo BO3MOXHOCTU creayeT NPOoBOAUTL KOHTPOSb KIETOK, BbipaLUeHHBIX in
vitro, Ha n3bpaHHbIX sTanax npoussogcTBa. KynsTypa AomkHa BbITb UccnefoBaHa Ha MtoGoe MUKpoBHOe 3arpsisHeHue B
COOTBETCTBUU C NpoLeAypaMu BblpalMBaHUA KyNsTUBMPOBAHUSA U XapaKTepucTUkaMm pocTa KIeToK.

PyKkoBoACcTBO Mo creumansHbiM TpeboBaHWAM K 06palleHuto ¢ KneTkamu U TKaHsiMW BO BPEMS1 POU3BOACTBA MOXHO
HalTu no ccblnke [38].
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E.6.2 OtaeneHune opraHa/TkaHu

Mpoueaypa oTaeneHus opraHa W/unu TkaHn JormkHa GbITb ONMCcaHa ¢ yNOMUHaHWEM MCMONb3yeMOoro MeToga 1 nNpu-
MEHEHHLIX pepMeHTOB U cpefbl. CneflyeT yunThIBaTb CTENEeHb NOBPEXAEHNA TKaHEN ANA COXpaHEeHUs npefHa3HaYeHHON
PYHKUMOHANBHOW LIEMOCTHOCTU KIETOYHBIX NpenapaToB U MUHUMU3ALUKU KNETOYHBLIX NpUMeceit B NpoAyKTe (KNETOUHBbIA
AeTpUT, NepekpecTHoe 3arpsi3HeHne ¢ ApYruMmn TUMaMm KNeTok).

HeobxoauMo TlLaTenbHO paccMOTpPEeTh KOHTPONb Cpeabl, B KOTOPOK NpoBOASAT oTAeneHue opraHa/TkaHu. MoxeT
6bITb NONE3HBIM UCMONb30BaTh NaMUHapHbIiA Wkad knacca A.

E.6.3 N3onaumsa HYyXHbIX KNETOYHbIX NONynsauMi

Mpoueaypa, ucnonbsyemas AnA M3oNAUUK, WUNKU odnLeHns, n/unu oboralleHnsa HYXKHOI KIETOYHOW nonynsauuu,
AomkHa 6bITb AOKYMEHTanbHO oTpaxeHa Hagnexalymm obpasom. Mpouecc, Bkntovas 06opyAoBaHNe U peareHThl, AOMKeH
6bITb YTBEPXKAEH C yUeToM achpeKTUBHOCTU NpoLiecca ANs NONYYEHUA HYXXHON KNETOYHON Nonynsiyun.

E.6.4 KynsTBUpOBaHUe KNETOK

Mpouecc KynsTMBMPOBaHUSA KIETOK JOIKeH ObITb YTBEpXAEH, a ero 3¢p¢peKTUBHOCTb pacCMOTPEHa C y4ETOM Npea-
nonaraeMoro ucnons3oBaHus. Itankl 06paboTkn JOIMKHLI 6bITh pa3paboTaHbl COOTBETCTBYIOLMM 06pasoM AN 3aluThl
LenocTHOCTN U PYHKLMM KIeToK. JTiobble MaHMMynsUun Bo BpeMSA KyNsTUBUPOBaHUS JOMKHBI BbITb NOAPOBHO OTpaxeHbl
AOKYMEHTarnbHO U TLaTenbHO KOHTPONUpOBaThCs B COOTBETCTBUM € YCTAHOBMNEHHBIMU NpoLeAypaMu KOHTPONSA npouecca.
MpoAOMKNTENBHOCTL KYNETUBUPOBAHUS KIMETOK M MakCUManbHOe YMCNO NaccaXen KNEeToK AoMKHbI BbITb YeTKo onpeae-
neHbl  yTBepxAeHbl. [lomkHbl ObITb onpeAeneHsbl COOTBETCTBYIOWMUE FEHOTUNUYECKNE U PEHOTUNUYECKNE XapaKTepuCT -
KW MCXOAHLIX KNETOYHBIX KYNBTYP, YCTaHOBEHHLIX NIMHUIA KNETOK U NOMYYEHHBIX KNETOYHBIX KNOHOB, @ Takke yCTaHOBNEHa
UX CTabUNbHOCTb C YYETOM JONTOBEYHOCTU KyNETYpPhI. JJomkHbl 66T NPOAEMOHCTPUPOBaHbLI CTabUNBHOCTL U BOCNPOU3-
BOAUMOCTB MNpoLecca KyNsTUBMPOBAHUS KINETOK, a YCIOBUA KYNETUBUPOBAHUA KNETOK, BKNOYaA Cpeay U NPOAOIMXUTENb-
HOCTb, — OMTUMU3NPOBaHbLI, ONpefieNneHbl N YTBepXAeHbI C y4eTOM NpeanonaraeMoi KMHUYEeCKoi hyHKUWUN npogykTa.

Ocoboe BHUMaHWEe HeobXxoAUMO 0b6paTUTL Ha NOTEHUUan pocTa KNEToK B OTBET Ha AobaBneHHble hakTopbl pocTa,
Tak KaKk cybrnonynsumm KneTok MoryT UMETb MPEUMYLLIECTBO B pOCTE NPW ONpeaeneHHbX yCNOBUAX KyNETUBUPOBaHUSA in Vitro.

O630p Hay4HOI NUTEpaTypbl MOXHO MPUMEHSTL NPU OLEHKE BO3MOXHOCTU Pa3MHOXEHUA BUPYCHBIX 3arpAsHUTenNei
BO BpeMsi KYNETUBUPOBaHMS KIETOK.

E.6.5 MilaMeHeHue knetok

K KrneTkam MOXHO NMPUMEHATb pasnuyHoe BO3fleicTBUE (Hanpumep, PUsndeckoe, XUMUHECKoe U/Unn reHetude-
ckoe). MeTtog, ncnonbayemelit AN U3MEHEHUS KIETOK, AOIMKEH GbiTb NONHOCTLIO onucaH. Mpouecc gomkeH BbITb yTBEpX-
[leH, a ero ahPeKTUBHOCTL OLEHEHa C TOUKU 3pEHUst NMpeAnonaraemMoro UCNoNb3oBaHNUA.

B cnyvae reHeTU4eCKNX U3MEHEHUIA KIIETOK MPUMEHSIIOT COOTBETCTBYIOLWMNE CTaHAApTLl U PyKOBOACTBA.

E.6.6 KneTku, KynsTUBMpPYeMble B UMK Ha MaTpuue/ycTpocTBe/kapkace

Ecnu kneTku BbipalleHbl HEMOCPEACTBEHHO BHYTPU WNKU Ha maTpuue/ycTpoiicTBe/kapkace, ka4ecTBo KOMBGUHMpoO-
BaHHOro MefULMHCKOro NpoAyKTa Ha KNeTOYHOM OCHOBE 3aBUCUT OT AOMKHLIM 06pasoM KOHTPONMpYeMOoro npouecca npo-
nssogetea (cM. E.1—E.5) n kauecTBa kKOMBUHUPYeMoro maTepuana. [ins Takux npogykToB HEOBX0AUMO YHUTLIBATb BAU-
fiHWEe MaTpuLbl/yCTpoicTBa/kapkaca Ha pocT KNeToK, UX GyHKUWIO U LenocTHOCTb. CriefyeT Taioke yuuTbiBaTb BAUSHUE,
KOTOpOe KNEeTKW MOTyT OKasblBaTb Ha U3Aenune (HanpuMep, Ha CKOpocTb pacnaga) (CM. npunoxeHue M).

E.7 KoHTponb B xoae npouecca

Mpolecc Npou3BOACTBa LOMKHEI KOHTPONMPOBaTL NOCPEACTBOM MpOoLieAyp BHYTPU CaMOro MPouecca Ha ypoBHe
KPUTUYECKUX STanos WM MPOMEXYTOUHBIX NPOAYKTOB. MPOMEXYTOUHLIE KIETOUHbIE UM TKaHeBble NPOAYKTH ABMAITCA
npogyKTaMu, KoTopble MOryT GbiTh U30NMPOBaHLl BO BpeMs npouecca; crneuudukaumn STUX NPOAYKTOB AOMKHBI BbITb
YCTaHOBIEHbI A1 rapaHTUi BOCTIPOU3BOSMMOCTM NPOLECcca U CTaBUIBHOCTM KOHEMHOro NpoaykTa. JomxHbl 6bITs onnca-
Hbl UCMBITAHUSA U KPUTEPUN NPUEMKMN.

E.8 OnpegenexHue naptuu

Lienbto onpegeneHus naptuu sernseTca obecneveHne ctabunbHOCTU M KOHTponsl. JonmkHO GbiTb NpeaocTaBreHo
YeTKoe onpefeneHne NpoM3BoACTBEHHOR NapTUK OT UCTOMHUKOB KNETOK UMM TKaHER 40 MapKUPOBKN KOHEYHOTO KOHTEMR-
Hepa (T. e. pa3mep, 4ncno naccaxen/gynnukauuin KNeTok, ctpaterun cbopa, cuctemMa Hymepauuu naptuid). B cnydyae
ayTonorn4yHoro martepuana NponsseAeHHbId NPOAYKT CNeayeT paccMaTpuBarh Kak napTuio.
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Mpunoxexnue F
(o6sa3aTrenbHoOE)

TpeboBaHMA K ynakoBKe U MAaPKUPOBKe

F.1 O6wue nonoxeHusn

Bce nony4yeHHble KNETKU U TKaHWU, MPOMEXYTOYHBLIE U KOHEYHbIE MPOAYKTHI AOMKHBLI XPaHUTbL U YNaKoBLIBaThL CTe-
pUNbHBIMK ANA MUHUMU3ALMK pUCKa 3arpsa3HeHus U pacnafa. UcnonbayeMble KOHTeRHepbl A0MKHBI NOAXOAUTL ANs Xpa-
HEHWUA U TPaHCNOPTUPOBAHUA COOTBETCTBYIOLMX Buorormyeckux marepmano. KoHTeliHepbl AOMKHBI 3aljULiaTb M Co-
XpaHATb 6e30NacHOCTb U Ka4eCTBO TKaHel, copepxalluxcs B HUX. [JomkHbl GbiTb YCTAaHOBNEHLI crieumduKaLmm Ans Bcex
yacTtei ynakoBKu.

F.2 Cneuudukauun

Tpebyetcs Hanuune cneuudUKaLmii Ans Bcex KOMMNOHEHTOB YNaKOBKW (HanpuMmep, Tapa u ynakoBKa, a Takke nep-
BWYHasl yraKoBKa, BTOPUYHAS U BHELLHSIS yNakoBka). Cneuudukaumn omkHb 6biTb 0popMNeHbl AOKYMEHTarbHO.

F.3 JokyMmeHTauua

TpebyeTcs feTanbHOe onucaHue npolecca(oB) YNakoBKW U YNaKOBOYHLIX MaTepuanos.

F.4 XuMunueckue CBOMCTBa yNaKoBOYHbIX KOHTEHHepoB

MepBW4Has ynakoBKka W mMarepuarnbl, KOTOpble BCTYNAOT B HEMNOCPEACTBEHHbIA KOHTAKT € TKaHAMMW AOMKHbI NOJ-
XO4UTb ANst 9TUX Ueneidl. MeguuuHckue matepuansl MoryT 6biTb NPpeANoYTUTENbHOW (hOpMOI yrnakoBKM Gniarogapsi ux
6UOCOBMECTUMOCTH WM TpebOoBaHUIA K KOHTPOIIO KavyecTBa; TEM HE MeHee TaKoW KOHTPONb MOXeT OblTb HefjocTaToueH
W AomkeH 6biTb 06oCHOBaH. 3arpssHeHue NPoAyKTa BbIMbIBaEMbIMUA UNKU BbIAENSEMBIMA U3 YMAaKOBOYHOrO MaTepuana
BeLLecTBaMM, KOTOPbIe ABMSOTCA TOKCUYHBIMU, UMMYHOTEHHBIMU UMW MUPOreHHBIMU, HeoBxoAMMO M3beraTb NOLIMMU Cro-
cobamu.

KoHTeliHep Takxe AoMxeH GblTb UHEPTHBIM MO OTHOLLEHUIO K NPOAYKTY (Hanpumep, AUMETUNCYNbgOKCUL B NMPOAYK-
Te CKIIOHEH BbI3bIBaTb BEIMbIBAHWE BELLECTB U3 HEKOTOPLIX (hOPM YNaKOBKU).

F.5 ®dusnyeckme cBoiicTBa yNakOBOYHbLIX KOHTEIHHEPOB

KoHTeliHepbl AOMXHEI NPENATCTBOBATL PaspyLUEHUI0 KNETOK, TKaHe# U KOHEYHOro NPOAYKTA U3-3a YCNOBUIA OKpY-
Xatoleit cpedbl (HanpuMep, TeMneparypel, ceeTa).

F.6 3arpsisHeHune

YnakoBka AOIMKHa NpensATCTBOBaTh 3arpsA3HEHMIO, Bbl3biBAEMOMY MMLIAMM, OTBETCTBEHHBIMU 3@ YNAKOBKY U TPaHC-
NOpPTMPOBaHWIO TKAHE.

F.7 MapkupoBKa

F.7.1 Ans obecnevyerHns KOHTPONA U OAHO3HAYHON UASHTUDMKALMN TKAHER, UMK KIETOK, NI KOHEYHOTO NPOoAYKTa,
BCe TPaHCMOPTHBIE KOHTENHEPbL! AOMKHLI UMETL STUKETKY.

Ha kaxgyto ynakoBKy, coAepalllyto TKaHu, formkHa bbiTb HaHeceHa aTUKeTka B MOMEHT 3abopa TkaHw. MNpoueaypsbl
YNakoBKU U MapKMpPOBKU AOSKHbI ObiITh OnpeaeneHbl U JOKYMeHTanbsHO OTPaXeHsl, U Ha peanbHOW NpakTuke HeoGxoauMo
crepoBaTb 3TUM MNpoLeaypam.

Ha nepBu4HOM KoHTelHepe, coepxallem TKaHu, [omkHa ObiTb, N0 MeHbLUel Mepe, STUKETKa, naeHTuduLmnpyto-
Last AoHopa W/unu koA AoHopa, a Takke TUN TKaHeln BHYTpW KoHTelHepa. Ecnn pasmep NepBUYHOro KOHTERHEpa No3Bo-
NSET, TO Ha HeM JormkHa ObITb 3TUKETKa CO cneaytoLlei MHdopmalueil:

a) NIMYHOCTL JoHOpa W/UNK KOA AOHOpa U TUM TKaHeN;

b) nata u, ecnv BoaMoxHo, Bpems 3abopa maTtepuana;

c) npeaynpexaeHns o6 onacHocTy;

d) Tvn ntobbix fobaBok (ecnu UCMonb3YHT);

€) B criy4ae ayTonornyHoro JOHOPCTBa Ha STUKETKE [OMKHO ObITb yKadaHO «TOMBKO AMA ayTONOrMYHOro UCMosb3o-
BaHWSA»; B Crlydae LieneBoro AOHOPCTBa TUKETKa foIkHa onpefenaTb NpefHa3Ha4eHHoro peLunveHTa.

Ecnu Ha nepBuYHLIA KOHTEAHEP HENb3s HAHeCTU STUKETKY AN BKNOYEHWS Bcel WHdopMaLum, onpeserieHHon B
Crnucke Bhlle, 3Ta MHopMaLUUa fomkHa BbiTe BKIOYEHa B CONPOBOANTENbBHYHO JOKYMEHTaLUMI0, NPUKPEneHHyo K nep-
BUYHOMY KOHTeliHepy. AHanorn4Ho obpasLibl TKaHel Unu KpoBKW, HaxoAsLLMeCs B KOHTelHepax Ans UCNbITaHWiA, AOMKHbI
6bITb HagNexalym o6pas3oM MapKkupoBaHsl 418 0becneyeHns UX COOTHECEHUS C onpedeneHHLIM J0HOPOM U ANt NPeAoT-
BpaLleHns owmbkn. Tawke Ha 3TUX obpasuax AOMKHa NpUCYTCTBOBaTb KOHKPETHas MHopMaLus O BpeMeHU U MecTe
3abopa TKaHell.
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F.7.2 Ecnu TKaHU TpaHCNOPTUPYIOT TPeTbM nuua (HanpuMep, TPaHCMOPTHO-3KCNEAUTOPCKas KOMMaHUSA), Kaxgbli
TpaHCMOPTHbI KOHTEWHeEpP JOMKeH BbITb cHabXeH, No MeHbLUER Mepe, criegytoLleil HopMaLmeid:

a) MapkupoBka « OCTOPOXHOY, «TKaHW 1 KneTkn» n «ObpallaTbCs ¢ OCTOPOXHOCTHION,

b) ngeHTUdUKaTOP YUPEXAEHUS, N3 KOTOPOro NONyYeHa ynakoBKa (BKIToHas aapec n HoMep Tenedora), u MHULK-
anel, hamunus nuua B JaHHOM YYpexaeHWn Unv ynorHOMOYEHHOro NpefcTaBuTens, ¢ KOTopbiM HeobxoAMMO CBA3ATLCA
B Cfy4ae BO3HUKHOBEHUA Npobnem;

C) naeHTMdUKaUMsa KOMNaHuK, BeINonHsAoWwed obpaboTky, 6aHka TKaHel Unu Apyroro yypexpeHWs HasHaveHus
(BKntovas agpec U HoMep TenedoHa) U MHULManbl, haMunusa nuua Unu YNornHOMOYEHHOro NPeAcTaBUTENS, ¢ KOTOPLIM
HeobxoguMo cBA3ATLCA ANSA AOCTABKWA KOHTENHepa;

d) faTa M BpeMsi Hayana TpaHCMOPTUPOBaHUA C YY4ETOM €ro ycroBuii, HeobxoguMbIX ANs nogaepxaHus 6esonac-
HOCTU 1 KaveCTBa TKaHeh Unu KNeTok;

€) AOMNONHUTENbHBIA TeKCT — «He obny4aTby;

f) ecnn U3BeCTHO, YTO LOHOP NOMOXMUTENEH Ha onpefenerHHble NHAEKLMOHHbIe 3aboneBaHus, Heobxogumo foba-
BWUTb CreayIoLWiA TeKeT: «buonoruyeckas onacHoCTb,

g) B crydae ayTonorn4Horo JoHopcTBa TKaHel UMnn KNEeTOK HeoBXoAMMOo A06aBUTL CriefyoLmnii TekeT — « TonbKo
LNA ayTornorM4Horo UCNonbL3oBaHns»;

h) nto6le gononHuUTeneHbIe cneyudukaLmn, Kacarowmecs yernoBuii XpaHeHns (Hanpumep, «He 3amopaxusaTby).

