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Crambs 1. Mpeamer perynupoBaHus Hactosiwero MeaepanbHOro 3akoHa

1. Hacrosiuuit ®enepaibHblil 3aKOH PETYIUPYET OTHOIIEHWS, BOSHMKAOIIME B CBSI3M C pa3paboTKoii,
JOKJIMHNYECKMMU UCCIIef0BaHUSIMM, KIMHNYECKMMU UCCIeN0BaHMUSIMM, SKCIIePTU30M, TOCYLapCTBEHHOM
perucTpaumeii, Iponu3BoACTBOM, KOHTPOJIEM KaueCTBa, peaanusalueii, IpuMeHeHeM, XpaHEeHUEeM,
TPaHCIIOPTUPOBKOI, BBO30OM B Poccuiickyio @epnepaiinio, BbiBO30M U3 Poccuiickoi @enepanuu,
YHUUTOKEHMEM OMOMEIUIIMHCKUX KI€TOUHBIX TPOIYKTOB, ITpeiHAa3HAUE HHBIX AJIS1 MPOMWMIaKTUKMY,
OMaTHOCTUKM U JiedeHUsT 3a60/1eBaHN UM COCTOSIHUI TTal[eHTa, COXpaHeHMs] 6epeMeHHOCTH U
MeaUIIMHCKO peabuinTalum naiyeHTa (qajgee - oopaiieHne 6MOMeIULIMHCKUX KIETOUHBIX IPOYKTOB), a
TaKKe peryjampyer OTHOIIEHNS, BO3HUKAIOIIME B CBSI3U C JOHOPCTBOM OMOJIOTMYECKOTO MaTepuasia B IeJisX
MIPOU3BO/ICTBA OMOMEIUIIMHCKMX KIIETOUHBIX TTPOTYKTOB.

2. evicTBue HacTosero ®enepaabHOr0 3aKOHA He paclpoCTpaHsIeTcs Ha OTHOLeHYsI, BO3HMKAIOII Ve MTpU
pa3paboTKe U ITPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB U MeIULIMHCKUX U3/, JOHOPCTBE OPTAaHOB U
TKaHel yeoBeKa B 1e/ISIX UX TPaHCIUIaHTaluu (epecagku), JOHOPCTBE KPOBU U ee KOMIIOHEHTOB, IIpU
VICTIOIb30BaHMM ITOJIOBBIX KJIETOK Ye/IOBEKa B LIeJISIX IPMMeHEeHMs BCIIOMOTaTe/IbHbIX PelIPOAYKTYBHBIX
TeXHOJIOTUIA, @ TaK)Ke Ha OTHOILLIeHUSI, BO3HUKAOII[Me TPy oOpalleHnM KIeTOK U TKaHel ueoBeKa B
HAyYHbIX  00pPa30BaTebHBIX LIEJISIX.

Cratbsl 2. OCHOBHbIE NOHATHS, ucnojibiyembieé B HacToALweM dJe.qepaanOM 3dKOHe

B HacTostimem ®epepasbHOM 3aKOHE MCITONb3YIOTCS CJIEAYIONIVIEe OCHOBHBIE TTOHSITHUS

1) 6MOMeIUIIMHCKMI KIeTOYHBIN IMPOIYKT - KOMIIIEKC, COCTOSIIIMI U3 KIETOUHOM TMHUM (K€ TOYHbIX
JIMHUI) ¥ BCTIOMOTATeIbHBIX BEIECTB MO0 M3 KJIETOUHOM JIMHUM (KIETOUHBIX JTMHUI) M BCIIOMOTaTeTbHbIX
BeleCTB B COUETAaHUM C MPOILEe MMM FOCYIapCTBEHHYIO PerUCTPaLMIo JiIeKapCTBEHHbIMU TperapaTamu
IJ1S1 MeUIIMHCKOTO TIpMeHeHUsI (ajiee - JeKapCTBeHHbIe Mperaparsl), U (in) apmalieBTUUeCKUMU
CyOCTaHUMSIMM, BKIIIOUEHHBIMM B TOCYIapPCTBEHHBIV peecTp JieKapCTBEHHBIX CPeICTB, U (UJIN)
MeOULVMHCKUMMU U3TEeTUIMU;

2) peanuszauusi 6MOMeINIIMHCKOTO KIETOUHOTO MPOIYKTa - Mepesava 6MoMeJUIMHCKOTO KIIeTOYHOTO
MPOAYKTa Ha BO3Me3IHOI OCHOBe U (M) Ha 6e3B03Me3/THO OCHOBE;

3) ayTOJIOTMYHBI OMOMe IUIIMHCKII K€ TOUHBIN MPOAYKT - 6MOMEeAVUIIMHCKIIA KJI€TOUHbII IIPOIYKT,
coepKaliuii B CBOEM COCTaBe KJIETOUHYIO TMHUIO (KIETOUYHbIE TMHUM), TIOJTYUEHHYIO 13 O6M0I0TMYeCKOTO
Marepuasa OlnpeeeHHOro Yej0BeKa, U peJHa3HauYeHHbIN OJ151 IPUMEHEHMS 9TOMY e YeJIOBEeKY;

4) ajuIoTeHHbIN 6MOMeAUIIMHCKIUI KI€TOUHbBIN MPOIYKT - 6MOMeAUIIMHCKII K@ TOYHBI MPOAYKT,
coJiepKalliuii B CBOeM COCTaBe KIeTOUYHYI0 JIMHUIO (KJIeTOYHbIe TMHUY), TTOTyYeHHYIO U3 6M0JI0TMYeCKOro
MaTepuasa Olpele/IeHHOr0 YeJI0BeKa, ¥ IpeJHa3HaYeHHbIN [J15 [IpUMMeHeHUs IPYTUM JTI0I5M;

5) KOMOMHMPOBAHHBINM OMOMEIUIIMHCKIUIA KIE€TOUHBIN MIPOAYKT - OMOMe IUIIMHCKUI K€ TOUHBIN ITPOIYKT,



CO,ZLep)KaH.U/II‘/J[ B CBOEM COCTaBe€ KJIeTOUHbIE JIMHUU, IIOJTYYEHHbIE 13 610IOTUYECKOTO MaTepuaia
HEeCKOJIbKUX .TIIO,HEI‘/JI, n Hpe,HHa3Ha‘IEHHbII‘/JI OJIA IIpMMEHEeHIMS OOJHOMY M3 HUX;

6) obpa3zer; 6¥MOMeAUIIMHCKOTO KIETOYHOTO MPOAYKTA - OMOMEeIUIIMHCKNI KIeTOYHBI TTPOIYKT UJIU €r0
YacThb, MOTyYeHHbIE B LIeJISIX M3y4YeHUs ero CBOVCTB, B TOM UMCJIe 1Jis OLeHKM KaueCTBa 6MoMeqULMHCKOTO
KJI€TOUHOTO MTPOJIYKTa U ero 6e30MacHOCTH;

7) KJI€TOUYHas JIMHUA - CTAHOAPTMU30BaHHAS ITOITY/ISALINMA KJI€TOK OAHOIO TUIIAa C BOCIIPOM3BOAVMbIM
KJIETOYHbIM COCTAaBOM, ITOJIYydE€EHHAS ITYTEM U3BATHUSA U3 OPTaHM3Ma YeJIOBEKaA 61M0IOTMYECKOTO MaTepuasia C
nmocjieayromnuM KyJIbTUBMPOBAHMEM KJIE€TOK BHE OPraHM3Ma 4Ye/JIOBEKaA;

8) BCIIOMOraTe/IbHbIe BellleCTBa - BellleCTBa HEOPTraHMYECKOT'O MJIM OpraHMYeCKOTIo IMMPpONCXOKaeHud,
MCIIOJIb3yeMbI€ ITPU pa3pa60TKe N Ipon3BOACTBE 6I/IOMe)1]/ILU/IHCKOI‘O KJI€TOYHOTO IMTPOOYKTa;

9) 6uosorMUecKuii MaTeprasl - 6MOI0TUIYECKIe JKUIKOCTY, TKAHM, KIETKM, CEKPETHI U IMTPOTYKThI
SKU3HEeIesITeIbHOCTY YeI0BeKa, (PM3MOoJIOrMuecKye 1 IaToJIOrMuecKye Bbie/IeHns, Ma3Ku, COCKOOBI,
CMBbIBBI, OMOTICUITHBII MaTepuan;

10) moHOp 6MONOTMUECKOTO MaTepuaa (gajaee Takxke - JOHOP) - YeJIOBEK, KOTOPbIi MPU KU3HU
MpeI0CTaBUI OMOIOTMUYeCKIIT MaTepual, UM YeJ0BEK, Y KOTOPOTO OMOIOTUYECKMIT MaTepuaJ MoayueH
TOCJie ero CMepTH, KOHCTaTMPOBAHHOM B IMOPSIKe, YCTAHOBJIEHHOM 3aKOHOAATe/IbCTBOM POCCHITCKOI
Qenepauyu;

11) mOHOPCTBO 6MOIOTMUECKOTO MaTepuaa - MPOIeCcc MOCMEPTHOTO MPeI0CTaBIeHNUSI 6MO0IOTMIECKOTO
MaTtepuasa (majee - IOCMEPTHOE TOHOPCTBO) WM MIPUMKU3HEHHOTO ITPea0CTaBIeHNsT 610JI0TMYECKOTO
MaTtepuaa (majaee - IpMKU3HEHHOE TOHOPCTBO);

12) HopMaTMUBHas JOKYMEeHTAaIMsI Ha 6MoMeIUIIMHCKUI KIeTOYHbI MMPOAYKT - pa3pabaTbiBaeMblii
Mpou3BOANUTENeM OMOMeAUIMHCKOTO KIeTOYHOTO MPOAYKTa JOKYMEHT, COAepsKalluii mepeyeHb
MoKasareJieii KauecTBa 6MOMeIUIIMHCKOTO KJIeTOUHOTO ITPOIYKTA, ONpe/esseMbIX 10 pe3yJibTaTaM
COOTBETCTBYIOIIUX KCIIEPTU3, M MUHGOPMALIMIO O METOAAX KOHTPOJISI KaueCTBa 6MOMeUIIMTHCKOTO
KJIETOYHOTIO MPOAYKTa;

13) KauecTBO 6MOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTA - COOTBETCTBYME OMOMEAUIIMHCKOTO KJIETOYHOTO
MPOAYKTa TpeboBaHMSIM HOPMATUBHO NOKYMeHTalMK Ha 6MOMeqUIIMHCKIUI KI€TOUHbIN TPOIYKT;

14) 6e301macHOCTh OMOMEAMIIMHCKOTO KJIETOYHOTO MPOIYKTA - XapaKTePUCTUKA OMOMeIUIINMHCKOTO
KJIETOYHOTO MPOIyKTa, OCHOBAaHHAsI HA CPAaBHUTEIbHOM aHaju3e ero 3GeKTUBHOCTU U pUCcKa
MIpUYMHEHMS Bpeaa XXU3HU U 3J0POBbIO UeioBeKa IpU ero MpMMeHeHU! ;

15) abdeKTUBHOCTH 6MOMEIUIIMHCKOTO KJIETOUHOTO ITPOIYKTA - XapaKTe PUCTUKA CTEIIeHN
MTOJIOKMUTENBHOTO BAMSIHYUSL OMOMeAUIIMHCKOTO KJIETOYHOTO MPOAYKTA Ha TeueHue, MPOJO/DKUTEIbHOCTD
3a00sieBaHMSI I COCTOSTHMS OO Ha UX MpefoTBpalleHe, Ha COXpaHeHe bepeMeHHOCTH, Ha
MeIMUIIMHCKYIO peabuInTalnio MmaiueHTa;

16) ITPOTOKOJI KIIMHNYECKOI'O NCCJIEJOBaAHMS 6I/IOMe,ELI/ILU/IHCKOI‘O KJI€TOYHOTO IMPpOAYKTa - IOKYMEHT,
OHpe,ELeHHIOH.[I/II;'I HeJin KIMHNYeCKOro nccjiegoBaHmnd 6I/IOMe,H,I/IIJ,I/IHCKOI‘O KJIETOYHOTIO IMPpOOYyKTa, (bOprI ero
OopraHmsanyum M MeTog0JIOTMIO IMTPOBeaeH A, CTATUCTMYECKIME METOObI 06pa6OTKI/I pe3yjabTaTOB
ucciaenoBaHMsa M Mepbl 110 obecrieueHnI0 6€30MacHOCTH MMaliMeHTOB, YYaCTBYIOIIMX B KIMHNYECKOM
ncciaeqoBaHm 6I/IOMEJII/II_U/IHCKOI‘O KJIETOYHOTO ITPOOYKTA;

17) uadbopMalMOHHBIN JMCTOK TMallMeHTa - JOKYMEeHT, B KOTOPOM B JOCTYITHO popMe M3T0KeHa
MHpopManys 0 KIMHNYECKOM MCC/ieOBaHUY 61 OMeIUIMHCKOTO KIeTOUHOTO MPOIYKTAa, ero LeJisX, IiaHe
MpOBeeHMS U BO3MOXKHBIX pUCKaX, COCTaBe OMOMeAUIMHCKOTO KIETOYHOTO IMPOAYKTA U COEePKUTCS
MMCbMeHHOe T0OPOBOIbHOE COoTIacye MalyeHTa Ha yyacTye B KIMHUYeCKOM UCC/IeJOBaHU U
61OMeIUIIMHCKOTO KJIeTOUYHOTO MPOAYKTa;

18) perucrpalyoHHOE YIOCTOBEpEeHME OMOMEIUIIMHCKOT'0 KJIETOUHOTO IMPOIYKTA - JOKYMEHT,



MoATBepKAa it (akT ToCyqapCTBEHHO perucTpauymu 6MoMeIUIMHCKOTO KJIIETOUHOTO MPOAYKTa;

19) IMIpOnN3BOANTEJIb 6I/IOMe,H,I/IIJ,I/IHCKOI‘O KJIETOYHOTIO IMPOOYKTAa - OpraHMn3annsia, OCyIIeCTB/IA0Iada
MMpon3BoOaACTBO 6]/[0M€IU/ILU/IHCKOI‘O KJIETOYHOTO ITPOAYKTA Ha OIHOM CTaauM, HeCKOJIbKMX MJIN BCeX CTaAUAX
TEXHOJIOTMYEeCKOTO ITpo1recca B COOTBETCTBUM C JIUIIeH3Mel Ha ocyuiecCTB/IeHMe JesTeJIbHOCTH I10
IMpOU3BOACTBY 6]/IOME,I[I/I].[I/IHCKI/IX KJIIETOUHBIX ITPOAYKTOB;

20) moboYHOe JIejiCTBME - PeaKiys OpraHu3Ma uyejoBeKa, CBsI3aHHas C IpUMeHeHeM 6MMOMeIUIIMTHCKOTO
KJIETOYHOTI'O MPOAYKTa B COOTBETCTBUM C MHCTPYKILIMEN M0 ero MpUMeHeHUI0;

21) HekeaTeabHAS peakLMs - He6IaronpusiTHas peakuusi OpraHu3Ma vYesloBeKa, KOTopasi MOKeT OBITh
CBsI3aHa C IpUMeHeHVeM 6MOMeIUIMHCKOTO KIeTOYHOTO MPOIYKTa;

22) cepbe3Hasi HekeJlaTesbHAsl peakuysl - HebIaronpusiTHas peakius OpraHn3Ma 4ejioBeKa, KotTopas
CBSI3aHA C IpUMeHeHVeM 6MOMeIUIIMHCKOTO KJI€TOYHOTO MPOIYKTa B COOTBETCTBUM C MHCTPYKIIMEIA 10 €ro
MIpMMEHEHMIO, TIPUBEAIIast K CMePTH, BPOXKIEHHBIM aHOMAIUSIM WM TTIOPOKaM pas3sBUTHUS JTUOO
MpeACTaBISIoNIast CO00¥ Yrpo3y KM3HM YeloBeKa, Tpebyloias rocrmuTaan3anmm Jnbo npuBeaast K
BPEMEHHOJ1 yTpaTe TPYA0CIIOCOOHOCTH VJIM K MHBAIMAHOCTH;

23) HempeaBUAEHHAS HeXKeJlaTe/IbHasl peaKiys - HeOIaronpusTHas peakiys OpraHu3Ma 4eJioBeKa,
KOTOpas CBsI3aHa C IpMMeHeHeM 0MOMeIUIIMHCKOrO KJIETOUHOTO MMPOAYKTA B COOTBETCTBUM C
MIPOTOKOJIOM KJIMHMYECKOTO UCCIeN0BaHMs 6MIOMeIUIIMHCKOTO KJIETOYHOTO IPOIYKTa, OPOLIIopoii
McCIen0BaTe s WIM MHCTPYKIMEN TI0 ero MpUMeHEeHMIO U CYIIIHOCTbD, TSIKECThb M MCX0H, KOTOPOil He
COOTBETCTBYIOT MHGOPMAIMK O OMOMEIUIIMHCKOM KJIETOUHOM ITPOJIYKTE, COAEPsKAIeicsl B YKa3aHHBIX
IOKYMEHTAaX;

24) dbanbcubUIIMPOBAHHBIN OMOMEANIIVMHCKII KIETOUHBIN MPOIYKT - OMOMEeIUITMHCKII K€ TOUHbIN
MPOAYKT, IpeJHaMepeHHO COMPOBOXK/IaeMblii T0XXHOI nH(OpMaleii 0 ero cocTaBe U (Mn)
IMPOU3BOAUTEIIE;

25) Hemo6GpoKaueCTBEHHBIN 6MOMEeIUIIMHCKII K€ TOYHBINM ITPOIYKT - OMOMeIUIIVIHCKII KJIeTOYHbIA
MIPOIYKT, HE COOTBETCTBYIOUIMIT TPeOGOBaHNUSIM HOPMATUBHOM JOKYMEHTALIMM Ha OMOMeIUITMHCKIIA
KJIETOUHBIV IIPOLYKT;

26) KOHTpadaKTHbBIN 6MOMeIUIIMHCKIUI KIETOUHBIN MPOAYKT - OMOMeIUIIMHCKIIA KIETOUYHbIN MTPOAYKT,
HaXOOSIIMIACS B 0OpallleHnM ¢ HapyIIeHMeM TPakIaHCKOI0 3aKOHOIATeIbCTBA;

27) MOKIMHMYECKOe MCCaefoBaHMe 61IOMeUIIMHCKOTO KIETOUYHOTO ITPOAYKTA - 610JIOTMUeCKue,
MMKpPOOMOIornyecKke, MMMYHOJIOTMYeCK1e, TOKCUKOJIornyeckue, hapMakoornueckue, pusnueckue,
XUMMUYECKMe U IPyTHe UcCaeq0BaHMs 6MOMeANIITHCKOTO KJIETOUHOTO IMPOIYKTA B LIeJISIX BbISIBIEHMS
cnerndryeckoro MexaHm3Ma AeiCTBUS TAaKOTO MPOAYKTA, MOTyUYeHUs A0Ka3aTeabCTB ero 6e30macHoCTH,
KayecTBa 1 3(PhHEeKTUBHOCTH, ITPEIIIEeCTBYIONIME KIMHNUECKOMY MCCIeOBaHNI0 OM1OMeIUIIMHCKOTO
KJIETOYHOTO MTPOAYKTa;

28) KIMMHMYECKOe UCC/IeJOBaHe 6MOMEeIUIIMHCKOTO KIeTOYHOTO MPOIYKTA - M3yUYeHue
podUIaKTUYECKUX, IMAaTHOCTUUECKUX, JIEUEOHBIX, PeaOINTAIMOHHBIX CBOCTB 6MOMeANIIMHCKOTO
KJIETOYHOTO ITPOJYKTA B IIPOI[ECCE €T0 MPUMEHEHMS YeJIOBEKY B IIEJISIX MTOyUEHMS JOKA3aTeIbCTB ero
6e30macHOCTY U 3(pbeKTUBHOCTH, JAHHBIX O TOOOYHBIX IEVCTBUSIX TAKOTO IMPOAYKTA U HexKeJlaTeIbHbIX
peakuusx, CBI3aHHBIX C €r0 MpUMeHeHMeM, a Takke 00 3ddeKTe B3auMOIeiiCTBUS UCCIeyeMOTO
6MOMeINIIMHCKOTO KJIETOYHOTO IMPOAYKTA C IPYTMMM OMOMEeIUIMHCKUMU KJI€TOUHBIMY MTPOTYKTaMMU,
JleKapCTBEHHBIMU MperapaTaMy 1 (M) MeOULIMHCKYMMU U3IeTUIMY, TUIIEBBIMU TIPOAYKTAMMU;

29) MHOTOLIEHTPOBOE KIMHMUUYECKOe MCCIeJoBaHMe 6M1OMeAUIITHCKOTO KJIETOUHOTO IPOIYKTA -
KJIMHUYECKoe MccaeoBaHe 6MOMeANIIMHCKOTO KIeTOUHOTO MMPOAYKTa, TPOBOAKMOE B ABYX U 6oJiee
MeIUIIMHCKUX OPTaHU3aLMIX 10 eIMHOMY ITPOTOKOJTY KIMHMYECKOTO MCC/IeIOBaHMS OMOMeIUIIMHCKOTO
KJIETOYHOTI'O ITPOAYKTa;



30) MeXXIyHapoJHOe MHOTOILIEHTPOBOE KIMHNYECKOe UCCIeIoBaHMe OMIOMEeAUIIMHCKOTO KIETOYHOTO
MIPOJIYKTA - KIIMHMYECKOE UCC/IeJOBaHNe 6MOMeIUIIMHCKOTO KJI€TOYHOTO MTPOIYKTa, ITPOBOIVIMOE B
pas3IMYHBIX CTPaHaX M0 eIMHOMY ITPOTOKOJTY KIMHMUECKOTO MCC/IeIoBaHMSI OMOMeIUIIMHCKOTO KJIeTOUYHOTO
MPOAYKTA;

31) mocTperucTpanoHHOe KIMHMYeCKoe 1ccaes0BaHye 6110MeJUIIMHCKOTO KJIeTOUHOTO IIPOayKTa -
KJIMHUYECKOoe UCCIeloBaHue 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYyKTa, o6palieHe KOTOPOro B
Poccniickoit @epepaiiniy OCyIeCTBISETCS [10C/Ie TOCYAapCTBEHHOM perucTpauum, B Leasax
IOTIOTHUTENbHOTO cO0pa JaHHBIX O ero 6e301macHOCTU U 9P deKTUBHOCTHM, pacliMpeHNs TOKa3aHuit K
MpMMeHEeHMI0 TaKOoTo 6¥OMeIUILIMTHCKOTO KIETOYHOr0 MPOYKTa, a TAaKKe BbISIBIEHUS HeXXelaTelbHbIX
peakiuii Ha ero IpMMeHeHHKe.

Cratbs 3. MpuHUMNBI OCYLLECTBNEHUA AeATENLHOCTHU B cdepe 06paleHns GuoMeAULMHCKUX KNETOUYHBIX NPOAYKTOB

[IpuHIIMTIAMM OCYLIECTBIEHNUS IeITeIbHOCTY B cpepe obpaleHmst 6MOMeIUIMHCKUX KIETOUHbIX
MIPOAYKTOB SIBJISIIOTCS :

1) O6pOBOIBLHOCTH ¥ 6€3BO3ME3IHOCTh JOHOPCTBA OMOJIOTMYECKOTO MaTepuana;
2) cobioieHe BpaueOHO TaliHbI M MHO OXpaHseMOJi 3aKOHOM TaiiHbI;
3) HeIOMTyCTUMOCTb KYTIU-TIPOJaK/ 610JIOTMYECKOT0 MaTepuaa;

4) HeIOITyCTMMOCTb CO3JaHMsI 9MOPMOHA YeJI0BeKa B IeJISIX IMIPOM3BOACTBA OMOMe IUIIMHCKUX K€ TOUHBIX
MPOAYKTOB;

5) HemOTYCTUMOCTD MCITOIb30BaHMS JJ1s1 pa3paboTKM, MIPOM3BOICTBA U IIPMMEHeHMSI OMOMeUIIMHCKUX
KJIETOYHBIX IMPOIYKTOB OM0JIOrMYECKOro MaTepuaia, MoyuYeHHOTO MyTeM MpepbhIBaHMS MPOoLiecca pasBUTHS
9MOPMOHA U/ TUIOJA YesIoBeKa Wi HapyIleHUs TaKOTO Mpoliecca;

6) cobmoIeHe TPeOOBaHMIT OM0JIOrMUECKOl 6€30ITaCHOCTH B IeJISIX 3alIUThI 3I0POBbS TOHOPOB
6MOJIOTMYECKOr0 MaTepuaia, pabOTHUKOB, 3aHATHIX Ha IIPOMU3BOACTBE OMOMEIUIIMHCKUX K€ TOUHBIX
MIPOAYKTOB, MEAUIIMHCKMX PAOOTHMKOB, MALIMEHTOB M OKPYKAIOIel cpe/ibl.

Cratba 4. purotoBNeHUE KNETOUHOIH NMHUK

1. [IpuroToBeHMe KIETOUHO! JIMHNUY, TIpeAHA3HAYEHHO IJIS TPOMU3BOACTBA OMOMEIUIIMHCKUX
KJIETOYHBIX IMPOIYKTOB, BK/TIOUAET B CeOsI IO/TyueHMe 6M0IOrMyecKoro MaTepuasa, ero uccjaeoBaHme,
BbIZIeJIeHVE U3 Hero KJIeTOK, X KyJbTUBMPOBaHME U MOAM(PUKALIMIO BHE OPraHM3Ma Ye/IoBeKa, IMoJyueHye
CTaHJapTU30BAHHOJ IOIYJISIMM KJIETOK U OIEHKY COOTBETCTBMS MOMY/ISILIMU KJI€TOK crielupuKaiuy Ha
O6MOMeIUITMHCKUI KJIeTOUYHBI TPOAYKT, COAepKallei cBeleHNs, yCTaHOBIeHHbIE CTaThe 7 HACTOSIIIEro
denmepajbHOTO 3aKOHA.

2. [Ins1 IPUTOTOBJIEHUS KJI€TOUHOM JIMHUY UCTIO0JIb3YIOTCSI UCKTIOUNTEbHO KIeTKM YesloBeKa M YeloBeKa,
B OTHOIIEHMM KOTOPOT'O KOHCTAaTUPOBaHAa CMEPTh B MOPSIAKE, YCTAHOBJIEHHOM 3aKOHOIATEIbCTBOM
Poccuiickoit @enepaiin.

3. HOJIYLIEHI/IE " UCIIOJIb30BaHMe OJid IIPpOMn3BOACTBaA 6I/IOMe,11]/ILU/IHCKI/IX K/II€TOYHBIX ITPOOAYKTOB
6M0JIOTUYECKOTO MaTepunajia HeyCTaHOBJIEHHBIX JINII, KOTOPbIE ITO COCTOSIHMIO 340POBbS, BO3PACTY UJIN
VHBIM IIpMYMHaAM HE€ MOIJIN COO6I_I_U/ITB IaHHbIE O CBOEI JINMYHOCTU, B OTHOIIEHU!M KOTOPBIX BITIOCJI€ICTBUA
KOHCTaTUPOBaHa CMEPTH B IOpAaKe, YCTAHOBJIEHHOM 3aKOHOOATE/JIbCTBOM Poccuiickoi (De,uepauMM, N Ha
MOMEHT I10JIy4eHUA 010IOTUYECKOTO MaTepHuajia JaHHbI€ O IMYHOCTU KOTOPBIX HE YCTAHOBJIEHDI, HE
OOITYyCKAaKTCA.

Cratbs 5. Pa3paboTka GUOMeANLMHCKMX KNETOUHBIX NPOAYKTOB

1. PaspaboTka 6MOMeAUIIMHCKUX KIETOUHBIX ITPOIYKTOB IPEICTaB/ISIET COO0I MPOIecC CO3AaHMsI



6I/IOMG,ELI/IL[I/IHCKOI‘O KJIETOYHOTO ITPOAYKTAa M TEXHOJIOTUM €TI0 ITPOU3BOACTBA.

2. DuHAHCOBOE OOecIieueHue pa3pa60TKI/1 6I/IOM€,IU/ILU/IHCKI/IX KJIETOUHBIX ITPOOAYKTOB MOXXET
OCYIIECTBJISATLCS 3ad CUET!

1) 6r0mKeTHBIX aCCUTHOBaHMIA pemepasbHOTO OIOIKeTa;

2) OI0IKETHBIX aCCUTHOBAHMIT OI0/IKeTOB Cy0beKTOB Poccuiickoit demepanmn;

3) cpencTB pa3paboOTUMKOB 6MOMEeIUIIMHCKUX KJI€TOUHBIX IIPOAYKTOB;

4) UHBIX UCTOYHUKOB, He 3aMpelleHHbIX 3aKOHOaTeIbCTBOM Poccuiickoi demepaiin.

3. HpaBa pa3pa60quAKa 6I/IOMe,ZLI/II_U/IHCKOI‘O KJIETOYHOTO ITPOOYKTA OXPAHAIOTCSI B COOTBETCTBUU C
IrpaXagaHCKMM 3aKOHOAAaTe/JIbCTBOM.

Cratbs 6. [loknMHKUYECKOE MCCeA0BaHME OHUOMEAULIMHCKOTO KNETOYHOTO NPoAYKTa

1. [IokmMHMYECKOe MCccaeJoBaHMe 6M1OMeINIIMHCKOTO KJIETOUHOTO IMTPOAYKTAa MPOBOAUTCS Ha
MOJeIMPyeMbIX B OpTaHM3Me SKMBOTHBIX JIMO0 BHE KMBOTO OpraHM3Ma MaToJ0TMUECKMX ITPoLieccax,
MMPOTEKAIOIIUX B OpTaHU3Me YeloBeKa, U (MJIK) MAaTOIOTrMYEeCKUX COCTOSTHUSIX Ue/I0OBeKa, TPU KOTOPBIX
TpeIojaraeTcsl IpUMEeHSITh pa3pabaTbiBaeMblii 6MOMeIVIIMHCKII K€ TOUHBIN IMPOIYKT, a TAaKKe Ha
MOJIe/ISIX, TIO3BOJISIIONINX BBISIBUTD CrieliMdUUecKuit MexaHu3M IeiiCTBUS TaKOTo MPOAYKTa, ero

9 GEKTUBHOCTD U 6€30I1aCHOCTb.

2. Ilo pesynbpTaTam NpoOBEeAEHHOIO JOKIMHNYECKOTO MCCIeI0BaHNS 6MMOMeIUIIMHCKOTO KJIETOUYHOTO
MPOAYKTa OpraHu3alusi, KoTopas MpoBoauIa JOKJIMHINYECKOe 1CCaeJOBaHe, COCTAB/sIeT OTUET O
OOKIMHMYECKOM MCC/IeIOBaHUY OMOMEeIUIIMHCKOrO KJIeTOYHOIO ITPOAYKTa, ComepsKalluii onmucaHue,
pe3y/IbTaThl M aHAIN3 PE3YJIbTATOB JOKIMHUYECKOTO MCCIeA0BaHMs, a TAKKe 3aK/TI0UeHe O BO3MOKHOCTH
MPOBeIeHMS KIMHUYECKOTO MCC/Ieq0BaHMsI 0MOMe IUIIMHCKOTO KJI€TOYHOTO ITPOIYKTa.

3. [IpaBuia mpoBeAeHMs TOKIMHMUECKUX MUCCAeq0BaHUi 6MMOMeIUIIMHCKIUX KIeTOUHBIX ITPOYKTOB,
BKJ/TIOUAsl Tpe6oBaHMs K KB/IMGUKALIMHA CIIEIIMaTUCTOB U MaTepuaabHO-TEXHUYECKOI 6a3e HayuHbIX
opraHmu3sanuit, o6pa3oBaTeIbHbIX OPTaHM3alMii BbICIIIEro 00pa3oBaHusi, 06pa30BaTeIbHbIX OpraHU3aluit
IOTIOJIHUTEIbHOTO ITPodeCcCMOHATbHOTO 00pa30BaHMsI, MHBIX OpraHM3allMii, yCTaHaBIMBAIOTCS ITPaBMUIaMu
HaJJIekalneii MpakTUKA 1o paboTe ¢ 6MOMeIUIIMHCKUMM KJI€TOUHBIMYU ITPOAYKTAMM, YTBEPXKIaeMbIMU
(denepambHbBIM OPraHOM MCIIOTHUTENbHOM BAACTH, OCYIECTBISIOMUM QYHKIIMY TI0 BhIpabOTKe U
peanu3alyu rocy1apCTBeHHOM MOJUTUKM M HOPMATUBHO-IIPAaBOBOMY peTyJIMpOBaHMIO B cepe
3IpaBOOXpaHeHMs (Hajaee - YIIOJTHOMOUYEHHbIN (heepanbHblii OpTaH UCIIOJHUTEIbHO BIACTH).

4. ®uHaHCOBOe obecreyeHye OJOKJIMHNYECKUX I/ICCJIE}ZLOBEIHI/II})I 6]/IOME,I[I/II.[I/IHCKI/IX KJIETOUYHBIX ITPOOAYKTOB
MOXXeT OCYHIeCTBJIATbCA 3a CUET:

1) 610mKeTHBIX aCCUTHOBaHMII (heepasbHOTO OI0IKETa;
2) GI0IKeTHBIX aCCUTHOBAHMI1 610/IKeTOB Cy0beKTOB Poccuiickoit demepaium;
3) cpencTB pa3pabOTUMKOB OMOMEIUIIMHCKMUX KJI€TOYHBIX ITPOTYKTOB;

4) MHBIX UCTOYHMKOB, HE 3alIpelll€HHbIX 3aKOHOAaTE€/IbCTBOM Poccuiickoit CDeJlepaI_H/II/I.
Cratbs 7. Cneundukaums Ha GMOMe AMLMHCKMIA KNETOYHBIH NPOAYKT

1. Ha kakzapiit pa3paboTaHHbI 6MOMeIUIIMHCKUIT KJIeTOYHBI TPOAYKT, IPOLIe ANt JOKIMHUYECKOe
ucciie,0BaHNe, pa3paboTuMkoM 6MOMeUIIMHCKOTO KJI€TOYHOTI0 ITPOIyKTa MM MPOU3BOAUTENEeM
61O0MeIUNIIMHCKOTO KJIETOYHOTO IMPOAYKTA COCTABISIeTCS crieluduKaus, npeacTaBisionas coboi
IOKYMEHT, COmepsKalliyii CBeleHMsI O TUIIe (ayTOJOTUYHbIN, aJIJIOT€HHbI, KOMOVHMPOBAHHBII)
6MOMeINIIMHCKOTO KJIETOYHOTO IMPOAYKTA, €T0 KaYeCTBEHHOM COCTaBe U KOJIMYeCTBEHHOM COCTaBe,



6MOIOTMYECKUX U MHBIX XapaKTePUCTUKAX KIETOUHON JIMHUM (KI€TOYHbIX JIMHWIT) ¥ 6MOMeIUIIMHCKOTO
KJIETOYHOTO MPOYKTa.

2. ®opma crrenmbuKanuy Ha 6MOMeIUIIMHCKNI KIEeTOUHbIM TPOIYKT YTBEPXKIAETCS YIIOTHOMOUYEHHbIM
(benepanbHbBIM OpPraHOM MCIIOJHUTENbHOI BIACTH.

Cratba 8. locyaapcTBeHHas perucTpaums 6UOMEAULIMHCKUX KNETOUHBIX NPOAYKTOB

1. IIlpou3BOACTBO, peanusanusi, IpuMeHeHe, XpaHeHe, TPAHCIIOPTUPOBKA, BBO3 B Poccuiickyo
depmepaiyio, BbIBO3 13 Poccuiickoit @emepaliny, YHUUTOKEHNE OMOMEIUIIMHCKUX KI€TOUHBIX ITPOIYKTOB
OCYIIECTBJISTIOTCSI, €CJIM OHM 3aperMCTPUpPOBaHbI YIIOJTHOMOUYEHHBIM (delepaibHbIM OpraHOM
MUCIOTHUTEbHO BJIaCTH.

2. T'ocygapCTBEeHHON perucTpanyum moajieskar:

1) Bce 6GMOMeIUIIMHCKIME KIeTOUHbIE IIPOIYKThI, BIIEPBbIe MO/AJIesKale BBOAY B obpaiieHme B Poccuiickoit
denepanymy;

2) 6MoMeIUIIHCKIE KJIIeTOUHbIe TTPOAYKThI, 3apeTUCTPUPOBAHHbBIE paHee, B CIyyae M3MeHeHMUs TUIIa
(ayTOJIOTMYHBI, a/JIOTeHHbI i, KOMOMHUPOBAHHbIN) 6MOMEIUIIMHCKOTO KJIETOUHOTO MPOAYKTA, ero
KaueCTBEHHOI'0 COCTaBa U (WIM) KOJIMYeCTBEHHOrO COCTaBa (3a MCK/IIOUEeHMEM COCTaBa BCIIOMOTraTe/IbHbIX
BelleCTB), 6M0JIOTMUeCKUX Y MHBIX XapaKTePUCTUK KIETOUHOM JIMHUY (KIeTOYHBIX JIMHUI) U
61OMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

3. FOCY,ELapCTBeHHaH permcrpaumnd 6]/IOMe,ElI/ILlI/IHCKOI‘O KJII€ETOYHOTI'O ITPOAYKTA OCYILIeCTBJISAETCS I10
pe3yjabTaTaM:

1) 6MoOMeIUIIMHCKOM SKCIIEePTMU3bl OMOMEIUIIMHCKOTO KJIeTOYHOr0 IMTPOAYKTA, BKIIOUAOIei:

a) 9KCIIepTU3y KauecTBa 6MOMeIUIIMHCKOTO KIeTOYHOIO ITPOAYKTa, B TOM UMCJie KCIIepTU3y COCTaBa
00pasiioB 6MOMEeIUIIMHCKOTO KJIeTOYHOTO ITPOIYKTa M METON0B KOHTPOJISI €ero KauecTBa (Jasnee -
9KCIIePTM3a KauecTBa 6MOMeANIIMHCKOTO KJIETOUHOTO IMPOIYKTa);

6) OKCIIEPTU3Y JOKYMEHTOB AJIS IMMOJIYUE€HMS pa3pelieHI s Ha IIpOBeaeHM e KIIMHNUYECKOIo nccjieJoBaHUA
6I/IOMGJII/IU,I/IHCKOI'O KJIETOYHOTO ITPOOYKTA;

B) 9KCIIepTU3y 3 GeKTUBHOCTY 6MOMeIUIIMHCKOTO K€ TOYHOTO MPOAYKTa;

I‘) JKCIIepTMU3y OTHOIIEHMS OKMIaeMOI MOJIb3bl K BO3MO>XHOMY PUCKY IPMMEHEeHUA 6I/IOME,HI/II_U/IHCKOI‘O
KJIETOYHOTO ITPOOYKTA;

2) 9TMYECKOI1 9KCIIepTHU3bl BOSMOXKHOCTY IIPOBEIEHMST KIMHUUECKOTO MCC/IeIOBaHMS 6110 MeIUIIMHCKOTO
KJIETOYHOTO TIPOAYKTa (Hajiee - 3TUUecKasi IKCIepTu3a);

3) KIMHUYECKUX UCCAeIOBaHMIT OMOMEeIMIIMHCKOTO KJIETOYHOTO MPOAYKTA.

4. TocymapcTBeHHAs perucTpanys 6MOMeaNIVHCKIX KJIeTOUHbIX TPOIYKTOB OCYIIECTBISIETCS
YIIOJTHOMOYEHHBIM (peie paTbHbIM OPTaHOM MCITOJTHUTEIbHOJ BJIACTU B CPOK, He TIPEeBBIIIAONINI CTa
MSTUECSITY pabounx IHel Co AHS MPUHITUS 3asIBJIeHMS O TOCYAapCTBEeHHOI perucTpaumnn
61OMeIUIIMHCKOTO KJIETOUHOTO MPOAYKTA, JIMOO B CPOK, He TIPEBBIMIAIONINI IBYXCOT MATUIECSITU Pab0UMX
IHEe CO THS IPUHSTYS 3asIBJIEHNST O TOCYIapCTBEHHOM perucTpainy 6MoMeIUIIMHCKOTO KJI€TOYHOIO
MPOIYKTA, B CJIydae MPUHSITUS YIIOJTHOMOUEHHbIM (deepasbHbIM OpraHOM MCITOJTHUTETbHOM BIACTU
peliieHusi 0 TOBTOPHOM ITpOBeJeHMM O6MOMeANIIMHCKO 9KCIIepT3bl 0MOMeANIIMHCKOTO KI€TOUHOTO
MPOAYKTA U (MJIM) ITUUECKOI SKCIIePTU3bI B COOTBETCTBUM CO cTaThei 19 HacTosero ®egepaabHOTO
3aKoHa. CPOK TOCYIapCTBEHHOI perucTpany 6MoMeaUIIMHCKOTO KIETOUHOTO IMPOIYKTa MCUMUCISIETCS CO
ITHST TIPUHSITUS YTIOJTHOMOUYEHHBIM (de/iepaibHbIM OpraHOM MCITOJTHUTETbHOM BIACTU 3asIBJIEHUS O
roCyIapCTBEHHOM perucTpaumum 6MoMeIUIIMHCKOTO KJIETOYHOIO ITPOIYKTA C IMPUI0KEHEM HeOOXOIMMBbIX
OOKYMEHTOB JI0 THS BbIA4UM PETMCTPAIMOHHOTO YAOCTOBepeHMSI 6MOMEeIUIIMHCKOTO KIeTOUHOTO



MIpoOayKTa. BpeMﬂ IIpOoBeOeHM KIIMHNYECKOTO MCC/IeJOBaHMsA 6]/[0M€,[U/ILU/IHCKOI‘O KJIETOUYHOTO IMPpOAYyKTa He
YUUTBIBAETCA IIPU UCUMCIIEHUN CPOKa FOCYLLapCTBeHHOﬁ permuctpanumnmu 6I/IOMEI[I/ILU/IHCKOI‘O KJIETOYHOTIO
IMMpoOaoyKTa.

5. He mormyckaeTcst TocyTapCTBeHHAsI perMCTPaIys:
1) pa3snIuYHBIX 6MOMEIUIIMHCKUX KIE€TOUHBIX TPOAYKTOB IO/ OAMHAKOBBIM TOPrOBbBIM HAMMEHOBAHMEM,;

2) ogHOTO 6MOMeIUIIMHCKOTO KJI€TOUHOTO MPOAYKTA, BBIITYCKAeMOT'0 ITPOM3BOAUTEIEM IO, Pa3IMUHBIMU
TOPTOBBIMM HAaMMEHOBAHUSIMMU U MIPEICTaBI€HHOTO Ha TOCYAAaPCTBEHHYIO PETMCTPAIMIO B BUIE IBYX U
60Jiee 6MOMEINIIMHCKUX KIETOYHBIX TPOAYKTOB.

6. YIIOJTHOMOYEHHBbIM (efiepaTbHbIM OPraHOM MCIIOJTHUTE/IbHOM BJIACTU B YCTAHOBJIEHHOM MM IOPSIIKE T10
3aIIpOCY PUANYECKUX JIMII, OCYIIECTBISIOINX AesTeJIbHOCTD Py 06palieHnu 61MoMeIUIMHCKIX
KJIETOYHBIX MPOJYKTOB (JIasiee - CyObeKThl 00paleHNs: 6MOMeIUIIMHCKMUX KIeTOYHbIX TPOAYKTOR), B
MMChbMEHHOJ UM 3JIEKTPOHHO hopMe Mai0TCs pa3bsiCHEHMS ITOJIOKEeHM I TOKYMeHTaIM, CBSI3aHHO C
rocyIapCTBEHHOJ perucTpaimeii, a Takke ¢ JOKJIMHUUECKUMU U KIMHUYeCKUMU UCCIelOBaHUSIMU
OMOMEeIUIIMHCKIUX KJI€TOYHBIX TPOIYKTOB.

Cratba 9. MpeacTaBneHne JOKYMEHTOB ANS FOCYAAPCTBEHHOM perucTpauum 6MoMesULMHCKORO KNETOYHOTO NPOAYKTA

1. JInst TocymapCTBEHHOM perucTpamny 6MoMeIUIIMHCKOTO KIETOYHOTO IMPOIYKTa OpraHm3aius,
o6j1amarolnasi IpaBaMy Ha pe3yIbTaThl JOKIMHUYECKUX VCC/IeIOBAHMIT 6MOMEeIUIIMHCKOTO KJI€TOYHOTO
MPOAYKTA, KIMHNYECKUX MUCCIIeIOBaHMI OMOMEeIUIIMHCKOTO KJI€TOYHOIO IIPOAYKTA M (M/IM) Ha TeXHOJIOTHIO
MPOM3BO/ICTBA OMOMEIUIIMHCKOTO KIeTOYHOT0 ITPOAYKTA, WM YIIOJTHOMOUYEHHOE €10 pyTroe opuandeckoe
JIUIIO (masiee - 3asIBUTEJb) MIPeICTaB/sIeT B YIIOJIHOMOYEHHbIN (peepaabHbIil OpraH UCIIOTHUTETbHOM
BJIACTM 3asIBJIEHME O TOCYIapCTBEHHOM perncTpaiiuy 6MoMeaUIMHCKOTO KJI€TOYHOIO ITPOIYKTa U MHbIE
IOKYMEHTBI, U3 KOTOPbIX (DOPMUPYETCS PerUCTPAIMOHHOE TOChe Ha OMOMeIUIIMHCKII KJIeTOUHbIIA
npoaykT. ®opMa 3asiBjieHMsI U MOPSIAOK IpeCTaBle s YKa3aHHBIX 3asiBJIEHNS U JJOKYMEHTOB, BK/IIOUast
STAIHOCTH MPeACcTaBIeHUs (/151 OMOMEeIUIIMHCKUX KIEeTOUHBIX ITPOIYKTOB, B OTHOLIEHUYM KOTOPBIX He
MPOBOIUINCH KIMHUYECKMe UCCIeq0BaHus Ha TeppuTopun Poccuiickoit @enmepaiivin), ycTaHaBAUBAKOTCS
YIIOJTHOMOYEHHBIM (heie paibHbIM OPTaHOM UCITOJTHUTEIbHO BJIACTH.

2. PerucTrpanyoHHoe 10Che Ha OMOMEeIUIIMHCKMIA KI€TOUHBIN TPOAYKT POpMUPYeTCS U3 CIIeIYIOIMIUX
IOKYMEHTOB:

1) 3asdBJIeHNE O FOCYI[apCTBeHHOI;'I perncTpaunumn 6I/IOM€ILI/ILU/IHCKOI‘O KJIETOYHOTO ITPOOYKTA,;

2) KOS NOKYMEeHTa Ha PYCCKOM $I3bIKe, 3aBepeHHOr0 B YCTAaHOBJIEHHOM IIOpsIIKe U IIOATBePKAA0ILero
MIPaBOMOYHOCTb 3asIBUTEJIS [T0IaBaTh 3asiBlIeHNe O TOCYAapCTBEHHOI perucTpaunuy 6MomMe IUIIMHCKOTO
KJIETOYHOTI'O IIPOAYKTA (LOBEPEHHOCTD);

3) crieruduKanys Ha 6MOMeIUITMHCKII KJIE€TOUHbI ITPOIYKT;
4) MMPOeKT HOPMAaTUBHOI TOKYMEHTaIUY Ha OMOMEeIUIIMHCKUI KJI€TOUHBI ITPOIYKT;

5) MpoeKThl MakeTOB IMePBUYHOI YIIaKOBKM ¥ BTOPMUYHOV YIIAaKOBKY 6MMOMeqUIIMHCKOTO KI€TOYHOTO
MIPOAYKTA;

6) OTYET O IMPOBEeAEeHHOM JOKIMHNYECKOM MCCAeq0BaHMM OMOMEIUIIVTHCKOTO KJIETOYHOTO ITPOIYKTA;
7) MPOEKT MPOTOKOJIa KIMHNIECKOTO UCCAeA0BaHMS OMOMEeAUIIVHCKOTO KJIETOUHOTO IIPOIYKTa;
8) MpoeKT peraamMmeHTa MPOU3BOACTBA OMOMEANIIMHCKOTO KI€TOUHOTO MTPOIYKTa;

9) cBeZIeHMS O PETUCTPALIMOHHOM HOMEpE U JlaTe MpeaoCcTaBIeHs TUIIeH3UM Ha OCYIIeCTBIeHe
IesiTeTbHOCTHM T10 TTPOM3BOJICTBY OMOMEIUIIMHCKOTO KJIeTOYHOTO ITPOAYKTa;

10) nadbopMalMOHHBIN JUCTOK MAlMEHTa;



11) nadopmaiiusi o CTpaxoBbIX BbIIJIATaX MallleHTaM, IPUBJI€YE€HHBIM K TPOBEIeHMIO0 KIMHUUECKOTO
MCCIef0BaHMS 6MOMeIUIIMHCKOTO KIETOUHOTO MPOYKTa;

12) oTyeT 0 pe3yabTaTaxX MEXIYHAPOAHBIX MHOTOIIEHTPOBBIX KIIMHUYECKUX UCCIIeIOBAHU
6MOMeqUIIMHCKOTO KJIeTOUHOTO IIPOIYKTA, YacTh M3 KOTOPBIX ITpoBeaeHa B Poccuiickoit denmepannn;

13) TpOeKT MHCTPYKIMHU IO IPUMEHEHUI0 6MOMeIUIIMHCKOTO KJIeTOYHOTO0 MTPOIyKTa, CoAepKaieit
clenymolye CBefeHus:

a) HaMMeHOBaHMe 6MOMeIUIIMHCKOTO KJI€TOYHOTO ITPOIyKTa;
0) TUIT 6MIOMeIUIIMHCKOTO KJIETOUYHOTO MPOAYKTA (ayTOJIOTMYHBIN, a/UIOT€HHbI, KOMOMHMPOBAHHBI);

B) KaueCTBEHHbIE ¥ KOJIMUYECTBEHHbIE XapaKTePUCTUKY KI€TOUHOM JIMHUY (KIETOUHBIX TUHMIA),
HaMeHOBaHMS U KOJIMUECTBO BCIIOMOTaTeNbHBIX BEIIECTB, BXOASIIMUX B COCTAaB OM1OMeAUIIHCKOTO
KJIETOYHOTO ITPOAYKTa;

) HaMMeHOBaHMS (MeXXAyHapOAHble HellaTeHTOBaHHbIe, UJIM TPYNIIMPOBOYHbIE, UJIV XUMUYECKIE) U
KOJIMYEeCTBO JIEKaPCTBEHHBIX ITpernapaToB 1 hapMaleBTUUeCKUX CYOCTaHIIVI, BXOSIIVX B COCTAaB
0MOMEeIUIIMHCKOTO KJIETOUYHOTO ITPOAYKTa;

1) HAMMEHOBaHMS MeIUIIMHCKUX U3, BXOASIINX B COCTaB 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA;
e) MoKa3aHus K MPUMMeHEeHMUIO;

K) MPOTMBOIIOKA3aHMS K IPUMEHEHMUIO;

3) peXXKUM U CIT0CO6 TpUMeHeHMSI 6MOMeIUIIMHCKOTO KJI€TOYHOTO MPOIYKTa, ITPOJOJIKUTETbHOCTD JIEYEHNS;
) Mepbl ITPeIOCTOPOKHOCTHU TIPU TPUMeHEeHUY 6M1OMeIUIITHCKOTO KJIeTOUHOTO ITPOYKTa;

K) YKa3zaHue (TIpy HAIMIUM) 0COOeHHOCTeN neiicTBMUSI OMOMeIUIIMHCKOTO KJIeTOUYHOTOo ITPOAYKTa P
IIepBOM €ro MpMMeHeHU;

JI) BO3MOJKHBIE TTOOOUHBIE IeCTBUS Ipn IpyuMeHeHUNn 6I/IOM€,ZLI/ILU/IHCKOI‘O KJI€TOYHOI'O ITPOAYKTA,

M) CO0UeTaeMOCTb C MHbIMMU BMAaMU JIeUE€HMS, BK/II0Uad COUYEeTAeMOCTbD C JIeKapCTBEHHBIMM IIperiapaTaMim n
(I/I.TII/I) MeIUIVMHCKMMU U3OeINSIMNU, IPYTUMU 6I/IOMe,H,I/IU,I/IHCKI/IMI/I K/JI€ETOUHbIMU IIPOAYKTAMM, a TaKKe
MUITEBBIMU ITPOOYKTAMMN,

H) CPOK TOJJHOCTM U yKa3aHue Ha 3arpeT MpuMeHeHMs 6MOMeANIIMHCKOTO KJIEeTOYHOTO MPOIyKTa 1Mo
MCTEeUeHUM CPOKa FOTHOCTH;

0) 0COOeHHOCTM MIPUMeHeHMs y feTei, 6epeMeHHbIX SKeHIIVH 1 JKeHIIVH B ITepyuo, IpyAHOTO
BCKapMJIMBAHUS ;

IT) JaHHbIE O CTAOMILHOCTY OMOMEIUIIMHCKOTO KJIETOUHOI'O ITPOAYKTa;
P) YUIOBUS XpaHeHMUS 6MOMeIUIIVHCKOTO KJIETOUHOTO IMPOIYKTa;

14) peKBU3UTHI JOKYMEHTOB, MOATBEPXKAAWIIMX YIUIATy TOCYAapCTBEHHO MOIUIMHBI 3a IPOBeAeHMe
9KCIIePTU3bI KAUeCTBa OMOMEIUIIMHCKOTO KJI€TOYHOIO ITPOAYKTA, SIKCIIEPTU3bI TOKYMEHTOB JIJISI TTOTYYeHMST
paspeliieHus: Ha MIpoBeleHMe KIMHUUECKOT0 UCC/IeloBaHNsSI 6MOMeIUIIMHCKOTO KIeTOYHOT0 MPOAYKTa U
9TUUYECKOI IKCIIePTU3bI, IKCIIepTU3bl 3PIEKTUBHOCTM 6MOMeANIIMHCKOTO KIETOUHOTO MPOAYKTa U
9KCIIEPTU3bI OTHOIIEHMS OXKIIAe€MO1 MTOJIb3bl K BO3MOKHOMY PUCKY ITPUMEHEHUST 6MOMeIUITMHCKOTO
KJIETOUHOTIO MPOAYKTA, B OTHOIIEHUM KOTOPOTO MPOBeleHbl MeXIyHapOAHble MHOTOLIEHTPOBbIE
KIMHUYECKMe UCCIeI0OBaHMs, 4aCTh M3 KOTOPBIX ITPoBeaeHa B Poccuiickoin ®epgepannu;

15) noKyMeHTbI, IpeiCTaB/isieMble B COOTBETCTBUMU C YacThbio 2 cTaThu 18 HacTosero ®enepaabHOTO
3aKOHa.



3. 3asBUTEJb BIIpaBe MPeICTaBUTh M0 COOCTBEHHO MHUIIMATUBE JOKYMEHTBI, TOATBEPKIAIOIIME YIUIATY
roCyJapCTBeHHO MOLUIMHBI 3a TTPOBeJieHMe IKCIIePTMU3bl KauecTBa 6MOMeAUIMHCKOTO KJIeTOUHOTO
MPOJIyKTa, IKCIIePTMU3bI JOKYMEHTOB /1Sl TOy4YeHs pa3pellieHys: Ha TpoBefieHe KIMHNYECKOTO
Mccyie,0BaHus 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA U ITUYECKOH IKCIIePTU3bI, IKCIIEPTU3BI
3¢bdeKTUBHOCTY 6MIOMEeIUIIMHCKOTO K€ TOUHOTO ITPOYKTA Y KCIIEPTU3bI OTHOIIEHUS OKUIAE€MOI MOJTb3bl
K BO3MOKHOMY PUCKY ITpUMeHeHUsI 6MoMeIUIMHCKOTO KJIeTOUHOTO MPOAYKTa, B OTHOIIEHUY KOTOPOTO
MpOBeieHbl MeXIyHAPOJHbIe MHOTOLIEHTPOBbIE KIMHMUYECKIe VCCAef0BaHMsl, YACTh U3 KOTOPBIX
npoBezeHa B Poccuiickoit @efepanyy, CBeieHMs O PerMCcTPalMOHHOM HOMepe U JiaTe MpeloCTaBIeHNsT
JIIEH3UY TTpU 06paleHnM 3a TOCyIapCTBEHHON perucTpanueit 6MoMe IUIIMHCKOTO K€ TOYHOTO MTPOIYKTA.
B ciryuae HerpeicTaBaeHUSI YKa3aHHBIX JOKYMEHTOB U CBeleHUI YIIOTHOMOYeHHbI deiepaibHbIit OpraH
MCIIOJIHUTEIbHO BJIaCTU 3allpalliMBaeT UX B MOPsiKe MeXBeJIOMCTBEHHOTO MH(OPMAaIMOHHOTO
B3aMMO/IEICTBUS.

4. He porryckaeTcs MCIIOJIb30BaHME B KOMMEPUECKMX LeasIX MHGOpMalyuu O pe3yabTaTax JOKIMHUIECKUX
MccIen0BaHUi OMOMeIUIIMHCKMX KI€TOYHBIX MTPOAYKTOB U KIMHUYECKUX UCCIeA0BaHUI OMIOMeIUIIMHCKUX
KJIETOUHBIX IPOAYKTOB, IPeICTaBA€HHO 3asBUTeIeM IS TOCyIapCTBEHHOI perncrpauymn
O0MOMeIUIIMHCKOTO KJI€TOYHOIO IIPOAYKTa, 63 ero corjacus B TeUeHue MIeCTu JIeT C JATh
rOCyIapCTBEHHON perucTpauyum 6MoMeIuIIMHCKOIO KJIeTOYHOIO IPoayKTa B Poccuiickoit demepariin.