F.8 Tpe6oBaHUs K NepBUYHON YNaKoBKe

F.8.1 NMepBuyYHasA ynakoBKa, Ucnonb3yemas nocrne 3abopa unm Bo BpeMs o6paboTku (MpoMeKyTOUHbIX UMK

KOHEeYHbIX MPOAYKTOB)

Mocrne 3abopa unu gpyrux sTanos npoLiecca NPon3BOACTBA, BCE TKaHW W KNETKW, NPOMEXYTOUHbIE MPOAYKThI, BKIHO-
YatoLme KNeTKU Ui KOHEYHble NMPOAYKTHI JOMMKHbEI ObITh ynakoBaHbl Takum obpasom, 4Tobbl CBECTU K MUHUMYMY PUCK 3a-
rpAsHeHns. OHU AOMKHBI XPaHUTLCA NpU TeMnepaTypax, COXpaHAoLWmUX HEOBX0AMbIE XapakTepUCTUKN U Buonorndeckne
PYHKLMM KIETOK UNU TKaHel. YnakoBKka AOIKHa Takke NpensaTcTBOBaTh 3arpsi3HEHNIO NUL, OTBETCTBEHHBIX 3a YMAKOBKY U
TpaHcnopTUpOBaHUe TKaHel U KreToK. NepBuyHas ynakoBka BKIOHaeT B ce6s CTepUnbHLIA U MAOTHBIA KOHTENRHEp, KOTo-
pblii COOTBETCTBYET NPOAYKTY W YTBEPXAEH AN NpeAHasHa4eHHOro NCnonb3oBaHus.

MpegnoYTuTEnbHO, YTOGkI NepBUYHas ynakoBka bblna MeguuMHckuM Matepuanom (cM. F.4). NMonb3oBaTens AomKeH
YyTBEpAUTL BeIGpaHHYo POPMY YNaKOBKM, YTO NO3BONUT YAOCTOBEPUTLCSH B €€ COOTBETCTBUM 3alaHHbIM cneumdukaLimsam,
B 4YacTHOCTU C yd4eToM TpeboBaHmii usnveckoint BesonacHocTu (ecnu HeoOXOAMMO, YCTOWHMBOCTE K HU3KMM Temnepa-
TypaM), XUMUYECKUX CBOWCTB (OTCYTCTBUE B3aUMOAENCTBUSA C KOHTAKTUPYEMBLIMU MPOAYKTaMU) 1 MUKPOOMONOrMYecKnx
TpeboBaHWii (CTepUNBLHOCTL U OTCYTCTBME NUPOreHHOro Matepuarna).

Heobxogumo npuBecTu onucaHue Tura Tapbl U cnoco6a ykynopku. JomkHa 6biTb NPOAEMOHCTPUPOBaHA COBME-
CTMMOCTb Tapbl U YKYMOPKW C MPOAYKTOM, a Takke npusefeHa nHgopmaunsa o npoueaypax cTepunusaLmn KoHTenHepa u
KpblLku. MoxeT noTpeboBaTbcsi AONONHATENBHAA MHOPMAaLUA, €CNN KOMMOHEHTLI YNaKoBKN UCNONb30BaHbl NPU TpaHc-
nopTUpoBaHUK n/unu npoueaypax npUMeHeHus.

F.8.2 NMepBuuyHana ynakoBKa Ans o6pasuoB KpoBU, NOMYYEHHbIX OT AOHOpAa

Y AOHOpa KIETOoK U TkaHel 6epyT 06pasLibl KPOBM ANA NPOBEAESHUA COOTBETCTBYIOLUX NabopaTOPHbIX UCCNIEA0BAHWIA.
YnakoBKa, ucnonb3ayemas Ans 3abopa u xpaHeHus obpasuoB kposu B GaHke KpoBuW, fonXKHA ObITb yTBEpXAEHa kak noa-
xogsilasn Ans aToi uenu. Jliobble fononHUTenbHble 0bpasLbl TKaHENn UNKU KPOBM ANSA UCCNEROoBaHNA AOMKHBI BbiTb YETKO
MapK1MpoBaHbl ANl obecneyelns naeHTUdMKaLun JoHopa 1 BKNIOYaTb OTMETKY O BpEMEHU U MecTe B3ATUA obpasua.

F.8.3 NepBuuyHana ynakoBKa ansa o6pasyoB, UCNONb3yeMbIX ANA KOHTPONA KayecTBa NPOAYKTa

YnakoBka, ucrornb3yemMas Ans cbopa U XpaHeHUs 06pa3sLoB NONyHEHHBIX MaTepUanos, NPOMEXYTOUHBLIX U KOHEY-
HbIX MPOAYKTOB, MPeAHa3HaYeHHbLIX ANS1 KOHTPONA KavyecTBa, AOMKHa BbiTb NNOTHON U NOAXOAALLEH ANSA TMNa obpasua U
aHanusa. B yacTtHocTu, TUN KoHTelHepa, cnoco6 ero ykynopku, TUN U KONWYECTBO UKW KOHLUEHTPaLWsA BCNOMOraTenbHbIX
matepuanos (cpefbl), €Cr NPMMEHNMO, AOIMKHbI BbITb 0603Ha4YeHbI N0 HEOGXOAUMOCTU ANA NpeAHa3HaYeHHoOro obpas-
La. YnakoBKka AofmkHa ObITb yTBEpXAeHa Kak COOTBETCTBYIOWanA ANA npeanonaraeMoro ncnonb3osanna. OTNUYUA ynakos-
KM, Ucnonb3yeMmoii Ans nNpoaykra u Ans o6pasuos B LieNsX KOHTPONA Ka4ecTsa, AOMKHbI 6bITb 060CHOBaHB!.

F.9 TpaHCNOpPTHLIN KOHTElHep

YnaKkoBaHHbIe KIETKU UK TKaHW crielyeT NepeBO3nTb B KOHTEHEpe, COOTBETCTBYIOLEM LIENSAM TPpaHCNOPTUPOBaHUSA
6uonornyecknx matepuanoB U obecneumBaroLieM 6€30NacHOCTb M Ka4eCTBO COAEPXALYMXCA B HEM TKaAHEeN UMW KNETOK.
[aHHan ynakoBka o6a3aTenbHa st Bcex NpoAyKTOB YENOBEHECKOr0 NPOUCXOXKAEHUA Ha BCEX 3Tanax TpaHCNopTUpOBaHUSA
1 HeobxoauMa ANA HEKOTOPLIX U3 STUX NPOAYKTOB BO BpeMA 3abopa, 06paboTku n xpaHeHnsa ana rapaHTum obecnedeHus
acenTMYECKMX YCNOBWIA NEPBUYHOI YNakoBKU (HanpuMep, ABOHasA ynakoBKa ANns ronosku 6egpeHHoi KocTu).

[ns TpaHCcnOpTUPOBaHUA NPOAYKTOB B XXWKOM COCTOSHUM BHELLHARA YNakoBKa A0MKHa GbITb repMETUYHONA, U B KOH-
TeliHep AOMKHO 6bITb NOMELLEHO AOCTaTOMHOE KonuyecTBO abcopbupytowero Matepuana ansa npegoTtepalyerHus noboro
BO3MOXHOIO BbIXOAa XMAKOCTU. B TpaHCMOPTHOM KOHTEWHEpe AOMMKHa HaxXOAUTLCA NEepBUYHAA U BHELUHAS yMakoBKa.
O6bl4HasA conposoAUTENbHAA JOKYMEHTaLMUA MOXET ObiTb NOMELLEHA MeXAY BHELWHUM U TPAHCNOPTHEIM KOHTEWHEPOM.
TpaHCMopTHLIA KOHTEHEp AOMMKeH BbITh YCTOMYMB K yaapaM, NoAAEPKMBATL CTEPUNBHOCTL NEPBUYHON YMAKOBKU U UC-
KIoMaTh HECaHKLMOHUPOBaHHbLIA AoCTyN.

BHe 3aBUCMMOCTU OT cTaTyca TpaHCNopTUPYEMOro NpofyKTa (NonyYeHHbli MaTepuarn, MpoMeXyTOMHBIA UK KOHEeY-
HbI NPOAYKT), 3TUKETKA KOHTeHepa AOMKHa BKIoMaTh MHopMaLuio, ykasaHHyo B F.7.
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F.10 YnakoBKa oTX0A0B ¢ 6MONOrMYecKMM pUCKOM OT 3abopa MaTepuanoB unu ux o6paboTtku

MoTeHUManbHO 3apaxeHHble UK 3apaXeHHble OTXOAbl LOMKHLI GbITe MOMELLEeHbl B OAHOPA30BbLIE KOHTEMHEPH,
MAOTHO 3anevaTaHbl, COOTBETCTBEHHO MapKUpoBaHbl W MOATOTOBMIEHb! K CONOKEHMIO. [1pn MOoTeHLManbHO 3apaxeHHbIX
XUIKMX OTXOAAX KOHTEWHEP AOMKEH CoepXaTb Ae3UHPULMPYIOLLEe BELLIeCTBO.
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Mpunoxexnue G
(cnpaBouHoe)

PykoBOACTBO NO TPaHCNOPTUPOBAHUIO

G.1 O6Lwme nonoxeHus

B AaHHOM NpunoXeHnn NpMBEAEHO PYKOBOACTBO MO TPAHCMOPTUPOBAHWUIO NOMYHYEHHBLIX KNETOK UIM TKaHeM, npo-
MEXYTOYHLIX MPOAYKTOB M TPAHCMOPTUPOBAHUIO KOHEYHOTO NPOAYKTa.

Bce peiicTBMA No TpaHCNoOpTUPOBaHWUIO AOIMKHEI NPOBOAUTL B 6€30NacHbIX N KOHTPONUPYEMBIX YCNOBUSIX, KOTOpLIe
rapaHTUpYIOT COXpaHeHne CBOWCTB KNETOK, TKaHei U npoaykTa, HeobxoauMbIX ANA NpegnonaraemMoro UCNorb3oBaHus, u
npeAoTBpaLlaThk paspyLleHne n sarpsasHeHue npoaykra. BelbpaHHble BUALI TpaHCNOPTa AOMXHLI NOAXOAWUTL ANS AaHHOW
Lienw ¢ y4eToM Buonornyeckux u normctudeckux Tpebosanuin. Bug TpaHcnopta gomkeH 6biTb yTBEpXAEH. 3TO Heobxoam-
MO 3aKpenuTb MMCbMEHHO B COOTBETCTBUU C BHYTPEHHUM 3aKOHOAATENLCTBOM.

MeTofbl TP@HCMOPTUPOBAHUA, ONUCAHHbLIE B HACTOALWEM CTaHAApTe, NPUMEHSAIOT OTHOCUTENBHO MEXAYHapOAHOro
UN1 HaLMoHanbHOro TpaHCNopTUpPOBaHWS NPOU3BOAMTENEM UMK ero npeacTasuTenem, 6e3 yuepba feicTBYIOWUM HOP-
MaTUBHbLIM akTaM, KacaroLmmes UHEKUNOHHBIX areHToB [HanpumMep, IATA (International Air Transport Association), ADR
(Accord Europeen Relatif au Transport International des Marchandises Dangereuses par Route)], npogykToB, nepeduc-
TIEHHBIX HUXE:

a) TKaHW, KneTkW, obpasLibl KpoBW, NONyYeHHbIe Npu 3abope oT AoHOPA;

b) o6pasLisl A5 BHYTPEHHEro U BHELHEro KOHTPONA KayecTsa TKaHen,

C) KneTkn ans 6aHka Guonorudecknx NpoaykTos U 6aHka KpoBM.

PyKkoBOACTBO, OnUcaHHOEe B JaHHOM NPUNOXEHUW, He NPUMEHSIOT NPU TPAHCNOPTUPOBAHUKU OTXOA0B ¢ Buonoruye-
CKMM PUCKOM 1 06pa3LioB AN KOHTPOSA OKpYXatoLlel cpeabl B YHPEXAEHUHN, B KOTOPOM NPOXOAUT npoLece.

MpoayKT cnepyeT TpaHCNoOpTUPOBAaTL B YCNOBUAX, KOTOPbLIE:

1) obecneynsaroT ero 6esonacHoe xpaHeHWe U LeNnoCTHOCTb;

2) obecne4nBaioT ero JOCTaBKy B TeHEHWE ONPeAenNeHHOro BPEMEeHH!,

3) cooTBeTCTBYIOT TpeboBaHUAM rUreHbl M 6e3onacHOCTU ANSA OKpyXalowew cpefbl U UL, OTBETCTBEHHLIX 3@
TpaHCcnopTUpOBaHUe.

[aHHoe npuroxeHne NPUMEHSIOT NPY NPOBEASHUN CneayoLWKUX onepauui:

- NOZroToBKa KOHTENHEpa,

- NepeBo3Ka (Unn TpaHCNOPTUPOBaHUE),

- NofyYeHne NpogyKTa NPoU3BOAUTENEM U MONb30BaTENEM.

G.2 Cneuundukauum

CneupduKkaLmm TpaHCNOPTUPOBAHUS JOMKHLI ONpeenuTs TUM TPaHCMOPTHOrO KOHTEWHEpa U CNocob ero uaeH-
TUdUKaLMK, a Takke BKIOYeHWe 06pa3sLoB, NPW HaNMYMK, U OTYET 0 3abope AN KOMMaHWK, BLINOMNHSIIOWeR o6paGoTky.

G.3 YTBepxaeHue

Pabouyee yTBepxaeHWe TpaHCMOPTUPOBaHWUA TKaHW JOIMKHO y4uTbiBaTb TpeboBaHUs, Kacalowmecs BHYTpEHHeN
TeMnepaTypbl KOHTelHepa, TeMnepaTypbl OKpyXaloLleii cpefbl, a Takke Apyrue 6uonorudeckne, xummdeckue U pusnde-
CKve napameTpel, BaXHble NS 3aluThbl KNETOK, UNKU TkaHeW, unu npoaykra. Ecnu npumennmMo, HeobxoguMo yuuTbiBaTh
Ce30HHble kornebaHua TemnepaTtypsbl. B ToM cnyyae, ecnu, HanpuMmep, TKaHb UMK NPOAYKT CReAyeT NoAAepXMBaTL B onpe-
[leneHHOM Aunana3oHe TemnepaTyp BO BPeMsS TPaHCNOPTUPOBaHUSA, pekoMeHayeTcs, YTobbl BHYTPb ynakoBku 6bin no-
MeLLeH COOTBETCTBYIOLLIMIA NMOBEpEeHHbIA faTiuK TeMnepaTtypbl A51s KOHTPONA U AOKYMEHTanbHon gukcauun BHYTPEHHUX
Temneparyp.

B 3apaHee onpeaeneHHbIX NpaBunax U ycnoBusX TPAHCNOPTUPOBaHWUA AOMKHLI ObITb OTMEYEHBI €r0 CPOKM, KOTO-
pble o6ecneunBatoT coxpaHeHUe HeobXoAUMbIX CBOUCTB KIETOK M TKaHEW.

Ecnu B KoHTeliHep fo6aBneH TBepAblA JUOKCUA yriiepoda UMn XUaKuin a3oT Nnubo UCNonbL3oBaHbl 3BTEKTUYECKNE
aKKYMYNSATOpbI XONoAa Wi Tenna, OHW AOIDKHbI BbITh B JOCTAaTOMHOM KONUYECTBE, YTOOLI NoaZepXuBaTh B KOHTeHepe
npeaycMoTpeHHble TeMnepaTypbl B Te4eHUe BpeMeHu, BaBoe bonbluero, 4eM Gbino ykasaHo BHavasne. Mix nonoxeHue B
KOHTEHepe [ 0/MKHO paBHOMEPHO NOAAEPXKUBaTL TEMNEPATYpy Mo BceMy 06beMy KOHTeHepa.

G.4 JlokymeHTaums

[ata n, ecnu NpUMeHUMO, BpeMsi KOMMIIEKTaLMK YNakoBKW B OpraHu3auum, BLIMONHsOLWEH 3a60op, U JoCTaBKK Npo-
M3BOZAUTESHO UM KOMMaHUK, BLINOSHSOWER 06paboTKy, A0MKHLI GbiTh OTPaXeHbl AOKYMEHTaSLHO.