Cratba 10. PeweHue 0 Bbigaue 3KCNEPTHOMY YUPEXAECHUIO M COBETY N0 3TUKE 3aAaHMI Ha NPOBEAEHMUE IKCNepTH3
6MOMEAMLMHCKOrO KNeTOYHOro NPOAYKTa

1. B Teuenue natu pa6oqu ﬂHEﬁ CO OHMA IIPUMHATUA 3asBJICHUA O I‘OCYJIapCTBEHHOI‘/)I permcTpaumnmn
6I/IOMe,ELI/IIJ,I/IHCKOI‘O KJIETOYHOTO ITPOOYKTa yr[OJ'[HOMO‘IEHHbIVI (beaepaanbHZ OpraH UCIIOJTHUTEIbHOM
BJIaCTU ITPOBOAUT ITPOBEPKY ITIOJTHOTHI 1 HOCTOBEPHOCTHU CBGI[GHI/IVI, CoAeprKalnxcs B IIpeaCTaB/I€HHbBIX
3asgBuUTeIeM JOKYMEHTAX, M IIPpMHMMAaEeT pellieHMe O BblJaue 3aJaHls Ha IIpoBeJeHe:

1) 6MOMeIUIIMHCKOM SKCIEPTU3bI OMOMEIUIIMHCKOIO KJIETOYHOI'O IMTPOAYKTA B YaCTH IKCIIEPTU3bI KAUeCTBa
61OMeqUIIMHCKOTO KJI€TOUHOTO IMPOAYKTA, IKCIEPTU3BI TOKYMEHTOB [IJISI TIOJIyYeHMs paspelieHnst Ha
MpOBeeHMe KIMHUUECKOTO UCCIeI0BaHMS OMOMeaUIIMHCKOTO KJI€TOUYHOTO ITPOAYKTA U STUUECKO
9KCIIEPTU3bI HA OCHOBAHUM JOKYMEHTOB, YKa3aHHbIX B ITYHKTax 1 - 11, 13 yactu 2 cTaTbyu 9 HACTOSILETO
®eepaJibHOrO 3aKOHA;

2) 61OMeaUIIMHCKO 9KCITePTU3bl 6MOMEAUIIVHCKOTO KJI€TOYHOTO MPOAYKTA B YaCTU IKCIIEPTU3BI

3¢ GeKTUBHOCTY OMOMEIUIIMHCKOTO KJI€TOYHOIO IMTPOAYKTA M SKCIIEPTU3bI OTHOLIEHMS OKUIAE€MOIA MOJIb3bI
K BO3MOKHOMY PUCKY ITpYMMeHEeHMsT 01MOMeIUIIMHCKOIO KJIETOUYHOTO ITPOAYKTA, B OTHOIIEHUY KOTOPOTO
MpoBeIeHbl MeXAYHAPOaHbIe MHOTOIIEHTPOBbIE KIIMHUYECKME UCCAe0BaHMSsI, YaCTh U3 KOTOPBIX
nposeneHa B Poccuiickoii @enepaiiy, Ha OCHOBaHMM NJOKYMEHTOB, YKa3aHHbIX B MyHKTax 1 -6, 8,9, 12 u
13 yacTu 2 cratbu 9 HacTodero PegepaabHOrO 3aKOHA.

2. YomTHOMOYeHHbIi efepanbHblii OpraH UCTIOJTHUTETbHO BIACTY YBeIOMJISIET B MMCbMEHHOI dopme
3as9BUTEJIS O IPUHSITOM pellleHr!, a B ¢Iydae 0TKa3a B OpraHm3aiuu npoBefeHns 3KCIepTu3, yKa3aHHbIX B
yacTu 1 HACTOSIIEN CTaThH, - C YKa3aHMeM MPUYMH TaKOTO OTKa3a.

3. B ciryuyae BbISIBJIeHUST HETIOJIHOTBI UM HELOCTOBEPHOCTY CBeIeHUIA, COePKalluXCsl B IpeCTaBIe€HHbBIX
3as1BUTeJIeM JOKYMeHTaX, YIIOJTHOMOYeHHbIN (eJepabHblii OpraH UCIIOTHUTENbHOV BAaCTU HAIlpaBJsieT
3asIBUTEJIIO 3a1poC 00 YTOUHEHUM 3TUX CBeJeHMI, KOTOPBII MOKeT ObITh MepeiaH YyIIOJHOMOYEHHOMY
MpeJCTAaBUTEIIO 3asIBUTEJIS IMYHO O], PACIIUCKY, HAallpaBJ/IeH M0 MTOYTe 3aKa3HbIM MMCbMOM MJIM NTePeaH B
3JIEKTPOHHOI popMe IO TeTeKOMMYHMKAIMOHHBIM KaHajaaM CBSI3U. B ciiyyae HampaBieHMsI JaHHOTO
3arpoca 1o MoyTe 3aKa3HbIM IMMCbMOM OH CYMUTAETCS MOTYYeHHBIM 0 UCTeUEHU U 1IeCTU THe ¢ JaThl
HalpaBjieH!s 3aKa3HOT0 MUChbMa.

4. 3agBUTETH 00SI3aH MPEACTAaBUTh OTBET HA 3aIIpOC YIIOJTHOMOUYEHHOTO deiepaJibHOrO OpraHa
VICTIOJITHUTEIbHOM BJIACTM, YKa3aHHBIM B YaCTU 3 HACTOSIIEN CTaTby, B CPOK, HE MPEBBIMIAIOIIMI JEBSIHOCTA
pabounx mHei co gHA ero nmonaydeHus. Cpok, yKa3aHHBIN B UacTu 1 HACTOSIIIEN CTaTbH,



NMPpMOCTaHABJIMBAETCA CO OJHA HAIIPpABJIE€HUA 3asIBUTE/II0 3aIlIpoCa YIIOJTHOMOYEHHOT O (benepaanoro OopraHa
VUCIIOHUTEIbHOM BJIACTY OO JHS IMosiydyeHud MM COOTBETCTBYIOLILEro OTBETA.

5. OcHoBaHMeM Jj151 OTKa3a B OpraHM3al My 3KCIepTu3, MpeaycMOTPEHHbIX YacTbio 1 HacTosIIel CTaThH,
SIBJISIETCSI TIpeiCTaB/ieHie He0OXOIMMBbIX JOKYMEHTOB B HETIOJITHOM 00beMe, HellpeicTaBeHNe 3asiBUTe/IeM
B YCTAHOBJIEHHBIJ CPOK OTBETa Ha YKa3aHHbINM B UaCTU 3 HACTOSILIEI CTaThyM 3aNIPOC YIIOJTHOMOYEHHOTO
(benepanbHOroO OpraHa UCIOTHUTENbHOM BAACTY MO0 OTCYTCTBYME B IIPEICTaBIeHHbIX TOKYMEHTaX
MCYePIThIBAIOIIETO ITepevHs] He0OX0AMMO MH(pOpMAaIMK, KOTOPast O/KHA ObITh OTPaskeHa B HUX, a TaKKe
OTCyTCTBUe MH(pOpMal MK, MoATBepPKAatoIel (hakT yIjaThl TOCYJapCTBEeHHOM MOLUIMHbBI 32 IPOBeJeHNe
9KCIIepPTMU3bI KauecTBa 6MOMeIUIIMHCKOTO KIeTOYHOTO MPOAYKTa, SKCIIePTU3bl JOKYMEHTOB JJISI TIOTyYeHU ST
paspeleHus Ha IPOBeleHMe KIMHUUECKOTO UCC/IeJOBaHMsI OMOMeAUIIMHCKOTO KJIIETOYHOTO MPOAYKTa,
TUYECKO SKCIIePTU3bI, IKCIIePTU3bI 3D HEKTUBHOCTY 6MOMEeIUIIMHCKOTO K€ TOUHOTO MTPOIYKTa U
9KCIIePTU3bI OTHOILIEHUS 0XKIIaeMOi1 M0JIb3bl K BO3MOKHOMY PUCKY ITpUMeHeHUsI 6MoMeIUIIMHCKOTO
KJIETOYHOTO NTPOAYKTA, B OTHOIEHMY KOTOPOTO ITPOBeIeHbl MeXAYHAPOJHble MHOTOLIEHTPOBbIE
KJIMHMUYECKMe UCCaeq0BaHMsl, YaCTh 3 KOTOPBIX MpoBesieHa B Poccuiickoit ®epepaiuu, mpu odpaiieHnn 3a
roCyIapCTBEHHOI perucTpanueit 6uoMeIUIIMHCKOTO K€ TOYHOTO MTPOIYKTA.

Cratbs 11. (Dep,epaanoe rocyaapcrseHHoe OromKeTHoe yupexaeHue no nposeaeHuio GuomMeAULIMHCKOM KCnepTu3bl
6MOMEeAULIMHCKMX KNETOUHBIX NpoAYKTOB

1. BuomemuIHCKas 9KCIepTMU3a 6MOMeIUIIMHCKMX KJIE€TOYHBIX ITPOAYKTOB IMPOBOAUTCS dheiepaabHbIM
roCyJapCTBEeHHBIM OI0/IKeTHBIM YUPEXKIeHMeM, HaXO S IIMMCS B BeJJeH! M YIIOJTHOMOUYEHHOT0
(benepanbHOro OpraHa UCIOTHUTENBbHOM BIACTU U 06ecrieunBalol M UCITOTHEeHMe TTOJTHOMOYMIA 3TOT0
(enmepanbHOro OpraHa UCIOJHUTENbHOI BIACTU IO BblJaue pa3pellieHnii Ha IPOBefeHN e KIMHNIECKUX
uccyie0BaHui 6MOMeIUIIMHCKUX KJI€TOYHBIX MTPOAYKTOB U (MJIM) TOCYAAPCTBEHHO perncTpanmumn
6MOMeqUIIMHCKMX KI€TOUHBIX IIPOAYKTOB (fajiee - SKCIIePTHOe YUpeskaeHIeE).

2. OKCIIePTHBIM yUpeXIeHNeM OCYIIeCTBIISeTCS] KOHCY/IbTHMPOBaHMe M0 BOIPOCaM, CBSI3aHHBIM C
MIPOBEEHMEM TOKIMHUYECKUX MCCIeIOBAHMIT OMOMEANIIMHCKMX KIETOYHBIX IPOIYKTOB, KIMHUIECKUX
ucciief0BaHuit 6MOMeIUIIMHCKUX KJI€TOUHBIX MTPOAYKTOB, OMOMeAUIIMHCKON 9KCTIePTU3BI
61oMeIVIIMHCKMX KJIeTOYHBIX TPOAYKTOB, TOCYAAPCTBEHHOI perucrpauyeii 6MoMeaUIIMHCKUX KIeTOYHBIX
MIPOJIYKTOB, B MOPSIKE, YTBEPXKIEHHOM yIIOJTHOMOYEHHbIM (heJilepabHbIM OPraHOM MCITOJTHUTEIbHOM
BJIACTH.

Cratba 12. OpraHusauus npoBeaeHus 6MoMe AMLMHCKOM IKCNEPTU3bI BUOMEAULIMHCKOTO KNETOYHOTO NPOAYKTA

1. buomenuiHckas SKCIIepTn3a 6I/IOMe,ElI/II_lI/IHCKOI‘O KJIETOYHOTI'O ITPOAYKTA IIPOBOAUTCS B ABaA 3TAIlA:

1) Ha MepBOM 3Tarle MPOBOASITCS SKCIIEPTM3a KauecTBa 6MOMeIUIIMHCKOTO KJIETOYHOTrO MPOAYKTA U
9KCIIepTU3a JOKYMEHTOB [IJISI ITOJyYeHUS pa3pelleHs Ha IpoBeleHue KIMHUYECKOTO UCCIelOBaHUs
0MOMEeIUIIMHCKOTO KJIETOUHOTO MPOAYKTA, 32 UCK/IIOUEeHEeM OMOMeOUIITHCKOTO KJIETOYHOTO IMPOIYKTa, B
OTHOIII€HMM KOTOPOTO IMPOBeAeHbl MeXKIyHapOAHbIe MHOTOLIEHTPOBBIE KIIMHMUECKIME UCCIeIOBaHMS, YaCTh
13 KOTOPBIX ITpOBeieHa B Poccuiickoit ®emepaiinmy;

2) Ha BTOPOM 3Tarie IpoBOSTCS dKcIepTu3a 3G HeKTUBHOCTY GMOMEIUIIMHCKOTO KJIETOYHOTO ITPOIYKTa U
9KCIepTMU3a OTHOLIEHMS OXKMIaeMO¥ TI0JIb3bl K BO3MOKHOMY PUCKY ITPUMeHeHM s 6110MeIUIIVTHCKOTO
KJIETOYHOTO MPOAYKTA. YKa3aHHbIe 9KCIIEPTU3bI IPOBOASITCS 110 Pe3yabTaTaM KIMHUYECKUX UCCAeIOBaHU
61OMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

2. BuoMeauimHckas sKkcrepTusa 6MoMeJUIIMHCKOTO KIE€TOYHOTO MTPOIYKTa MPOBOAUTCS KOMUCCH e
9KCIIEPTOB IKCIIEPTHOTO YUPEXKIEHMSI, HA3HAUEHHOJ PYKOBOAUTE/IEM 3TOTO YUPEeXKAeHNS, Ha OCHOBAaHUM
3a/IaHMs YIIOJTHOMOYEHHOTO (helepaibHOTO OpraHa UCIIOJHUTEIbHOI BJIACTH Ha MIPOBeieHe
OMOMeIUIIMHCKOV SKCIIePTHU3bl OMOMEIUIIMHCKOIO KJI€TOUYHOIO IIPOAYKTA. PYKOBOAMTE b SKCIIEPTHOTO
yupeskaeHust obecrieunBaeT Hajijieskaliee rpoBeieHne 61MoMeANIIMHCKOM SKCIIepTU3bI 6 OMeAUIIMHCKOTO
KJIETOYHOTO ITPOAYKTAa B COOTBETCTBUM C 3a[laHMEeM YIIOJTHOMOUYEHHOTO ¢eiepaJbHOTO OpraHa



VCIIOJIHUTEIbHOM BJIACTU U OPraHu3yeT MOATOTOBKY CBOJTHOTO 3aK/IUYEeHSI KOMUCCUY IKCIIEPTOB
9KCIEePTHOTO YUPEXXIEeHMUSI.

3. B cocTaB KOMMCCUYM IKCIIEPTOB IO XOAATACTBY 9KCIIEPTa HA OCHOBAHUY PeleHNSI PyKOBOAUTEJIS
9KCTIEPTHOTO YUPEXKAEHMS MOTYT ObITh BK/IIOUEHBI B KAUeCTBe HKCIIEPTOB MHbIE JIUIIA, B TOM UMC/Ie He
paboTaroiiye B 3TOM 3KCIIEPTHOM YUpekAeHUM, eC/IN UX CIeliyanbHble 3HaHUSI HeOOXO MBI 1151
MPOBeAEeHMSI IKCIIePTU3bI OMOMEeIULIVHCKOTO KIE€TOUHOTO ITPOYKTA.

4. Ilpu mpoBeAeHUM 6MOMeIUIIMHCKOI SKCIIePTU3bl 6MOMeIUIMHCKOTO KJIETOUHOTO MPOAYKTA SKCIepT He
MOKET HaXOJIUTbCS B KaKOW-IMO0 3aBUCUMOCTY OT 3assBUTEJIS, JINIA, HA3HAUMBILETO 3Ty SKCIIEPTU3Y, WIN
OPYTUX JIUII, 3aMHTEePEeCOBAHHBIX B pe3yJIbTaTax 0MOMeIUILIMHCKO SKCIIePTU3bl 6M1OMeIUIITHCKOTO
KJIETOYHOTO TTPOJIYKTA.

5. ITpu npoBeeHMYM GMOMEAUIIMHCKON KCTIEPTU3bI OMOMEIUIIMHCKOTO KJI€TOYHOTO ITPOAYKTA SKCIIEePT He
BIIPaBe CAMOCTOSITEJIbHO MCTPe6OBaTh Y 3asIBUTEJISI IOKYMEHTBI U (MJIM) MaTepyabl, HEOOXOAMMBbIE IS
MpOBeleHMSI IKCIIePTU3bl. B ciyyae HeJJOCTaTOYHOCTHM MTPeIOCTaBAeHHBIX IKCIIEPTY TOKYMEHTOB U (MJIN)
MaTepuaioB IJIs Jauy 3aK/II0UEHMS SKCIIepT BIIpaBe MOCTaBUTh BOIIPOC O MPeIOCTaBIeHUN eMy
HeOOXOMMbBIX OKYMEHTOB U (MJIM) MaTepuasoB repe PyKOBOAMTENEeM SKCIIEPTHOTO YUPeXIeHMS,
KOTOPBIii 06paIiaeTcsi C COOTBETCTBYIOIIMM 3aIIpOCOM B YITOJITHOMOUYEHHBI (eie pasibHbI OpraH
MCIIOJTHUTEbHO BACTH, BbIJaBIINIi 3aJaHe Ha ITpoBeieHNe 6MOMeqUIIMHCKOM SKCIIePTU3bI
61OMeIUIIMHCKOTO KJIETOUHOTO MPOAYKTa. YIIOJIHOMOYEHHbIN (pefepanbHbIil OpraH MCIIOJTHUTEIbHOM
BJIACTY B TeueHMe MSITH paboumx AHel co JHS TOCTYTUIEHMS 3aITpoca PYKOBOAMTEISI SKCIIEPTHOTO
yUpeXXIeHus] HalpaBJisieT B 3JIEKTPOHHO MY MMCbMEHHOM popMe 3assBUTEITIO 3aITPOC O TTPe0CTaBIeHU N
IOTIOJTHUTENIbHBIX JOKYMEHTOB U (MJIM) MaTePUAjIoB C YyBeJOMJIEHMEM O eT0 MoTydeHn. 3asiBUTEb 06s13aH
B CPOK, He TIPeBBIMIAI0NIMI eCTUAECSITY pabounx AHe co THS MOoTyYeHMs 3aIIpoca YIIOJTHOMOYEHHOTO
(dbenmepasbHOrO OpraHa UCIOJHUTEIbHO BJIACTY, TPEACTAaBUTD 3aMPOIIeHHbIE TOKYMEHTHI U (MUJT1)
MaTepuabl 60 060CHOBATh HEBO3MOXKHOCTD UX MTpeACTaBIeHMs. BpeMs co IHS oTmpaBieHus 3a1poca u
10 TIOJTyYeHMSs YITOJTHOMOUYEHHBIM (eiepabHbIM OPraHOM MCIIOJTHUTEbHO BJIaCTY OTBETA 3asIBUTEJISI Ha
3aIIpOC He YUUTBIBAETCS IIPU MCUMCIEHUY CPOKa TOCYIapCTBEHHOI perucTpauum 6uome auIMHCKOTO
KJIETOYHOTO ITPOAYKTA.

6. Pe3ynbTaThl KQXKIOr0 3Tarna 6MoMeauIIMHCKOM SKCIIePTHU3bl 6MOMeIUIIMHCKOTO KJIeTOYHOI0 ITPOAYKTa
0bOPMIISIOTCS 3aK/TI0OUeHMEM KOMMCCHUYM SKCIIEPTOB SKCIIEPTHOTO YUpeXaAeHMs. B 3aKI0UeHUM KOMUCCUN
9KCIIEPTOB IKCIIEPTHOTO YUPEXKIEHMS YKa3bIBAIOTCS ITIepedyeHb MCCaeq0BaHMii, 00'beM ITPOBeIeHHbIX
KaKIbIM 9KCIIEPTOM MCCIeA0BaHMIA, YCTAHOBIEHHBIE KAKIbIM M3 HUX (DAKThI U CIeJIaHHbIE B Pe3y/IbTaTe
MCCIe0BaHMit BBIBOJbI. JKCIIEPT, MHEHME KOTOPOTO He COBMAaZaeT C pellieHeM KOMMUCCUM SKCIIEPTOB
9KCIIEPTHOTO YUPEXIEeHMs, BIIpaBe BbIPa3UTh B IMMCbMEHHOI (popme cBOe MHEHME, KOTOPOe IPHUOOIIaeTcst
K 3aKJIIOUEHMI0 KOMUCCUM IKCITEPTOB.

7. [IpaBuia npoBeneHMs: 6MOMeoULIMHCKOM IKCIIepTHU3bl 6MOMeIUIIMHCKUX KIeTOUHbIX ITPOIYKTOB U
(hopMbl 3aK/II0UEHMIT KOMUCCUY IKCIIEPTOB IKCIIEPTHOTO YUPEXKIEHUS YCTaHABIMBAIOTCS
YIIOJIHOMOYEeHHbIM (eJiepaibHbIM OPTaHOM UCIIOTHUTEbHO BIACTH.

8. OKCcrepTHOE yUpeskaeHNe HeCceT OTBETCTBEHHOCTD 3a COOJTI0IeHIe ITpaBuUJl ITPOBeIeHU S
O0MOMeIUIIMHCKOI SKCIIePTHU3bl OMOMEIUIIMHCKOTIO KJI€TOUYHOIO ITPOAYKTA M 32 KAUeCTBO ee MPOBeAeHMS.

Crarbs 13. TPEGOBaHMﬂ, npenbasagaeMblie K 3KCneptTam npu nposeaeHuu GromMeaMLMHCKOM 3KCnepTusbl
OMOMEANLIMHCKUX KNETOUHBIX NPOAYKTOB, NpaBa U 06s3aHHOCTH 3KcnepToB

1. DKcrepToMm 110 IIPOBEAEHMI0 OMOMEIUIIMHCKOM SKCIIePTU3bl OMOMEeIUIIMHCKMX KJI€TOUHBIX ITPOIYKTOB
SIBJISIETCST aTTECTOBAHHbBIN pabOTHUK 3KCIIEPTHOTO yUpeskAeHMs, KOTOPbIi MMeeT BbiCiliee MeIUIMHCKOe,
dbapMalleBTHMUECKOE, BeTepUHapHOe, OM0JI0TUUYEeCKOe WM XUMUYeckoe o6pa3oBaHme U IPOBOIUT
OMOMEeIUIIMHCKYIO SKCITePTU3Y OMOMEeIUIIMHCKIUX KJI€TOUYHBIX ITPOAYKTOB B IIOPSIIKE VICIIOJTHEHUST CBOUX
JOJKHOCTHBIX 00SI3aHHOCTEIA.

2. TpeboBaHMS K TPodeCcCHOHATbHON MOATOTOBKE SKCIIEPTOB M CTAXKy PaOOTHI 110 CIEIMAIbHOCTHU, ITOPSITIOK



aTTecTaluy 9KCIEePTOB, MOPSIA0K HOPMUPOBAHUS U AesITeTbHOCTU KBaMU(PUKALIMOHHBIX KOMUCCUIL
yCTaHaBAMBAIOTCS YIIOJTHOMOYEHHbIM (elepaabHbIM OPTaHOM MCIIOJIHUTEIbHO BIACTH.

3. ATTecTalys 9KCIIepTOB Ha MMPaBO IIPOBeIeHMs OMOMeAUIIMHCKOM SKCITePTU3bI 6MOMEeIUIIMHCKUX
KJIETOUYHBIX IMPOIYKTOB OCYIIECTB/ISIeTCS KBaAMMDUKAIMOHHBIMY KOMUCCUSIMU YITIOJTHOMOUYEHHOT'O
dbenepasbHOro OpraHa MCIOJTHUTEIbHONM B/IaCTY HE peske UeM OJIVH pa3 B IISITh JIeT.

4. DKCIIepT NPy IpoBeIeHMUM OMOMeINIIVHCKO SKCITepTU3bl OMOMEeAUIIVIHCKMX KJIETOUHBIX IPOTYKTOB
06s3aH:

1) mpoBOAUTD MCCAeOOBaHME TIPeICTaBIeHHBIX eMy 00beKTOB MCC/IeIOBaHMS, TOKYMEHTOB U (MJIN)
MaTepuaioB, OCYIIECTB/STh OLIEHKY ITpeJijlaraeMbIX METOJ0OB KOHTPOJISI KauecTBa 61MOMeAUIIHCKOTO
KJIETOYHOTO MPOAYKTA, 1aBaTh 3aK/I0UEHMe T10 ITOCTaBAeHHBIM ITepei HUM BOIPOCaM C COOTBETCTBYIONIMM
000CHOBaHMEM MJIM 3aK/TI0OUE€HMEe O HEBO3MOKHOCTM ITPOBEIEHMS] UM OMOMEAUIIMHCKO KCITePTHU3bI
OMOMEeIUIIMHCKMX KJI€TOYHbIX ITPOAYKTOB, €CJ/IM MOCTaBJI€HHbIE BOIIPOCHI BHIXOAST 3a IIPe/Iesibl
crieliMaabHbIX 3HAHMI IKCIIepTa OO eciiv 00beKThI UCC/IeIOBaHUI, TOKYMEHTbI U (MJI1) MaTepuasibl
HEMPUTOIHbBI UM HeJIOCTATOYHBI JIJIs IPOBeeHMS UCCIeqOBaHMIi 1 Jauy 3aK/II0UeHNS ;

2) obecrieunTh HaJIeXallee XxpaHeHue MpeACcTaBIeHHbIX 00beKTOB MCCIeq0BaHMi, JOKYMEHTOB U (MJTi)
MaTepuaioB.

5. Okcrepr He BIIpaBe:

1) mpoBOAUTb 6GMOMEANIIMHCKYIO SKCITEPTU3Y OMOMEIUIIVMHCKUX KIETOYHBIX ITPOYKTOB IO 06paIieHn o
HerocpeICTBEHHO K HeMY I0pUANYeCKUX UM GU3NIeCKUX JINIL;

2) CaMOCTOSITeJIbHO COOMPATh MaTepuaIbl Jisl TPOBeIeHMS OMOMeIUIIVHCKO SKCITePTHU3bI
OMOMEeIUIIMHCKMUX KJI€TOYHBIX TPOAYKTOB;

3) MPOBOAUTH KOHCY/IbTAIMM B 06;1aCTV TTPOdeCcCHOHATbHOI IesITeTbHOCTY BHE CJIY>KEOHOTO 3a/IaHMUS;

4) pasrianaTh CBeIeHMsI, KOTOPbIe CTAJIX €My M3BECTHBI B CBSI3U C IIPOBeIeHMEeM OMOoMeqUITMHCKO
9KCIIEPTU3bI 6MOMEIUIIMHCKMX KIETOUHBIX IIPOJAYKTOB, a TAKXKe CBeIeHMs, COCTAB/ISIONI e
roCyIapCTBEHHYI0, KOMMEPUYECKYIO MJIY MHYIO OXPAaHSIeMYIO 3aKOHOM TaiiHy.

6. Kaxkapiit akCepT, BXOASIINIA B COCTAB KOMUCCUM SKCIIEPTOB SKCIIEPTHOTO YUPEXIeHUS, KOTOPOit
IIOPYYEHO ITpOBeIeHe OMOMeIUIIVIHCKO KCIIePTU3bI OMOMEIVLIMHCKUX KJIETOUHBIX TPOIYKTOB,
HE3aBMUCUMO U CaMOCTOSITE/IbHO IMPOBOAMUT UCC/IeIOBAaHMS, OLIEHMBAET Pe3y/IbTaThl, [I0JIy4YeHHbIEe UM JIMYHO
M IPYTUMM 3KCIIepTamu, U GOpMYIMpPyeT BbIBOAbI OTHOCUTENBHO IMOCTAaBJIEHHBIX BOIIPOCOB B Ipeiesax
CBOMX CHellMaJbHbIX 3HAHUIA.

Cratbsa 14. dTuyeckas 3kcnepTHsa

1. DTuveckasi 3KCIiepTM3a MPOBOIAUTCS COBETOM I10 3TMKE, CO3JaHHbIM B MOPSIKEe, YCTAHOBIEHHOM
YIIOJIHOMOYEHHbIM ¢efiepaibHbIM OPraHOM MCIIOJIHUTEIbHO BJIACTH, B I[€JISX BbIIAUYM 3aKII0UEHMS 00
9TUYECKOI 060CHOBAHHOCTM BO3MOKHOCTY IIPOBEAEHMS KIMHMUYECKOI0 UCC/IefOBaHMUI OMOMeaUIIMHCKOTO
KJIETOYHOT'O ITPOIYKTA.

2. DKCIIepTaMM COBeTa MO0 3TUKe MOTYT OBITh MPEACTAaBUTENM MeAULIVMHCKUX OPraHM3aLyii, HAyUHbIX
opraHmu3anuit, 06pa3oBaTeIbHbIX OPTaHM3alMii BhICIIEr0 06pa3oBaHMsl, 06pa30BaTeIbHbIX OpPraHM3aLyit
IOTIOJIHUTEIbHOTO ITpodeccoHaIbHOTO 06pa3oBaHus, a TakKe MpeICcTaBUTeM 001IeCTBe HHbIX
OpraHu3aLuit, peJIUTMO3HBIX OpraHKU3aI Uit U CPeICTB MacCOBOM MHGPOpMAaILMK. DTU SKCIIEPTHI HE TOIKHBI
HaXOJIUTbCS B KAKOW-1160 3aBUCUMOCTH OT 3asIBUTEJISI M APYTUX JINI, 3aMHTEPECOBAHHBIX B Pe3yjIbTaTax
STUYECKO SKCIIEePTU3BI.

3. OmtaTa ycayr 9KCIIepTOB COBeTa IO 3TUKe OCYIIeCTBIsIeTCsl Ha OCHOBaHMM A0TOBOPA, 3aK/II0YEHHOI0
MEeXIy YIIOJTHOMOUYEeHHbIM (pefiepaabHbIM OpraHOM UCIIOJTHUTEIbHOI BIaCTH, KOTOPBIM CO3J]aH COBET I10
9THUKe, ¥ IKCIIePTOM COBeTa IO 3TUKe, 3a CYeT OI0/IKeTHbIX AaCCUTHOBAHU, TTPeqyCMOTPEHHbBIX



YIIOJTHOMOYeHHOMY (he/lepalbHOMY OpPTaHy UCITOJTHUTETbHOM BIACTY, CO3/IaBIIEMY COBET I10 3TUKE, B
dbenepasbHOM 6I0/IKETE HA COOTBETCTBYIOIINIA IO/, HAa 0OecIieueHne ero AesiTeJibHOCTH, B pa3Mepax,
ycTaHOBJIeHHBIX [IpaBuTenbCcTBOM Poccuiickoit ®emeparnyin.

4. DKCIIepThI COBETA MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOIATe/IbCTBOM Poccuiickoii
®denepalu.

5. CocTaB coBeTa IO 9THKe, ITOJIO’KeHMe 00 3TOM COBeTe, IOPSIOK ero IesiTeIbHOCTH, TpebOBaHMS K
KBaJM(UKALIMM U OMBITY pabOTHI IO 3KCIIEPTHOM OlleHKe HayYHbIX, MEAUIIMHCKUX U STUUECKMX acIIeKTOB
KIIMHUYECKUX MCCIeq0BaHMIT OMOMeIUIIMHCKUX KJIETOUHBIX IPOIYKTOB, IpeIbsBJiseMble K KCIIepTam
COBeTA I10 TUKE, TOPSIOK OPTaHM3aLMH U ITPOBEIEHUS ITUUECKO IKCIIepTHU3hI, PopmMa 3aK/ITI0UeHMUS
COBeTAa I10 ITUKE YCTAHABIMBAIOTCS YIIOJTHOMOYEHHBIM (efiepaJbHbIM OPTaHOM VMCIIOJTHUTEIbHONM BIACTH.
Unciio peficTaBuUTeNIeN MeIUIIMHCKMX OpraHK3alNuit M HayYHbIX OpraHM3alii He MOKeT IPeBbIIIaTh
TTOJIOBMHY OT OOIIero 4mcja SKCIepToB COBETA 10 ITUKe.

6. lndopMaris o cocTaBe CoBeTa 0 3THKe, TJIaHaX ero paboThl U TeKylllel nesiTeJIbHOCTY pa3MelllaeTcsl Ha
obuiManbHOM caiiTe YIIOJIHOMOUEHHOTO (deiepaJbHOTO OpraHa MCIOJHUTEIbHO BIaCTU B
MHMOpMaIMOHHO-TeJIeKOMMYHUKALIMOHHO ceT "VIHTepHeT" (manee - ceTh "MIHTepHET") B yCTAHOBJIEHHOM
VM MOpSIIKeE.

7. OTUUeCKas IKCIIepTu3a, COCTaBIeHNe COBETOM I10 3TUKe 3aK/IIYeHUIA O BO3MOXKHOCTU WIN
HEBO3MOSKHOCTM MTPOBEIEHNSI KITMHUUECKOTO MCC/IeJOBaHNSI 6MIOMEeAUIIMHCKOTO KJIETOYHOTO MPOAYKTA U
HaIpaBJIeHMe 3TUX 3aKTI0UEeHMI B YIIOJTHOMOUYEHHBIN (eiepaabHbIi OpraH MCIIOJHUTE/bHO BIaCTU
OCYILIECTBJISIIOTCSI B CPOK, He MPeBbIIIaIoNMii TPUAIIATA pabounx AHE CO THS MOTyYeHMsI COBETOM I10
9TUKe 3aJaHMsI YIIOJTHOMOYEHHOTO dhejepaqbHOTO OpraHa UCIIOTHUTENbHOM BJIACTY ¥ HEOOXOAMMBbIX
IOKYMEHTOB, YKa3aHHbBIX B yHKTax 1 - 11, 13 yactu 2 crateu 9 Hactosuiero @enepasbHOrO 3aKOHa.

8. [IOKyMeHTbI, COIepsKaluecs: B PETUCTPAIlMOHHOM A0Che ¥ IIOCTYIIMBIIIME B COBET I10 STUKE JIJIS
MIPOBEIeHMS STUUECKOI SKCIIEPTHU3BI B LIEJISIX TTOTYYEHMST pa3pelleHsl Ha ITpoBeieHe KIMHUYECKOTO
MccyieOBaHus 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, MO/JIeKAT BO3BPATY B YIIOJTHOMOYEHHBI
(dbenepanbHbIi OPTaH UCTIOJHUTEIbHO BIACTH.

Cratba 15. JkcnepTusa KauectBa 6MOMEAMLMHCKOrO KNETOYHOTO NPOAYKTA M IKCNEPTH3a AOKYMEHTOB ANS NOAYYEHUS
pa3peLueHns Ha NPOBeAEHUE KNMHUYECKOro MCUIeA0BaHUA BMOMEAMLIMHCKOTO KNETOYHOro NPoAyKTa

1. OkcnepTu3a KayecTBa 6MOMeAUIIMHCKOTO KJIETOYHOTO MPOAYKTA, SKCIIePTU3a JOKYMEHTOB J1Jis
MOJTyYeHUs pa3pelieHus Ha MpoBeJleHNe KIMHMUECKOTo UCCIeq0BaHus 61MOMeIUIIMHCKOTO KJIETOUHOTO
MPOAYKTA, COCTaBlIeHe KOMUCCHEl IKCTIePTOB IKCIIEPTHOTO YUpekAeHMS 3aKTI0UeHMs O TIOATBepKAeHUM
KauecTBa 6MOMeIUIIVHCKOTO KJI€TOUHOTO ITPOLYKTa ¥ BO3MOKHOCTY MPOBEIeHMs er0 KIMHMUYeCKOT0o
MCCJIe,0BaHUS UM O HETIOATBePXKIEeHNY KauecTBa OMOMeAUIIMHCKOTO KJIIETOYHOTO MPOAYKTA U
HeBO3MOXHOCTM [TPOBeeHMSI ero KIMHNYeCKOTo MCCIeJOBaHMs, HallpaBleHle COOTBETCTBYIOIIEero
3aK/II0YeHMs B YTIOJTHOMOUEeHHbIV eepanbHblii OpraH UCIIOJHUTENbHO BIACTU OCYIIECTBSIIOTCS B CPOK,
He TIpeBbIIIAIINIi CTa pabouMX THel Co AHS MOSyuyeHUs SKCIIePTHBIM YUpeXaeHeM 3aaHust
YIIOJTHOMOYEHHOTO (eiepasbHOTO OpraHa UCIIOJHUTENbHO BIaCTU C IPUIOKEeHeM HeOOX0IMMbIX
IOKYMEHTOB, yKa3aHHbBIX B IyHKTax 1 - 11, 13 yactu 2 cratbu 9 HacTosiniero ®enepasbHOro 3aKOHA.

2. B TeueHne mecTuaecsiT paboumx qHet co THS MOAyYeHUS 3aaBUTEIeM OT SKCIIePTHOTO YUpPesKIeHMs
yBeIOMJIEHUS O TIOJTyUeHMM YKa3aHHBIM SKCIIEPTHBIM YUPEXIeHMEeM 3aJaHUS YITOJTHOMOUYEHHOTO
(dhemepasbHOIO OpraHa UCIOJHUTEIbHO BJIACTY, YKA3aHHOTO B YaCTM 1 HACTOSIIEN CTaThy, 3asIBUTE/Tb
MIpeJICTABJISIET B 9KCIIEPTHOE YUPEsKAeHMe JIJIs IPOBeAeHMsT SKCIIePTU3bI KauecTBa 0M1OMeIUIIMHCKOTO
KJIETOYHOTO MTPOAYKTa 06pasiibl 6MOMeIUIMHCKOTO KI€TOUYHOTO MPOAYKTA, KIeTOYHOM IMHUY (KT TOUHBIX
JIMHUI), MEOULIMHCKUX U3Me/INiA, JIeKapCTBEHHBIX MpeIapaToB, ¢hapMalieBTUIeCKUX cyoCcTaHIMiA, BEIeCTB,
BXOJISIIIIMX B COCTaB OMOMEIMUIIMHCKOTO KJIETOUYHOTO IMTPOAYKTA, IIPMMEHsIeMbIe IIPY IIPOBeIeHUN
9KCIIePTU3bI KAUeCcTBa 6MOMEIUIIMHCKOTO KJI€TOYHOIO IIPOAYKTA ITyTeM CPaBHEHMS C HUMM UCCIeIyeMOro
61OMeIUIIMHCKOTO KJIeTOUHOTO MPOAYKTa, B KOJIMUYeCTBe, He0OX0IMMOM [IJis BOCIIPOMU3BeNeHs MeTOA0B



KOHTPOJIA KaueCTBa 6]/[0M€,I[I/ILU/IHCKOI‘O KJIETOUYHOTO MMpOOYyKTa, B IIOpsAAKe, YCTAHOB/I€EHHOM
YIIOJTHOMOYE€HHBIM d)enepaanbIM OpraHom UCIOJIHUTEIbHOI BIACTH.

3. IIpu momyyeHuy 06pasiioB 6MOMeIUIIMHCKOTO KJIETOUHOTO IMPOAYKTA M MHBIX 00Pa31l0B, YKa3aHHBIX B
YyacTu 2 HACTOSINEl CTaThy, SKCIIEPTHOE YUPEKIeHMe BbIJaeT 3asIBUTE/II0 JOKYMEHT, IO TBe P KIaI0IIii
MoJiyueHye yKa3aHHbIX 00pa31ioB, M B CPOK, He ITPeBbIIIAIONIMii TpeX pabounx AHel co NHS MOTydeHusT
yKa3aHHbIX 00pa310B, yBeIOMJISIET 00 TOM YIIOJTHOMOUEHHbBIN (heepanbHblii OpTaH UCIIOJTHUTEIbHOA
BJIACTH.

4. B cryvae, eciu 3asiBSIEMbIi CPOK XpaHEHMSI 6MOMeIUIIMHCKOTO KJI€TOYHOIO ITPOAYKTa COCTaBIIsSIeT
MeHee ISITHAAIATY CYTOK, 9KCIIePTH3a KauecTBa 6MOMeIUIIMHCKOTO KJIETOUHOTO ITPOAYKTAa ITPOBOIUTCS B
TOPSIIKE, YCTAHOBJIEHHOM YIIOJTHOMOYEHHBIM (he/iepaabHbIM OPraHOM MCITOJHUTEIbHO BJIACTH,
KOMMCCHEN 9KCIIEPTOB IKCIEPTHOTO YUPEKIAEHMS B MECTe ITPOMU3BOCTBA OMOMEIUIIMHCKOTO KJIeTOYHOT'O
MPOAYKTA C UCITOAb30BaHMeM 000PYI0BaHMS IPOU3BOAMTEIIS, IIPY STOM 3asIBUTEJIb B TeUeHIE
HMIECTUAECSITU pabOUMX THEN CO THS IMOTYUYEHMS OT SKCIIEPTHOTO YUPEXKIeHMs, YKa3aHHOTO B YacTu 1
HACTOSIIIeN CTaTh!, YBeIOMJIEHUS O TIOJIYUYeHMUM UM 3alaHMs YIIOJTHOMOUYEHHOTO ¢dheepaabHOro opraHa
MCIIOJTHUTEIbHOJ BIACTH YBEIOMJISIET 9KCIIEPTHOE YUpeXXAeHMe 0 TOTOBHOCTY K IIPOBeIEHMIO0 SKCIIePTU3bI
KavyecTBa 6MOMeANIIMHCKOTO KJIETOUHOTO IMPOAYKTa B MecTe ITPOou3BOACTBA OMMOMeIUIIMHCKOTO K€ TOUYHOTO
MPOIYKTA.

5. YkazaHHbIe B 4aCTSIX 2 U 3 HACTOSIIIEN CTaThby CPOK /IS TIpeiCTaBIeHMsI 3asBMUTeIeM 00pa3iioB
0MOMeIUIIMHCKOTO KJIETOUHOTO MPOAYKTA M MHBIX 00pa3IOB ¥ CPOK YBeIOMJIEHUS SKCIIEPTHBIM
yupexxmeHreM 06 3TOM yIIOJTHOMOYEHHOTO deepasbHOTO OpraHa UCIIOJHUTEbHO BIaCTH He
BKJIIOYAIOTCS B CPOK MTPOBEEHMS IKCIIEPTU3, IIPEAYCMOTPEHHBIX YaCThi0 1 HACTOSIIEN CTATHU.

6. DKCIIEPTHBIM YUpPEKIEeHMEM 13 00pa3IloB KJIETOUHOI JMHUM (KJI€TOYHBIX JIMHMIA), TTpeICTaBIeHHbIX Ha
9KCIIePTHU3Y KauecTBa 6MOMeAULIMHCKOTO KIETOUHOTO MPOIYKTa, COCTAB/SIeTCS KOJIEKIMS TOCTOSTHHOTO
XpaHeHMs1 00pa310B CTAaHAAPTU30BAHHBIX KJIE€TOUHBIX JIMHUI, GOpMMUpOBaHMe, UCTIO/Ib30BaHNe, XpaHEeH e,
yUYeT U YHUUTOXEeHNUe KOTOPOI OCYILECTBJISIIOTCS B TIOPSKe, YCTAHOBJIEHHOM YIIOJTHOMOUYEHHBIM
denepasbHbBIM OPraHOM UCIIOJHUTEIbHON BIACTM.

7. [IOKyMEeHTBI, COIepsKaIecs: B PETUCTPAIMOHHOM A0Che U MOCTYIIMBIIIME B SKCIIEPTHOE YUPEXKAEHMUEe IS
MIPOBeIeHMSI COOTBETCTBYIOIIMX SKCIIEPTUS B I€JISIX MOJyYeHMsI pa3pelleHys Ha IIpoBeeHue
KJIMHUYECKOTO MCC/IeJOBAHMST 6MOMEeANIIMHCKOTO KJIETOYHOTO MPOAYKTa, MOJIeskaT BO3BPATy B
YIIOJIHOMOYEHHbI (pefepanbHbIit OpraH UCIIOJIHUTEIbHO BACT OSHOBPEMEHHO C 3aK/II0UeHeM 10
pe3yiabTaTaM 3TUX SKCIIEPTU3.

Cratba 16. MonyueHue M oLeHKa 3aKKOYEHMIA NO pe3yNbTaTaM 3KCNepTH3, NPOBEAEHHBIX B LIENAX BbIAAYM pa3peLleHus
Ha NpoBeAeHUe KIMHUYECKOTO MCCIIeA0BAHUA BUOMEAMLIMHCKOrO KNETOYHOrO NpoAyKTa

1. B cpoK, He MpeBbIIAILINIA TISITY paO0UMX JHEN CO AHS MOTyUueHMs 3aKTI0UeHMs] KOMUCCUY KCITePTOB
9KCIIEPTHOTO YUpeXIeHMsl, yka3aHHOro B yacTu 1 ctatbu 15 HacTosiiero ®@eiepajibHOTO 3aKOHA, U
3aK/II0YeHMsI COBeTa 10 3TUKe, YKa3aHHOTO B YacTu 7 craTby 14 HacTosiiero ®efgepaabHOro 3akoHa,
YIIOJTHOMOYEHHbI defepanbHblit OpraH UCIIOTHUTEIbHOM BIACTY OCYILECTBIISIET OLIEHKY MOCTYMMBIINUX
3aKJTIOUEeHMI IJISI OTIpe/ieieHNs] UX COOTBETCTBUS 3aaHMSIM Ha TTpOBeieHNe COOTBETCTBYIONIUX IKCIIEPTU3
" YBeIOMJISIET 3asiBUTeJISI B TMCbMeHHOI (opMe O MpeiCTaBlIeHHbIX 110 pe3yabTaTaM MPOBeeHHbIX
9KCIIePTU3 3aKTIOUEeHUSIX.

2. ITpy moyyeHUM 3aKII0UEeHUS KOMUCCUY IKCIIEPTOB IKCIIEPTHOTO YUPEXIeHMs O TOATBEePKAeHUN
KauecTBa 6MOMeAUILIMHCKOTO KJIETOUHOTO MPOAYKTA ¥ BO3MOKHOCTHM MTPOBEIeHMS €TI0 KIMHUYECKOT0
MCCIeOBaHMS U 3aK/II0UeHNs COBeTa 10 9TUKe 0 BO3MOXXHOCTY MIPOBeIeHMS KIIMHUYECKOTO MCC/IeJOBaHUS
61OMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA YIIOJTHOMOUYEHHbIN (helepasbHbIii OpraH UCIIOJTHUTETbHOA
BJIACTY MIPUOCTAHABIMBAET IMPOBeIeHNe TOCYIapCTBEHHOM perucTpanumu 6MoMeqUIIMTHCKOTO KIeTOUHOTO
MPOAYKTA 10 TTOJauy 3asiBUTe/IeM B YIIOJTHOMOUYEHHbI dheepaibHblii OpraH UCIIOJHUTEIbHO BIacTU
3as1BJIeHMSI O BO30OHOBJIEHUM TOCYAAPCTBEHHOM perucrpauyum 61MomMeIuIIMHCKOTO KIeTOYHOT0 MPOAYKTa.



3. [Ipu nonmyvyeHUM 3aKII0UE€HUST KOMUCCUM SKCITEPTOB 3KCIIEPTHOTO YUPEXIeHMs O HelOA TBePXKIeHUN
KauecTBa 6MOMeANIIMHCKOTO KJIETOUHOTO MPOAYKTAa M HEBO3MOXXHOCTY MTPOBEIeHM S eT0 KIMHUYECKOT0
MCCJIe,0BaHMS I 3aK/IF0UeHMSI COBeTa 110 3TUKe O HeBO3MOKHOCTY MPOBeIeHNsT KITMHUYECKOTO
Mcciie0BaHus 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA YIIOTHOMOUEeHHbI (efepanbHblii OpraH
VCIIOJTHUTEbHO BACTU IPUHMUMAET pellieHNe O NMpeKpallleH!Y rocylapCTBeHHOM pernucTpanumn
61OoMeIUIIMHCKOTO KJIeTOYHOTO MPOAYKTa U yBeloMJIsieT 06 3TOM B MMCbMeHHOI opme 3asaBUTeS.

Cratba 17. Pewenue o Bbiaaye paspelleHus Ha npoBeAeH1e KINMHUYECKOTo UCCeA0BaHNS OUOMeANLIMHCKOrOo
KNIETOYHOrO NPOAYKTa

1. I morydeHus pas3pelieHus Ha IIpoBeJeHe KIMHNUECKOTO MCCIeIoBaHMs 6IOMeIUIIMHCKOTO
KJIETOUHOTIO MMPOAYKTA 3asIBUTENb, IIOJYUYMBIINIA B COOTBETCTBUM C YaCThIO 1 cTaTbu 16 HACTOSIILETO
®enepasbHOrO 3aKOHA YBEJOMJIEHNE O BBIHECEHUU T10 pe3ybTaTaM SKCIIePTU3, YKA3aHHbBIX B ITYHKTe 1
yactu 1 cratbu 12 HacTtosimero @egepaibHOrO 3aKOHA, 3aKIIOYEHNSI KOMUCCUM 3KCIIEPTOB 3KCIIEPTHOTO
YUpEXIEeHNS O MOATBEPKAEHNM KauecTBa 61MOMeIUIIMHCKOIO KJIETOYHOIO IMPOAYKTA M BO3MOKHOCTH
ITpOBeJleHMSI er0 KIAMHMYECKOTro MCCae0BaHMsI U 3aK/II0UeHNs COBETA 10 3THKE 0 BO3MOKHOCTU
MPOBeIe HMSI KIIMHUYECKOTO MCCIeA0BaHNS OM1OMeAUIIMHCKOTO KJIIETOYHOTO IMPOAYKTAa, ITPeICTaB/IsIeT B
YIIOJIHOMOYEHHbI (efepanbHblit OpraH UCIOJTHUTEIbHO BIACTHU:

1) 3asBieHMe 0 BbiJaue paspelieHus Ha MpoBeJeHNe KIMHNYECKOTO UCCIeq0BaHMs 61MOMeIUIIMHCKOTO
KJIETOYHOTO MTPOJIYKTA;

2) 6pOIJ_IIOpy ucciaengoBaTesisd, IIpeaCTaBISIONIYIO coboii CBOOHOE M3JIOKEeHNME PE3YJIbTATOB OJOKIIMHMNMYECKOTI'0
ncciaensoBaHMs 6I/IOMe,[U/IL[I/[HCKOI‘O KJIETOYHOTO ITPOAYKTA M KIMHUYECKOIO MCC/IeJOBaHUA
6I/IOMe,£[I/[L[I/IHCKOI‘O KJIETOYHOTO ITPOAYKTA;

3) cBemeHMs 06 OTIbITE pabOThI MCCIIeIOBATE eI IT0 COOTBETCTBYIOIIMM CITEIIMATbHOCTSIM U UX OIIBITE
paboThI IO MPOBEAEHNIO KIMHUYECKUX UCCIeA0BaHNI OMOMeIUIIMHCKUX KI€TOUHBIX ITPOAYKTOB;

4) KOIMIO IOrOBOPa 00sI3aTeIbHOTO CTPaXOBaHMS KM3HY, 3[0POBbSI MALIMEHTA, YYACTBYIOIIETO B
KJIMHUYECKOM MCCIeIOBaHMM OMOMEeIUIIMHCKOTO KJIETOYHOTrO MPOAYKTA (J1ajee - OroBOp 00sI3aTeIbHOTO
CTpPaxoBaHMs), KOTOPBIN 3aK/II0UEH B COOTBETCTBUM C TUIIOBBIMM ITPaBUIaMM 00513aTeIbHOTO CTPaXOBaHMSI
SKU3HM, 30POBbS MAIMEHTA, YUYACTBYIONIETO B KIMHUYECKOM MCCAeq0BaHMM OMIOMeANIINHCKOTO
KJIETOYHOT'O MIPOAYKTA, yTBepxkaaembiMmu [IpasutenbctBom Poccuiickoin @enepaiiuu (fanee - TUIIOBbIE
rpaBuia 06s13aTeIbHOTO CTPAXOBaHMs), C yKa3aHMeM CBeIeHMIi O TIpe/Ie/IbHOM UMCIIEHHOCTY TTallieHTOB,
YYaCTBYIOIINX B KIMHNYECKOM MCC/IeTOBaHMUM 6MOMEIUIIMHCKOTIO KJI€TOYHOTO IMPOAYKTA;

5) cBeeHMST 0 MeIUILIMHCKMX OpTaHMU3AIUSIX, B KOTOPBIX MPeJIoJaraeTcs mpoBeieHne KIMHNIeCKOTo
MCCaeIOBaHMs 6MOMEeIMIIMHCKOTO KIETOYHOTO MPOAYKTA (ITOJTHOE U COKpallleHHOe HaMeHOBaHMS,
OpraHM3alMOHHO-TIpaBoBas (opma, MeCTO HaXxOKIeHMSI, MECTO OCYIIeCTBIeHUS AesTeTbHOCTH, TenedoH,
tenedakc, agpec 3JeKTPOHHOI ITOUThI, CBeAeHMI 06 aKKpeAuTallMi Ha IIPaBo MPOBeIeHNs KIMHUYECKUX
MCCIeTOBaHMI OMOMEIUIIMHCKMX K€ TOYHBIX MTPOAYKTOB KaskI0i MeIUIIMHCKOI OpraHM3aIun);

6) CBeZleHUsI O TIpefIo/iaraeMbIX CPOKaxX MPOBeIeHMS KIMHUYECKOTO UCCIeA0BaHMs 611OMe IUIITHCKOTO
KJIETOYHOTO MTPOJIYKTA;

7) PEKBU3UTBI JOKYMEHTA, IIOATBEPKOAIOIIET0 YIVIATY I‘OCY}I&DCTBEHHOVI IMMOIVIMHBI 3d BblAAa4y pa3pelieHnd
Ha IIpoBeaeHNe KIMHNYECKOro nccjiegjoBaHms 6I/IOMe,£[I/ILU/IHCKOI‘O K/JIETOUHOTO ITPOAYKTA.

2. B cpoK, He MpeBbIIAIONINIL TISITU PAO0OUNX THEN CO THS MPUHITHUS YKa3aHHBIX B UacTU 1 HaCTOSIIIe
CTaTbU 3asIBJIEHNUS U JOKYMEHTOB, YIIOJTHOMOUYEHHbII deflepasbHbIli OPTaH UCIIOTHUTEIbHOI BIACTU:

1) IMPOBOANUT IIPOBEPKY IMOJIHOTBI 1 JOCTOBEPHOCTU CBe,E[eHI/II}JI, coaepyXammnxcs B IIpeaCTaBJI€HHDbIX
3asdBUTeEIeM JOKYMEHTAX;

2) IpMHMUMAaEeT pellleHye O BbiJaue pa3pelieHus Ha IIpoBeJeHe KIMHNYEeCKOro MCCIeI0BaHmMs
O0MOMEeIUIIMHCKOTO KJIETOUYHOTO MPOAYKTa MM 06 OTKa3e B BblJjaue YKa3aHHOI'O pa3pelieHus;



3) yBeioMJISIET B MMCbMEHHOI (hopMe 3asIBUTEJISI O IPUHSITOM pelleHUM (B CIydae IPUHSTHUSI pellieHus 00
OTKase C yKka3aHueM IPUUYNH TaKOTO O0TKa3a);

4) BbIIAET pa3pelieHne Ha IPoBeieHMe KIMHNYECKOTO MCCIeIOBaHMS 6V OMeaUIIMHCKOTO KIIETOYHOTO
MPOAYKTA B TIOPSIIKe, YCTAHOBIEHHOM YIIOTHOMOYEHHBIM (eiepaybHbIM OPTaHOM VICTIOTHUTETbHOM
BJIACTHU.

3. B ciryyae BbISIBJIEHMSI HETIOJIHOTBI MJIM HEJOCTOBEPHOCTHM CBeIeHUiA, COJlepyKalXCsl B IPeCTaBIeHHBIX
3asIBUTeJIeM IOKYMEeHTaX, YIIOJHOMOUYEeHHbIi dheiepaabHblit OpraH UCIIOTHUTENbHO BJIaCTU HaIllpaBiseT
3asIBUTEJTIO 3a1poc 06 YTOUHEHU M YKa3aHHbIX CBeleHNIi. [JaHHbII 3aTTPOC MOXKET ObITh IepesjaH
YIIOJTHOMOYEHHOMY TTPeACTABUTEIIO 3asIBUTEJIS IMYHO O] PACIMCKY, HAMIPABJIEH I10 IMOYTe 3aKa3HbIM
MMCHbMOM WIN TIepeJiaH B 3JIEKTPOHHOI (hopMe 1o TeIeKOMMYHMKAI[MOHHBIM KaHa/lIaM CBSI31. B ciryuae
HaIpaBJIeHUs JAHHOTO 3apoca 0 MoYTe 3aKa3HbIM MMCbMOM OH CUMTAeTCs MOTYYeHHbIM M0 UCTeUeHUN
IIeCTM JHeli C JaThl HallpaBaeHMs 3aKa3HOro M1chbMa.

4. 3asgBUTENb 00sI3aH MPEeACTaBUTh OTBET Ha 3aIIPOC YIIOJTHOMOYEHHOTO deepaibHOrO OpraHa
MUCTIOJTHUTEIbHOM BJIaCTU, YKa3aHHbIN B YaCTU 3 HACTOSILEN CTaTby, B CPOK, HE MTPEBbIIAINIMI JeBSIHOCTA
pabounx IHel o THS MOJydYeHUs JaHHOro 3arpoca. CpoK, yKa3aHHbBIN B YaCTy 2 HACTOSIEN CTaTbu,
MPUOCTAHABIMBAETCS CO AHS HAIlpaB/IeHMs 3asIBUTEIIIO 3aIIpoca YIIOJTHOMOUYEHHOTO0 delepaibHOTO OpraHa
VCITIOJTHUTEIbHOM BJIACTU IO IHS MTOJYUYEHMS MM OTBeTa Ha JaHHbIN 3aIpoc.