G.5 lNepekpecTHOe 3arpsisHeHne

Heobxognmo npefoTBpaTuTh AOCTYN K YNaKkoBKe W ee COAEPXKUMOMY NOCTOPOHHUX TPETbUX NWL BO BpEMS TpaHC-
nopTupoBaHus. Ecnn HeoBxognMo, crnefyeT MCronb3oBaTh repMeTUINPYIOWNIA BHELWHUIA TPAHCNOPTHLIN KoHTelHep. OT-
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KIMOHEeHUS UNW NPOUCLLECTBUS, CIyYMBLUMECS 3a BPeMS TPaHCMOPTUPOBaHMUS, AOMKHLI BbITb COOBLEHLI OpraHusaLum,
OTBETCTBEHHOI 3a 3a60p, U MPOM3BOAUTESIO UIU KOMMAHWUU, OTBETCTBEHHOI 3a 06paGoTky.

G.6 KoHTpakThbl

KOHTpaKTbl Ha TpaHCNOpTUpOBaHUe AOIDKHbI 3aKMoYaTh ¢ KBaNMULIMPOBAHHBIMU TPAHCNOPTHO-3KCNEAUTOPCKUMM
KoMnaHuaMK. TpaHcropTHO-aKcneauTopckasi KOMNaHUs JOMKHa rapaHTMpoBaTb TOMHOe cobnioaeHue onpeaeneHHbIX,
YyTBEPXKAEHHBIX YCIOBUiA TpaHcnopTupoBaHus. OpraHusauum, OTBETCTBEHHbIE 3a 3a60p, MOryT NepeaaBaTb OTBETCTBEH-
HOCTb 3@ TPaHCMOPTMpPOBaHWE Nory4YeHHbIX TKaHel UK KIETOK NPOU3BOAUTENI0, KOMNAHUKW, OTBETCTBEHHOM 3a 06paboTKy,
Unu TpeTbMM NULaMm. B Takux crnyyasx AomKHb! 6bITb NognucaHbl MMCBMEHHBLIE COrnaLleHus, onpeaensitoLLe OTBETCTBEH-
HOCTb TPETLUX NUL, U NogpoGHO onUckIBatoLLMe NPOoLEeypbl, KOTOPLIM HeOo6X0AMMO cneaoBaThb.

G.7 NoaroroBKa TPaHCMOPTHOTO KOHTelHepa

JomkHbl BbITb YyCTaHOBEHLI NPOLeAYphI, onpegenstome criegytolee:

a) yCrioBMS NMOATOTOBKU KOHTENHEpA;

b) MapkupoBKa KOHTeHepa;

C) UHCTPYKLUW MO TPaHCNOPTUPOBAHUIO,

d) AoKyMeHTHI, NepefaBaeMble NULY, OTBETCTBEHHOMY 3a TpaHCNOpPTUPOBaHUe.

B Tex cnyyasix, korja TpaHCNOpTHbIE KOHTEeHEPLI COAEpXKaT XKUAKOCTH, CYXOW NeA UK XNAKUIA a30T, STUKETKN 1 JO-
KyMeHTaLusi AOIMKHbI COOTBETCTBOBATb KOHKPETHBIM NMMCbMEHHBIM TpeboBaHUAM, YCTAHOBIEHHbLIM ANA AaHHbIX ClyYyaes.

YupexzaeHne, OTBETCTBEHHOE 3a TpPaHCMOPTUPOBAHWE, UMM MPOU3BOAUTENDb AOIMKHLI NPOBEPSATb COOTBETCTBUE
TPaHCMOPTHOrO KOHTeWHepa COOTBETCTBYIOLLUM cneLuduKkaLmsaM.

G.8 TpaHcnopTupoBaHue NpoAykKTa

Mexay opraHusaLmei, OTBETCTBEHHON 3a TpaHCNOPTUPOBaHWE, U opraHu3aumei nonyyvarens 4omKHo BbiTb 3aknto-
YeHo noapobHoe cormnalleHne, onuckiBatoLwee 0693aHHOCTU NO BCeM BONpocaM fnpoLiecca TPaHCopTUPOBaHUS.

OTHocuTenbHO rpaduka 1 MapLUpyTa AOMmKHbI 6bITb YCTaHOBNEHB MHCTPYKLMK, COAepXKalyme cnegyoLlee:

a) BuA TpaHcnopTa (BKItoYasi, Hanpumep, KOHKpeTHoe o6opyaoBaHue, obenyXuBaHue, rurueny);

b) mapLupyT 1 rpacuk ABUKEHUS,

C) KOHTPOIb COOTBETCTBYIOLLMX NapaMeTpoB OKpYyXaloLeh cpefibl, Hanpumep TeMnepaTypsbl.

G.9 ObsisaHHOCTU Npou3BoAMTENA

MpoussoguTenb LOMKEH OCYLLECTBSATL BCe OMnepaLuy, kacarolmecs TpaHCNOpPTUPOBaHUSA UCXOAHLIX MaTepuaroB
K KOHeYHOMY NpoayKTy. 3T 3aa4u MoryT GbIT Takke NepeAaHsbl ofHOMy uUnu Gonee cybnoapsiauukam. MpoussoauTenb
OTBETCTBEHEH 32 NPOBEPKY TOro, YTO CyGnoApsAYMK JOCTATOMHO KBaNMMLIMPOBaH A1s BhINOIIHEHUS 3ajaqM.

Ecnu TpaHcnopTUpoBaHue oCyLLeCTBNAET NPOU3BOAUTESNb, OHO [OMMKHO MPOUCXOAWUTHL B COOTBETCTBUW C MpoLie-
Jypamu, onuchbiBaoLLMMKU YNakoBKy TPaHCMOpTUPYEeMOro MpoAykTa, YCroBUsl U Crnocob TpaHCMopTUPOBAHUS, MapLUpyT,
MaKCUMasibHO JOMYCTUMYIO 3aAEPXKY MEXAY OTMpaBMeHWeM W JOCTaBKOW, 0OS3aHHOCTU BCEX NUL, ydacTBylowMX B
TPaHCMOPTUPOBAHWUU U KOHTPOSb JOCTaBKU. YCMOBUSA TPaHCMoPTUPOBaHUS JOMKHbI GbiTh BHIOpaHbLI C YHETOM KpUTEpUEB
6e30MacHOCTY U YCNOBUIA XpaHEHUS, COOTBETCTBYHOLLUX TPAHCMOPTUPYEMOMY NPOZYKTY.

lMepcoHar, oTBETCTBEHHbIA 3a TPaHCMOPTUPOBaHWE, AOIKEH MONTYyYUTL COOTBETCTBYHOLLME UHCTPYKLUMK, Kacatowme-
CS CONPSPKEHHBIX PUCKOB (Hanpumep, MHMEKLMOHHBIX 3a6oneBaHuit) U TMna TpaHcnopTUpyeMoro NpoaykTa. JomxHel 6biTb
YCTaHOBIEHbI CTaHAapTHeIe paboune NpoLefypbl, YETKO ONUCHIBAKOLLME MEpPLI, NPUHUMaeMble ANS 3alUThl NPOAYKTa, U
npoBefeHa aTTecTalus OTBETCTBEHHLIX 3@ TPAHCMOPTUPOBAHUE UL,

Ecnu B aKCTpeHHOM crydae oGOCHOBaHa UCKMHUUTENBHAA HeobXo4UMMOCTb 3afeiicTBoBaTL CyBnoapsaYnka, Ko-
TopbIil He oBnajaeT Hagnexallel kBanudrkalumen, NPOU3BOAUTESNb AOSIKEH AaTb CyOnoApALUMKY TOUHbIE MUCBMEHHbIE
MHCTPYKLMM N0 HeOBXOAMMbIM ANS NMPOAYKTa YCNOBUAM TPaHCMOPTUPOBAHNS.

G.10 MaTtepuan u rurueHa

MaTepuansl 1 oGopyLoBaHWe, UCTIONb3yeMble NSt TPAHCNIOPTUPOBaHUS NPOAyKTa (HanpuMep, CpeacTsa nepenBu-
XEHUSI, EMKOCTU C TEMMEPaTypHLIM KOHTPONEM, KOHTEMHEPbI) AOKHEI COOTBETCTBOBATL CBOEMY HasHaYeHWUH U JOMKHbI
ObITb yTBEPXAEHbI NPU HEOGXOAUMOCTH C YUETOM OMNpeAeneHHbIX TpeGoBaHMiA K TPaHCMOPTUPOBaHMIO KaXA0ro Thna npo-
AyKTa. B yacTHOCTU, CrieAyeT yuuTLIBaTb NPOAOIIKATENBHOCTL TPAaHCNOPTUPOBaHWS, NogAepXKaHne HeoBXoaNMbIX Temne-
paTyp XpaHeHUs BO BPEMSsI TPaHCMOPTUPOBaHUSA, CNeLnanbHbli UM YKOMMNEKTOBaHHbIA TPaHCMopT, MUrMeHy 1 3aluuTy.
MaTepuansl n oGopygoBaHUe A0SKHbI NOABEPraTb NPOgUNaKTUYECKOMY OCMOTPY Ha MOCTOSIHHOW OCHOBE, MPOBOANMOMY
B COOTBETCTBUM C ONpeferneHHbIMU NpoLesypami.

JoGLle HeucnpaBHble Matepuarnsl Unu 06opyaoBaHue JOMKHbI ObITb MCKIKOYEHBI U3 MOTMCTMYECKOM Lenodku nuéo,
Mo MeHbLLe Mepe, YeTKO MapKUpOBaHbl Kak HEMCNPaBHLIE, MOKa OHW OXWUAAIOT PEMOHTa UMK yTURN3aLmi.

YCTpOWCTBO perucTpaLumn AaHHbIX AN KOHTPOMs TeMMepaTypbl A0IKHO UMETb COOTBETCTBYHOLLNIA AMana3oH 1 co-
OTBETCTBYIOLLYIO TOYHOCTb Ans 0ToBpaxeHUst TeMnepaTyp XpaHeHUs U TpaHCropTUPOBaHuA npoaykTa. Ero cnegyet kanu-
OpoBaTh U NOBEPATL Yepes perynsipHele UHTepBars.
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TpaHCnopTHLIE KOHTEWHEPLI U BTOPUYHAA ynakoBKa MHOIOKPaTHOro UCNoNb30BaHUA 4OTKHBI OCTaBaTbCA YUCTbIMU
M noaeeprarbcAa YUCTKE U ,qeavmdnemvm B COOTBETCTBUU C ONUCaHneM, npuBeeHHbIM B npoueaypax.

Cpep,CTBa nepeaBuXeHnA, ncnornb3lyemble ANA Ha3eMHOro TPaHCNOPTUPOBaHWUA, AOMKHBI PEerynapHo YUCTUTL U
O6e338pa)KVlBaTb B Cny4vae 3arpA3HeHUA NPOAYKTOM.

G.11 YnakoBKa U MapKMpoBKa TPaHCMOPTHOro KOHTeNHepa

CM. nHgopMaLmio, NpUBELEHHYIO B NPUMOXEHUN F.

G.12 [lokymeHTaLus, KacalollaAaca TpaHCNopTMpoBaHUA

OpfHOBpeMeHHO ¢ nepefiaven KoOHTeHepa NepeBO34UKY UMK ero NpeacTaBUTenNto AOMMKHa ObITb NepegaHa cneun-
arnbHasi TpaHcnopTHasn gopMa.

B nopsjke noaroToBKK K ftoGbiM aBapusimM UK NPOUCLUECTBUAM, KOTOPbIE MOTYT Cly4UTLCS BO BPEMSA TPaHCNopTU-
poBaHUsi, NEPEBO3YMKY JOIMKHbI ObITb AaHbl YETKNE UHCTPYKLMU, TOYHO OMpesensitolme:

a) XxapakTep ornacHoOCTU, NPeACTaBNAeMON TPAHCNOPTUPYEMBIMU NPOAYKTaMK, @ Takke Mepbl NPeLoCTOPOXKHOCTH,
KoTopble HE06X0AMMO NPUHATE MPW CTONKHOBEHWU C HEA;

b) Mepbl, KoTopble HeoBXxoAUMO MPUHATL 418 NepcoHana U NPoAyKTa B Criyyae MOMOMKU UiU M3HOCA YNaKOBKK,
0COBEHHO eCn NPOAYKT BbILLEN 3a Npefesbl yNakoBKu.

OTW MHCTPYKLMW AOMKHbBI BKITHOYATH CMIMCOK ML, C KOTOPLIMU CNEAYET CBA3aThCA Npu HeobXxoAUMOCTHU [UMS, agpec,
1 HoMep(a) TenedoHal.

G.13 YcnoBusi 1 NpoAomK1TeNbHOCTb TPaHCNOPTMPOBaHUA

TpaHcrnopTupoBaHue NPOAYKTOB Ha KIETOYHON OCHOBE JOMKHbI OCYLLECTBNSATL B CXaTble CPOKH, MO Mepe BO3MOX-
HOCTW. MPOJOMKUTENBHOCTE U YCIOBUA TPaHCMOPTUPOBaHUS CrefyeT KOHTPONMpoBaTh IMGO ¢ MOMOLLIO CUCTEMBI, KO-
Topasi rapaHTUpyeT nogaepxaHue Temnepatyp, Mo nocpesCcTBOM XeCTKOro cobsiofgeHust STanoB TpaHCNopTMPOBaHUS
(HanpuMep, 3aAepXKN U YCNOBUIA XpaHEHUS). DTOT KOHTPOMb, B YaCTHOCTH, BKIIOMAET MHEOPMaLMIO OTHOCUTENBHO:

a) yCTaHOBMNeHHO NPOLOMKUTENBHOCTU TPAHCMOPTUPOBAHNS B COOTBETCTBUN C KOHEYHBLIM MYHKTOM Ha3Ha4YeHUs;

b) MapLupyTa MexXay y4YpexneHneM, OTBETCTBEHHLIM 3a JOCTaBKY, U NYHKTOM HasHa4eHWUs MPOAYKTa U, B KOHEHHOM
cyeTe, MECTOM MPOMEXYTOYHOrO XpaHeHUs! 1o NPUGHLITUS MPOAYKTa B MECTO €ro OKOHYATENbHOrO XpaHeHus.

G.14 [locTaBKa U KOHTpOSb B MecTe NnosyyeHus

[omkHo GbITb NPOBEPEHO COOTBETCTBIE ONPeAeNeHHbIM YCIOBUSAM TPaHCMNOpTUPOBaHuUsl, B 0COBEHHOCTH, OTHOCU-
TENbHO!

a) LUernoCTHOCTM KOHTelHepa W STUKETKM;

b) ycnoBuit KOHTPONS COOTBETCTBYIOLWMX NapaMeTpoB OKpyXXatoLlei cpefbl (HanpuMep, TeMnepaTypbl) Bo BpeMs
TPaHCnopTMpPOBaHUS;

C) NPOAOMKUTENBHOCTU TPAHCNOPTUPOBAHHUS.

ToBble OTKNOHEHUA UNN HECOOTBETCTBUS, BbISIBNEHHBIE BO BPEMSA TPaHCTIOPTUPOBaHWUS, JOMKHLI GbITh Hagnexa-
WM o6pa3om oTpaxeHbl. Ecnu oTknoHeHus 3adpukcupoBaHbl, peKoMeHAyeTcsl, YTobbl faHHas MHGopMaLms Nepejasa-
nacb OTNPaBUTENIO U B OPraHW3aLMio UNW KOMMaHUI, OTBETCTBEHHYIO 3a TpaHCNOpTUpoBaHue. [JormkHbl ObiTb NpoBefeHbI
paccnefoBaHWs AN onpefeneHns NPUYUH U NPeANPUHSATE KOPPEKTUPYIOLWWe UNU NpodunakTuieckue encTBus.

G.15 MonyuyeHne KNETOK UNKN TKaHe!

Koraa TKaHW WUNW KNeTKW AOCTaBNEHbl B OpraHW3auuto, OTBETCTBEHHYIO 3a TKaHW, AOMMKHA OblTb JOKYMEHTasNbHO
oTpaxeHa nNpoBepka Ha NpeaMeT TOro, YTo BCA MapTusi, BKNIOYAsA YCNOBUA TPaHCNOPTUPOBaHUSA, YNaKOBKY, MapKUpPOBKY,
CONYTCTBYIOLLYIO AOKYMEHTaLUuio U obpasubl, COOTBETCTBYET TpeboBaHUAM HaCTOsALEro cTaHAapTa M crneyuduKkaLmam
nony4vatoLlein opraHusayuu.

Kaxpas opraHusauusa fosmkHa rapaHTUpoBaThb, YTO NONYYEHHbIE TKaHW W KNETKN ByayT HaXOAUTLCA B KapaHTUHE
A0 Tex nop, Noka OHW, BMECTEe C COMyTCTBYIOLEW JOKyMeHTauueir, He ByayT NpOMHCNEKTUPOBaHbLI UK onpegeneHHbIM
o6pa3oM yTBepxaeHbl Ha cooTBeTCTBUE TpeboBaHuAM. O630p COOTBETCTBYIOLEH UHOpMaLMKU 0 AoHope U 3abope u,
cneposaTenibHO, NPMEMIIEMOCTU AOHOPCTBA AOSDKHEI MPOBOAUTL ONpeAeneHHble nuua.