5. OcHOBaHMSIMM JIJISI OTKa3a B BbiJjaue pa3pelieHns Ha IIpoBeieHe KIVMHUYECKOT 0 MCCieJ0BaHMSs
O0MOMeIUIIMHCKOTO KJIeTOUYHOIO ITPOAYKTA SIBJISIIOTCS HeIlpeCTaB/IeHle B I0JTHOM 00beMe JOKYMEHTOB,
yKa3aHHbIX B 4YacTu 1 HacCTOSIIel CTaTby, HEIIpeICTaBIeHNe 3asiBUTE/IeM B YCTaHOBJIEHHbI CPOK OTBETA Ha
3aIIpoC YIIOJITHOMOYEHHOTO (eiepabHOr0 OpraHa MCIIOJHUTEIbHO BIACTH, YKa3aHHbBIN B 4aCcTH 3
HACTOSIIEeN CTaTby, UM HECOOTBETCTBME COJIePsKaHMS IIPeICTaBI€HHbBIX 3asIBUTE/IeM TOKYMEHTOB
TpeboBaHMSIM HacTosero demepaabHOro 3aKOHa.

Cratbs 18. dkcnepusa 3¢peKTMBHOCT GUOMEAULIMHCKOTO KNETOYHOTO NPOAYKTA M 3KCNEPTU3a OTHOLLEHMUS OXMAAEMON
NONb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUS GUOMEAMLIMHCKOTO KNETOYHOTO NPOAYKTA

1. OxcrmepTu3a 3 PeKTUBHOCTY OMOMEIUIIMHCKOTO K€ TOYHOTO MPOAYKTA U IKCIIePTH3a OTHOIIeHUS
OKMTaeMOJ IOJIb3bI K BO3MOXHOMY PUCKY ITPMMEHeHMsI 60Me IUIIMHCKOTO K€ TOYHOTO ITPOAYKTa,
COCTaBjIeHNEe KOMMUCCHEN SKCITePTOB SKCIIEPTHOTO yUPesKAeHMSs 3aKII0UeHUN 110 UX pe3yJibTaTaM U
HampasJieHe 3TUX 3aKI0YeHNit B YIIOJTHOMOYeHHbIN delepabHbIii OpraH UCIIOJTHUTEIbHO BIaCTU
IIPOBOJISITCSI B CPOK, HE IMPEeBBIIIAIONINI ABAAIATY IISITU pabounx JHEN CO THS IOTyUYEeHUS SKCIIePTHBIM
yupeskaeHeM COOTBETCTBYIOIIETO 3aaHMsI YIIOJTHOMOUYEHHOTO (elepabHOTO OpraHa MCIIOIHUTETbHOM
BJIACTU C IOKYMeHTaMM, yKa3aHHbIMM B MyHKTax 1 - 5, 13 yactu 2 ctaTbu 9 HacTosiero ®@enepajbHOTrO
3aKOHAa, ¥ OTYETOM O IMPOBEIEHHOM KJIMHMNYECKOM MCC/IeOBaHMUM OMOMeIUIIMHCKOTO KJIeTOUHOTO
MMPOAYKTA.

2. I mpoBeieHMS YKa3aHHBIX B 4aCTU 1 HACTOSIIEN CTaThM SKCIIEPTU3 3asIBUTEIIb IIPEICTABIISIET B
YIIOJTHOMOYEHHbI hefeparbHbIi OpraH UCIIOJHUTEIbHOM BIaCTH:

1) 3asiBieHMe 0 BO30OHOBJIEHNY I'OCYIaPCTBEHHO pPerucTpanumu 6MoMeaNIMHCKOTO KIIETOUHOTO MPOIYKTa
" TIPOBeIEHMM YKa3aHHBIX B UaCTM 1 HACTOSIIIEN CTaTbU SKCIIEPTU3;

2) MPOEeKThI MAKETOB MEPBUYHOI YITAKOBKY U BTOPUYHOI YIIAKOBKM 6MOMEAUIIMHCKOTO KJIETOYHOTO
MPOJYKTa, IPU HEOOXOAMMOCTH LOpabOTaHHBIE 110 Pe3yJibTaTaM IIPOBeLeHHOT0 KIMHUYeCKOTO
uccyief0BaHus 6MOMeINIIMHCKOTO KJIeTOYHOTO MPOAYKTA;

3) OTYeT O MPOBEeAEHHOM KIMHUYECKOM MCC/IeIOBaHUY 6MMOMEeIUIIMHCKOTO KJI€TOYHOIO IIPOAYKTa;

4) MPOEKT MHCTPYKILINY 10 MPUMEHEHM 0 OMOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, IIPM HEOOXOAMMOCTY
nopaboTaHHBI 110 pe3yabTaTaM MPOBeeHHOTO KIMHMUECKOTO UCC/IeIoBaHMS OMOMeIUIIMHCKOTO
KJIETOYHOTO MPOJYKTa;



5) pexBMU3UTHI JOKYMEHTOB, ITOATBEPKAAIOIINX YIIJIATYy TOCYapCTBEHHO MOIUIMHBI 3a IIPOBeIeHI e
9KCcepTu3bl 3G GEKTUBHOCTY OMOMEIUIIMHCKOTO KJIETOYHOTO ITPOIYKTA M SKCIIePTU3bI OTHOIIEHIUSI
O3KMJTaeMOJ IMOJIb3bI K BO3MOXHOMY PUCKY ITPMMEHeHMSsT 6MoMe IUIIMHCKOTO KJIeTOYHOrO MPOAYKTa TP
roCyIapCTBEHHO perucTpany 6MoMeIUIMHCKOTO KIETOYHOTO ITPOIYKTAa. 3asBUTETb BITPaBe
MpeJICTaBUTh [0 COOCTBEHHOI MHUIIMATMBE YKa3aHHbIe JOKYMEHTHI. B ciiyyae ux HempeaCcTaBIeHUs
YIIOJIHOMOYEHHbI (pefiepanbHblit OpraH UCIIOJIHUTEIbHO BACTU MpoBepsieT GaKT yIiaThl
rocyapCTBeHHOV MOUUIMHBI HA OCHOBAaHUM TIpeICTaBI€HHBIX 3asiBUTe/IeM PeKBU3UTOB A OKYMEHTOB,
MOATBEPKIAIIMX ee YILIATY, C MCII0/Ib30BaHKeM MHbopMaluy o6 yIiaTe rocyaapCTBEHHO MOIIIMHBI,
conepskatieiicst B [ocymapcTBeHHOI MHMOPMAIMOHHO CUCTeMe O TOCYyapCTBEHHBIX ¥ MYHULIUITATbHbBIX
TJIaTeXxax.

3. B cpoK, He MpeBbIIIaIoIMii ST pabounx JHei co JHS IPUHSTUS 3asIBJIeHMs O BO30OHOBIEHUN
roCyIapCTBEHHO perucTpaumum 6MoMeIUIIMHCKOTO KJIeTOYHOTO IMPOIYKTa C JOKYMEHTaMM, YKa3aHHbIMU B
yacTax 1 v 2 HaCTOSIIIEN CTaThy, YIIOJITHOMOUYEHHbIN (eepaabHbIii OPraH MCIIOJHUTEIbHON BIACTH:

1) IpOBOAUT MPOBEPKY MOJHOTHI ¥ JOCTOBEPHOCTU JAHHBIX, COAEPKALIMUXCS B IPeICTaBJIeHHOM
3asIBUTeJIeM OTYeTe O ITPOBeJeHUY KIMHUYeCKOTO UCCaeL0BaHMsI 6MOMeJUIIMHCKOTO KJI€TOUHOTO
MPOAYKTA;

2) IpMHUMAaeT pellieHe 0 BO30OHOBIEHMM rOCylapCTBEHHOM perucTpanyuy 6MoMeaUIIMHCKOTO KJIeTOYHOTO
MPOAYKTA U IIPOBeeHMM YKAa3aHHbIX B 4aCTU 1 HACTOsIel cTaTby SKCIIePTU3 MK 06 OTKa3e B
BO30OHOBJIEHUY TOCYAAPCTBEHHOI perucTpauyum 6MoMeauIIMHCKOTO KJIETOUHOTO MTPOAYKTA U ITPOBeIeHUN
YKa3aHHbIX SKCIIEPTU3;

3) yBeZOMJISIET B ITMCbMEHHOI (hopMe 3asiBUTEJISI O PUHSITOM PelleHuy (B Crydae IPUHSITHUS pellieHus 00
OTKa3e - C yKazaHueM IIPUUMH TaKOTO OTKA3a).

4. B cyiydae BbISIBJIEHMS HETIOTHOTBI WJIX HEAOCTOBEPHOCTHU CBEJIeHUIA, COAepXKaIllUXCsl B TPeICTaBIeHHbIX
3as1BUTeJIeM JOKYMeHTaX, YIIOTHOMOYeHHbIN (eJepa/ibHbIii OpraH UCIIOTHUTENbHOV BIaCTU HANlpaBJsieT
3asIBUTEJII0 3aMpOC 00 YTOUHEHUY YKa3aHHbBIX CBefeHnit. [JaHHbIN 3aITpoC MOKeT ObITh IepefaH
YIIOJIHOMOYEHHOMY IIpeCTaBUTEIO 3asBUTES IMYHO MTOJ, PACIIMCKY, HAIIPABJIEH [0 IIOYTe 3aKa3HbIM
MUCbMOM WK TI€pPeaH B 3JIEKTPOHHOI (hopMe 10 TesIeKOMMYHMKAILMOHHBIM KaHa/laM CBsI3U. B ciaydae
HampasJieH!sI JaHHOTO 3aIpoca 1o MoyTe 3aKa3HbIM MMCbMOM OH CYMTAETCS MOTYYeHHBIM 0 UCTeUeHUU
[IeCTY JHei ¢ [aThl HAMpaBJieHMs 3aKa3HOTO M1ChbMa.

5. 3assBUTENb 006SI3aH IIPEICTABMUTH OTBET HA 3aIIPOC YIIOJHOMOYEHHOr0 (pegepaabHOro opraHa
VICTIOJITHUTEIbHOM BJIACTM, YKa3aHHBIM B YaCTU 4 HACTOSIIEN CTaTbU, B CPOK, HE MPEBBIMIAIOIINIT JEBSIHOCTA
paboumx JHEN CO THS MOJIyYeHMs JaHHOro 3arpoca. CpoK, yKa3aHHbBIN B YaCTU 3 HACTOSIIEN CTaThH,
MIPMOCTAHABIMBAETCS CO THS HaIlpaB/IeHMsI 3asIBUTEJIIO 3aIIpoca YIIOJIHOMOYEHHOTO0 (pefiepaabHOro OpraHa
MUCIIOJTHUTEIbHOV BJIACTY A0 OHS ITOJyYeHMS MM OTBeTa Ha JaHHbIN 3ampoc.

6. OcHOBaHMeM JJIs1 0OTKa3a B BO30OHOBJIEHMM TOCYIapCTBEHHO perucTpaiy 6MoMeaNIIHCKOTO
KJIETOUHOTO MPOAYKTa U MPOBedeHMM YKa3aHHbIX B UacTy 1 HaCTOsIIIel CTaTby SKCIIEPTU3 SIBJISIeTCS
Tpe/icTaB/eHNre JOKYMEHTOB, YKa3aHHbIX B UacTsAX 1 1 2 HACTOsIIel CTaTby, B HETIOJIHOM 00beMe,
Helpe/iCTaB/ieHe 3asaBMUTeNeM B yCTaHOBJIEHHbBIN CPOK OTBEeTa Ha YKa3aHHbBIN B UaCTU 4 HACTOSIII e CTaTbu
3aIIpoC YIIOJIHOMOYEHHOTO (elepasbHOr0 OpraHa UCIIOJIHUTENbHO BIACTY MO0 OTCYTCTBME B
MpeICTaBIEHHbBIX TOKYMEHTAX MCUYEPIIbIBAIOIIET0 MepeYHs] He00X0auMoi MHGOpMAaIUK, KOTOpast OJKHA
OBITh OTPakeHa B HUX, a TAK’Ke OTCYTCTBYE MH(POPMALMK, TOATBEPXKAAIOIIel (GaKT yIIaThl
roCyJapCTBeHHO MOLUTMHBI 3a TTpoBeJieHMe IKCIIepTH3bl 3DPeKTUBHOCTM OMOMEeIUIMHCKOTO KJIETOYHOTO
MPOAYKTA Y 9KCIIEePTU3bl OTHOLIEHMS OKMIAaeMO¥ T0JIb3bl K BO3MOKHOMY PUCKY ITpUMeHEeHUSsT
06MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTa IPU TOCYIapCTBEHHOM perncTpanmuy 6MoMeauIITHCKOTO
KJIETOUHOT'O MPOIYKTa.

7. 9xcrieptr3sa 3pGeKTUBHOCTY 6MOMeIUIIMHCKOTO KJIeTOYHOTO IMPOAYKTA U SKCIIepTH3a OTHOIIEeHUS
OKMIAae MO MOJIb3bl K BO3MOKHOMY PUCKY ITPUMEHEHUST 6MOMeANIIMHCKOTO KJIeTOYHOTO IMPOAYKTA, B
OTHOILIEHMY KOTOPOTO MPOBELeHbl MeXAyHapOIHbIE MHOTOLIEHTPOBbBIE KIIMHUYECKMEe UCCIeJOBAHMSI, YaCTh



"3 KOTOPBIX ITpoBeeHa B Poccuiickoi @enepariy, OCyILeCTBISIOTCS HA OCHOBAHUM JOKYMEHTOB,
YKa3aHHBIX B ITyHKTax 1 - 6, 8,9, 12 u 13 yactu 2 ctatbu 9 HacTosiero @emepajsbHOrO 3aKOHA, B CPOK,
YKa3aHHbBIM B 4aCcTy 1 HACTOSIIEeN CTaTbU.

Cratbs 19. MoBTOpHOE NpOBEAEHME 6MOMEAMLMHCKOI IKCNEPTH3bI GUOMEAULIMHCKOTO KJIETOYHOTO NPOAYKTA U (MnK)
3TMYECKOM IKCNEepTH3bI

1. B csiyyae Ha/mmums B 3aK/I0YEHUM KOMUCCUM SKCIIEPTOB 9KCIIEPTHOTO YUPEXAEHUS UM COBETA M0 ITUKE
MIPOTMUBOPEUMBBIX JAHHBIX, HEOOOCHOBAHHBIX U (MJIM) HETIOJHBIX BBIBOJIOB, (pasibcuduKaIy BbIBOAOB
OMOMEeIUIIMHCKOV SKCIIePTHU3bl OMIOMEIUIIMHCKOTO KI€TOUHOTO IMIPOAYKTA U (MJIM) ITUUECKOI IKCIIePTU3HI,
COKPBITHSI OT YIIOJTHOMOUYEHHOTO ¢eiepaibHOTO OpraHa MCIIOTHUTEeTbHOM BJIaCTX OCHOBAHMIA [JIs OTBOZA
JKCIIepTa BCIENCTBME ero 3aMHTEPEeCOBAHHOCTHU B Pe3yJibTaTaX COOTBETCTBYIONIEN IKCIIePTU3bI, HATUUNS
IAHHBIX O MPSIMOM JIMO0 KOCBEHHOM BMEIIATeTbCTBE B IIPOI[ECC COOTBETCTBYIOIIEN SKCIIEPTU3bI JIUII, HE
YUYaCTBYIOIIMX B ee IPOBEeIeHNM, HO OKa3aBIINX BAUSHME HA MIPOLeCC ¥ pPe3yJbTaThl €e IPOBeAeHMSI,
YIIOJTHOMOYEHHBIM (pesre paTbHbIM OPTaHOM MCIIOJTHUTEIbHOM BIACTY Ha3HAYAIOTCS TTIOBTOPHAS
O6MoOMeIUIIMHCKAS SKCITePTM3a 6MIOMeIUIIMHCKOTO KJIETOUHOTO MPOAYKTa U (MJIX) TIOBTOPHAS 3TUYecKast
sKcriepTr3a. O6’beM MOBTOPHON SKCIIEPTU3BI OMpeHessieTcsl YIIOTHOMOYEHHBIM (elepasbHbIM OPraHOM
MCIIOJTHUTEJIbHOM B/IACTH.

2. HOBTOpHaH 6I/IOMe,EU/ILII/IHCKaH SKCIIepTn3a 6I/IOMe,I[I/II_[I/IHCKOI‘O KJIETOUYHOTO ITPOAYKTA IMMIPOBOAUTCS B
CpOK, YCTaHOBHeHHbIﬁ YIIOJTHOMOY€HHbIM (bez[epaanblM OpraHom MUCIIOJTHUTEIbHOM BJIACTU U HE
HpeBbII_HaI-OIJ_U/II‘/JI CTa pa6oq1/1x IHeN’ co OHS IIOJIYYeHM SKCII€ePTHBIM YUpeXaeHMeM 3a/laHMs Ha IIpOBeJeHNe
HOBTOpHOﬁ 6I/IOMELLI/II_U/IHCKOI7I SKCIIEPTN3bI 6I/IOM€,E[I/I]_U/IHCKOI‘O KJIETOYHOTIO ITPOAYKTA, a TIOBTOPHAs
3TM4YeCKad 3KCIIepTu3a - B CpOK, He HDEBBIH_IaIOIJ_U/Iﬂ MMATHaOLaTn pa6quX IHEe CO THS MmoJjiydaeHuda
COBETOM IIO 3TMKe 3adaHN Ha IIPOBEeaeHNMe HOBTOpHOf/i 3TUYECKON OKCIIepTU3bI.

3. OKCIepThl KOMMCCUM SKCIIEPTHOTO YUPEKIEHMS Y YUIeHbl COBETA 10 3TUKE, B OTHOIIEHUM KOTOPBIX
YCTaHOBJIEHBI 0OCTOSITEILCTBA, YKa3aHHbIE B YaCTU 1 HACTOSIIEN CTaTbM, He JOMYCKAIOTCS K ITPOBEIeHIIO
TTOBTOPHBIX SKCIIEPTU3.

4. duHaHCOBOE obecreueHye IPoBeAeHMs IOBTOPHOM OMOMeIUIIMHCKO SKCIIepTU3bl 61 OMeAUIIMHCKOTO
KJIETOYHOT'O ITPOAYKTA OCYIECTBJISIETCS 32 CUET CPEACTB, ITOJTYYeHHBIX SKCIIEPTHBIM YUPeKIeHeM OT
MIPUHOCKIIEN TOXO/, NesTeTbHOCTH.

Cratba 20. PeweHue 0 rocyAapcTBEHHOI perncrpanmuu 6uoMeaULIMHCKOr0 KNETOYHOrO NPOAYKTa

1. B cpoK, He MpeBbIIAININIA TISITY pab0oUMX JHEN CO AHS MOTyUYeHMUS 3aK/II0YeHM T KOMUCCUY 9KCIIEPTOB
9KCIIEPTHOTO YUPeXIeHMs 0 pe3yabTaTaM 3KCIepTu3bl 3PheKTUBHOCTY 6MIOMeAULIMHCKOTO KI€TOUHOTO
MIPOAYKTA Y SKCIIePTU3bI OTHOLIEHMS 0XXMIaeMO IT0Ib3bl K BO3MOXHOMY PUCKY IIPUMEHEHUS
61O0MeINIIMHCKOTO KJIETOYHOTO MPOAYKTa, YIIOTHOMOUEHHbBIN (emepasbHblii OpraH UCIIOJTHUTEIbHON
BJIACTU:

1) OCyIIeCTBJIIE€T OL€HKY ITOCTYIIMBIINX 3aK/II0YEHMIT 110 pe3yibTaTaM IIPpOBEACHMS YKa3aHHbBIX SKCIIEPTU3
OJIs1 oripedeyieHnss COOTBETCTBUA 3TUX 3aKJIIYEeHMI 3aJaHUIO Ha IIpoBedeHNME YKa3dHHbBIX S3KCIIEPTU3;

2) MpUHMUMAaeT pellleHye O roCyIapCTBEHHOM perucTpanuy 6MoMeIUIIMHCKOTO KJIeTOYHOTO ITPOAYKTa WK
00 O0TKase B roCcyIapCTBEHHOI perucTpanyuy 6MoMeIUIIMHCKOTO KJI€TOYHOTO ITPOIYKTa;

3) BHOCUT TIpU IPUHSATUYM PellleHNs 0 TOCYAapCTBEHHOM perncTpauny 6MoMeIUIIMHCKOTO K€ TOUHOTO
MPOJIyKTa JaHHbIE O 3aPeTUCTPUPOBAHHOM OMOMEIUIIVTHCKOM KJIETOYHOM ITPOAYKTE B rOCYapCTBEHHbI
peecTp 6MOMeAUIIMHCKMX KJIETOYHBIX ITPOJYKTOB U BbIZAET 3asIBUTEI0 PETUCTPAIIMOHHOE YIOCTOBEPEHE
61OMeIUIIMHCKOTO KJIETOUHOTO MPOoAyKTa, hopMa KOTOPOTO YTBEPKAAeTCsl YTIOJTHOMOUEHHbIM
(benepanbHbBIM OpPraHOM MCIIOJHUTEIbHOI BJIACTH, COTJIACOBaHHbIe crielindbuKaI o Ha 6MoMe AV LIMHCKUA
K/I€TOUHBI MPOAYKT, MHCTPYKIIUIO TI0 TPMMEHEeHUI0 611OMeJUIIMHCKOTO KJI€TOUYHOIO ITPOIYKTa,
HOPMAaTMUBHYIO JOKYMEHTAIMI0 Ha OMOMeIUUIMHCKMI KJIIEeTOYHBI TPOAYKT UM B C/Tydae TTPUHSITUS
pelieHust 06 0TKase B roCylapCTBEHHON perucTpaiuy 6MoMeAUIIMHCKOTO KJI€TOUHOTO MTPOAYKTa



yBeAOMJISIET 00 3TOM B TMCbMEHHOV hopMe 3asIBUTEIS C YKa3aHMeM MPUUMH TaKOTO 0TKa3a.

2. OcHOBaHMeM JJ151 IPUHSITUS YIIOTHOMOUYEHHBIM (peiepaabHbIM OPraHOM MCIIOJTHUTEIbHOM BIaCTU
pelnieHust 06 OTKa3e B roCyJapCTBEHHOV perucTpanym 6MoMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA SIBJISIETCS
BbIHECEHHOE I10 pe3yJibTaTaM 3KCIIepTU3, YKa3aHHbIX B yacTu 1 cratbu 18 Hacrosiero ®enepaabHOro
3aKOHA, 3aK/II0UeHe KOMUCCUM IKCIIEPTOB SKCIIEPTHOTO YUPEKIeHMS O TOM, UYTO 3(PHeKTUBHOCTD
pPerucTpMUpyeMoro 6MoMeUIMHCKOTO KIETOYHOTO MPOAYKTA He MOATBepKAeHa MoJydYeHHbIMY JaHHbIMU
WJTU PUCK TIPUUYMHEHMS Bpela 34,0POBbI0 YeIOBeKa BC/Ie[[CTBYE TPUMEHeHMS 6MOMeIUIIMHCKOTO
KJIETOYHOTO MPOAYyKTa IpeBbiiiaeT 3¢pHeKTUBHOCTh €ro MpUMeHeHMs.

Cratba 21. PerucrpauuoHHoe yaocToBepeHne 6uoMeULMHCKOrO KNETOYHOTO NPOAYKTA

1. PeructpanioHHOe yIOCTOBEPEHME OMOMEeIUIIMHCKOTO KIeTOYHOTO IMPOAYKTa Ha BIIepBbIe
peructpupyembiit B Poccuiickoit ®enepariyiy 6MoMeANIIMHCKUI K€ TOUHBIN MPOAYKT BbIAAETCSI CO CPOKOM
IecTBUS ISITh JIeT.

2. Tlo ucTeuyeHUM yKa3aHHOIO B YaCTU 1 HACTOSIIIEN CTAThU CPOKA CPOK AEVICTBUS PETUCTPALIMOHHOTO
yI0CTOBepeHMsI 6MoMeqUIIMHCKOTO KIeTOYHOr0 MPOAYKTa MPO/IJieBaeTCsl KaskAble MSITh JIeT IIPU YCIOBUK
TOATBEPKIOEHMS €r0 rOCYyJapCTBEHHOM perncTpauum.

3. B ciiyyae BHeceHMS B COOTBETCTBUM CO CTaTbel 23 HacTosero @enepaabHOro 3aKOHa B JOKYMEHTHI,
cofepkaliuecst B peruCTpallMOHHOM J10Che Ha 3aperMCTPUPOBAHHbIN OMOMeANIIMHCKMI KIeTOYHBIN
MPOAYKT, U3MEHEeHMI, 3aTparuBalliX CBeleHNsI, OTPas)KeHHbIE B PETUCTPALMOHHOM YI,0CTOBEpEHUNA
61OMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, YIIOTHOMOUYEHHbBIN (eepasbHbIil OpraH UCIIOJTHUTEIbHON
BJIACTU BbIJIaeT HOBOE PeTUCTPAI[MOHHOE YA0CTOBepeHue 61MoMeqUIIMHCKOTO KJIeTOYHOT0 POAYKTa C
Y4eTOM U3MEHEHMIA.

4. 3a BbIJAUy PErMCTPALMOHHOIO YIOCTOBEPEHMST OMOMeIUIIMHCKOTO KJIETOYHOTO ITPOIYKTa B3MIMAeTCs
rocyJapCTBeHHas MOIUIMHA B pa3Mepe U MOopsiAKe, KOTOpble yCTaHOBJIE€HbI 3aKOHOLATeTbCTBOM
Poccuiickoir ®emepanyu 0 Hajorax u coopax.

5. Opranmusaiiys, Ha MMsI KOTOPOJ BbIIAHO PETUCTPAILMOHHOE YI0CTOBepeHe 610 MeIUIIMHCKOTO
KJIETOYHOTO MTPOAYKTA, SIBJISIETCS BJIafie/IbI[eM PEerMCTPaIMOHHOTO YI0CTOBepeHMSI OMOMeIUITMHCKOTO
KJIETOYHOTO MTPOAYKTA.

6. B ciryuae yTpaThl MM TTOBPEKIEHMUS PETMCTPALIMOHHOTO YIOCTOBEpEeHMS 6MOMeIUIIMHCKOTO KI€TOYHOTO
MPOAYKTA IO MMCbMEHHOMY 3asIBJIEHUIO B/Ia/Ie/IbIIa PETYCTPALIMOHHOIO YIOCTOBEpEeHUS OMOMEANIIMTHCKOTO
KJIETOYHOT'O ITPOAYKTA VJIM YIIOJTHOMOUYEHHOTO MM JIMIIA O BbIJave TyOaMKaTa perucTpauyioHHOIO
yI0CTOBepeHMs: 6MoMeqUIIMHCKOTO KJIeTOYHOr0 IMPOAYKTa YIIOJTHOMOYEHHbIH deaepaibHbIit opraH
VCTIOJTHUTEIBHOJ BJIACTU B CPOK, He MPeBBIIIAIINI AeCITY pabounx qHel co OHS MOCTYIUIeHMS TaKOTro
3asIBJIEHMSI, BbIAET AYOJMKAT PErMCTPALIMOHHOIO YIOCTOBEpeHMS OMOMEIUIIMHCKOTO KJI€TOUYHOTO
MPOAYKTA. 3a BbIgauy Ay6MKaTa perucTpaluyoOHHOrO YA0CTOBEPEH ST OMOMEeAUIIMHCKOTO KJIETOUHOTO
MIPOAYKTA B CBSI3U C YTPATOM WU MTOBPEXAEeHMEM JAaHHOTO PErMCcTPalMOHHOIO YIO0CTOBEPEHNS B3UMaeT s
rocygapCTBeHHas MOLUIMHA B pazMepe U MOopsiaKe, KOTOpble YCTAaHOBJIEHbI 3aKOHOATeIbCTBOM
Poccuiickoitr @emepaniyy 0 Hajorax u coopax.

Cratbs 22. MoaTBEpXXACHUE rOCYAAPCTBEHHOI perucTpauuu 6MOMeAULIMHCKOrO KNETOYHOTO NPOAYKTa

1. ITogTBepKIEeHME rOCYIapCTBEHHOM perucTpaiuy 6MoMeqUIMHCKOTO KJIeTOUHOTO TPOIyKTa
OCYIIeCTBSIETCS MPU BbIZaue perucTpalMOHHOTO yI0CTOBepeHMsI 611OMeIUIIMHCKOTO K€ TOUHOTO
IIPOAYKTA B C/lydyae, YyKa3aHHOM B yacTu 2 ctartby 21 Hacrosiero ®@enepaabHOr0O 3aKOHa, B CPOK, He
MIPEBBIIAIIINI IEBIHOCTA pAabOUMX THEN CO JHS MOTydYeHUs YIIOTHOMOUEeHHBIM defepaabHbIM OpPraHOM
VICTIOJTHUTEbHOV BJIACTU 3asIBJIEHNS O IMOATBEPXKAEHMM rOCyLapCTBEHHOV perncTpaumumn
61OMeAVIIMHCKOTO KJIETOYHOTO MPOAYKTA € yKa3aHueM B HeM PeKBMU3UTOB JOKYMEHTa, IO TBePXKalolero
yIUIaTy TOCYAapCTBEHHO MOLUUIMHBI 3a IOATBEPKAEHME TOCYAaPCTBEHHOV perucTpauumn
61OMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.



2. TlonTBep>KkOeHMe roCyIapCTBEHHO perucTpanum 6MoMeauIIMHCKOTO KIEeTOYHOTO MPOAYKTA
OCYLIeCTBJISIETCS 10 pe3y/IbTaTaM 3KCIePTU3bl OTHOLIEHUS OXXMIaeMOi1 ITOIb3bl K BO3MOKXHOMY PUCKY
npuMeHeHMst 6MOMeIUIIMHCKOTO KIeTOUHOTO MPOAYKTa, TPOBOAMMOI Ha OCHOBAaHUY TaHHBIX
MOHUTOPMHTA 6€30MaCHOCTY 6MOMEeIUIIMHCKOTO KJI€TOUHOTO ITPOIYKTa, OCYIIECTB/ISIEMOTO Baae/lblieM
PEerMCTPaLYOHHOTO YIO0CTOBEPEeHMS OMOMeIUIIMHCKOTO KJIeTOUYHOTO MPOAYKTa U hemepasbHbIM OPTaHOM
MCIIOJIHUTEIbHO BJIaCTU, OCYLIECTBASIOMMM QYHKIMYM IO KOHTPOJIO U HaJ30py B chepe

3 paBOOXpaHeHMs], B COOTBETCTBUM CO cTaThell 41 HacTosero @enepasbHOro 3aKOHa, a TaKXkKe
9KCIepPTMU3bI KauecTBa 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, MPOBOAMMOI B C/Tydae BHECEHUS
M3MeHeHMIT B HOPMaTUBHYIO JOKYMEHTAIWIO Ha 6MOMeUIIMHCKII KIeTOUHbI MTPOIYKT.

3. K 3as1B71eHMI0 O TIOATBEPKAEHUYM TOCYAapCTBEHHO perucTpany 6MoMeauIIMHCKOTO KJIEeTOUHOTO
MPOAYKTA IIPUJIAraloTCs JOKYMEHT, COIepsKalliyii pe3yabTaTbl MOHUTOPUHIA O€30I1aCHOCTH
61OoMeIUIIMHCKOTO KJIeTOUYHOTO MPOAYKTA, OCYIeCTB/ISIEMOrO BaeblieM PerucTpaluyoHHOro
yIOCTOBepeHMsI 6MoMeqUIIMHCKOTO KJIeTOYHOro IPoAyKTa, o (popme, yCTaHOB/IEHHO YITOTHOMOUYEHHBIM
(dbenepasbHbBIM OPTaHOM MCITOTHUTEIbHON BJIACTH, U CBEIEHMS O aTe MPeIoCTaBIeHUs U
perucTpalyoHHOM HOMepe JIMIIeH3MM Ha OCYIleCTBIeHMe AesTe/IbHOCTHU 10 IMPOU3BOJICTBY
OMOMEeIUIIMHCKIUX KJI€TOYHBIX TPOIYKTOB.

4. HopmaTuBHas TOKyMeHTaIMs Ha 6MOMeOUIIMHCKUIT KIIeTOYHBI TTPOAYKT, MPOEKT MHCTPYKIMUU 110
MpMMeHeHUI0 6MIOMeAUIIMHCKOTO KJI€TOYHOTO MPOIYKTa, MPOEKThl MakeTOB IMePBUUHO YIIaKOBKU U
BTOPMYHOI YIIAKOBKY OMOMEIUIIMHCKOTO KJIeTOYHOT0 ITPOAYKTa MPUIAratoTCs K 3asiBJIEHUIO O
MOATBEPXKIEeHUM TOCYIapCTBEeHHO perucTpanuuy 6MoMeJULIVHCKOTO KI€TOUYHOTO TPOAYKTa TOIbKO B
cJlydae, ec/ivi B HUX BHOCSITCSI U3MEHEeHMSI.

5. C 3asiBneHMeM O IOATBEPKIEHUY roCyIapCTBEHHON perucTpanumu 6MomMequIMHCKOTO KIeTOUYHOTO0
MPOJIyKTa BjIajiesiel] perucTpaiioHHOTO YA0CTOBepeHMsI 6MOMeIUIIMHCKOTO KJIeTOYHOTO ITPOIYKTa BIIpaBe
10 COGCTBEHHO MHUIIMATUBE MPEICTABUTD TOKYMEHT, TTOATBEPKAANIMIA YIIATY TOCYAaPCTBEHHO
MIOIIJIMHBI 32 TTIOATBEPXKIeHMe TOCyIapCTBEHHO perncTpaiy 6MoMeANIIMHCKOTO KI€TOYHOTO MPOIyKTa, a
TakoKe CBeIeHMSI O TULIeH3MM, YKa3aHHbIe B 4aCTy 3 HaCTOsIIel cTaTby. B ciiydyae HenpencTaBieHUs
YKa3aHHbIX JOKYMEHTOB U CBeJeHUI1 YIIOJIHOMOUY€EHHbIV (pefepanbHblii OpraH UCIIOJIHUTENbHO BIaCTU
3ampauiMBaeT X B MOPSAKe MeXBeJOMCTBEHHOTO MH(MOPMaLMOHHOTO B3aMMO/Ie/iCTBUSI.

6. B TeueHne mecsiT pabounx JHEN CO THS IPUHSITUS 3aBIEHMS O TIOATBEPKIEHMM rOCyIapCTBEHHOM
perucTpauuy 6MOMeIUIIMHCKOTO KJIeTOYHOIO ITPOAYKTA U TOKYMEHTOB, YKa3aHHBIX B YaCTU 3 HACTOSIIIe
CTaTh!, YIIOJTHOMOYEHHbIN demepanbHbIii OpraH UCIIOJTHUTEIbHOM BIACTH:

1) npoBOIUT POBEPKY MOTHOTHI U AOCTOBEPHOCTU CBEAEHUIA, COOEPKAIUXCS B TIPeACTaBIEHHbIX
3asBUTEJIeM JOKYMEHTAaX;

2) HaTpasJsieT B pefepaabHblii OpraH MCIIOJIHUTENIbHO! BIACTH, OCYIIEeCTBISION M QYHKIVM IT0 KOHTPOJIIO
M HaJ30py B cdepe 3ApaBOOXpaHeHMsI, 3aIIpOC O IIpeACTaBJIeHMM pPe3y/IbTaTOB MOHUMTOPMHTA 6€30MacHOCTH
61OMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, KOTOPBIH NO/KEH ObITh UCIIOJHEH B TeUeHMe MSTU pabounx
IHEe co THS ero MoaydeHusl;

3) IpMHMMAaET pellieHye O IPOBeAeHUM W 00 OTKa3e B IMPOBeIeHMUM SKCIIePTU3 bl OTHOIIEHMS OKMUIaeMOi
T10JTb3bI K BO3MOXXHOMY PUCKY ITPUMeEHEeHUs 6M1OMeAUIIMHCKOTO KJI€TOUHOTO MPOIYKTa, a TakxKe
9KCITIEPTU3bI KauecTBa OMOMEIUIIMHCKOTO KJI€TOYHOrO ITPOAYKTA, ITPOBOAMMOI B C/Tydyae BHECEHUS
M3MeHEeHMIT B HOpPMATUBHYIO TOKYMEHTAI[MI0 Ha 6MOMeIUIIIHCKIUIA KJIIETOUHBINA TPOIYKT,;

4) yBegoMJIsieT B TMCbMeHHOI hopMe Biiafieliblia PerucTpalMoOHHOr0 YI0CTOBepeHMsI 61MOMeIUIIMHCKOTO
KJI€TOUHOTO MTPOIYKTa O MIPUHSITOM pelleHUu (B c/rydae IMPUHSATHS pellleHus1 06 0TKase B IPOBeJeHUN
COOTBETCTBYIOIIE} SKCIIEPTU3BI C YKa3aHMEM ITPUUYMH TAKOTO OTKa3a).

7. B cimyyae BBISIBJIEHUSI HEIOJTHOTBI IV HEJIOCTOBEPHOCTM CBeJleHUIA, COlepsKallMXCs B IpeACTaBIeHHbIX
BJIaJI€/TbIIEM PETUCTPALIMOHHOIO YIOCTOBEPEHMSI OMOMEeAUIIMHCKOTO KJI€TOUHOTO IPOAYKTA TOKYMEHTaX,
YIIOJIHOMOYEHHbI (pefepanbHbIi OpraH UCIIOJHUTEIbHO BIACTM HaIpaB/seT Blafebily



PEruCTPALMOHHOIO YAOCTOBEPEHMS OMOMEANIIMHCKOTO KJIETOUHOTO MPOAYKTA 3aIIpoc 06 YTOUHEHU
yKa3aHHbBIX CBeJIeHNH. [lTaHHbBII 3aIPOC MOKET ObITh IepeIaH YIIOJTHOMOUYEHHOMY ITPeICTaBUTEITIO
BJIaJIe/bIIa PETUCTPAIMOHHOTO YI0CTOBEpEeHMSI 6MOMEeIUIIMHCKOTO KIeTOYHOTO IMTPOAYKTA JIMUHO IO/
pacIMCKy, HAaImpaBJ/IeH I10 IT0YTe 3aKa3HbIM ITMChbMOM WM MepPefaH B 3JIEKTPOHHOIT (hopMe 110
TeJIeKOMMYHMKAIMOHHBIM KaHajlaM CBSI3M. B cyiydae HalpaBieHMs JaHHOTO 3aMpoca I10 IoYTe 3aKa3HbIM
MMChbMOM OH CUMTAETCS MOJyUeHHbIM I10 MCTeUeHMM IIeCTU AHe ¢ JaThl HallpaBJIeHus 3aKa3HOTO MMUChMa.

8. Bagesel perucTpalOHHOIO YIOCTOBEPEeHMST OMOMeIUIIMHCKOTO KJIETOUHOTO MPOAYKTa 00sI3aH
MIpeJICTaBUTh OTBET Ha 3aIpOC YIIOJTHOMOUYEHHOr0 (efepaJbHOro OpraHa MCIIOJTHUTEIbHOM BIaCTH,
yKa3aHHbII B YaCTM 7 HACTOSIIIEN CTaTby, B CPOK, He TPEBbIIIAIOIINI AeBIHOCTA pabounx AHel Co JHS
MoJTy4eHMs JaHHOTO 3armpoca. Cpok, yKa3aHHbI B YaCTM 6 HACTOSIIEN CTaThy, IPUOCTAHABIMBAETCS CO THS
HaIpaBJIeHNS BJIale/IbIly PETUCTPALIMOHHOIO YAOCTOBEPEHMSI OMOMEIUIIMHCKOTO KJIETOUHOTO ITPOAYKTA
3aIpoca yIoJIJHOMOYEHHOTO (pefepaJbHOr0 OpraHa MCIIOJHUTEIbHOI BJIACTM A0 JHS MOJyUYeHMs UM OTBeTa
Ha JAHHBIN 3aIIpOC 1 He YUUTHIBAETCS TIPU MCUMCIEHUM CPOKa TIOATBEPsKAEHMS TOCYIapCTBEHHOM
perucTpauuy 6MoOMeIUIIMHCKOTO KJIeTOYHOI0 ITPOAYKTa.

9. OcHOBaHMEM [IJIsI OTKa3a B IPOBeeHMM IKCIIePTHU3bl OTHOIIEHMS 05K JaeMO¥i M0Tb3bl K BO3MOXHOMY
PUCKY ITPUMeHeHMUs 611 OMeANIIMHCKOTO KIEeTOUHOTO IMPOAYKTa M (MJIX) SKCIIePTMU3bI KauecTBa
61OMeANIIMHCKOTO KJIETOYHOTO IMPOAYKTA SIBJISIETCS MTpeACcTaBIeHe JOKYMEeHTOB, YKa3aHHbIX B YacTax 1, 3
" 4 HACTOSIIE CTaThy, B HEIIOJTHOM 00beMe, HeIllpeICTaB/IeHe B YCTAHOBJIEHHBI CPOK OTBETA Ha
yKa3aHHbIV B YaCTM 7 HACTOSIIIEN CTaThy 3aIIpoC YIIOJHOMOUEHHOTo delepaJibHOTO opraHa
MCIIOJTHUTEIBHO BJIACTU MO0 OTCYTCTBME B IIPEICTaBIE€HHBIX JOKYMEHTAX MCUEePIbIBAIOIINX CBEIeHNIA,
KOTOPbI€ IO/DKHBI ObITh OTPakeHbI B HUX, & TAKKe OTCYTCTBMe MHbOPMaLVY, MOATBEePKAAIOIIeN yIiaTy
rOCyIapCTBEHHOI MOILTMHBI 33 MTOATBEPKIEHNE TOCYIapCTBEHHOM perncTpanmuy 6omMme JUIMHCKOTO
KJIETOYHOTO MTPOAYKTA.

10. 9KrcrepTM3a OTHOLIEHUST OKMUIAE€MOJi ITOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS] 6IOMeIUIIMHCKOTO
KJIETOYHOTO ITPOAYKTA M (MJIM) 9KCIepPTH3a KaueCcTBa 6MOMeIUIIMHCKOTO KJIETOUHOIO IPOIYyKTa
MPOBOJSITCS HA OCHOBAHUM JOKYMEHTOB, YKa3aHHbBIX B YACTAX 3, 4 U IYHKTeE 2 4acTy 6 HACTOSLIEN CTaTby,
B MTOpsIAKe, YCTAaHOBJIEHHOM CTaThsiMM 15 u 18 HacTosiero ®enepajbHOro 3akKOHa, C yYeTOM CpOKa,
YKa3aHHOTO B 4YaCTU 1 HACTOSIIEN CTaTbU.

11. OcHOBaHMeM IS TPUHSITUS PellieHsI 00 0TKa3e B IMOATBEPKIEHNM TOCyIapCTBEHHOM perucTpaIum
6MOMeIUIIMHCKOTO KJIETOYHOTO ITPOAYKTA SIBJISIETCS BBIHECEHHOE T10 pe3y/IbTaTaM 3KCIepPTu3, yKa3aHHbBIX B
YyacTu 2 HACTOSIIIIel CTaTbhy, 3aK/I0UeH e KOMUCCUYM IKCTIEPTOB 3KCIIEPTHOTO YUpeXAeHUs O TOM, UTO
KauecTBO U (1an) 3¢ HeKTUBHOCTH 6MMOMeIUIIMHCKOTO KJI€TOYHOTO ITPOIyKTa He MOATBePXKAeHbI
MOJTyYeHHBIMM JaHHBIMMU U (VJIM) PUCK IPUIMHEHMS Bpeia 3J0pPOBbIO UeioBeKa BCJIeICTBIME ITPUMEHEHMST
61OMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA MpeBbiiaeT ero 3pheKTUBHOCTD.

12. B mepuop mpoBeaeHus MpoLieAyPbl MOATBEPXKAEHMS TOCYAAPCTBEHHO perucTpauyum 61MomMeIuIiMHCKOTO
KJIETOYHOTIO ITPOAYKTa ero obparienue B Poccuiickoit ®emepayy mMpoaosKaeTcs.

Cratbs 23. BHeceHue U3MEHEHUI B ,OKYMEHTbI, COAEpIKALLMECS B PerMCTPaLMOHHOM A0CbE Ha 3aperucTPUpPOBaHHbIN
6MOMeAULIMHCKMI KNETOUHBIA NPOAYKT

1. B iensx BHeCeHUSI U3MEHEHUN B JOKYMEHTBI, COAepKallMecs: B peruCcTPallMOHHOM 1OChe Ha
3apermcTpPUPOBAHHBIN OMOMEeIUIIMHCKMI K€ TOUHbBIN MPOAYKT, BIajesel perucTPaliOHHOTO
yIOCTOBEepeHMsI OMOMeqUIIMHCKOTO KJIeTOYHOr0 MPOAYKTa MPeACTaBisieT B YIIOTHOMOUEHHbBI
(benmepanbHbIN OpraH UCIIOJHUTEIbHOM BJIACTY 3asiBJIeHME O BHECEHUM TaKUX U3MeHeHu 1o popMme,
YCTaHOBJIEHHOJ YIIOJITHOMOUYEHHbBIM (pefepaibHbIM OPTaHOM MCIIOJTHUTEIbHO BJIaCTH, U TIPUIOKEHHbIE K
HeMy M3MeHEeHMSI B yKa3aHHbIe JOKYMEHTHI, a TaKKe JOKYMEHTbI, IIOATBEePKAalolye Heo0X0AMOCTb
BHECEeHUSI TaKMX M3MeHeHUA.

2. BuoMeauuyHCcKas 9KcIepTr3a 6MoMe IUIIMHCKOIO K€ TOYHOI'O ITPOAYKTA B UaCTH KCIIEPTU3bI KAUeCTBa
6MOMeIUIIMHCKOTO KJI€TOUHOIO IIPOIYKTa, M (MJIN) SKCIIePTHU3bI 3G PEeKTUBHOCTY 6MOMeAUIIMHCKOTO



KJIETOUHOTO ITPOAYKTA, 1 (I/IJI]/I) SKCMMEepTMU3bl OTHOLIEHMS OKMIaeMOIi IOb3bI K BO3MOXHOMY PUCKY
MMpMMeHEeHUs 6I/IOME,HI/ILU/IHCKOI‘O KJIETOUHOTO ITPOAYKTA ITPOBOAMTCS B C/Iydde BHECEHUS U3MeHeHUI B
OOKYMEHTBI, COaepXalnecd B permcTpaiMOHHOM JOCbe Ha BHPEFI/ICTpl/IpOBaHHbIﬁ 6I/IOM€,ZLI/II_H/IHCKI/II71
KJI€TOYHBIN MMPpOAYKT, B OTHOIIEHUMN

1) CBE)IEHI/IVI, YKa3daHHbIX B MHCTPYKI MU I10 ITIPMMEHEHU IO 6I/IOMe,H,I/IU,I/IHCKOI‘O KJI€TOYHOTO IMMPpOOYyKTa "

MpeayCMOTPEHHBIX MOAIIYHKTaMM "e" - "I" myHKTa 13 yactu 2 ctatbu 9 Hacrosero ®enepaabHOro
3aKOHa;

2) MecTa IIpoMn3BOACTBA 6I/IOMe,E[I/I]_U/IHCKOI‘O KJIETOYHOTO ITPOOYKTA,

3) mokasareJsieit KauecTBa U (MJI1) METOJIOB KOHTPOJISI KaueCcTBa 6MOMeUIIMHCKOTO KIeTOYHOT0 ITPOAYKTa,
coJlepsKalMXcsl B HOPMATUBHO JOKYMEHTAIMY Ha OMOMeIUIIMHCKII K€ TOUHBI ITPOIYKT;

4) cpoka TOAHOCTM 6MOMeIUIIMHCKOTO KI€TOUHOTO MPOAYKTA.

3. Bnagesern perncTpaluyioOHHOTO YOCTOBEPEHMST OMOMEeAMIIMHCKOTO KIETOUYHOTO MPOAYKTa HapsIAy C
3asiBJIeHMEeM U A OKYMeHTaMM, YKa3aHHbIMM B 4aCTU 1 HACTOSIIEe CTaTby, IPeiCTaB/IsIeT PeKBU3UTHI
IOKYMeHTa, ITOA TBepsKAaloIIero yiaaTy rocygapCTBeHHO MOIIMHbBI 38 BHeCeHe B JOKYMEHTbI,
cofiepsKaluecs: B perMCTPAIMIOHHOM IOChe Ha 3aperucTPUPOBAHHbIN OMOMEeIUIIMHCKUI K€ TOYHbIN
MPOAYKT, U3MEHEHM, TPeOYIOIIMX ITPOBeAeHNI OMOMEeIUIIMHCKON SKCIIePTU3bI OMOMe IUIIMHCKOTO
KJIETOYHOTO MPOAYKTA, UM PeKBU3UTHI JOKYMEHTA, MOATBEPXKAAIOILIEro yIaTy roCyJapCTBEeHHOM!
TOLIIMHBI 32 BHECEHMe B JOKYMEHTbI, COJlepsKallliecsl B perucTpalMOHHOM 10Che Ha 3aperucTpUpOBaHHbIN
OMOMeIUITMHCKUI KJIeTOUHBI MTPOAYKT, U3MEHEeHUI, He TPeOYIoUIMX ITPOBeAeHsT O11OMeaUIIMHCKOIA
9KCIIEPTU3bI 6MMOMEIUIIMHCKOTO KJIeTOYHOI'O IIPOAYKTa, 1160 BIIpaBe MpeaCTaBUTh YKa3aHHbIE JOKYMEHTBI
110 COOCTBEHHOI MHUITMATKBE. B ciTyuae HellpeCcTaBieHMs BiaAesblieM PerucTpaluyoHHOTo
yI0CTOBEPeHMSI OMOMeIUIIMHCKOTO KIeTOYHOTO IMPOAYKTA YKa3aHHBIX TOKYMEHTOB YIIOJTHOMOUEHHbIA
(denepabHbIi OpraH UCIIOJHUTEIbHO BAACTU poBepsieT (haKT yIIaThl FOCyIapCTBeHHO MOLUIIMHBI Ha
OCHOBAHMM PEKBU3UTOB AJOKYMEHTA, IO TBEPKAAIONIEro ee YIUIaTy, C MCIIOIb30BaHMeM MHpOpMaIu 00
yIIJIaTe TOCYIapCTBEHHBIX MOIUIMH, coAepsKkaiieics B [ocynapcTBeHHOM MHGOPMALIMIOHHO CHUCTEME O
rocyapCTBEHHBIX ¥ MYHULIMITAIbHBIX TJIaTEXaX.

4. B TeueHue MATU paboumMx JHEN CO IHS MOCTYIVIEHMS] YKa3aHHbBIX B YaCTU 1 HACTOSIIE CTaTby 3asBI€HMUS
" JOKYMEHTOB YIIOJTHOMOYEHHbIN ¢eiepasbHbIi OpraH MCIIOTHUTETbHOM BIAaCTH:

1) MPOBOIUT IIPOBEPKY MOJHOTHI ¥ JOCTOBEPHOCTHM CBEJIeHNH, COIePIKAIIXCS B TPeCTaBIeHHbIX
BJIa/le/IblIeM PErUCTPalMOHHOTO YIOCTOBepeHMs 6110MeJUIITHCKOTO KJI€TOUHOI0 ITPOYKTa JOKYMeHTaX;

2) IpMHMMaeT pelleHye O IPOBefeHMUM YKa3aHHbIX B YaCTU 2 HACTOAILEH CTaTby COOTBETCTBYIOLIUX
9KCIepTMU3 OMOMeAUIMHCKOTO KJIETOYHOTO MPOAYKTA UM 06 OTKa3e B UX MPOBeJeHUN;

3) yBemOMJISIeT B IIMCbMEHHOJ (hopMe BJIafie/iblla PErMCTPALMOHHOIO YIOCTOBEPEeH S OMIOMeAUIIVHCKOTO
KJIETOYHOTO MTPOAYKTA O MIPUHSATOM pellieHMM (B c/ydyae MPUHSITUS pellleHMs 06 0TKa3e B IpoBeJeHUN
COOTBETCTBYIOIIEI SKCIIePTU3bI C YKa3aHMeM IPUUMH TAaKOTO 0TKa3a).

5. B ciydae BbISIBJIEHMST HETTOTHOTBI VTV HEIOCTOBEPHOCTY CBEIEHMIA, COM e KalMXCS B ITPe/ICTaBIEHHBIX
BJIJIe/IbIIEM PErMCTPALIMOHHOIO YIOCTOBEpEeHMS 6MOMEeAMUIIMHCKOTO KJI€TOYHOTO MPOAYKTa TOKYMeHTaX,
YIIOJIHOMOYEHHbBI (pefepaabHbIil OpraH UCIIOJHUTEbHOM BIACTM HAIIPAB/ISIeT BIaAebIly
PEruCTPALMOHHOIO YAOCTOBEPEHMS OMOMEANIIMHCKOrO KJIETOUHOTO MPOIYKTA 3aIIpoc 06 YTOUHEHU
yKa3aHHbBIX CBeJIeHN. [lTaHHbBII 3aIIPOC MOKET ObITh IepeaH YIIOJTHOMOYEHHOMY ITPeICTaBUTEITIO
BJIaJle/b1Ia PETUCTPAIMOHHOTO YI0CTOBEpeHMSI 6MOMEeIUIIMHCKOTO KIeTOYHOTO IMTPOAYKTA JIMUHO IO/
pacIMCKy, HalmpaBJ/IeH I10 ITOYTe 3aKa3HbIM ITMChbMOM WM IepefaH B 3JIeKTPOHHOIT hopMe 1o
TeJIeKOMMYHMKAIMOHHBIM KaHajaM CBSI3K. B cyiydae HalpaBieHMs JAaHHOTO 3aMpoca I10 IoYTe 3aKa3HbIM
MChbMOM OH CUMTAETCS MOJyUeHHbIM I10 MCTeUEeHMM IIeCTU JHe ¢ JaThl HallpaBIeHMs 3aKa3HOTO MMChMa.

6. Bnageser perucTpaiMOHHOIO YIOCTOBEPEHMSI OMOMeIUIIMHCKOTO KJIETOUYHOTO MPOIYKTa 00sI3aH
MIpeJICTaBUTh OTBET Ha 3aIPOC YIIOJIHOMOUYEHHOr0 (pefepaJbHOro OpraHa MCIIOJTHUTEIbHO BJIACTU B CPOK,



He IIPeBBIIAINNIi JeBIHOCTA PaOOUMX THEN CO THS MOJydYeHus JaHHOro 3arpoca. CpoK, yKa3aHHbBIN B
4YacTu 4 HACTOAILLEI CTaTby, IPUOCTAHABINBAETCS CO AHS HANIPaBJIeHMS BJIae/blly PErMCTPaLMOHHOTO
yIOCTOBEepeHMs] 6MOMeIUIIMHCKOTO KJIeTOYHOr0 IMPOAYKTa 3aIipoca YIIOJIHOMOYEHHOTO (eaepaabHOTO
OpraHa MCIIOJHUTEJbHOM BJIaCTU 40 AHSA TOJyYeHUS UM OTBETA Ha JAHHBIN 3apOC U HE YUUTHIBAETCS TIPU
VCUYUCIIEHUU CPOKA TIPUHSITHUS PellleHNsI O BHECEHUM U3MEHEHM N B JOKYMEHTbI, COmepKaluecs B
permcTpaloHHOM A0Che Ha 3apermMCcTPUPOBAHHbBIN OMOMEeIUIIMHCKII KI€TOYHBIN TPOIYKT.

7. YKa3aHHbIE B 4aCTU 2 HACTOSIIEN CTAThU SKCIIEPTU3BI IIPOBOASTCS B MOPSIJIKE, YCTAHOBIEHHOM
cratbsiMu 15 u 18 HacTosimero ®emepaabHOro 3aK0Ha, C yUeTOM CPOKa, YKa3aHHOro B yacTu 10 HacTosIIeil
CTaThbu.

8. B cpoK, He MpeBbIIIAONIINI MSITU pabounx JHEeM co AHS MOMyYeHMS 3aKITI0UeHN T KOMUCCUM SKCIIEPTOB
9KCIEePTHOTO YUpeXIeHMs 110 pe3y/ibTaTaM YKa3aHHBIX B YaCTU 2 HACTOSIILEeN CTaTbU SKCIIEPTU3 B
OTHOIIIeHUU MTPeJIOKEHHBIX M3MeHEeHMI, YITOTHOMOUYEHHbBIN (dhenepasbHbIii OpraH UCIIOJTHUTETbHO
BJIACTU:

1) OCyIIeCTBJIAE€T OL€HKY ITOCTYIIMBIINX 3aK/II0YEeHUIT KOMUCCUUA 9KCIIEPTOB 3KCIIEPTHOTO YUpEXOeHM OJId
orpenaeeHns MX COOTBETCTBIMSA 3adaHMAM Ha ITPpOBeaeH € COOTBETCTBYIOIMX SKCII€PTU3;

2) IpUHMMAET pellleHe O BHeCeHUM U3MeHeHN I B JOKYMEHTHI, COAepKaluecs B perMcTPaMOHHOM JOChe
Ha 3apermcTPMUPOBAHHBIN OMOMEAVNIIVHCKIUIA KJI€TOUHbII MPOAYKT, MM 06 OTKa3e BO BHECEHUM TaKUX
U3MeHEeHMIA;

3) BHOCUT B TOCYIapCTBEHHbII peecTp 6MOMeANIIMHCKMX KJIETOYHBIX IIPOAYKTOB HA OCHOBAHUM PelIeHMs O
BHECeHUY U3MeHeHUIi B JOKYMEeHTbI, CofepKalliiecs: B perucTpaliMOHHOM JIOChe Ha 3aperMCTPUPOBAHHbIN
61oMeIUIIMHCKUI KIIeTOYHbI MTPOAYKT, He0O0X0AMMble M3MeHeHMUS ;

4) BbIIa€T HOBOE PETUCTPALIIOHHOE YIOCTOBEPEeHe 6VIOMeIUIIMHCKOTO KIETOYHOTO MMPOAYKTA B C/Iydae
M3MEHEeHMs COMlepsKaIlXCcsl B HeM CBeJIeHUI, IPY 9TOM paHee BbIJaHHOE PEerMcTpalOHHOe
yIOCTOBEpeHe U3bIMaeTCs.