Kaxxpaas opraHusayus, oTBETCTBEHHAA 3a TKaHMW, AOMKHA UMETb AOKYMEHTaNbHO OTpaXeHHble Npasuna u cneuudu-
Kauum, Ha COOTBETCTBUE KOTOPLIM NPOBEPSIIOT KaXKAYo NapTUL0 TKaHeil U KNeTok, Bkntodas obpasybl. OHW JOMKHBI BKIHO-
YaTb TexHU4Yeckne TpeboBaHUA U Apyrue KpUTEpUM, KOTOpblE OpraHU3auus, OTBETCTBEHHAA 3@ TKaHW, CYUTAET BaXHbLIMM
ANA noaaepXaHua npuemnemMoro kadectsa. OpraHu3auusi, OTBETCTBEHHASA 3a TKaHUW, JOMKHA UMETb AOKYMEHTUPOBaHHbLIE
npoueaypbl ynpaeneHna n oTAenNeHUs HECOOTBETCTBYIOLLMX NAPTUIA UNW NApTUIA C HENOMHBLIMW pe3ynsraTamMn UCNbITaHUA
ANSA rapaHTUM OTCYTCTBUA pUCKa 3arpAsHEHUs Apyrix obpabaTbiBaeMblX, COXpaHAEMbIX UMW XPaHALUXCS TKAHEN U KINETOK.

JaHHble, perucTpupyemMble opraHusauueil, OTBETCTBEHHOMN 3a TKaHW, AOMKHbI BKIOYaTb:

a) cornacue/paspelleHne, BknovatoLlee Lenb(un), ANa KOTOPOU(bIX) MOTYT UCNONb30BaTh TKAHW U KNETKHU (T. €. Tepa-
neBTUYECKUE, UMK UccnegoBaTenbckue NMBo TepaneBTMYECKoe UCNONb3oBaHUe U UCCIIefoBaHNUA) U Ntobble KOHKPETHbIE
WHCTPYKLUUW NO YTUNMW3aLMKU, €CAN TKaHW UMK KINETKU He UCNONb3YIOT AN Lieneid, Ha KoTopble NoNy4eHo cornacue,
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b) Bcto HeoBxogumyo OKYMeHTaLuMto No 3abopy W aHamHe3y AoHopa B cooTBeTcTBMM ¢ D.5;

C) pesyneratbl PU3NYECKUX UcCreoBaHuid, NabopaTopHLIX UCCNEAOBaHNA U Apyrux UCTbITAHUA (Takue Kak npo-
TOKON BCKPLITUSA);

d) Ans annoreHHbIX JOHOPOB COOTBETCTBYIOLMM 06pa3oM AOKYMEHTanbHO NOAKPENeHHEIA 0630p NOMHOW OLEHKM
floHopa Mo kpuTepusam otbopa, CAenaHHbIA YNONHOMOYEHHbBIM U 0BYYEHHBLIM NINLIOM;

€) B Crnyyae KIeTOYHbIX KynbTyp, NpefHa3Ha4yeHHbIX AN ayTOreHHOro UCnonb30BaHNs, JOKYMEHTaLNIo Mo BO3MOX-
HOCTU NPOSBMEHNS Y peLMNUEHTa NEKapCTBEHHbIX anneprii (Takux kak anneprus Ha aHTUBMOTUKN).
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MpunoxeHune H
(cnpaBouHoe)

PykoBOACTBO NO XpPaHEHUIO

H.1 O6Lme nonoxeHus

TpeboraHWs faHHOro NPUNOXEHUS MPUMEHUMBI Kak K XpaHEeHUIO NOMyYeHHbIX KNETOK UK TKaHel, Tak U KNETOYHbIX
KOMMOHEHTOB KOHEYHOro NpoAyKTa.

Mony4eHHbI KNeTOYHBIA MaTepuarn, nogeepriiuniica o6paboTke, MOXET NpefcTaBnATL CoboiA:

a) CyCneH3nto NepBUYHbIX KyNBTUBUPYEMBIX KIETOK, UCMONb3yeMyto HEMOCPEL CTBEHHO AN MEAULMHCKOTO NMpogyK-
Ta Ha KNeTO4HOM| OCHOBE;

b) nepBUYHEIE KNETKK, KYNETUBUPOBaAHHbIE B TEYEHUE HECKONbKUX NaccadKen nepes UCMorb3oBaHMEM ANS Meau-
LIMHCKOro NpoAYKTa, CoAepallero KneTky;

C) KNETKN YETKO ONpPeaeneHHon cucteMbl GaHKOB KIEeTOK, COCTOSALLER M3 NOCeBHOW cepum, paboyeit NoceBHOW ce-
pvn, rmaBHoro 6aHKa KneTok 1 pabodero 6aHKka KIeTok.

[ormkHbel BbITb YCTAHOBMEHLI U MPUMEHEHb! Npoueaypbl KOHTPONS 30HbI XpaHeHUs AnA npegoTBpalleHust nobbix
CUTYyauuid, KoTopble MOFYT HeraTUBHO NMOBMUATE Ha PYHKLUMOHANbHOCTb M LIENOCTHOCTL TKaHel n kreTok. Bece npoyecchbl
XpaHeHUs JOSXHbEl MPOBOAUTL B KOHTPONUPYEMBIX YCMOBUSAX.

YcnoBus xpaHeHus JomkHbl obecnevnBaTh XKUM3HECMOCOBHOCTb, MIOTHOCTb, YUCTOTY, CTEPUINBbHOCTb, (PYHKLMO-
HanbHOCTb U aKTUBHOCTbL KIETOK.

HomxkHa 6bITk ycTaHOBIEHa COOTBETCTBEHHO KOHTPOMpPYeMas cucTemMa XpaHeHUsi KneTok Ans obecneyeHus Hag-
nexalyero nogAaepXaHus U Nony4yeHus KeTok, TKaHeil U MeAULMHCKNX NPOAYKTOB Ha KNeTOoYHOW ocHoBe 6e3 kakoro-nubo
HapyLUeHWA WX NpeanonaraeMblX KOHEYHbIX XapaKTepucTuK. MaeHTudukaLuio criefyeT npoBepsTb C NOMOLLBIO COOTBET-
CTBYIOLUMX rEHETUYECKUX UMMM DEHOTUNNYECKMX MapKEPOB, a MPOMOopLMIO KIETOoK, UMEIOLLMX 3TU MapKepbl uaeHTUdUKa-
LUK, OLEHMBAIOT KaK MHAMKaTOP NpeanonaraeMoit KNeTouYHow nonynayum.

H.2 NMomelueHue

HOMemeHme AnNA XpaHeHnA 4OSKHO ObITb 40CTaTOUHOroO pasmepa C 3alluleHHBIM 4O0CTYyrNnoM. OHO AOMXHO 6bITb
oGopy,qoaaHo N nogaepxuneaTtbCA TakuM 06p330M, YTOObI rapaHTupoBaTb Ka4yeCTBO U KOHTPOJlb XpaHUMbIX NPOAYKTOB.
|-|OMELLlEHI/Ie JOMKHO BbITh YACTLIM U CYXUM. Ecnu HeobxoaMMo, 4OMKHbI KOHTpONMUpoOBaTL onpeaeneHHble npeaensl TeM-
neparypbl U BNa>XHOCTHW.

H.3 MNepcoHan

[ocTyn B nomelLeHne LOMKeH UMETE TONMbKO HaaMexalluM ob6pasoM o6ydYeHHbI 1 yTBepXKAeHHbIH nepcoHann.

H.4 Cneuudoukaumnu

[HornxHbl GbITE onpefeneHbl YCroBUs XpaHeHUs AN rapaHTUu kKa4ecTBa KNEeTOK UMK TKaHek ¢ y4eToM uaeHTuduKa-
LMK, YUCTOThI, XKIU3HECNOCOBHOCTU U (hYHKLMOHaNBHOCTH KreTok. HeoGxoguMmo npefoTepallaTs 3arpsi3HeHue MUKpobuo-
rlorudeckMMm BeLLeCTBaMU, a Takke NepekpecTHoe 3arpsisHeHUe KreTkamu Ui HYKNeuHoBEIMY KUCITOTaMu MHOTO Npouc-
XOXIEHNS.

H.5 MNpoBepka u yTBepxaeHne

Ob6opyfoBaHWe UK yCTpoiicTBa ANA XpaHeHWA AOMKHbI ObITb NPUrOAHEIMM, @ YCIOBUS XpaHEHUS yTBEPXAEHDI.

PeKOMeH,E[yETCH BeCTU LOKyMeHTalWk, KoTopada nogTBepxaaet NpUrooHoCTb O60pyAOBaHI/IFI nnu yCTpOVICTB, nuc-
nonb3yeMblX A5 XPaHEHWUS TkaHe nnwu knetok. CneundukaLlnm, BelbpaHHbie ANs 060pYAOBaHUA 41A XPaHEHUS, AOIKHbI
rapaHTuMpoBaTh, YTo 060pyAoBaHWe crnocobHo noaaepxuBaTe He0bX0AUMYIO KOHTpPONUpyeMyto cpedy. [omkHa cyLlecTBo-
BaTb NpoUeaypa, onuceiBatoLas ycTaHOBMEHHbIe YCNOBUS, 06A3aHHOCTY U cneuudmrKaLmm 4A YTBePXKAEHUS XpaHeHus,
nepeHoca Unun pacnpegeneHna Kaxxgoro tuna TKaHen 1 KNeTokK.

,D,OJ'I)KHO OblTb onpegeneHo MakcuMaribHoe BpeMA XpaHeHUA ArA KaXxXaoro tuna yCJ'IOBI/II7I XpaHeHnA, OCHOBbIBaAChb
Ha JaHHbIX CTaBUNMBHOCTU B PeXMME pearibHOro BpeMEHU (U, €Cv MPUMEHUMO, YCKOPEHHBIX UCMBITAHWA), UCNOMb3ys CO-
OTBETCTBYHOLWNE METOAbI UCTbITaHNA. Bbl6paHHbII7I nepuoa AOrKeH OblTb orpaHu4eH, Kpome BCero npo4ero, BO3MOXHbIM
YXyALWeHNeM PyHKLMOHaNBHbLIX CBONCTB TKaHER U KIeTok.

H.6 KoHTpornb U AoKyMeHTauusA

Heobxognmo obecneynTs, 4ToObl Bce NMPOLEAYpLI, CBA3aHHbLIE C XpaHeHeM TKaHel 1 KNeToK, Bbln JoKyMeHTarb-
HO OTpaXKeHbI B XOAe CTaHAapTHLIX pabounx MpoLeayp, a YCroBUsl XpaHEHUs! COOTBETCTBOBANM onpeferneHHbIM Tpe6o-
BaHUAM.

[omKHbl GbITb UCMONb30BaHbl CUCTEMBI HEMPEPBLIBHOTO KOHTPONS A5 rapaHTuK Toro, YTo HeoOXoAUMbIE YCIOBUS
OKpy>KatoLLelt cpefibl NOAAEPXKMBAIOT B TEHEHUE CpoKa XpaHeHUs. COOTBETCTBYIOWME AaHHbIe CriedyeT 3anuckiBaTtk U ne-
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puoaguyecku aHanuauposatb. Heo6xoaUMO MCNONBL3OBaTh CUCTEMBI CUTHaANM3aLWK, KoTopble cnocobHbl NpeaynpexaaTthb
nepcoHarn o HacTyMIeHUs] KPUTUYECKUX YCnoBui. PekomeHzyeTcsl paspaboTka npaBun W npoleayp Anst aBapuitHOro
nepeHoca TKaHEN UNK KINETOK B NpefyCMOTPEHHOE anbTepHaTUBHOE YCTPOWCTBO WUNM NOMELLEHWE ANS XpaHEHUs U Ans
anbTepHaTUBHLIX METOAOB KOHTPONA B cNyyae oTkasa 060pyA0BaHUs UK UCTOUHMKA MUTaHUS.

JornxHbl GbITb IOKYMEHTaNBHO OTpaXeHbl Bee 3Tanbl 06palleHuUs ¢ TKaHSMU UK KIeTkaMu, KoTopble TpebytoT noa-
AepXaHWUsi KOHTPOINUPYEMBIX TeMnepaTyp UNu Apyrux napaMeTpoB XpaHeHus.. CucTeMa [JOKyMeHTaLWK JoiKHa rapaHTyu-
poBaTb KOHTPOIb YCIOBUiA XpaHEHUA TKAHEN MW KNETOK.

H.7 NMepekpecTHOe 3arpaAsHeHue

,El,.l'lﬂ npeaorspalleHnA nepekpecTHOro 3arpAsHeHUA noMelwleHne anAa XxpaHeHna OoImKHO ObITb chneynanbHO oTBE-
AeHHbIM. OHO AOMKHO BbITh uandeckn otaeneHo oT obnactu 3abopa n/unu obnacT NPou3BoACTBA.

He3aBMCMMO OT MCMONb3yeMoro MeToaa XpaHeHWs AOMKHbI GbiTb NpeaycMoTpeHbl oTAenbHble obnactu ans xpa-
HEHWA HeUCnNbITaHHBIX KINETOK U TKaHe (0bnacTb kKapaHTUHa) U UCNbITaHHBIX MaTepuaros, roToBbIX kK Nnepefade. 3Tu pas-
NWYHbIe 0bnacTi AoMKHbI BbITb YETKO 0G03HAYEHDI.

Kpome Toro, AomkHbl 6biTb onpeaeneHsl M oTBeAeHbl hU3NYECKN OTAENEHHbIe 0bnacTh AN XpaHeHUs KIeToK Uru
TKaHeW, KOTopble HE COOTBETCTBYIOT OObIMHBIM CneUudUKaLnsam.

3arpssHeHHble TKaHU W KNETKU, HanpuMep Te, KOTopble UMEIOT NOMOXMTENbHLIE MapKepbl Ha UH(EKLUOHHbIE 3a-
GoneBaHus, AOMKHbI ObITb YETKO U 3aMETHO MapKUpOBaHbl TaKUM CMOCOGOM, KOTOPLIA YKa3blBAeT Ha MX KOHKPETHbIE
XapakTepucTuku. Hanpumep, 3arpasHeHHbI NPOAYKT MOXET BbiTb MapKUpoBaH CUMBOSIOM «BUonoruieckas onacHocTb»
(ecM. UCO 7010). Npu HeOBXOANMOCTHN 3TU KNETKN XPaHAT B NOAXOAALLEN U3ONUPOBaAHHOW KaMepe ANA XpaHEHUS C LiENbio
NpeAoTBpaLLEHUS pUcka NePEKPECTHOro 3arpA3HEHNUs UK NyTaHUUbl. B YacTHBIX Cnydasx XxpaHeHUss B @éMKOCTSIX C Xua-
KWM @30TOM STU NPOAYKTHI AOMKHBI XPaHUTL TONBKO B NapoBoi dase.

MepeHOCHNKN AN NOATOTOBKU FrEHETUYECKU MOAUKULMPOBAHHLIX KNETOK AOMKHBI XpaHUTbL B 0603Ha4YEHHbIX U OT-
BefeHHbIX 06NacTAX OTAENBHO OT KNETOK U TKaHEW.

H.8 XpaHeHue HEKNeTouYHbIX MaTepuanos

B NoOMeLWeHUAX And XpaHeHNA KNeTokK n TKkaHel obGnacTy, npegHa3HaYeHHble ANnA XpaHeHUuA pa6o~mx U pacxogHbIX
MaTepuanos, 060pyﬂ0BaHMﬂ MHOFOKpaTHOro ucnonb3oBaHuA (HaanMep, cTekna) U BcnoMoraTtenbHblX NPOAYKTOB, Mpu-
MeHAeMBbIX NMpun o6pa60TKe TKaHeN U KNeTOoK, AOMKHbI BbITb OTAENeHbl OT obnacTeit XpaHeHua TKaHeW W KNeTok.

H.9 XpaHeHue oTX0Q0B C GUONOrMYECKUM PUCKOM/GUONOrMYECKON ONacCHOCTbLIO

3apaxeHHble UNKu NoTeHUMarnbHO 3apaXeHHble OTXOAbl, MOoNy4YeHHble BO BpeMsi NPOLIECCOB XpaHEHUs1 TKaHelh 1
KNeToK, AOMKHLI BbITb Hagnexalm cnocoboM oTAeneHsl ¢ YYETOM KOHKPETHLIX MUCbMEHHBbIX TpeboBaHuin Ans puckos
WHpMLUMpOBaHUA.

H.10 CtabunbHoOCTb

Ans cneayrowmux maTepuanos JoMmKeH ObiTb OnpefeneH CPOK XpaHeHUs KNETOK UM TKaHel Npu onpeaeneHHbIX
YCIOBUAX XPaHEHUS:

a) Bce XpaHUMble NPOMEXYTOYHBIE MaTepuarnsl, ecrnv NPUMEHUMO,

b) KOMNOHEHTBI KOMBUHMPOBAHHBLIX MEAULMHCKMNX MPOLYKTOB Ha KIETOYHOW OCHOBE,

C) KINETKN UNK TKaHMK;

d) KOHEYHbIV NPOAYKT.

KpomMe TOro, Ans KOHEYHOro npoAykTa AoMKeH ObiTb onpefeneH COOTBETCTBYIOLWMA CPOK FOAHOCTU MPU UCMOMb-
30BaHuK (Nocre OTKPLITUS TPaHCMOPTHOrO KOHTelHepa). [JomkHbl OblTb onpefAeneHsl Bce YCOBUS XpaHeHWs, BKITodas
fvanasoH TemnepaTyp. YCrnoBus TpaHCNOpPTUPOBaHUA U XpaHEHWUS [OMKHbI ObITb NOATBEPXAEHE! 3KCNepUMeHTansHLIMM
JAaHHBIMU C TOYKW 3pEHNS NoAAepPKaHWS LieNMOCTHOCTU KNETOK U cTabunNeHOCTU NPOAYKTa B TeYeHWe onpefeneHHoro ne-
pvoaa cpoka geiicteus. Ecnv npumMeHnMo, [omKHbI ObITb AOKYMEHTaMbHO OTpaXeHbl COOTBETCTBYOLLME METOALI 3aMopa-
XUBAHWUA N pasMOpaXnBaHus.