9. OcHOBaHMEM ISl IPUHSITHS YIIOTHOMOYEHHBIM (heJlepabHbIM OPraHOM pellleHust 06 0TKa3e BO
BHECEeHUU M3MeHeHMIi B JOKYMEeHTbI, COZepiKallecs: B perucTpaluoHHOM OChe Ha 3aperuCcTpUPOBaHHbIN
O6MOMeIUITMHCKUI KJIeTOYHBI MTPOAYKT, SIBJIIETCSI BHIHECEHHOE T10 Pe3y/IbTaTaM 3KCIIePTU3, YKa3aHHBIX B
YacTy 2 HACTOSII e CTaThy, 3aK/II0YeHe KOMUCCUY IKCITEPTOB HKCIIEPTHOTO YUPEKAEHUS O TOM, UTO B
cJlyyae BHECEHMS TaKMX M3MeHeHMIi BO3MOXKHbBI CHYDKeHMe KauecTBa U (W) 3 heKTMBHOCTH
61OMeIUIIMHCKOTO KJIeTOUHOTO MPOAYKTa U (M/IM) TIpeBblllieHre pUCKa MPUIMHEeHMS BpeJa 310pOBbI0
yejI0BeKa BC/IECTBYE MPUMeEHEeHMS 6MOMeIUIIMHCKOTO KJI€TOYHOTO MPOIyKTa Haf, ero 3¢ deKTUBHOCTHIO.

10. B cmyyae BHeceHMSI B JOKYMEHTBI, COAepXXalllecs B perMCTpalMOHHOM AOChe Ha 3apeTruCTPUPOBAaHHbBIN
OMOMeIUITMHCKUI KIeTOUHBI MTPOAYKT, MU3MEeHEeHM, YKa3aHHBIX B UaCTH 2 HACTOSIEN CTaTbu, IPUHSITIE
pellieHNs O BHECEHUM TaKUX M3MeHeHU (BK/IoYasi BHECEHME COOTBETCTBYIOIIVX M3MEeHEeH NI B
rOCYIapCTBEHHbIN peecTp 6MOMeAUIIVHCKMX KJIEeTOUHbBIX IIPOIYKTOB) WJIM 00 OTKa3e B X BHECEHUNU
OCYILIeCTBJISIETCSI B CPOK, He MPeBbINIAIONINii eBIHOCTa pabounX JHEe co OHS MIPUHSATUS YIIOTHOMOUYEHHbBIM
(dbenmepasbHbBIM OPTaHOM MCIIOTHUTEIbHOM BJACTH 3asIBJIEHUSI O BHECEHUM TaKUX U3MeHEeHMUIA.

11. [IpuHaTHE pelleHns O BHECEHUM U3MEHEHM 1 (BK/II0UYasi BHeCEeHMe COOTBETCTBYIOIMX U3MEHEHUI B
rOCyapCTBeHHbII peecTp 6MoMeqUUIMHCKMUX KIeTOYHBIX TPOAYKTOB) MM 006 OTKa3e B X BHECEHUN B
OOKYMEHTbI, CoJlepsKallyiecs: B perMcTpalMOHHOM J0Che Ha 3aperucTpUpOBaHHbIN 6M1OMeIUIIVH CKIT
KJIETOUHBI MTPOAYKT, B OTHOIIEHMM CBeJeHUI, He TPeOYIOINX MPOBeieH s SKCIIEPTU3, YKAa3aHHbBIX B YaCTU
2 HaCTOSIIeN CTaThy, OCYIIECTBIISIETCSI B CPOK, He TIPEeBBIIIAIONINIA TPUALATY pabOUuMX AHE CO THS
MIPUHSTHUS YIIOTHOMOUEHHBIM (efiepanbHbIM OPraHOM UCIIOTHUTENbHOM BAACTY 3asIBJIEHUSI O BHECEHUU
TaK/X MU3MEHeHUIA.

12. O6parieHne 6MOMeIUIIMHCKOTO KJI€TOYHOTO TPOAYKTa, ITPOU3BEIeHHOTO A0 AAThl IPUHSITUS
YIIOJIHOMOYEHHBIM ¢eZiepaibHbIM OPTaHOM MCIIOJIHUTE/IbHO BJIACTY PeIIeHNsI O BHECEHUY M3MEHEeHMI B
IOKYMEHTBI, COIepKallyecs: B perucTPalyiOHHOM JIOChe Ha 3aperMCcTPUPOBAHHbI OMOMeaUIIVH CKIIA



KJIETOUHBI MPOAYKT, a TAKXKe MPOM3BEeHHOTO B TeYeHMe CTa BOCBbMUIECATH KaJIeHAapHBIX THE 1mociie
IOAThI IPUHSATHS YIIOJTHOMOYEHHBIM (eJlepaTbHbIM OPTraHOM MCIIOJIHUTEIbHO BJIACTM YKa3aHHOTO
pellieHus1, IOMyCKaeTCs 4,0 UCTeUeHMSI ero CpoKa rOTHOCTH.

Cratbsl 24. OTMeHa rocyaapCTBEHHOM perucTpann 6MoMe AMLMHCKOrO KNETOYHOTO NPOAYKTA

PemeHne 06 0OTMeHe rocyAapCTBEHHOI PerucTpauy 61oMeIUIIMHCKOTIO KJIETOYHOTO IMTPOAYKTa U
MCKTIOUEHMM OMOMEIUIIMHCKOTO KJIETOYHOTO ITPOAYKTA M3 FOCYIapCTBEHHOTO peecTpa 6MoOMeIUIIMHCKIUX
KJIETOYHBIX IMPOIYKTOB IIPUHMMAETCS YIIOJTHOMOYEHHBIM (eJlepa/ibHbIM OPTaHOM MCITOJTHUTEIbHO BIaCTH
B CIy4ae:

1) mpepncraBieHus denepasbHbIM OPTaHOM UCIIOJTHUTEIbHON BIACTH, OCYIIECTBISIOMNUM QYHKIIUM 110
KOHTPOJIIO ¥ HaZI30pY B cepe 3ApaBOOXpaHEHMSI, 3aK/II0UEHMS O pUCKe MM 006 yrpo3e 30pOBbIO, SKU3HU
yeJI0BeKa Ipy MpUMeHeHUY 6MOMeIUIIMHCKOTO KJIeTOYHOIO ITPOIYKTA, ITPEBBIIIAIONINX €TI0

3¢ (dEKTUBHOCTB, 110 pe3y/IbTaTaM OCYIIECTBISIEMOTO MM MOHUTOPUHTA 6€30MacHOCTY 6V OMeIUIIMHCKOTO
KJIETOYHOTO MTPOAYKTa;

2) MoJaum BIaie/IbIIeEM PETUCTPALIMOHHOTO YI0CTOBEPEHMST OMOMEAVIIMHCKOTO KJIETOYHOTO IMPOAYKTA
3as1BJIeHMsI 00 OTMeHe roCcyIapCTBeHHON perncTpannuy 6MoMeaUIIMHCKOTO KJIeTOYHOT0 TPOAYKTa;

3) NpUHSTHUS YIIOJTHOMOYEHHbBIM (efiepaJibHbIM OPTaHOM MCIIOJTHUTE/IbHO BIaCTU pelieHust 06 OTKase B
MOATBEPXKIEHN M rOCyJapCTBEHHO perncTpanuy 6MoMeaUIIMHCKOTO KIeTOYHOTO ITPOIYyKTa M0 MCTeueHU U
CpoKa JIeiCTBYS PErMCTPALIMIOHHOTO YIOCTOBEpeHMS 61MOMeaMUIIMHCKOTO KJI€TOYHOTO ITPOIYKTa;

4) HempeICTaBJIeHMSI 3asiBUTe/IeM MH(OpPMaIM, KOTOpast MOKET IOBJIeUb 32 CO00J1 He0OXOAMOCTh
BHECEHMSI B PETUCTPAIMOHHOE 10Che Ha 3apeTrUCTPUPOBAHHBIN OMOMEIUITMHCKMI KI€TOUHBI TPOIAYKT
M3MEHEeHU I, YKa3aHHBIX B UaCTU 2 CTaThy 23 HacToOsIero ®enepajibHOrO 3aKOHA, B TeUEHME TPULLIATU
pabouMx IHel co THS HACTYIUIEHMS TaKUX M3MeHEeHMIT,

5) BbIHECEHMS CYOOM PEIIEeHMS O HAPYIIe€HNN IIPpaB npaBoo6naaaTenﬂ Ha pe3yJIbTaThbl I/IHTeJ'IJ'IeKTya)'[bHOI‘/JI
OesaTe/JIbHOCTU IIPpU o6pameHI/m 6I/IOMe,[U/ILU/IHCKI/IX KJIETOUHBIX ITPOAYKTOB.

Cratba 25. FocyaapcTBeHHbIH peecTp 6MOMe AULMHCKMX KNETOUHBIX NPOAYKTOB

1. TocymapcTBeHHbIN peecTp 6MOMeIUIIMHCKUX KIETOYHbBIX TPOIYKTOB BeIETCS YIIOTHOMOUYEHHBIM
dbenepasbHbBIM OPraHOM MUCHOJHUTEILHO BIACTH.

2. TocynapcTBeHHbIN peecTp 6MOMeIUIIMHCKUX KIE€TOUHbBIX TPOLYKTOB CONEPKUT IepeyeHb
6MOMeIUIIMHCKUX KJIeTOYHBIX TPOAYKTOB, MPOIIEIUINX TOCYAAPCTBEHHYIO PETUCTPALINIO, U CJIeIYIONTYI0
MHbOPMAIUIO:

1) HauMeHOBaHMEe OMOMEeIUIIMHCKOTO KJIETOUYHOTO MPOAYKTA;
2) TUII 6MOMEeIUIIMHCKOTO KIeTOYHOTO ITPOAYKTA (ayTOJOTMYHBIN, a//IOTeHHbIV, KOMOMHMPOBAHHbIN);

3) HaMeHOBaHMe BJIa/ieNiblla PETUCTPAIMIOHHOTO YAOCTOBEPEHNSI 6MOMEINIIMHCKOTO KJIETOYHOTO
MPOAYKTA;

4) HaMeHOBaHMe U afpec IPOU3BOIUTEIS 6MIOMEeIUIIMHCKOIO KJI€TOYHOIO ITPOIYKTa;

5) KomoBoe 0603HaUeHNe KIeTOYHO JIMHUY (KJIE€TOUHBIX JIMHMIT), BXOZSII e B COCTaB 611OMeaUIITHCKOTO
KJI€TOYHOT'O MPOAYKTa;

6) HayMeHOBaHMs (MeXIyHapoaHble HelmaTeHTOBaHHbIe, UM IPYIIIMPOBOYHbIE, MJIM XUMUYECKIE)
JIeKapCTBEHHBIX IIpernapaToB, papMaieBTUUYeCKUX CyOCTaHIII, BXOASIINX B COCTAB OMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa, HOMep HOpMaTMBHOM JOKYMeHTal N,

7) HauMEeHOBaHMSI MeIVLIVHCKUX U3IeJINiA, BXOASIIMUX B COCTAB OMOMEAUIIMHCKOTO KJIeTOYHOTO IIPOIYKTa,



HauMEeHOBaHMEe M HOMEepP HOPMATUBHOM NOKYMEHTAIIUN;

8) CPOK rogHOCTY 6MOMEAUIIMHCKOTO KJIIETOUHOTO IMPOYKTA;

9) ycsioBUSI XpaHeHUsT 6MOMeIUITMHCKOTO KJIeTOYHOr0o IMTPOAYKTa;

10) moka3aHMs ¥ TPOTUBOIIOKA3aHMSI K ITPMMEHEHMI0 6MOMeIUIIMHCKOTO KJIETOUHOTO IMPOIYKTa;
11) mo6ouHbIe meiCTBUSI OMOMEIUIIMHCKOTO KJIETOUYHOTO IMTPOIYKTa;

12) maTa rocymapCcTBeHHOI perucrpanum 6MomMe JULIMHCKOTO KIeTOUYHOTO ITPOAYKTA U €ro
perucTpaloHHbII HOMep;

13) maTa 3amMeHbI PErMCTPALMOHHOIO YA 0CTOBEepeHMs 611 OMEeANIIMHCKOTO KJI€TOUHOTO MPOAYKTa, JaTa
MOATBEPKIEHMS FOCYIapCTBEHHOM perncTpanuy 6MoMe IUIIMHCKOTO KJI€TOYHOTO ITPOIYKTa, 1aTa OTMEHbI
rOCyIapCTBEHHO perucTpanyy 6MoMeIUIVHCKOTO KJIeTOYHOTO ITPOIYKTa.

3. [TopsIOK Be[leHMsI TOCYAAPCTBEHHOTO peecTpa 61MoOMeANIIMHCKMX KIETOYHBIX ITPOJYKTOB YTBEPXKIAETCS
YIIOJIHOMOYEeHHbIM (eJilepaibHbIM OPTaHOM UCIIOTHUTEbHO BIACTH.

Cratba 26. O6xanoBaHue peweHus 06 0TKase B BbiAaue paspeleHus Ha NpoBeAeH!e KNMHUYECKOTO UCCeA0BaHMS
6MOMEAMLIMHCKOrO KNEeTOYHOro NPOAYKTa MM peleHus 06 0TKase B rocyaapCTBEHHON perucTpaumuu 6MoMesMLMHCKOrO
KNETOYHOro NPoAYyKTa

PelieHne yrmoJTHOMOYEHHOTO (eepalbHOTO OpraHa MCIIOJTHUTEIbHOI BJIACT 00 OTKa3e B BbIgauye
paspeleHus Ha IpoBeieHe KIMHUYECKOIo MCC/IefOBaHMsI OMOMeIUIIMHCKOTO KJIE€TOUYHOTO IMTPOAYKTA VI
peliieHe 06 OTKa3e B TOCYJapCTBEHHO perucTpaiu 61MoMeaUuIIMHCKOTO KIETOUHOTO MPOIyKTa,
3aK/II0YeHe KOMMUCCUM IKCIIEPTOB IKCIIEPTHOTO YUPEsKAeHNS UM 3aK/IIoUeHe COBeTa 1o 3TUKe MOTYT
OBITh 005KAJIOBAHBI B ITOPSIIKE, YCTAHOBJIEHHOM 3aKOHOaTeIbCcTBOM Poccuiickoit demepalium.

Cratba 27. UndopMaums, CBA3aHHaA C OCYLLECTBNEHMEM FOCYAAPCTBEHHOM PErucTpaLmum GUOMeaULMHCKOrO KNETOYHOrO
npoAyKTa, MHHOPMaLMA 0 3aPEruCTPUPOBAHHBIX OUOMEAULMHCKUX KNETOUHBIX NPOAYKTaX M GUOMEAULIMHCKUX
KNETOYHbIX NPOAYKTAX, MCK/IOYEHHDBIX U3 rOCYAAPCTBEHHOTO peecTpa 6MoMeAMLIMHCKMX KNETOUHbIX NPOAYKTOB

1. YromHOMOY€eHHBI (eIepaabHbIi OpraH MCIIOJHUTE/IbHOM BJIACTH pa3MellaeT Ha CBOeM OhUIIMaIbHOM
caiiTe B ceTu "MIHTepHeT" nHOpPMAaINIO, CBSI3aHHYIO C OCYIIeCTBIeHMEM IroCyIapCTBEHHOM perucTpauun
OMOMEeIUIIMHCKMX KJI€TOYHBIX IIPOAYKTOB, B TOM YMCJIe C IIPpOBeeHeM OMOMeIUIIMHCKOM SKCIIe PTHU3bI
6MOMeIUIIMHCKMX KI€TOUHBIX IPOAYKTOB M 3TUYECKO SKCIIEPTHU3BI, MHGOPMALIIO O
3apPeruCTPUPOBAHHBIX OMOMEIUIIMHCKMX KI€TOYHBIX MTPOAYKTAX ¥ OMOMEANIIMHCKUX KJIETOUHbBIX
MPOAYKTAX, MCKITIOUEHHBIX 3 TOCYapCTBEHHOTO peecTpa 6MOMeIUIIMHCKMX KJIEeTOUHBIX ITPOIYKTOB, He
M03Hee ueM uepes IITh pabounx IHel O JHS MOyUYeHMs YIIOJTHOMOYEHHBIM (eiepalbHbIM OpraHOM
MCIIOJIHUTETbHO BJIACTY 3asIBJIEHMS O TOCYIapCTBEHHONM perucTpaumum 6MoMeIuIIMHCKOTO KIeTOYHOIO
MPOAYKTA.

2. ITopsimok pasmeleHust yka3aHHOI B yacTu 1 HacToslel ctaTbyu MHGOpMaIMy yCTaHaBIMBAETCS
YIIOJTHOMOYEeHHbIM (deJlepaabHbIM OPraHOM MCIIOJIHUTEIbHO BIaCTH.

Cratba 28. OpraHusauus npoBeAeH!a KNMHUYECKUX UCCIeA0BaHUI GMOMEe AMLMHCKUX KIETOYHBIX NPOAYKTOB

1. OpraHmu3anuio mpoBeieHus KIMHUUYEeCKMUX UCC/IeIoBaHN 61MOMeqUIIMHCKUX KII€TOUHBIX ITPOIYKTOB
BIIpaBe OCYIIECTBJISATh OpraHu3alusi, oosagaonias mpaBaMu Ha pe3yabTaThl JOKINMHUUECKUX
MCCIef0BaHMU 6MOMEeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, KIMHNYECKUX MCCIeA0BaHMIi 011OMeIUIIMHCKOTO
KJIETOYHOTIO ITPOAYKTA M (MJI) HAa TEXHOJIOTMIO IIPOM3BOICTBA 6MIOMEIUIIMHCKOTO KJI€TOYHOIO IIPOIYKTa,
MY YIIOJTHOMOYEHHOe €10 IpuanyecKoe au1iio, o6pazoBaTeabHasi OpraHu3alus Bbiciiero o6pa3oBaHus,
obpa3oBaTebHasI OpraHu3auus JOTOJHUTENbHOT0 MpodeccoHaNIbHOTO 06pa3oBaHMsI, HaAyIHas
opraHm3anus.



2. Opranusanuyuy, yKasaHHbIe B 4aCTU 1 HACTOSILel CTaTby, MOT'YT IIPUBJIEKATh K OpraHM3aluy IpoBeleHus
KJIMHUYECKUX UCCIef0BaHMI1 6MOMeIUIIMHCKUX KIETOUHbBIX MPOIYKTOB MHbIE IopuAMYecKye JTniia
He3aBMCUMO OT UX OpraHM3alMOHHO-TIPaBoBO¥ (HOpMbI U HOPMBI COOCTBEHHOCTH.

3. duHaHCOBOE obecIieueHue MPOBeaeHNsT KIMHMUEeCKOTO MCC/IeIoBaHMsI 6IOMeIUIIMHCKOTO KJI€TOYHOIO
MPOAYKTA OCYIIEeCTBIISIETCS 3a CUeT:

1) 610mKeTHBIX aCCUTHOBaHMII (perepasbHOTO OI0IKeTa;
2) GI0KeTHBIX aCCUTHOBAHMI1 610/IKeTOB Cy0beKTOB Poccuiickoit Demeparium;

3) cpenCcTB OpraHM3aIuii, MOTYUMBIINX pa3pelleHye Ha OpraHu3aliuio MpoBeaeHNsT KIMHUYECKOTO
MCCIIeIOBAHMST OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTA;

4) UHBIX MUCTOYHMKOB, He 3allpellleHHbIX 3aKOHOAaTeabCTBOM Poccuiickoit ®emepalin.

4. Knuunudeckue uccaeqoBaHus 6MOMeANIIMHCKIX KIETOUHBIX ITPOIYKTOB IMPOBOISITCS HA OCHOBAaHUM
paspeleHus Ha IIPOBeleHe KIMHNYECKOT0 MCCIeI0BaHMsI OMOMeIUIIMHCKOTO KIETOUYHOTO MPOAYKTA,
BBIJIAHHOTO YIIOJTHOMOYEHHbIM (e/iepabHbIM OPraHOM MCIIOJIHUTEIbHOV BIACTU B TIOPSIIKeE,
YCTAHOBJIEHHOM CTaTbsiMU 16 u 17 HacTos1mero @egepajsbHOr0 3aKOHA, ¥ HAIIPaBJIEeHbI HA:

1) ycraHOB/IeHMEe 6€30MaCHOCTY U (MJIM) TIePEHOCUMOCTY OMOMeAUIIMHCKUX K€ TOYHBIX MPOAYKTOB, B TOM
yyCJie BbISIBIEHVE TIOOOUHBIX A CTBUI TIPU UX MIPUMEHEHWN;

2) ycTaHoBJIeHe 6e301MacHOCT U 3G (PEKTUBHOCTY OMOMEIUIIMHCKMUX KJI€TOYHBIX ITPOAYKTOB, B TOM UMCJIE
1oA00p ONTMMAJIbHOIO KOJIMUecTBa (00beMa, MacChl, IIOIAAM) 6MMOMEeAMIIMHCKOTO KJIETOUHOTO MPOIyKTa
¥ KypCOB JIeUeHMs, AJIsl MALYeHTOB C ONpeeeHHbIMMU 3a60/IeBaHUSIMU;

3) BbISIBJIEHME OCOOEHHOCTE B3aMMOIeiiCTBMSI OMOMEeIUIIMHCKMUX KJI€TOYHBIX ITPOAYKTOB C
JIeKapCTBEHHBIMM IIperapaTamy, MeIUIIMHCKUMU U3 eNUSIMU, NUILEeBbIMU IIPOAYKTAMMU, IPYTUMU
6MOMeIUIIMHCKUMMY KI€TOUHBIMU IMPOSYKTaMM;

4) u3y4yeHyue BO3MOKHOCTY pacIIMpeHus TIOKa3aHMil IJ1s1 IPUMeHEeHUs 3aperMCcTPUPOBAHHBIX
61OMeIUIIMHCKUX KIIeTOYHBIX TPOIYKTOB.

5. YromHoMo4eHHbI peepasbHbIi OpraH UCIIOJTHUTEIbHO BJIaCTY BeleT B YyCTAHOBJIEHHOM UM MOPSIIKe
peecTp BbIJAHHBIX pa3pellleHNi1 Ha MpoBeJeHe KIMHNYeCKUX UCCIeI0BaHii 61OMeIUIIMHCKUX
KJIETOUHBIX ITPOIYKTOB.

6. B ciryuae, eciy KIIMHMYECKOE MCCIeI0BaHMe 0MOMeIUIIMHCKOTO KJIETOUHOTO ITPOIYKTa IIPOBOINUTCS JIJIST
roCyIapCTBEHHO perucTpaiyu 3TOro MpoayKTa, ToCyqapCcTBeHHas MOIIMHA 3a ITPpOoBeieHe SKCIIePTU3bI
KavyecTBa 6MOMeAUIIMHCKOTO KJIETOUHOTO IMPOAYKTa, SKCIIEPTU3bI JOKYMEHTOB [IJIST ITOTYUEHUST
paspeleHus: Ha IIpoBeleHe KIMHUYECKOI0 VICC/IeIOBaHMsI OMOMeIUIIMHCKOTIO KJI€TOYHOI0 IMTPOAYKTa U
9TUYECKOI SKCIIEPTU3BI YIIJIAUMBAETCS OJHOKPATHO IIpM 0OpaleHny 3a TOCYyIapCTBEHHONM perucTpaimeii
061OMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA.

7. Knuauyeckoe ucciegoBaHyue 6MoMegUIIMHCKOTO KJI€TOYHOTO ITPOAYKTA ITPOBOINUTCS B OIHOM M
HECKOJIbKMX MeIUIIMHCKMX OpraHU3aIMsIX, aKKpeIMTOBaHHbBIX YIIOJTHOMOUYEHHBIM (efepasbHbIM OpraHOM
VCTIOJIHUTEIbHOM BJIACTU B TIOPSIAKe, yCTaHOBJIeHHOM [IpaBuTenbcTBoM Poccuiickoin @epepannu, B
COOTBETCTBUM C IOTOBOPOM O IIPOBEIEHMM KIMHUYECKOTO MCC/IeIOBAHMS OMOMEIUIIMHCKOTO KJI€TOYHOTO
IMPOAYKTA, 3aKJIH0UYaeMbIM MeXAy OpraHM3allyeil, IMoJIyuYnBIIei paspelieHye yIoJHOMOUYEeHHOTO
(denmepasbHOro OpraHa UCIOJHUTENbHO BIACTY Ha ITpOBeieHe TaKOTro MCCIeloBaHus, M YKa3aHHOM
MeIOULIMHCKOI OpraHu3aluein.

8. ,H,OI‘OBOp O IMMpoBeAeHNU KIMHMYECKOTI'O NCCJIeJO0BaHMA 6I/IOME,IU/ILU/IHCKOI‘O KJIETOYHOTO ITPOOYKTAa OJO/DKEH
Coaep>XaTb:

1) HaMMeHOBaHMs CTOPOH JIOTOBOPA;



2) YCIIOBUS U CPOKM MTPOBEEHMS KIIMHUYECKOTO MCC/IeOBaHMS;

3) orpejesieHe 00IEi CTOMMOCTY ITPOTPAMMBbI KIMHMUECKOTO MCC/IeIOBAaHMS C YKa3aHMEM CYMMObI,
MpeaHa3Havaroleiics AJs BbIIUIAT UCCIe0BaTesIsIM U COMCCIeI0BaTe/IsIM, Ha3HauaeMbIM B COOTBETCTBUM C
yacThio 1 ctaTthy 29 HacTosero @enepaabHOrO 3aKOHA;

4) onpeenienyie GOpPMbI U TTOPSIIKA IIPeICTABIEHMS Pe3Y/IbTATOB KIMHMYECKOTO MCC/IeTOBaHMS.

9. [lepeueHb MeOULIMHCKMX OPraHMU3aLM I, UMEILMX ITPAaBO IPOBOAUTD KIMHMUYECKME UCCTIeOBaAHMS
OMOMEeIUIIMHCKMUX KJIeTOYHBIX ITPOAYKTOB, ¥ PEeCTpP BbIIAHHBIX pa3pelleHuii Ha MPOBeAeHe KIMHNIECKUX
McCien0BaHuit OMOMeIUIIMHCKMUX KIeTOYHBIX TPOAYKTOB Pa3MeIllaloTcsl YIIOJTHOMOUEeHHbIM (eepasbHbIM
OpraHOM MCIIOJIHUTEIbHO BIACTM B YCTAHOBJIEHHOM MM IOpPsIIKe Ha CBOeM O(PUIIMaIbHOM caiiTe B CETU
"IHTepHeT".

10. ITpou3BOACTBO OMOMEAUIIMHCKOTO KJI€TOYHOTO IIPOAYKTA IJISI TPOBEIEHMS €T0 KIMHUYECKOTO
UCCJIeA0BaHMS OCYILIECTBIISIETCS C UCIIOIb30BaHMEM TEXHOJIOI MM, OTIMCAHHON B PETUCTPALMOHHOM A0Che
Ha OMOMeIUIIMHCKIUI KJIeTOYHBIN ITPOAYKT.

11. KnuHuyeckue ucciiefoBaHUsI 6MOMeAULIMHCKMUX KJIETOYHBIX ITPOLYKTOB IMPOBOASITCS B COOTBETCTBUM C
MpaBWIaMy Hajjieskalei KIMHUYeCKO MPaKTUKY 6MOMeJUIMHCKIUX KIeTOUHbIX ITPOIYKTOB,
yTBepXAeHHbIMMU YIIOJTHOMOUYEHHbIM (pefiepaqbHbIM OPTaHOM MCIIOJIHUTEbHO BIACTH.