M3-3a cnoxHoro xapakrepa MeLULMHCKUX NPOAYKTOB Ha KIMeTOYHOW OcHOBe TpeboBaHUs K cTabunbHOCTU OMKHbI
onpefensaTs Ha UHAWBWAYanNbHOR ocHoBe. 10 BOSMOXHOCTH, CTabUNbHOCTL AOMKHLI OLEHMBATL KakK AN KNeTOYHbIX, Tak
U AN HEKNETOYHBIX KOMMOHEHTOB A0 00beJNHEHNSA 1 COBMECTHO B Ka4eCTBE KOHEYHOro MPofyKTa B KOHEYHON yNaKoBKe.

H.11 YcnoBua xpaHeHUs KoHeYHoro npoaykra

BoamoxHocTH XpaHeHUA NpoAyKTOB Ha OCHOBE KIEeTOK UNun TKaHeVI, KaK npaBuio, orpaHnyeHbl. TeM He MeHee He-
KOTOpbl€ NPOAYKTEI MOTYT floNyCKaTb XpaHeHWe, HanpuMep, B 3aMOpPOXeHHOM BUAE. E,J‘IH MeaUUNHCKNX NPOAYKTOB TaKoro
TUna NPUMEHART BCe COOTBETCTBYRLLNE pasdfenbl 4aHHOro NPpUnoXXeHus.
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Mpunoxexue |
(obsisatenbHoe)

TpeboBaHUA K CUCTEME KOHTPONA

1.1 O6wue nonoxeHus

CnenyeT Ucnonb3oBaTb CUCTEMY, KOTOpas obecnevynBaeT NOHbINA KOHTPOJIb Npouecca OT UCXoAHOro Marepuana
A0 NauueHTa un Ha060p0'r, coxXpaHAA KOH(*)MAGHLlMa.ﬂbHOCTb naymMeHTa n goHopa. 3710 HeO6XO,EWIMO ANA KOHTpOnA bes-
onacHoOCTN U 3PPEKTUBHOCT MEANLIMHCKUX MPOAYKTOB Ha KMETOUHOI OCHOBE. YCTaHOBMEHWe U MoaaepiaHue AaHHo
CUCTEMDbI CrnefyeT pearnui3oBartb TakKUM 06pa30M, 4yToObI 06EecnevnTb cornacoBaHHOCTb, COOTBETCTBUE C TPESOBaHMﬂMM
KOHTPOSIMPYEMOCTH MNpoLecca U TWaTeNbHOCTL BLINOMHEHWS NMPOLEeayp.

1.2 CneumanbHble Tpe6oBaHuA

Insa obecnevyeHna aHOHUMHOCTU AOHOpa AoNXHa 6bITb yCTaHOBMEHa ABYXypOBHEBasi CUCTEMa, CBA3bIBaloLLas Tpe-
OyeMblii KOHTPONb NPOLECCOB OT A0HOpPCTBa U 3a6opa KNETOK A0 NPOM3BOAUTENS M Nonb3oBatens (6onbHULBI MNK Bpaya).

B opraHuaaLmm, oTBETCTBEHHON 3a TKaHW, AOMKHA ObITb CBA3b MEXAY JOHOPOM U NOSyYeHHbBIMU MaTepuanamiu. Ha
CTOPOHE NPOW3BOAMUTENS AOMKHa BbiTb CBA3b MEXAY NOMYYeHHBLIMU MarepuanaMm U NpoayKkToM. B 6onbHULe unum y Bpava
JOMmKHa ObITb CBA3b MeXAY MPOAYKTOM U PELUNUEHTOM.

CucteMbl fornxHbI o6ecneymBaTh MOMHbLIA KOHTPOMNb NPOLIECCOB OT AOHOPa 10 peLMNUeHTa NOCPEACTBOM aHOHNUM-
HbIX KOZUPYHOLLMX cUCTeM. [TpounsBogUTEnu JOMKHbI pauUoHanbHO ycTaHaBnMBaTb CBOM KOAUPYIOLLME CUCTEMbI, OCHOBaH-
Hble Ha KOAUpYIoLLei cucTeme opraHusauun, OTBETCTBEHHON 3a TKaHW, W paspaboTaHHble Ansi obecrneveHna KOHTpons
npoLecca A0HOPCTBa NpoAyKTa nauumeHTy. [ns Lenei o6cnyxuBaHns NaLuMeHToB NOAXOASLLUMUA CPeACTBAMU MOryT BbiThb
CUCTEMbI LUTPUX-KOAOB U CHUMAEMbIX STUKETOK.

PyKkoBOACTBO MOXHO HaiTu no ccbinke [29].

TpeboBaHus K MapkupoBKke onpegeneHsl B F.7.
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MpunoxexHune J
(o6s3aTenbHoE)

Mepbl MO CHUXKEHUIO PUCKA, CBA3AHHOIO C 3apaXXeHueM BMpycamMun u apyrumm HgeKuMoHHbIMU
areHtamu, Takumu Kak TSE

J.1 O6ue nonoxeHus

Ans nogaepxaHuna XxapakTepucTUK MegULIMHCKUX NMPOYKTOB Ha KNETOYHON OCHOBE OObIMHO XWUBbIE KNETKW He MOryT
6bITb NOABEPrHYTH BO3AEACTBUIO DUINUECKUX UMU XMMUYECKUX METOL 0B, KOTOpble SPEKTUBHBI ANA UHAKTUBALMW UNK
yfaneHus UHPEKLUMOHHBIX areHToB, Tak1X KakK BUpYChl Unu areHToB TSE. [Moka MeTofbl MHaKTUBaLMN WNKU YAaANeHUA UH-
(PEKLMOHHBIX areHTOB He yTBepxAeHbl, 6e30MacHOCTE MeANLIMHCKUX NPOAYKTOB Ha KIETOMHON OCHOBE 3aBUCUT OT Hagne-
Xallero Belopa 1 TECTUPOBaHMS JOHOPOB U NPUrOLHOCTU UCXO4HBIX MaTepuanos, UCMoNb3yeMblX BO BpeMs 06paboTku.
HomxHbl BbITe yCTaHOBMEHE! cTporne TpeboBaHUsA K UCTOYHUKAM U KPUTEPUN NPUEMKU ANA BCEX MaTepuanos Yenosede-
CKOro MPOUCXOXAEHWUS ANA ob6ecneveHnUs TOro, YTO KMETKU UMK TKaHK, UCMOofb3yeMble B Ka4ecTBe UCXOQHOro MaTepuana
AN MEAULIMHCKUX MPOAYKTOB Ha KNETOMHOW OCHOBE, HE 3apaXeHbl, a MaTepuarnsl, UcrnonbsyeMble npu obpabotke, He
NPWBHOCST MHPEKLMOHHBIX areHTOoB.

Ans MeAULUMHCKUX NPOAYKTOB Ha KNETOYHON OCHOBE MOXHO UCMOSb30BaTh HEMOCPEACTBEHHO NEPBUYHYIO KYNBTYPY
OCHOBHBIX KIETOK, U BblpalleHHbIe KIETKU, UNK TKaHW, B TE4EHUE HECKOMbKUX LiUKIOB KyNbTUBUPOBAHHbBIE Ha NPOTAXe-
HUKM HECKOMBbKUX Naccaxei, NoaTOMY OBLUMPHEIE UCMBITAHUA HEBO3MOXHLI. CrneaoBaTesisHo, He06X0AUMO NCNONBL30BaTL
COOTBETCTBYIOLLMIA pEXUM UCCneaoBaHWA JOHOPOB, Takol Kak B EBpone (cM. ceblnky [35]) u CLUA (em. cebinky [53]). Moa-
pobHOCTW npuBefeHbl B NpunoxeHun C. OBbefuHeHNe KNETOK MOXET YBENMUYUTL PUCK Nepeaadn 3abonesaHun. Ecnu
MCMONbL3YHOT KMETOYHbBIE MUHUMW, NO BO3MOXHOCTM, JOMKHEI BbiTh YCTAHOBINEHLI COOTBETCTBYIOLME OXapaKTepU3oBaHHbIe
rnaBHeli 6aHk kneTok (Master Cell Bank, MCB) u pabounit 6aHk knetok (Working Cell Banks, WCB).

Mpw paspaboTke W NPOU3BOACTBE MEAWLIMHCKAX NPOAYKTOB Ha KNETOYHOW OCHOBE HeOBXOAUMO NPUHWMAaTL COOT-
BETCTBYIOLME Mepbl AN MUHUMWU3ALMKU pUCKa Nepeaadun Bupyca; KpoMe Toro, HeOGXOAUMO YUNTLIBATL PUCK 3apaXeHUs
TSE, a TakxKe fpyrue acnekrbl.

J.2 icTouHUK 3apaxeHuss BUpycoM/TSE

J.2.1 YenoBeyeckue TKaHN U KNETKN

Mpouecc NpousBoACcTBa MEAULIMHCKX NPOAYKTOB Ha KIETOMHOW OCHOBE OBLIYHO He BKIIOYAET KOHEYHYIO CTEPUIU-
3aLuio, aTanbl O4UCTKK, 3Tanbl yaaneHua uunu nHaktuesauum supycos. CnefoBaTtefnibHO, A0MKHbLI BbITh YETKO onpefene-
Hbl CTporne TpeboBaHWSA K UCTOYHUKaM, a TakKe KpUTepun NpueMKu Ans BCeX MaTtepuanoB YeroBe4ecKoro U XKUBOTHOIO
NPOUCXOX/EHUSI B COOTBETCTBUM € NpefnonaraeMblM UCMONb3oBaHNEM.

OBbIYHO TKaHW U1 KNETKN YernoBeKka MOTyT COAepXaTk BUPYChl. OTO MaToreHHbIe BUPYCHl YenoBeka, KoTopble MOryT
pacTu B ycnoBusx o6paboTkn 1 B OTAemNbHbIX crlyyasix Mpu pocTe kneTok. Kak nmpaBuno, Bce BUpychl, Nepeaatouecs
Yepes KpOBb, paccMaTpuBaloT Kak NoTeHLManbHble KOHTaMUHaHTLL. JJONonHUTENbLHO cneayeT paccMaTpusaTh TkaHecne-
LubuyHele BUpYChI, Takne Kak Bupychl repneca (CMV, EBV), cBAsaHHbIe ¢ KIeTKaMu KpoBW.

Heo6xoAMMO yuuThIBaTh PUCK 3apadKeHWs YenoBeYeckKUX TKaHen areHToM BapuaHTHoil 6oneanun KpeiitudensaTa-
Akoba (variant Creutzfeldt-Jakob disease, vCJD) u, ecnu npuMeHMMO, UCNONb30BaTb COOTBETCTBYIOLLMIA OTOOP OHOPOB
(cMm. ceblnku [35] u [53]).

Mpoun3BoaCTBO MEAULIMHCKMX NPOAYKTOB Ha KIIETOMHOW OCHOBE JJ0JDKHO COOTBETCTBOBATL MPUHLMMAM Hagnexallen
NPOW3BOACTBEHHON NpakTuku. ObnacTb NPOM3BOACTBA AOMKHa ObITb Usnyecku otaeneHa or obnactu sabopa. Ecnu B
0AHOM W ToiA e obnacTn npoussoacTBa 06pabaThiBalOT M XPaHAT pasfiniHbie TKaHEeBbIE U KIETOYHbIE NPOAYKTHI, Cyllje-
CTBYET NOBLILLEHHBI PUCK NEPEKPECTHOrO 3arpsA3HEHNS Ha KaXAoM artane npoueaypbl, Hanpumep Yepes obopyaoBaHue
Ans o6paboTkU UNKU KOHTENHEPbI ANA XpaHEHUs], Takue Kak eMKOCTU € XuAkuM a3oToM. CrnefoBartenbHO, A0MKHbI ObIThb
BHeZpeHbl Hainexatuue Mepbl KOHTPONA ANA NpefoTBpaLleHUsi MepeKpecTHOro 3arpAsHeHmns.

JleyebHble NPoAYKTLI M3 ayTOreHHbLIX KNETOK MOryT Talkke paspabaTbiBaTk OT BUPYC-MOMOXMUTENBLHLIX (Hanpumep,
BWY, renatut B, renatut C) nauyueHToB. BaxHO MpoBepUTb, yBENUUMBAIOTCH NN BUPYCHI BO BpeMsi KyNbTUBUpPOBaHUSA
KNeToK ex vivo. Kpome Toro, AomKHbI ObITb BHEAPEHB! CTPOrke NPUHLMMLI NPeAoTBPaLLEHUs NEPEKPECTHOro 3arps3HeHns
MeX/ly BUPYC-NONMOXUTENBHBIMU U BUPYC-OTpULATENBHBIMU KINETOYHLIMU KYTBTYpamu.

J.2.2 TexHonornuyeckue no6aBku

[ns nonyyeHus, otbopa, KynsTUBUPOBaHWUA WIW AaXe reHeTU4ecKoi unu peHoTUNUYecKoit MoguduKaLmm KneTok
TpebyloTca pas3nuyHble MaTepuarnbl, Takue Kak gpyrme Knetku, pepMeHTbl, aHTUTENa, UMTOKUHLI, CLIBOPOTKa U aHTUOWO-
TnkKn. Kaxpoe BellecTBo, MCNONb3yeMoe BO BPeMS MPOoLeAYpbl, A0MKHO BbITb YETKO ONpeAeneHo U OLieHeHO Ha npeaMeT
€ro COOTBETCTBUSA NpejnonaraeMoMy npumeHeHuto. Kayectso 6uonornyecku akTuBHbIX 406aBOK B KynsTyparnbHoi cpesie,
TakuX kak aKTopbl pocTa, LUTOKMHBI M aHTUTENa, AOIMKHO ObiTb JOKYMEHTaNbLHO OTPaXeHo; KpoMe Toro, criefyer AaTb
OLieHKy Ux kadecTBa u 6esonacHocTu. Heobxoaumo KoHTponupoBsaTk Aaxe 6e3onacHOCTb aMUMHOKUCNOT. Ecnu oHu nony-
YeHbl OT MaTepuarnos XXUBOTHOMO MPOUCXOXAEHUA, [OIMKHO ObITh NPUBEAEHO AOKYMEHTaNbHOe NOATBEPXAEHNE, YTO HET
pucka 3apaxeHWUs1 XXKUBOTHbIM TSE.
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[ns pacnpocTpaHeHUs KNeToK YacTo UCMOoNnb3yHoT deTanbHyo Bblubio chiBOPOTKY (fetal bovine serum, FBS). Xopo-
Lo M3BecTHO, YTo FBS MoxeT BbiTb 3apaxeHa Bupycamu (cM. ceblnku [41], [61], [62]). CBuHOI TPUNCKH, YacTo UCMonb-
3yeMblil AN KyNsTUBUMPOBAHUSA KIETOK, CBA3AH C PUCKOM 3apadkeHus. VcnbiTaHUA ChIBOPOTKW WNKU TPUNCKUHAE, Hanpumep
3asBMNeHHbLIe NocTaBLUMKammn B cepTudomukate o6 aHanuae (Certificate of Analysis, CoA), sBnsitoTCA HefOCTaTOMHLIMU AN
rapaHTum OTCYTCTBUS 3apaxeHus BUpycamu, Npu4nHamMmn orpaHnyeHHon 3Ha4uMOCTU UCTIbITaHWI ABMAETCS YYBCTBUTENb-
HOCTb UCMONb3yeMbIX METOA 0B BbISBIIEHUS U Manblii 06beM, KOTOPBIA MOXET BbITb MCMONb30BaH AN UcnbiTaHuiA. Heobxo-
LAWMo n3beraTb UCMOMb30BaHNA 3TUX KOMMNOHEHTOB, €CNi NHOe He 060CHOBaHO U AOKYMEHTanbHO He oTpaxeHo. Ecnu o6o-
CHOBaHO, CneAyeT UCMOmnb3oBaTbh UHAKTUBUPOBAHHYIO ChIBOPOTKY W/WMW WHAKTUBWPOBAHHLIA TpUncuH. Ecnn B kadecTse
L06aBKV Kk cpefie NPUMEHSIOT YerloBEeYEeCKY CbIBOPOTKY, OTCYTCTBUE 3arpsisHEHUs BUpycaMmn AOMKHO BbiTb 060CHOBaHO
COOTBETCTBYIOLMMU crocobamu.

Mpw ncnons3oBaHun matepuanos FBS nponssoanTens JOMKEH NpogeMOHCTPUPOBaTh:

a) cootBeTcTBUE MCO 22442 (BCE YacTu cTaHgapTa), unm

b) ceptTudbukat coorsercTBuA, NpuHATLIN EDQM (European Directorate for the Quality of Medicines and Health
Care, EBponeiickum AupeKkTopatoM Mo Ka4ecTBY NeKkapCTBEHHbIX CPECTB U 34PaBOOXPaHEHMIO), NN 3KBUBANEHT.

MocTaBLUMK AOMKEH NPEAOCTaBUTL HaAeXallylo JOKYMEHTALMIO, AEMOHCTPUPYHOLLYHO Ka4ecTBO 1 He3onacHocTb
no OTHOLLUEHMIo K BUpycam 1 TSE Bcex UCXOAHBIX MaTepuanoB YeroBe4eCcKoro Unmn XMBOTHOrO NpoucxoxaeHuns. O4YeHb
BaXHO Y4YWTbIBaTb STOT MOMEHT C CaMoro Havana pa3paboTku NpofyKTa U BeCTU AOKYMEHTaLMIO Ha BCE UCXOAHbIe MaTe-
pvanbl BO BpeMs pasnunyHbIX LWKITOB pa3paboTki NpogyKTa.

J.3 MeToabl CHUKeHUSA pucKka

J.3.1 TecTupoBaHue fJOHOpA YenoBeYECKUX TKaHEW U KNEToK

Pa3spaboTaHbl KOHKpeTHbIe TpeboBaHUs K BLIOOPY U TECTUPOBAHMUIO JOHOPOB, HanpuMep B EBpone (cM. cebinky [35])
n B CLLA (cM. cebinky [53]). MogpobHocTn npueaeHs! B npunoxeHun C. CtaTyc BUPYCHOro MHULmMpoBaHus nioboro kne-
To4Horo obpasua, BKIO4Yasa ayToreHHble KeTkU, AoMmKeH BbiTk M3BecTeH ANna obecnevyeHnss BOSMOXXHOCTU COOTBETCTBYHO-
LLiero oTgeneHns MHULMPOBAHHBIX KIETOK U YyCTAaHOBIEHUS COOTBETCTBYIOLUX Mep Be3onacHocTu npu obcnyxuBanum n
XPpaHeHUN KINETOK N MaTepnanos.

J.3.2 UcnbiTaHnsa 6aHKOB KNeToK

Ecnu ncnonb3oBaHbl KNETOYHbIE NIMHWK, NO BO3MOXHOCTK, A0MKHBI BbITh YCTaHOBNEHB COOTBETCTBYIOLLUE OXapak-
Tepu3aoBaHHbIe rMaBHelih 6aHk kneTok (Master Cell Bank, MCB) u pabounii 6aHk krnetok (Working Cell Banks, WCB). BaHku
KIeToK, BKIOYas XapakTepucTUKy 1 UCcnefoBaHus KNeTok, AoMmkHbI cooTBeTcTBOBaTh PykoBoactBy ICH Q5D (cM. cebinky
(17

J.3.3 OT60p COOTBETCTBYIOLMUX MCXOAHBIX MaTepuanoB U/MNu peareHToB

Ansa nonyyeHus, oTéopa, KyNsTUBUPOBAHWUA UNU MOANMUKALIMK KNETOK TpebyIoTCa pasnuyHble NCXOAHbIE MaTepua-
bl UnNK peareHThl. KadecTBo Buonornyecknx Matepuanos AoHKHO GbiTb JOKYMEHTaNbHO OTPaXeHO, U Kaxa0e BELecTBo,
ucnonb3yemoe B Npoueaype, A0SKHO ObiTb TOHHO ONPEAENEeHO N OLEHEHO B COOTBETCTBUM C NpeanonaraeMblM UCNOMb-
30BaHNeM.

CrnepyeT yunTbIBaTb PUCK 3arpsA3HEHUS CyYalHbIMU BeLLeCTBaMU, U 0COBEHHO B OLIGHKe pucka Heobxoanmo pac-
cMaTpuBaTh BCE UCXOAHBIE MaTepuarbl WUNWU peareHTbl 4eN0BEeYECKOro UK XUBOTHOTO NpoucxoxaeHNs. OCHOBHOW cTpa-
Terneit sBnsieTcs nsberaHue MCnosb3oBaHUA GUONOrMHECKNX MaTEpPUanos, €CNN 3T0 BO3MOXHO.

Mpn HEBO3MOXHOCTM, HEOBXOAUMO YUUTBIBATL CnegytoLlee.

Mpu pocTe in vitro OCHOBHLIX KNETOK CbIBOPOTKa ABNAETCA COOTBETCTBYIOWEN 06aBKOi K cpefe, U MHOMUEe KNETKMU
HEBO3MOXHO YCMELLHO KynbTUBMPOBaTh 6€3 CbIBOPOTKU. ECNU ANA CHUXEHUA pUcKa 3apaxeHua paccmMaTpuBatoT npume-
HeHue Bblubeii CHIBOPOTKM, CIIEAYET MCNOMb30BaTh TONBLKO heTanbHyHo GblUblo CLIBOPOTKY W, €CN BO3MOXHO, MHAKTUBU-
poBaHHble NpoaykTel FBS. MNMocTaBLUuMKKU AOMKHBI AOKYMEHTanNbHO NOATBEPAUTD, YTO NPOBOAUMbLIE NpoLEAYPLl MHAKTUBA-
LMK 3pPEKTUBHLI B OTHOLLEHUM MHAKTUBALWN BUPYCOB W YTO Nepea WHaKkTusauuei 6binu npoBeaeHbl COOTBETCTBYOLME
UCMbITaHUS, KOTOpble NPOAEMOHCTPMPOBAanK, 3a ucknodeHnem BVDYV, yto cbiBopoTka cBobofHa oT onpeaensemblX Obl-
YbMX BUpYCcOB. BEINO nokasaHo, YTo raMma-usnydenne 30 kKI'p unu Boiwe 3pPeKTUBHO ANA MHAKTUBALWUMN BUPYCOB (CM.
ceblnku [31], [36], [40]).

Ecnu ucnone3aytot FBS, fonkHbl 6biTe NPUHATHE Mepbl At CHUXEHNUSA pucka TSE. HeobxoauMo yuuTbiBaThL COOT-
BETCTBYIOLLME CTaHAapThl, Takue kak MCO 22442 (Bce YacTu cTaHaapTa) U pyKoBoacTsa (CM. ccbinky [41]).

Ana TexHonornyeckux [o6aBOK KWMBOTHOMO MPOUCXOXAEHUSI HEOBXOAUMO YHUTLIBATHL BO3MOXHYIO HyBCTBUTENb-
HOCTb NaLyeHTa, Takyto Kak annepruyeckne peakyum u/unu obpasosaHue aHTUTEN.

Puck sapaxeHuss OGb4bMMU BUpYCaMn BO BpEMS KYNIETUBMPOBAHUA KNETOK BO3MOXHO CHU3UTL, UCNONL3YA B Kaye-
cTBe f06aBoK K cpefe ChIBOPOTKY YenoBeka, OfHaKo Mpu 3ToM HeoBXxoguMO NPUHUMAaTL COOTBETCTBYIOLWME Mepbl ANA
npefoTBpaLLeHWs 3apaxeHus BupycaMu 4enoseka. B cnyvae neyebHbIX NPOAYKTOB U3 @yTOreHHbIX KNETOK CbiIBOPOTKA
nauueHTa MOXET NOAXOAUTL ANSA UCMONb30BaHUS B KadyecTBe JobaBKN K KNETOYHOW KyNLType.

Ans KyNsTUBUPOBAHKSA KIMETOK YacTO UCMONb3YIOT TPUMCUH. OH MOXET ObiTb NONYYEeH U3 CBUHBIX TKaHei n, cnefo-
BaTeNbHO, 3apaxeH CBMHbLIMU BUpPycaMu, 0COBEHHO CBUHLIM MapBOBUPYCOM W/UMW CBUHBIM LMpKOBUPYCcOM Tuna 1/2. Oba
BMpyca obnajatoT BbICOKO YCTOWYMBOCTLIO K TEMMOBON M XMMUYECKON UHaKTUBauuKn. CneaosaTensHo, €CNn BO3MOXHO,
HeoBbXoAMMO NPUMEHSTL UHAKTUBUPOBAHHLIA CBMHOR TPUMNCUH PacTUTENLHOrO NPOUCXOXAEHUA UNKU PEKOMOUHAHTHBIA
TPUNCUH.

29



roCT P UCO 13022—2016

MaTepuanel, NONyYEHHbIE OT YeroBeKa UK XNUBOTHBIX, BKITIOYas KIETKW, KOoTopble (YHKLUWOHUPYIOT Kak noagepXka
ANA pocTa U aare3nn, Harnpumep nuTaloLme KNeTku, AOMKHbI ObiTb OLleHeHbl W/Wnu yTBepXAeHbl Ha WX COOTBETCTBUE
npeanonaraeMomy UCNoNb3oBaHUo. ECNU NPUMEHAIOT KNETKN XMBOTHBLIX, OHW JOSMKHBI UCCNEAoBaTLCA Ha OTCYTCTBUE
BbISBAEMbIX BUAOCNeLUNMUYHBIX BUPYCOB C MCMOSIb30BaHWEM COOTBETCTBYIOLUX YTBepXAeHHbIX Npo6. MoxHO o3HaKo-
MUTBCA ¢ METOAUYECKUMIN AOKYMEHTaMN Ha NpeaMeT BbiGopa COOTBETCTBYIOLLUX BUPYCOB NS YCTAHOBIIEHUS COOTBET-
CTBYIOLUX PEXUMOB UCNBITaHKA (CM. cebinku [16], [32], [54], [55)).

Ecnu ncxogHble Matepuarnsl, peareHTbl W/WNU HaNOMHUTENU UMEIOT NULEH3UIO Ha NpoAaxy Unu ynomaHyTel B Gap-
Makornee, HeoB6XOANMO caenaTb COOTBETCTBYIOLLMUE CChINKW. ECNKU NPUMEHUMBI Apyrue METOAUYECKUE AOKYMEHTLI, Takne
Kak Ans MOHOKMOHanbHbIX aHTuTen (cM. cebinku [30], [56]), unu Ana MeauUMHCKUX NPOAYKTOB, BblAGNEHHbLIX U3 MasMbl
(cMm. cebinky [42]), unu 4N oLEeHKU BUpycHoi BeaonacHOCTU fiekapcTBEeHHbIX GuonpenapaTos (CM. cebinky [16]), oHu Taioke
JOMKHbI BbITb y4YTeHbl. Takne MaTepuans! criefyeT Uucnofnb3oBaTh B NPOM3BOACTBE MEeAULIMHCKUX NPOAYKTOB Ha KIETOYHOWM
OCHOBe, TOMbKO ecnun Ux BUpycHasa/TSE Ge3onacHOCTb Hagnexalle npoaeMOHCTpUpoBaHa (CM. Cebinky [41]).
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MpunoxeHue K
(cnpaBouHoe)

PykoBoacTBO, Kacaroleecs ONMacHOCTeM, Bbi3BaHHbIX KAHLEPOTreHHbIM NOTEHLMANIOM YerI0BeYECKNX
KNEeTOK U TKaHeMu, ucnonb3yeMbiX Npu npou3BoacTee MeAULUHCKUX NPOOYKTOB

B kaxxgom oTgenbHOM criydae HeoBXoAMMO y4UTbIBaTb, MPW BO3MOXHOCTM, PUCK Bbi3BaTb oBpas3oBaHue onyxonen
13-3a HeonnacTU4YecKkoi TpaHchopMaLUu KNeToK PeLurnMeHTa U KNeTok MEAULMHCKUX NPOAYKTOB Ha KNETOYHON OCHOBE.
OBLenpuHATbIE MCCe[oBaHNA KaHLEPOreHHOCTU MOryT ObiTb HEBLINOMHUMBI. MccrnefoBaHust KaHLeporeHHOCTU MOoryT
NPOBOAUTLCA in Vitro n/unu in vivo. PelleHne o nNpoBedeHUW UCNbITaHUA CneayeT NpUHUMaTL B KaXK4OM OTAENbHOM Cny-
Yae Ha COOTBETCTBYIOLLMX MOJENSAX U C YHeTOM Hay4HOW NuTepaTypel. MiccnesoBaHus KaHUepOoreHHOCTU NpeAnoYTUTENBHO
LOIMKHBI MPOBOAMTLCA Ha KneTkax, KOTopble HAaXOoAATCS Ha Npeferne TeKyLero KyIsTUBMPOBaHUS KIETOK UNK Jake 3a 3TUM
npeaenom. TkaHu, BbISIBIEHHbIE KaK cojepXallme NMpUMEHEHHbIE KIMETKN UMW BblpaXKeHHble MPOAYKTLI B UCCnefoBaHUSX
Ha Buopacnpesenerue, LJOMKHBI TakKe aHanMaMpoBaThes ¢ 0CoObIM BHUMaHUEM B XO4€ WCCMNEeA0BaHUSA KaHLEpOreHHOCTH.

WNcecnenoBaHmnsi Ha reHOTOKCUYHOCTE HE CHUTAIOTCH HEOBX04MMbIMU AN YenoBEYeCKUX MeLULMHCKUX MPOAYKTOB Ha
KIETOYHOW ocHOBe, Noka XapakTep No6oro BelpaXeHHoro NpoAyKTa He NPOAEMOHCTPUPYET HemnocpescTBEHHOE B3auMo-
feicTBue ¢ feaokcupuboHyknenHoBoit kucrotoi (OHK) unu 4pyrum XpoMOCOMHBIM MaTepuarsiom.
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MpunoxeHue L
(cnpaBouHoe)

PykoBoacCTBO, kKacaruweeca MUKPOOUONOrMueCKou KOHTaMUHaALUKN

L.1 O6wme nonoxeHus

Ansa ycnewHoro NpUMEHeHUa NpogyKTOB Ha KIETOYMHOW OCHOBE KPUTUYECKU BaXXHO YAOCTOBEPUTLCA B TOM, YTO
MeAULIMHCKWE NPOAYKTEl Ha KNETOYHON ocHOBE CBOOOAHBLI OT 3aHECEHHbLIX MUKPOOHBIX areHToB (BMPYCOB, MUKONNa3Mbl,
GakTepwit, rpubos). CrieayeT NpoBOAUTL aHau3s pucka AN OLEHKU BEPOSTHOCTU peakTMBaLMN NaTeHTHBIX (WHTerpupo-
BaHHbIX, 6ecCMMNTOMHLIX) (OPM 3aHECEHHLIX areHTOB.

B oTHoOLUEHWM MUKpOBUONornyeckoit KOHTaMMHaLMKN HeOBXOANMO paccMaTpuBaTh ABa OCHOBHbLIX UCTOMHWUKA. Mo-
XeT 6biTb MHPULMPOBAH caM KIETOYHbIA MaTepuan U MOXeT NPOU3OITU 3apaxeHne Ha NoboM aTane npouecca Npous-
BOACTBA.

Ansa npepoTBpalleHnss MUKpoBUonorndecko KOHTaMUHaLMKU MOTYT Takke NMPUMEHATbCA APYr1e MPUNOXeHUs Ha-
CTOSILLEro cTaHgapra.

L.2 BbisiBreHue MMKpOﬁMOﬂOFM‘{eCKOFO 3arpsi3HeHus uCxogHoro Martepuasna Knetok unum TKaHeW

[nsa onpeaeneHns MUKPOGUONOrMYECKOro CTaTyca KIIeTOYHOro Martepuana, no NpMMeHUMOCTH, JOMmMKHa GbiTb BHe-
ApeHa KOHKpeTHas MuUKpoBuonorndeckasi CKpMHUHIoOBas nporpamma Ans KNeToK, NOCTynarowmx ANS UCNONb3oBaHWUS B
npoAykTe. OTa CKPUHUHIOBasi NporpaMMa AofkHa OblTb afanTupoBaHa K TUMy KIeTOK M UCMONb30BaTh YTBEPKAEHHbIE
npo6Gbl, cnocoGHbIE BLISBAATL MH(EKLMOHHBIE areHThl YeNoBeKa ¢ COOTBETCTBYIOLL e YyBCTBUTENBHOCTLIO. Heobxoanmo
YUUTLIBaTE KOMMOHEHTHI Cpefbl, KOTOPbIE MOTYT MOBMUSITb Ha Npoby (HanpuMep, aHTUGUOTUKN).

Ecnu KneTku nonyyveHsl OT He30poBbIX TKaHel, JOoMKHbI BbITb ONpeAeneHbl KPUTEPUN NPUEMKU, COOTBETCTBYIOWME
NPOAYKTY U ero npegnoraraeMoMy UCroNb30BaHUIo.

L.3 NpenoTBpalleHne MUKPOGUOTNOrMYecKoro sarpasHeHua NpoAyKra BO BpeMA NPOU3BOACTBa

[na mMeHeLXMeHTa PUCKOM KpailHe BaXHO YYMTLIBATb, YTO BCE 3Tanbl npouecca Npou3BOACTBA MOFYT BHOCUTbL
BKNaz B MMKpoGuonornyeckoe 3arpsisaHeHne KoHe4Horo npoaykra. CnegoaTtenbHO, BO BpeMs npoLlecca pa3pabotku npo-
JyKTa Heo6X0AMMO NPUHATL COOTBETCTBYIOLLME MEPBI.

HeobxognMmo npoBecTn CKpynynesHble UCNbITaHUS Ha NpeaMeT oTcyTcTBUSI BakTepuil, rpuboB U MUKOMNa3Mbl Ha
YPOBHE KOHEYHOro npogykTa. B Tex cny4asx, Korga KOpOTKWIA CPOK rOAHOCTU NPOAYKTa NPEeNATCTBYET UCMBITAHWIO Ha OT-
CYTCTBME GaKkTepuil, BO3MOXHbBI anbTepHaTUBHbIE YTBEPXAEHHbIE METOA LI UCNBITAHMS, €CNU OHW 060CHOBaHbI.

PaboTa B KOHTpONUPYEMOW COOTBETCTBYIOLUM 06pa3oM OKpyXatolen cpeie U acenTudeckue MeTofbl MpPoU3Boj -
cTBa 06s3aTenbHbl 4 NpeAoTBpaLleHNa MUKpobuonornieckoro sarpssHeHns. PykoBogcTBO MOXHO HaiTk B MICO 13408.
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MpunoxeHne M
(cnpaBouHoe)

PykoBOACTBO, Kacaluweecsa NOTEHLUUANIbHOMO HEeraTUBHOTO BITMAHUA HEKNETOYHbIX 0CaAKOB
npoaykra

M.1 O6LmMe nonoxeHus

HekreTouHble ocazikv MpoAyKTa MOTyT MosBUTLCS Ha Nto6oM STane npolecca Npou3BoAcTBa (HanpuMmep, 3a cyeT
“cnonk3oBaHua fo6aBok Bo BpeMsi 3abopa MaTepuana, pacTBOpPOB ANSl XpaHEHUsl, pacTBOPOB AN KPUMOKOHCEpBaLmK,
BbIMbIBaeMbIX NPOAYKTOB, TEXHOMOTMYECKNX [,0GaBOK M/UMN NPOMEXYTOUHBIX MPOAYKTOB).

M.2 HeknuHuuyeckue ncnbiTaHusi

NS BLISBMNEHWS U OLEHKWU AaHHbIX TUMOB NpUMecei MOryT 6biTb MPUMEHUMBI MpUeMbl U METOALI, ONpeAeneHHbIe B
NCO 10993.

TNioGoit MaTepman, KoTopbli MOXeET BHECTU B NPOAYKT NPOAYKTHI pacnafa Ha foGoM aTane npolecca NpowsBoa-
CTBa, HanpumMep GuopasnaraeMble MaTepuasbl, JOMKeH GbiTb TLUATENbHO OXapaKTepu3oBaH C yYeToM 3TUX CBOMCTB, a
BIUsIHWE MPOAYKTOB pacrnaja Ha KIeTouHble KOMMOHEHTh! 4OMKHO BbiTh OLEHEHO.

M.3 KoM6UHUpOBaHHble NPOAYKTbI

HekneToYHble KOMMOHEHTHI JOMKHEI ObiTh OXapaKTepu3oBaHbl B KOHTEKCTe UX Tpebyemoi hyHKUMWU B KOHEYHOM
npogykre. OTO CTPYKTYPHbIe KOMMOHEHTLI, NpefHasHa4yeHHble AN NogAepXKaHUs KIeTOUHbIX KOMMOHEHTOB, Hanpumep
Kapkacbl Unu MembpaHbl, ANs KOTOPLIX JOMKHLI GbITh ONpeAeneHbl U onucaHbl XMMUYECKUE U (U3UYECKUe CBOWCTBA,
Takvue Kak NopUcTOCTb, NMOTHOCTb, MUKPOCKOMUYECKas CTPYKTYpa W pasmMep YacTuL, B COOTBETCTBUM C TUMOM BeLLECTB M
npeanonaraemelM Ucnonb3oBaHueM cornacHo MCO 10993-18 n MCO 10993-19.
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Mpunoxexnune N
(o6a3atenbHoe)

Tpe6OBaHMﬂ, Kacawuwueca nOTeHUNanbHOro HeraTUBHONro BJIIMAHUA KINEeTOYHbIX KOMMNOHEHTOB
Ha MEOULIMHCKUN npoaykr

N.1 O6wme nonoxeHus

CoBpeMEHHbIW YPOBEHbL pa3BUTMA HayKN NOKa3bIBAET, YTO NoBegeHUe BMoNornieckn akTuBHLIX 06bEKTOB, KOTOpPbI-
MU ABNAIOTCA KIMETKU U TKaHW, Henpeackasyemo. [na pacwupeHnsa kpyrosopa o noTeHuuasibHOM HeraTUBHOM BITUSIHUA
NPOAYKTOB Ha KIMETOYHOI| OCHOBE MOIYT NPUMEHSTL pasnuyHble Npobul in vitro u in vivo. PelweHune o Hanbonee nogxops-
LWeM UCMbITaHMU UKW KOMBUHaLMK UCNbITaHWA NPUHUMAIOT OTAENBHO B KaX4O0M criyyae.

N.2 [loknuHnYecKue UCNbITaHUA Ha HeraTuBHoOe BNuUsAHue

JocKkoHanbHoe nsyveHue, NpMMeEHsIeMOe BO BPEMSA HEKNUHNYECKMX UCNBITAaHWIA, AOMKHO YUUTbIBaTb Xapakrep Me-
AWLMHCKOrO NPOAYKTa Ha KIETOYHON ocHoBe U GbiTh NPONOPLUMOHANBHO 0XXUAAEMOMY PUCKY, CBA3AHHOMY C KITMHUYECKUM
UCNOsIb30BaHUEM.

BapnaTtMBHOCTb MEQULIMHCKUX NPOAYKTOB Ha KIETOYHOW OCHOBE [0MKHa BbiTb OTpaXeHa B [ OKMUHUYECKMX UCChe-
[ OBaHUSX.

Llenblo JOKNUMHWMYECKUX UCCIEA0BaHMIA SBNAIOTCA JEMOHCTpaUUs NOATBEPXAEHUA NpUHLMUNA AeACTBUA U onpeae-
neHune apMaKkororM4ecKoro U Tokcukonorudeckoro apdekToB, hUKCUPYIOLLMX YENOBEYECKNIA OTBET HE TOSIbKO A0 Ha-
Yyarna KNMHUYECKUX UccrnefoBaHWii, HO Takke B TedeHWe KIMHUYeCKoW paspaboTkn. 3agadun faHHbIX UCCNeaoBaHuil BKNO-
YaloT cneayoLlee:

a) nonyveHve nHdopmauuu Ans soibopa 6esonacHbIX 403 AN KITMHUYECKUX UCCIIef0BaHui;

b) nony4yenne nHdopmauun ana obecnedeHun 6e3onacHOCTH, OCYLLECTBUMOCTH M ahdeKTUBHOCTU cnocoba BBe-
JEHUS 1 CXeMbl MPUMEHEHUS;

C) nonyyYeHne vHdopmauuu 4ns NOATBEPKAEHUA NPOJOMKUTENBHOCTU BO3eACTBUSA U NPOAOMKUTENBHOCTHN Bpe-
MeHW HabnogeHns ans BLISBNEHUA HEraTUBHLIX peakumii;

d) ngeHTudukaums opraHoB-MULLEHEHR C TOUKN 3pEHNSA TOKCUYHOCTH,

e) naeHTUdrKaumus NnapamMeTpoB KOHTPONSA NaLWeHToB, NofyYatoWwmnx JaHHYI0 Teparnmuio.

JoknuHudeckune ncenefoBaHns AomMKHbI MPOBOAUTE Ha COOTBETCTRY FOLLIMX KMBOTHLIX Moaensix. Ecnu He MoryT 6biTh
paspaboTaHbl COOTBETCTBYIOLLIME XMBOTHbIE MOLENMW, UCCNEROBaHWA /N Vitro MOryT 3aMeHWUTb UCCIe0BaHUSA Ha XMBOT-
HbIX. [JomKHbl BbIT 060CHOBaHbLI apryMeHTaLuna OKIUHUYECKUX UCCefoBaHUI U KpUTEPUU, Mcronb3yeMble Ans Boibopa
KOHKPETHON MOJENM XKUBOTHBIX. YPOBEHb JKCTIPEccUn BUONOrMHeckn akTUBHEIX MONEKyYr, NyTb BBeAeHUS U uccrnegyemast
[03a JOMKHbI OTPpaXaTb NpeanonaraemMoe KINMHUYECKoe UCNonb3oBaHWe Ha NIoAsX.

CnepyeT yuutbiBaTh pekomeHpauum Pykosogetsa ICH S6 (cM. cebinky [21]). KonuyecTBo XMBOTHEIX, MX NOA, Ya-
CTOTa W NPOJOIMKUTENBHOCTE KOHTPONS AOMKHbLI BbiTh COOTBETCTBYIOLLMMU 115 BEISBNEHWNS BO3MOXHBIX HEraTUBHbIX 3db-
dekTOoB.

HeobxogMocTb PenpoAYKTUBHbLIX UCCIef0BaHWi 3aBUCUT OT MEJULMHCKUX NPOAYKTOB Ha KMETOYHOW OCHOBE U
JOMXHa paccMaTpuBaTbCs OTAEMbHO B KaXA0M Criyqae.
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Mpunoxexue O
(cnpaBouHoe)

PyKOBOHCTBO NnOo ONMUCAaHUK KNEeTOYHbIX KOMMOHEHTOB MeOULIMHCKUX NPOAOYKTOB

0.1 O6Lwme nonoxeHus

JomxkHa BbITb YCTaHOBNEHa MOMHas XapaKTepucTuKa KIETOYHOrO KOMMOHEHTa C TOYKW 3peHUs WAEHTUdUKaLum,
YUCTOThI, 3PPEKTUBHOCTH, KNUZHECTIOCOBHOCTU U COOTBETCTBUSA NpeAHasHa4YeHHOMY WUCMONb3OBaHU0. XapaKTepucTuka
AomkHa BbITb paspaboTaHa Tak, 4ToObl NO3BOMUTEL NMPOBOAUTL TEKYLLMIA KOHTPOMb, KOTOPLIA NPUMEHSIETCS AN BhINycka
aKTWBHbIX BELLECTB U KOHEYHOrO NPOAYKTA, a TakKe KOHTPOrb, MPOBOAUMbIA Ha HECKOMbKUX aTanax npolecca Ans rapaH-
TUW CTabUNBHOCTU NapTUK.

Ecnu 6ruonorndecku akTMBHbIE MoneKynbl (Hanpumep, akTopbl pocTa, LUTOKUHBI) MPUCYTCTBYHOT B Ka4€CTBE KOM-
MOHeHTa UNK ocafka oT MPOU3BOACTBEHHOMO NpoLecca MegULIMHCKNX NPOAYKTOB Ha KNETOYHOW OCHOBE, OHU AOMKHBLI BbITh
COOTBETCTBYIOLMM 06pa3oM onucaHel. VX comnpskeHHble pUCKN AOMKHbI ObITb OLEHEHbI.

PykoBogCTBO MO HEKITMHUYECKOW XapaKTepuCTUKe MOXHO HailTh Mo cebinke [38].

0.2 aeHTUdMKauusa

NoeHTUdUKaLMa KNETOYHBIX KOMIOHEHTOB, B 3aBUCMMOCTM OT MOMNYNSLMA U NPOUCXOXAEHUA KNETOK, AOMKHA BbiTb
oxapakTepusoBaHa C TOYKW 3peHUsA PEHOTUNUYECKUX WM reHOTUNNHeckux npodunen (reHeTudeckuin cratyc/amdpde-
peHUWanbHbIi cTatyc). MNpu paccMoTpeHnn heHoTuNa KNeToK, ecriv 060CHOBaHO, MOTYT UCNONBb30BaTL COOTBETCTBYHOLLME
Mapkepbl. 3TU MapKepbl MOrYT OCHOBBLIBATLCA Ha KCMPECCUM reHa, Npe3eHTaUumn aHTureHa, GUOXMMNYECKO aKTUBHOCTH,
OTBETE Ha K30reHHble CTUMYbI, CNOCOBHOCTM NPON3BOANTL GUONOrYECKN aKTUBHBLIE UMW APpYrUe UIMEPUMbIE MOMEKYIbI
W T A. Ans aAre3vBHbIX KNETOK COBMECTHO C APYrMMMN UCTIbITaHUSIMU MOFNE3HbIM MHCTPYMEHTOM MOXET SBNATLCA MOpdo-
NIOrMYecknid aHanus.

Ecnv npumeHumo, HeoBxogMMo nNpefocTaBUTL OnNMcaHmne npoLeayp, KoTopble MOMyT NPUBECTU K U3MEHEHUAM XapakK-
TEpWUCTUK NPOAYKTa, BKItoHas aaresunio, abcopbuuto, Aerpagauuto, NnpefcrasineHne KOMNOHEHTOB B MUTATENbHOW cpefe.

Ans KNETOYHBIX KOMMOHEHTOB anfiOreHHOro MPOUCXOXAEHUS, €Cu MPUMEHUMO, MASHTUDUKALNSA AOMKHA BKIO-
YaTb MapKepbl MMCTOCOBMECTUMOCTUA U UOEHTUDUKALNIO reHETUYECKUX MNOSIMMOPKU3IMOB C KOHKPETHBIMUA CCbITKaMU Ha
npefHasHa4YeHHoe UCMONb3oBaHue.

0.3 Yucrora Knetok

Mo cpaBHEHUIO C XMMUYECKUMU BELLECTBAMU ANA NPOJYKTOB Ha KNETOMHOIH OCHOBE YACTOTA SBISIETCS OTHOCUTENb-
HbIM TEPMUHOM. CIIOXHO onpefenuTb abConoTHY0 YUCTOTY Takoro NpoaykTa. Mo OTHOLLEHUIO K KITETOUHBIM KOMMOHeHTaM
NPOAYKTOB Ha KIETOMHOW OCHOBE TEPMUH «4UCTOTA KIETOK» UCMONb3YIOT AN ONUCaHUS XapaKTepUCTUK NPoAYKTa, CBsi3aH-
HbIX C NONYNsLMe(sMU) KNeToK, HeoBxoaUMON(bIX) ANS BbINONHEHNS TpeboBaHWiA, onpefeneHHbIX ANs NpeAHasHa4YeHHo-
ro McronbL3oBaHNUs NpoayKTa.

O6LLasi NonynsALMA KNETOK MOXET COAepXaTb APYrue KNeTku, KOTOpble UMEIOT pasfUMHOE NpoucxoxpeHne uunu
cTeneHb AU depeHLaLt N MoryT He OTHOCUTBCS K NpefHasHa4eHHON KNeTouHOo nonynsiumu. MpeaycMoTpeHHbIe U
HenpegyCMOTPEHHbIE KNETOUHbIE NOMYNSALWUK, NPeACTaBNEHHbIE B MEAULMHCKOM NPOAYKTE, AOMKHLI ObiTb OnpefeneHsl,
a WX KOJTMYeCTBO B KOHEYHOM NPOAYKTe CleAyeT KOHTPONMPOBaTL COOTBETCTBYIOLMMIU MepaMu. Kputepuu npueMku gns
KONU4eCcTBa KMETOK AOSKHEI BbITh YCTAHOBMNEHbI B K&XAOM Crydae OTAemnbHO.

UTo KacaeTcs cMeceii KIETOK U TKaHel, B Tex crnyyasx, korga xenaemas 6uonorndeckas akTuBHOCTb M apdeKTuB-
HOCTb MPOAYKTa TpebyeT UCNONb3OBaHUA CIOXHOW CMeCH KNETOK UK TKaHel, CMech KIeToK W/WMU TKaHu AorkHa GbiThb
oxapaKTepu3oBaHa, a ee coCTaB — KOHTPONMPOBATLCS COOTBETCTBYIOLMMI METOAEMU TEKYLLEro KOHTPOMNS U UCTbITaHU-
SIMU NpW BbINYCKE NPOAYKTA.

0.4 Npumecu, nonyyeHHble B Xxoae npouecca

Bo Bpems nponaBogcTBa MEAULIMHCKOrO MPOAYKTa Ha KIeTOYHOW OCHOBE B KOHEYHBIW NPOAYKT MOXeT nonagars pas-
FIMYHOE KOMMYECTBO MpUMECcei, CBA3aHHbLIX C MPOAYKTOM U npoueccoM. JTiobble peareHTbl, U3BECTHLIE KaK BpeAHble Ans
YyenoBeka, JOMKHbI ObITb UCCNEAoBaHbl B KOHEYHOM NPOAYKTE (UK B OTAENbHLIX KOMMNOHEHTaX, eCrin MHOE HEBO3MOXHO)
W yCTaHoBMEHbI KpuTepun npuemkn. JomkHel 6biTe 060CHOBaHbI 4OMyCTUMBIE Npedensl.

[na npumMeceii, cBA3aHHbIX C KNETKaMu, CM. Takxke npunoxexue N.

[na npumecei, cBA3aHHbLIX ¢ MaTpuLeit/kapkacoM/ycTpoincTBoM, npumensot MCO 10993.

Ans npumecei, cBsizaHHbIX ¢ 06paboTKoW U MPOU3BOACTBOM, CM. NpUnoxeHue M.

0.5 )KusHecnoco6HocTb

HesaBMCUMO OT THMa KITETOK NOMyMALMS KITETOK MOXET 3arpsi3HATECA HEXN3HECNoCOBHBIMU KreTkaMu. Tak Kak xuna-
HECMOCOBHOCTL KNETOK SBMSETCA BaXHEIM NapaMeTpoM AMsi LenoCcTHOCTM MPOogyKTa U HEeMocpecTBEHHO cBA3aHa ¢ G1o-
NOTMYECKOil akTUBHOCTBI0, HEOBXOANMO OMPeAensiTb COOTHOLLEHNE MeXAY XU3HECNOCOBHBIMU U HEXM3HECTIOCOBHLIMM
KrieTkaMu 1 ycTaHaBnnBaTb COOTBETCTBYIOLWME creLmdyKaLmu.

35



rocCT P UICO 13022—2016

0.6 3¢ dekTUBHOCTL

0.6.1 O6wwme nonoxexHnn

Ecnu npegHasHavyeHHOe MCNoNb3oBaHUe NPOAYKTa CBA3AHO C onpejensieMoil U usmepsieMoi Guonorndeckoin ak-
TUBHOCTbLIO, UCTIbITAHUS S hEKTUBHOCTU AOMKHBI BbIT YacTbio NpoLiecca MeHeaKMeHTa pUckoM. McnbiTaHnsa acdekTus-
HOCTM [OMXHBI NPOBOAMUTb, €CNN 3TO AeWCTBUTENbHO TPebyeTCA U Korga NPUMEHNMbIE CUCTEMBI NCCNEA0BaHUI NOAXOAAT
ANA NoNyYeHUA AOCTOBEPHLIX Pe3yNbTaTos, OTPaXaloWmUX CUTyaLmio in vivo.

B cootsetcTBUM ¢ PykoBoacTtBoMm ICH Q6B (cM. cebinky [18]) adpdekTuBHOCTE onpefeneHa Kak Konu4ecTBeHHoe
n3mepeHne GUONOrMUYECKON aKTUBHOCTW, OCHOBAHHOW Ha CBOWCTBAX NPOAYKTA, KOTOpble CBA3AHbLI C COOTBETCTBYIOLU-
MU Buonorndeckumn cBoicTBaMmn. HacTosATenbHO pekoMeHayeTcsi, YTobbl pa3paboTka noaxogsiyei npobbl agpdekTns-
HOCTW HauMHanach B npolecce paspaboTku npoaykTa. MpegnouTutensHo, YTobbl Noaxoaawan npoba addeKTUBHOCTU
yxe 6blna BHegpeHa Ha MOMEHT NPOWU3BOACTBa MaTepuana AnA NepBbIX KINMHUYECKUX UCCAEAO0BaHWA, U OHa [OMKHA
6bITb YTBEPXKAEHA A0 NPOBEAEHNS OCHOBHBIX KNUMHUYECKUX NCCNefoBaHUi, ecru He 060CHOBaHO MHOE. Bbinyck napTum n
cneundukaLmn cpoka rofiHoCTU ¢ TOYKN 3peHus 3 PEeKTUBHOCTU AOMKHBI BbITb onpefeneHbl U YTOYHEHbI BO BpeMS pas-
paboTkn npoaykTa, €Cnu MPUMEHUMO.

Mpo6a, AeMoHCTpUpYtoLaa GUONOrNYECKY0 aKTUBHOCTb, AOMkKHa BbITE OCHOBaHa Ha NnpeagnonaraemMom 6uonoruye-
ckoM adpdekTe, KOTOpbI B aeane AomkeH 6biTb CBA3AH C KIIMHUHECKUM OTBETOM.

B 0CHOBHOM MOXHO BblAeNUTL ABa TUNa Npob addekTuBHocTYH:

1) npo6bl in vitro, ucnonb3yoLwne cMcTembl KNETOK, U

2) npo6bl in vivo, MCNONb3yIoLWMe XUBOTHLIE MOAENN.

Cuctemsl in vitro siBnstoTcs 6onee NpeanoYTUTENBHBEIMU, XOTA NPo6bl 3hEKTUBHOCTY in Vivo MOTyT Takke ObiTb
nonesHbIMKU, 0COGEHHO MpPU AOCTYNHOCTN IKCNePUMEHTasbHBIX XXUBOTHBIX MOAENei.

Ons onpegeneHns acheKTUBHOCTN NPOAYKTa HEOBXOAMMO KOHTPOSIUPOBATL OCHOBHBIE KNETOUHBIE (hYHKLMK, TakKue
KaK X13HecnocobHOCTb, caMoobHoBNEeHNe, cMepTb U AuddepeHLmnaumns, Bo BpeMa NPoU3BOACTBA, OLEHOK CTabUNbHOCTH
¥ B MOMEHT BbINYCKa, UCMONb3YSA CYpporaTHLIE MapKkepbl U COOTBETCTBYIOLME TEXHONOTUKN, HAaNpUMeEp MUKPOMaTPUYHBINA
aHanus npoduna IKCIpeccun reHos, NOTOKOBbLIA LMTOMETPUHECKUA UMMYHOMNYOPECLEHTHBIN aHanuns, KNOHUpoBaHWe
KneToK, nonumepasHas uenHas peakuus (MLP) n MHorue apyrue.

OBbI4HO MapKepbl YUCTOTBI U Mapkepbl 3 HEKTUBHOCTU He AOMKHLI BbITb CMeLLaHbl B 04HON Npobe, oaHaKo 3ToT
MoAXoA MOXET ObITb MPUMEHNUM NPU YTBEPXKAESHUN.

B ccbinke [39] obpalleHo BHUMaHWE Ha MegULMHCK1E NPOAYKTLI HA KNETOYHON OCHOBE ANA UMMYHOTepanuu, ogHa-
KO MPUHLWMbI, BKITOYas NOArOTOBKY 3TaNOHHOrO Npenapara, Takke NonesHbl ANA MeHeAXMEHTa PUCKOM APYruX NPOAYK-
TOB Ha KNeToYHOIW ocHoBe. Kak onnMcaHo B ykasaHHLIX PyKOBOACTBAX, ANA Hagnexalyero onpeaeneHus agpdekTmsHocTH
NpodyKToB BO BpeMs pa3paboTku MoOXeT noTpeboBaTbesi KOMBUHaALMS Heckonbkux MeTogoB. HekoTopble npobbl MoryT
6bITb BOCTpeboBaHbl A4S KOHTPOMSA U3MEHEHMIA npoLiecca, B TO BpeMsi Kak Apyrie bonblue noaxoaaT AN UCTbITaHUIA Ha
MOMEHT BblMycka NpogyKLuu.

OdpheKTUBHOCTE CTBOSOBLIX KIIETOK NPU STOM HE paccMarpuBaloT.

0.6.2 KneTku gnsa BoccTtaHoBneHusi/pereHepauumn TKaHeun

MenbiTanus in vivo MoryT nnbo NpoBOAUTLCA Ha COOTBETCTBYIOLLEN XKUBOTHOW MOAENMW, UMUTUPYIOLLEA NpeHa3Ha-
YeHHOoe KIMHWYEeCKoe BOCCTaHOBIIEHMe/pereHepaLmio TkaHu, IM6o ocHOBLIBaTLCS Ha cnocobe AeicTBUA (HanpuMep, aKTo-
nuyeckas Mogens). [Mpoba in vitro MoxeT ObITb OCHOBaHa Ha 3KCNPECCUU MapKepoB, ANl KOTOPLIX MPOAEMOHCTPUMPOBaHO,
YTO OHU HaNPSIMYIO UIIM KOCBEHHO (CypporaTHbie MapKephbl) cBsidaHbl ¢ NpefHa3HaueHHol 61Uonornyeckoit akTMBHOCTLIO,
TaKWX Kak MapKepbl KIETOYHOW MOBEPXHOCTW, MapKepbl akTMBaLuK, Npodurb IKCNPECCUU KOHKPETHBIX reHoB. Takke B
KayecTBe OCHOBHOIO MPUHLMMNA UCTbITaHUA 3(EKTUBHOCTM MOXHO MCNorb3oBaTe U3UOIOMUYECKUi OTBET NpU onpe-
JeneHHbIX YCroBusiX, Takux Kak AnddepeHymnanms onpeseneHHbIX TUMOB KIETOK /WK BblfeneHne TKaHN cneLmUUHbIX
6enkoB (HanpuMep, BHEKINETOUHbIX MaTPUYHBLIX KOMMNOHEHTOB). [POU3BOAUTENN AOMXHBI TEM HE MEHEe rapaHTUpoBaTh,
YTO METOA OMucaHusa XapakTepUCTUYECKUX CBOCTB COOTBETCTBYET NpegnoriaraeMomy buonorudeckomy addekry in vivo.
Mpoby apHeKTUBHOCTM cnefyeT NpoBOAUTb, UCNONb3YS ONpeAeneHHoe KONIMYECTBO KINETOK, U, €CNN BO3MOXHO, Kornye-
CTBEHHO OLIEHUBATb MO CPaBHEHUIO C NMOAXOASLMM STaNOHHBIM NpenapaTtoM. O deKTUBHOCTE MOXET 6bITb BblHUCIIEHa
Ha OCHOBaHUW N3MepeHHOro ahdekTa 3a onpefeneHHbl Nepuos BpeMeHM.

0.6.3 KneTtku ¢ npeumyLiecTBeHHO MeTabonuueckoii/papmakonormyeckou cpyHKLmen

KneTku, copepxalumecs B MEAULIMHCKOM NPOAYKTE Ha KIETOYHOW OCHOBe, MOryT ObiTe XUMHU4ecku obpaboTaHbl
U MoAUDMLUMPOBaHbI in Vitro Ans SKCNPeccun HeKoTopbiX TpebyeMbix GenkoB, TakMx Kak hakTopbl pocTa, aHTUreHbl
KNETOYHON NOBEPXHOCTM UKW APYrie Momnekynbl, ANA NogaepxaHus G1onornyeckoro oTBETa HaCToOMbKO AONMO, HACKONBKO
HeobxoguMo B HOBOI MUKpocpege. CrniefoBaTenbHo, paspabatbiBaeMas npoba ahheKTMBHOCTU fofMKkHa GbiTb cnocobHa
OLIEHUBATb CBSI3aHHble C aKTUBHOCTBIO acneKTbl @aKTUBHOMO BELLECTBa, KOTOpblE MOTYT He MOMHOCTBLIO COCTOATL M3 Heno-
BPEX/EeHHbIX XN3HECNOCOBOHBIX KIETOK, HO TakKe U3 [pyrux KOMMNOHEHTOB.

Ecnu npegHasHayveHHasn 6uonorudeckan PyHKUMS MeLULMHCKOro NpogykTa Ha KIIeTOYHOW OCHOBE, B NEPBYIO Ove-
pedb, OCHOBaHa Ha CMOCOBHOCTM KINETOK BbIAENATb KOHKPETHBIE MOMEKYMbl, HanpuMep AN BOCCTAHOBNEHUA HapyLUeHWs
obMeHa BeLecTB, CTUMYIALMM poCcTa UK BblBEAEHUS MeTabonuToB, To nNpoba ero addeKTUBHOCTM ByaeT ocHOBaHa Ha
onpefeneHnu Bblgensaemblx akTUBHbLIX MONEKYN U oxuaaemoii buonornieckoil akTuBHocTU. OHa MOXET NPOBOAUTLCA C
MCnonb3oBaHNeM OBLLENPUHATBLIX HAZEXHBIX KONMYECTBEHHBIX U KaYECTBEHHbBIX aHanNUTU4ecKUX MeToaoB (aHanua 6en-
KOB, UAEHTUMUKaALUSA HYKITEUHOBBIX KUCINOT, XKMAKOCTHAA XpoMaTorpadus BbICOKOro paspeLleHusa U T. 4.). Te xe Monekynbl
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MOXHO TaKe OLieHUBaTb Ha NpefMeT (hyHKLMOHUPOBaHUS B CUCTEMAX XKUBOTHBIX MoJenei, npegnonaras, YTo akTMBHOE
BELLECTBO BbIAENAeTcs U3 MeAULMHCKOro NPOAYKTa Ha KIeTo4Hol ocHoBe B Grnonoruyeckne XuaKocTu (nnasma, Lepebpo-
CNWHarnbHas XMLKOCTb, MOYa UMK TKaHEBas XULKOCTb).

0.6.4 KneTku anga uMMyHoTepanuu

Mpobkl Ha aghHeKTUBHOCTE MeAWULMHCKUX NPOAYKTOB Ha KMETOYHOWA OCHOBE, MpefHasHaqYeHHbIX Ans UMMYyHoTepa-
NEBTMYECKOro UCMONb30BaHMUS, OCHOBaHBI Ha CMOXHBIX MMMYHHBLIX MEXaHU3MaX, KOTopble MOryT BbiTk OCMOXHeHLI 06pa-
30BaHUAMU MyTETUaAHTUrEHa M NpUCYLLei BapMaTUBHOCTLIO UCXO4HOro MaTepuana. CneyuansHoe pyKkoBOACTBO N0 MEAU-
LMHCKUM NPOAYKTaM Ha KNETOYHON OCHOBE A4S UMMYHOTepanuu npuBefeHo B cebinke [39].
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MpunoxeHue P
(cnpaBouHoe)

KnuHnyeckasa oLeHKA U UCNbITAHUA

[na yctaHoBneHus kavectBa U 6e30NacHOCTM NpoAYyKTa Ha KIMETOYHON OCHOBE WUCMOMb3YIOT AOKINMHUYECKUE UC-
nblTaHUs, Kak onucaHo B npunoxeHusix C, J, K, L, M, N n O. OkoHuyaTensHoe nogTBepxaeHue paboune xapakrepucTuku
nony4atoT B XoAe TWaTeNbHO KOHTPOUPYEMBIX KITMHUYECKMX UCCTef 0BaHMIA.

OxunpaeTea, YTo Anst MEAULIMHCKNX NPOAYKTOB Ha KIETOYHOW OCHOBE YacThio OBLIYHOM NPaKTUKK CTAHET cneLyarb-
Hoe KnuHu4eckoe HabntogeHue, BkNoYasa nabopartopHele nccnegoBaHus. JomkHbl 6bITb paspaboTaHbl He UHTEPBEHLIMOH-
Hble uccneaoBaHusa 6e30MacHOCTM Nocre aBTopu3aLUmmn TakuMm o6pa3soM, 4Tobbl MakcUMarnbHO UCNONb30BaTh AaHHbIE 3TUX
CTaHAapTHbIX NabopaTopHLIX UCCNEA0BaHUA.

BreisiBNeHWEe paHHMX OCNIOXHEHU (MHEKLUUOHHEIE 3ab0neBaHNsA, OCNOXHEHUS, CBA3AHHbIE C COMPSXKEHHBIMU XU-
pyprudeckumu npoueaypamm) 1 No3gHUX OCNOXHEHWIA (3nokavyecTBeHHble 3aboneBaHus, passusalowmecs s3abonesaHus)
06bI4HO TpebyeT pa3HbIx Nogxo0B. KpoMe Toro, OHW A0MKHLI paccMaTpuBaTLCA COBMECTHO C BO3MOXHBIM NOCTENEHHBIM
NOBbILLIEHWEM WU CHWXeHWEM 3(PPEeKTUBHOCTU BBEAEHHOTO NPOAYKTa C Te4eHueM BpeMeHU. Cxema COOTBETCTBYIOLUX
nccnefoBaHUin JOIKHA Takke YYUTLIBATb TakKylo IMHAaMUKY U Hagnexallylo MEAULMHCKYI0 NPaKTUKY, KOTOpas MOXET Tpe-
6oBaTb OnNpefeneHHoro pacnUcaHua NpPoLeayp, PerynupoBaHnus nedeHna U nabopaTopHbIx UCCNeAoBaHWii ANS UHAWUBK-
AyarnbHOro NpMMEHEHUS K OTAENbHLIM NaUueHTaM.

Jlioboe HenpepbiBHOE NYMaHHOe NPUMEHEHNE U HabntoaeHne 3a NaLueHTaMm, Ha KOTOpbIX BO3AeiNcTBOBaN NpogyKT
B KITMHUYECKUX UCNBITAHUAX, AOMKHO GbITb OMUCAHO W CNYXUTb OCHOBOM AN pa3paboTku uccrnefoBaHuii ONFOCPOHHOrO
HabnoaeHus/6esonacHocT nocne asTopusauun. [NpogomKUTenbHOCTb M BUA HabnogeHust 6eaonacHOCTU AOMKHbI ObITb
YCTaHOBMEHbI B COOTBETCTBUM C CYLLECTBYIOLLIMMU PYKOBOACTBAMU U B KK 0M Cly4ae OTAerbHO.

[na NnpoayKToB Ha KNETOMHOW OCHOBE, ABMSIOWMUXCA MEAULMHCKUMU U3AeNUAMU, CreayeT NPpUMeEHSATbL TpeboBaHua
NCO 14155.

[na NpoayKTOB Ha KINETOMHOW OCHOBE, SBMAILMXCA MEANLIMHCKAMU NPOAYKTAaMU, AOSKHBI NPUMEHSATL TpeboBaHUA
COOTBETCTBYOLLMX pykoBoAcTB ICH 1 Hagnexallyen knuHuyeckoii npaktukn (Good Clinical Practice, GCP).

PykoBoacTBO No cneyynanbHbiM TpeboBaHNAM, KacatloWwmUmMes KITMHNYECKOW OUEHKN U UCNbITaHNIA, MOXHO HaWTW no
cebinke [38].
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MpunoxeHue JA
(cnpaBouHoe)

CBeaeHusi 0 COOTBETCTBMU CCbINTOYHbIX MeXxAyHapoAaHbIX CTaHAAPTOB CCbINMOYHBIM HALMOHANbHBLIM
U rocyaapCcTBeéHHbIM CTaHAapTamMm

Tabnuya OA1

O60o3HauYeHne CCbUTOYHOro
MeXyHapoJHoro ctaHgapTa

CTeneHb COOTBETCTBUA

O603HaueHNe ¥ HaMMeHOBaHWe COOTBETCTBYIOLLEro HaLUWOHaNBLHOro
cTaHgapTa

ISO 13485 IDT FOCT ISO 13485—2011 «W3penua MeauuuHckme. CUCTEMDI
MeHe[KMeHTa KadecTBa. CUcTeMHble TpeboBaHUA Ansa uenei
peryrnmpoBaHus»

1ISO 14971 IDT MOCT ISO 14971—2011 «Uapgenua meauumnHckue. MNpumeHe-
HMe MeHeXXMEeHTa pUcka K MEAMLIMHCKUM N3AENUSAM»

I1ISO 224421 IDT [OCT P UCO 22442-1—2011 «MN3penna meguuuHcKue, uc-
nofnb3ylowue TkaHn U UX NPOU3BOAHBLIE XXUBOTHOMO NPOUCXOXK-
AeHus. YacTb 1. MeHeAXMeHT puckar

ASTM F 2312 — *

BETCTBUA CTaHAapTOB:

- IDT — npgeHTUIHbIE CTAHAAPTLI.

* CoOTBETCTBYIOLMIA HAUWOHANbHLIA CTaHAaPT OTCYTCTBYET.
MpumeyaHune — B HacToAwelh Tabnuue Ucnonb3oBaHo cnegyrolee ycnoHoe o6o3HavYeHUe CTeneHn cooT-
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