12. B Poccuiickoit @emepaiiiy B COOTBETCTBUYU C MEXAYHAPOIAHbIMU AoroBopaMmu Poccuiickon @enepanuu,
a B CJiyuae OTCYTCTBUS MEXKIYHapOAHOTO norosopa Poccuiickoi ®enepaiu - Ha OCHOBE MPUHIIUTIA
B3aMMHOCTY IIPU3HAIOTCS Pe3yabTaThl KIMHUUECKNUX MCCIeIOBaHMIT OMOMEINIIMHCKMX KIETOUHbBIX
MPOAYKTOB, IIPOBENEHHBIX 3a NpenenaMmu Poccuiickoit @epgepaun.

Cratba 29. [poBeaeHMe KNMHUYECKOTO UCCIEA0BaHNS GMOMEAULIMHCKOTO KNETOYHOrO NPOAYKTa

1. PykoBoauTenb MeIVUIIMHCKOV OpraHu3anuy, B KOTOPO MIPOBOAUTCS KIMHUYECKOe UCCIeJ0BaHue
61OoMeVIIMHCKOTO KJIETOYHOTO MPOAYKTa, Ha3HaUaeT UCCiaesoBaTesl, OTBeTCTBEHHOIO 3a TPOBeJieH1e
TAKOT'0 UCC/IeOBaHMSsI, MMEIOLIero jieueOHYI0 CrelMaJbHOCTb, COOTBETCTBYIOILYI0 MPOGMII0 3a601eBaHNs
WJIY COCTOSTHUIO, [IJIS JIeueHUsT KOTOPbIX ITpeqHa3HaueH 6MOMeUIIHCKMI KJIIeTOUHbBI MIPOIYKT, B
OTHOIIIEHNY KOTOPOTO MPOBOAUTCSI KIMHUYECKOE MCC/IeJOBaHME, CO CTaskeM PabOoThI 110 IMporpaMmMam
KIIMHUYEeCKUX MCC/IeJOBAHMIT He MeHee YeM IIATh JIeT (Jajiee - MCCleoBaTeNlb) U 110 ero IpeioKeHNI0
Ha3HauyaeT coyuccaeoBaTesiell U3 UMcia Bpadeii 3Toi MeJULIMHCKOM opraHusanum (naiee -
coucciienoBaTenn).

2. UccnenosarTeib OCYIIECTBJIAET BbI60p IIallMeHTOB, KOTOPbIE 110 MEAUIIMHCKMM ITOKa3aHMAM MOTIYT OBITH
IMMpHUBJI€YEHbI K YYaCTUIO B KIIMHNUYECKOM MCC/IeJO0BAHUN 6I/IOMe,ZLI/IIJ,I/[HCKOI‘O KJIETOYHOTO ITPOOYKTAa.

3. UccnenoBaTesb U COMCCIeN0BATENN TO/DKHbI ObITh 03HaKOMJIEHBI C pe3y/IbTaTaMy TOKJIMHUYECKOTO
Mcciie,0BaHus 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, ColepKallMMUCS B crietnudbuKauy Ha
61oMeIVIIMHCKMIA KJIeTOYHBIN MPOAYKT U GpoIope 1uccaeqoBaTes, TPOTOKOJIOM KIMHUUYECKOTO
MCC/Ie0BaHMST 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, pa3paboTaHHBIM OpraHu3aImeit,
OCYIIeCTBSIIONI el OpraHM3aluIo IPOBeIeHNsT KIMHUYEeCKUX UCC/IeJoBaHii OMOMeAUIIMHCKUX KJIeTOYHBIX
MIPOJIYKTOB, WM MHBIM IOPUIMYECKUM JIUIIOM, IIPUBJIEKaeMbIM K OpraHu3aluy MpoBeie sl KTMHUYEeCKOTO
Mcc/ie0BaHusI 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, M APYTMMU MaTepuaaaMy TaKOTO UCCIeIOBaHMS.

4. PyKoBOOUTE/Ib MEOUIIMHCKOM OpraHu3auym, B KOTOPOil TPOBOAMTCS KIMHMUECKOe MCCIeloBaHe
06MOMeIUIIMHCKOTO KJIETOYHOTO IMPOAYKTA, B CPOK, HE MPEBBIIIAIONINII TpeX paboumx JHEe co THS Havasia
MIpOBeIeHMSI KIIMHUYECKOT0 MCCIeq0BaHys 6MOMeAUIIMHCKOrO KJIETOUHOrO MMPOAYKTa, COOOIAeT 0 HavasIe
MpOBeIeHMS KIIMHUYECKOT0 MUCCIeq0BaHys 6110MeAULIMHCKOTO KJIETOYHOTO MPOAYKTA B YIIOJTHOMOYEHHBbI
dbenepanbHbIi OpraH UCIIOJIHUTEIbHON BJIACTH, BhIIABIINIL pa3pelleHe Ha ITPOBeaeHe KIMHNUECKOTO
MCCIeIOBaHMS, 110 YCTAHOBJIEHHOI M G opMe.

5. OpI‘aHI/I?:aI_U/II/I, OCYIIECTB/IAOIINME OPTaHM3alnI0 ITPOBEeAEHMS KIIMHNYECKOr'o MCCiieJ0BaHMs



O0MOMEeIUIIMHCKOTO KJIETOYHOIO ITPOAYKTA, B CJIyuyae HE0OXOIMMOCTY BHECEHVS MU3MEHEHMIA B IIPOTOKOJI
KJIMHUYECKOTO MCCIeq0BaHNsI 0MOMeIUIIMHCKOTO KJIETOYHOTO MPOIYKTa COOOIIAa0T 00 3TOM B
YIIOJTHOMOYEHHBIN (hefepambHbIii OpraH UCIIOTHUTEIbHOI BIACTY, BhIIABIINIA paspellleHye Ha TpoBeieHe
KJIMHUYECKOTO0 MCCAe0BaHMsI, 10 YCTAHOBJIEHHOI UM dhopMe.

6. B cpok, He MpeBbIIAIONINI TPUALIATYA pabounX AHEH CO IHS MOTyYeHMs] YKa3aHHOTO B YacTu 5
HAaCTOSIIel CTaTby COOOIIEeHMSI, YIIOJTHOMOUEHHbIN (eepasbHbIii OPTaH UCTIOJHUTEIbHO BIACTU
paccMaTpUBAaeT 3TO COOOIIeHNE B YCTAHOBJIEHHOM MM ITOPSIIKE ¥ IIPMHMMAET pellleHle O BHECEHUN
M3MeHEeHMI1 B TPOTOKOJI KIMHNYECKOTO MCCaeq0BaHMs 6MOMeAUIIMHCKOTO KJIeTOUHOTO MPOIYKTa UK 00
OTKa3e BO BHECEHUM TaKMX U3MeHEeHM C yKazaHueM MpUUYMH oTKa3a. OCHOBaAaHUSIMU JIJISI TIPUHSITUS
perieHust 06 0TKase BO BHECEHUM M3MeHEeHMIT B MPOTOKOJI KIMHNYECKOTO UCCIeI0BaHMS
0MOMEeIUIIMHCKOTO KJIETOUHOTO MPOAYKTA SIBJISIIOTCS MpeiCTaBIeHe CBeIeHMI, TPeTyCMOTPEHHBIX
YaCThIO 5 HACTOSIIIEI CTaThy, B HEIIOJTHOM O00beMe U (M/IM) HaJIMuMe PUCKa MIPUYMHEHNS BpeJia 3T0POBBIO
MaiyeHTa, y4aCcTBYIOIIEro B KIMHMYECKOM UCC/IeIOBaHNUM, BC/IeICTBIE U3MeHeHMs YCIOBUIA ero
MpOBeIeHMUSI.

7. KnuHnueckoe uccaeqoBanue 6MoMeIUIIMHCKOTO KJIETOYHOTO ITPOIYKTa MOXKET ObITh ITPMOCTAaHOBJIEHO
MJIV TIPEeKpalleHo, eC/IM B MPOIeCce ero MpoBefeHNsI 0OOHapY)KeHa OMacHOCTD JIJIsT JKU3HU, 3I0POBbS
MalMeHTOB. B ciiyuae BO3SHMKHOBEHMS OMTACHOCTM JIJISI JKM3HM, 300POBBS MMallMeHTa, YYaCTBYIONIEro B
KJIMHUYECKOM MCC/IeIOBaHUM 6MOMEeIUIIMHCKOTO KJI€TOYHOIO IIPOAYKTA, MCC/IeIoBaTe b U (M)
comcciemoBaTeNn 00s13aHbI MTPOMH(POPMIUPOBATH 00 3TOM PYKOBOAMTE/IS MEeIUIIMHCKOM OpraHu3anun, B
KOTOPOJi MTPOBOIUTCS KIVMHUUYECKOE VCCIeN0BaHe 61IOMeIUIIVIHCKOTO KJIeTOUHOTO TTPOAYKTa, U (VIIN)
OpraHM3aluIo, MOJYUYMBIIYIO pa3pelieHye Ha TPoBeleHe KIMHMUECKOTO MCC/IeIOBaHMSs
O0MOMEeIUIIMHCKOTO KJIETOUYHOTO IMPOAYKTA. PelieHye 0 MpMOCTaHOBIEHUY KIMHNYECKOTO MCCIeI0BaHMS
O0MOMEeIUIIMHCKOTO KJI€TOUHOIO IMPOAYKTa IIPMHMMAeT PYKOBOAUTE b MeIULIMHCKO OpraHusaiin, B
KOTOPOJi MTPOBOAUTCS KIVMHUYECKOE VCCIeq0BaHe 6110MeIUIIVHCKOTO KJIeTOUHOTO ITPOayKTa. Penenne o
MpeKpalieHny TaKoro UCCAeOBAHMS IPUHMMAeT YIIOJTHOMOYEHHbIN ¢elepabHbI OpraH
MICIIOJTHUTEIbHOJ BJIACTY Ha OCHOBAHMUM COOOIIEeHMS B MMCbMEHHO popMe PYKOBOAMUTE/IS MeOULIMHCKO
opraHu3anyy, B KOTOPOil MPOBOAUTCS KIMHNYECKOE MCCIeloBaHe 6MIOMEeANIIMHCKOTO KJIETOYHOTO
MPOJIYKTA, VJIM OpPTaHMU3alM, TTOJIyUMBILEl pa3pelieHye Ha MpoBeIeHe KIMHNUECKOTO MCC/IeIOBaHMS
0MOMeIUIIMHCKOTO KJIETOUYHOTO MPOAYKTA.

8. B cpoK, He MpeBbIIA0IINI ST pabounx THeN co AHS 3aBepIIeHMs, [TPMOCTAHOBIEHUS UIU
MpeKkpanieHns: KIMHNYECKOTO UCCIeJOBaHMS OMOMEeIUIIMHCKOTO KJIeTOYHOro ITPOIYyKTa, COO0IIeHe 00
3TOM HaIlIpaBJISIeTCS MeAUIMHCKUMM OpTaHU3aLUsIMU, B KOTOPBIX TPOBOAUTCS KIMHUYECKOE
ucciieoBaHe 6MOMeIUIIMHCKOTO KJI€TOYHOTO ITPOIYKTa, B YIIOJTHOMOYEHHbIN (eflepaabHbIii OpraH
MCIIOJIHUTETHbHO BJIACTY 0 YCTAHOBJIEHHOM UM (popme.

9. YIriomHOMOYEeHHbI (pefiepasbHbIN OpraH UCIIOJHUTENbHO BJIaCTM pa3MellaeT Ha CBOeM OpHUIIMATbHOM
caiiTe B ceT "VIHTepHET" COOOIIEHNE O 3aBepIIeHNM, IIPUOCTAHOBIEHUM WIM IIPEeKPalleHUM KIMHNIECKOTO
MCCIen0BaHMsI 6MOMeIUIIMHCKOTO KIETOUHOTO MPOAYKTA B CPOK, He ITPEBBIIIAIINI MIATY pabounx JHe
CO [HS ero MOJyYeHUs, B YCTAaHOBJIEHHOM UM TIOpsAKe.

10. YrionmHOMOUYeHHbII (hefepanbHblii OpTaH UCIIOJHUTEIbHO BJIACTY B COOTBETCTBUM C YTBEPKIEHHBIM
MM TOPSIAKOM OCYILEeCTBJISIET BeieHMe ['0CyiapcTBEHHOTO peecTpa MccieioBaresieii, KOTOPbIii MOAJIEKUT
pasmenieHno Ha OGUIIMATBHOM CaiiTe YIIOJHOMOYEHHOTO ¢efepasbHOTO OpTraHa UCIIOHUTEIbHOM BIACTH
B ceTu "HTepHeT" 1 COmepsKUT MaHHbIe 00 MccaemoBaTese (GaMuanst, MMs, OTYECTBO, MECTO PabOThI,
3aHMMaeMasi 1O/KHOCTb, CITeI[MabHOCTb, CTaX PaboThI 110 TpoTpaMMaM KJIMHUUYECKUX UCCIeq0BaHNI,
repeveHb KIMHMYECKUX UCCIeT0BaHMIi (B TOM UKc/ie 6MOMeIUIIMHCKUX KIeTOYHBIX MPOIYKTOB), B
KOTOPBIX OH MPUHMUMAJT YYacTye B KaUeCTBe MCC/IeJOBATE IS MY COMCCIIeTOBATEIs, U TIEPUO/IbI eT0
yuyacTus).

11. OTtuer 0 pe3ynbTaTax KIMHUIECKOIO MCC/IeIOBAaHNSI OMOMEeIUIIMHCKOTO KJIETOYHOTO IMTPOAYKTa
COCTAaBJISIETCSI OpTaHM3alMei, OCYIIEeCTBIISIONIel OpraHM3aInio TPOBeAeHUS KIMHUUECKOTO MCC/Ie0OBaHMS
61OMeIUIIMHCKOTO KJIeTOUHOTO MPOAYKTA, U IIPeACTaBIIsieTCs B yIIOJTHOMOUEHHbIV (pefepanbHblii opraH



MCITIOJTHUTEIbHOJ BJIACTH, BBIIABIINMIi paspelieHye Ha IIpoBeleHle 9TOr0 UCCIef0BaHus, B CPOK, He
MIPEeBBIIIAIIINIL TPEX MeCsILeB CO JHS ero 3aBeplIeHNs, IPMOCTAHOBIEHNS WM IIpeKpallleHus, B OpSIaKe,
YCTaHOBJIEHHOM YIIOJTHOMOUYEHHBIM (peiepasbHbIM OpraHOM MCITOJTHUTETbHOM BIaCTH.

12. TTopsimoxk BeIBO3a 13 Poccuitckoit denmepaniyy 6100TMYECKOTO MaTepuaa, IoaTyueHHOTO Ipu
MpOBeIeHM KIMHUYECKOTO MUCCIeoBaHNs OMOMeIUIIMHCKOTO KJIeTOUHOTO MPOAYKTa, AJIsl eT0 U3YyYeHUs B
LeJISIX JAHHOTO KJIMHMUUYECKOTO UCCIefoBaHms ycTaHaBauBaeTcs [IpaBurenbctBom Poccuiickoit @engepaniyin.

Cratbs 30. ME)KJJ.yHapOAHOE MHOroueHTpoBoe Ki1MHM4yeckoe uccneposaHue GMOMeAULIMHCKOrO KNETOYHOrO NPOAYKTa,
nocTperucTpalmMoHHoe KInHM4yeckoe uccnenosaHue GMOMeaULIMHCKOrO KNeTO4YHOro NpoOAYKTa

1. MexxmyHapoHOe MHOTOIIEHTPOBOE KJIMHMYECKOe MCCIeloBaHKe 61oMeIULIVHCKOTO KIeTOYHOTO
nponaykra B Poccuiickoin @enepauinm i MoCTperncTpalMoOHHOe KIMHMYeCcKoe UccienoBaHmue
61OMeAVIIMHCKOTO KJIETOYHOTO MPOAYKTA MPOBOAMUTCSI HA OCHOBaHUM pa3pelleHus Ha IpoBeleHNne
KJIMHUYECKOTO UCC/IeJOBaHMUSI OMOMeAUIIMHCKOTO KJIETOYHOTO MPOAYKTA, BbIJAHHOTO YITOJIHOMOYEHHBIM
(denmepanbHBIM OPraHOM MCIIOTHUTENbHON BAACTU 110 Pe3yabTaTaM dKCIIepTHU3bl KauecTBa
6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, SKCIIEPTU3bI JOKYMEHTOB [IJIs1 TTOJTyUYeHUS pa3penieHus Ha
MpoBeZieHMe MeXIYHapOAHOTO MHOTOIIEHTPOBOTO KIMHMYECKOr0 MCCcaef0BaHMs 6110MeIUIMHCKOTO
KJI€TOUHOTO MTPOIYKTa WY MOCTPErUCTPALIMOHHOTO KIMHUYECKOTO UCCIe0BaHMs 61MOMeUITMHCKOTO
KJIETOUHOTI'O IIPOAYKTA Y STUUECKOM IKCIIePTU3HI.

2. [lyist mosryueHMsl pa3peleHus Ha MpoBeieHNe MeKAYHaPOJHOTO MHOTOLIEHTPOBOTO KIIMHMUECKOTO
MCCIefOBaHMST 6MOMeIUIIMHCKOTO KJIETOUHOTO MPOAYKTA MM IMTOCTPETUCTPALIMOHHOTO KIMHUYECKOTO
MCCIIeTOBAHYSI OMOMEeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA OPTaHM3alysl, OCYIIeCTB/ISIONIAs OpraHu3aluio
MpOBeIeHMS KIIMHUYECKOr0 MCCIeA0BaHys 6MOMeaUIIMHCKOrO KJIETOUHOTO IMPOAYKTA (Jlajiee B HACTOSIIIEi
CTaThbe - 3asIBUTEJIb), IIPE/ICTaB/sSIeT B YIIOJTHOMOUYEHHbIN (efepaibHbIi OpraH UCIIOTHUTEIbHON BIACTH
cyienyroniye JOKYMEHTBI U CBeIEeHMUSI

1) 3asBIeHME O BbIJaue pa3peuieHus Ha MPOBeaeHNe MeKIyHApPOJHOIO MHOTOILIEHTPOBOTI'O KIMHNYECKOTO
MCCIe0BaHMsI 6MOMeIUIIMHCKOTO KJIETOUHOTO MPOAYKTA MM ITOCTPETUCTPALIMOHHOTO KIMHUYECKOTO
MCCIeIOBaHMST OMOMEeIUIIMHCKOTO KJIETOYHOTO IMPOIYKTA;

2) PEKBU3UTDI JOKYMEHTA, ITOATBEPKAAI0IIEero yIiaTy rocyAapCTBeHHOV MONILIMHBI 3a BbIJauy pa3pelieHus
Ha IPOBeieHIe MeKIYHAPOIHOTO MHOTOILIEHTPOBOIO KIMHMYECKOTO UCCIeI0BaHMs 6MMOMeAUIITHCKOTO
KJIETOUHOTO MPOAYKTA MJIM 32 BblJaUy pa3pelleHys Ha MpoBeeHNe MMOCTPEernCTPalMOHHOTO KIMHUYECKOTO
McCIe0BaHMsI 6MOMeIUIIMHCKOTO KIEeTOUHOTO MPOAYKTa, MO0 caM 3TOT JOKYMEHT (110 COOCTBEHH O
MHUIIMATKUBE). B ciydae HempeacTaB/IeHMs 3TOTO JOKyMEeHTA YIIOJTHOMOUYEHHbIN (heepasbHbIi OpraH
MUCTIOJTHUTEIbHO BJIaCTY Ha OCHOBAHUM TIpeACTaBIeHHBIX 3asBUTEIEeM PEKBU3UTOB 3TOr0 JOKYMEHTa
npoBepsieT GaKT YIIaThl TOCYAAapPCTBEHHO MOIIJIMHBI C MCIIOIb30BaHKeM MHGOopMaLyu 06 yIiaTe
roCyIapCTBEHHBIX MOLIIMH, CoAepKaileiics B ['ocymapcTBeHHO MHGOPMAIMOHHOM CUCTEME O
rocyapCTBEHHBIX ¥ MYHULIMITAIbHBIX MJIaTeXax;

3) OTUeT 0 JOKIMHNYECKUX UCCIeNOBAHMSIX OMOMEAUIIMHCKOTO KJI€TOYHOTO IIPOAYKTA X OTUET O
MIPOBeIeHHbIX paHee KIMHNYECKUX UCCIeA0BaHMIX OMOMEeIUIIMHCKOTO KJIeTOYHOTO ITPOAyKTa (TIpu
HaJIMUMN);

4) MPOEeKT MPOTOKOJ1a MeXAYHAPOAHOTO MHOTOIEHTPOBOTO KIMHMUYECKOTO UCC/IeJOBAHMS
61OMeIUIIMHCKOTO KJI€TOYHOTO MPOAYKTA MM TOCTPETUCTPAIIMOHHOTO KIMHNYECKOTO MCCIeq0BAHMS
O6MOMEeIUIIMHCKOTO KJIETOYHOTO ITPOAYKTa;

5) 6poitopa mccaeqoBaTens;
6) MH(GOPMAaLVIOHHBIN JTIMCTOK MalMeHTa;

7) cBemeHMsI 06 OIbITE PabOTHI MCC/IeOBATEIEN 110 COOTBETCTBYIONMM CITEIVATbHOCTSIM U UX OITBITE
paboThI 110 TPOBEEHNIO KIMHUUECKUX MCCIeq0BaHMii 6MOMeIUIIMHCKUX KIETOUHBIX TPOIYKTOB;



8) cBeeHMSI 0 MEUILIMHCKUX OpTaHMU3alMsIX, B KOTOPBIX IIpeAIioiaraeTcsi mpoBeAeHne KIMHUUECKOTO
MCCaeIOBaHMs 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA (ITOJTHOE U COKpaIlleHHOe HaMEeHOBaHMSI,
OpraHM3alOHHO-TIpaBoBas (opma, MeCTO HaxOKIeHMSI ¥ MeCTO OCYIIeCTBAeHUS AesITeTbHOCTH, TeaedoH,
tenedakc, agpec 3JeKTPOHHOI ITOUThI, CBeAeHMI 00 aKKpeAuUTallMy Ha IIPaBO IPOBEIeHNS KIMHUYECKUX
MCCIeTOBaHMI OMOMEIUIIMHCKMX KJI€TOUYHBIX MTPOAYKTOB KaskI0i MeIUIIMHCKOI OpraHM3aIn);

9) npepnonaraemMmble CPOKM ITPOBeAeHMS KIMHUYECKOTO UCCAe0BaHMSI 611OMeIUIIMHCKOTO KJIeTOUHOTO
MPOJYKTA;

10) KOoInAg OoroBopa 00s13aTeIbHOTO CTpaXOBaHMs, 3aK/IIOUEHHOI'0 B COOTBETCTBMM C TUIIOBBIMMU
IMpaBUJIaMM 0053aTeIbHOTO CTpaxOBaHU, C YKa3aHMEM npenenbﬂoﬁ YMCJIE€HHOCTMU IIalIlMeHTOB,
YUaCTBYIOIIMX B KIMHMYECKOM MCCIea0BaHUN 6]/[0M€,[U/ILU/IHCKOI‘O K/JIETOUYHOTO ITPOOYKTA,

11) nadopmalusi o cocraBe 6MOMeAUIIMHCKOTO KJIETOUHOTO IMPOIYKTA;

12) mOKyMeHT, COCTaBJIEHHbII TPOU3BOAMTEIEM OMOMEIUIIMHCKOTO KJI€TOYHOTO MPOAYKTA U COEep KAl
CBeJleH!sI 0 KaueCTBEHHOM COCTaBe, KOJIMUeCTBEHHOM COCTaBe U MHbIe XapaKTepUCTUKHU
O0MOMEeIUIIMHCKOTO KJIETOUHOTO IMPOAYKTA, IIPOM3BEAEeHHOTO IS IIPOBEIeHMS KIMHUUECKUX
MccaeIoBaHUA.

3. B cpoK, He MpeBbIIAIONINIi IISATH PadoUMX JHE CO THS IMpeACcTaBIe s YKa3aHHbBIX B UaCTU 2 HACTOSIII e
CTaThbM TOKYMEHTOB U CBeIEeHMIA, YIIOTHOMOYEHHbI DefgepasbHbIi OpraH UCIIOJHUTEIbHOM BIaCTH:

1) IpOBOAUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTU CBEL€HNIA, COAePKALIUXCS B TPeCTaBIeHHbIX
3asBUTEJIEM JOKYMEHTAaXx;

2) MpUMHMMAET pelleHue O MPOBeIeHNY IKCIIePTHU3bI KauecTBa 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA,
9KCIIePTMU3bI JOKYMEHTOB IS TOyYeHMs pa3pellieHus Ha IpoBeieH1e MeXIyHapOgHOTO
MHOTOLIEHTPOBOTO KIMHNYECKOTO UCC/IeJOBaHMSI 6MOMeANLIMHCKOTO KJIETOYHOTO MPOAYKTa WU
MOCTPETUCTPAIMOHHOTO KIMHUYECKOTO MCC/IeJOBaHUSI OMOMeAUIIMHCKOTO KIETOYHOTO MPOAYKTA U
TUYECKO SKCIIePTU3bI MO0 06 0TKa3e B MPOBEJeHNY YKa3aHHBIX IKCIIEPTU3;

3) yBeZOMJISIET B ITMCbMEHHOI hopMe 3asiBUTEJISI O MPUHSITOM PelleHun (B cydae IPUHSITHUS pellleHus 00
OTKa3e B IIPOBeJIeHMM COOTBETCTBYIONIEN IKCIePTHU3bI YKA3bIBAET MPUUMHBI TAKOTO OTKA3a).

4. B ciydae BbIsSIBJIEHMSI HETIOJIHOTBI MJIM HEJOCTOBEPHOCTM CBefleHMiA, COepKalllMxCsl B MaTepuasiax,
Tpe/iCTaBJI€HHBIX 3asiBUTe/IeM, YIIOJTHOMOUEeHHbIH dhenepanbHblii OpraH UCIOJHUTEIbHOM BIaCTU
HampasJisgeT 3asiBUTEJI0 3aMpoC 00 YTOUHeHUY YKa3aHHbIX CBeieHUit. [lTaHHbBIN 3aITpOoC MOKET ObITh
repefaH yIioJTHOMOYEHHOMY ITpeICTaBUTEIIO 3asBUTEIS IMUHO MO/, paCHMUCKY, HAIllpaBJeH Mo MmouTe
3aKa3HbIM MMCbMOM WMJI TIepellaH B 3JIEKTPOHHOI opMe MO TeJIeKOMMYHMUKAI[MOHHBIM KaHa/laM CBsi3u. B
cJly4yae HarpaBjeHMs JaHHOTO 3aMpoca Mo MouTe 3aKa3HbIM IMMCbMOM OH CUMTAETCS ITOTyUYeHHBIM I10
MCTeYeHM! IIeCTY THE C JaThl HallpaB/ieHMs 3aKa3HOTro MMchMa.

5. 3aaBuTeNb 00513aH MPeCTAaBUTh OTBET HA 3aIPOC YIIOJTHOMOUEHHOTO (elepaJbHOro opraHa
MICTIOJTHUTEIHbHOJ BJIACTU B CPOK, HE IPEeBBIIIAIIINI IeBIHOCTA PAO0OUMX IHEN CO JHS IMOJyUYEeHMS JaHHOTO
3amnpoca. Cpok, yKa3aHHbIN B 4aCTU 3 HACTOSIIEN CTaThby, IIPUOCTAHABIMBALTCS CO THS HApaBJIeHUS
3asIBUTEJII0 YKAa3aHHOTO B YaCTU 4 HACTOSIIEN CTaThby 3aIIpoca YIIOJTHOMOUYEHHOTO delepaibHOTO OpraHa
MUCIIOJTHUTEIbHOV BJIACTY A0 OHS MOJyYeHMS MM OTBeTa Ha JaHHBIN 3alIPOC U He YUYUTBIBAETCS MPU
MCUMC/IEHUM CPOKA IMPUHSITUST YIIOJTHOMOYEHHBIM (pefiepasibHbIM OPTaHOM UCIIOJTHUTEIbHO BIaCTU
peliieHus 0 IpOBeleHMM IKCIIePTU3bl KauecTBa 6MOMeqUIIMHCKOTO KJI€TOYHOTO MTPOAYKTa, SKCIIePTU3bI
IJOKYMEHTOB [/Is1 TI0JyuyeHMsl pa3pellleHsI Ha PoBeieHNe MeXIyHapOJHOTO MHOTOIL[EHTPOBOTO
KJIMHUYECKOTO UCCIeOBaHMS 6M1OMeIUIIMHCKOTO KJI€TOYHOTO MTPOIYKTA UM ITOCTPETrUCTPALMOHHOTO
KJIMHMYECKOTO UCCIeI0BaHMsI 6M1OMeIUIIMHCKOTO KJI€TOYHOTO IIPOIyKTa.

6. OcHOBaHMeM /i 0TKa3a B TPOBeIeHMUY IKCIIePTU3bI KauecTBa 6MOMeIUIIMHCKOTO KJIeTOUHOTO
MPOAYKTA, SKCIePTU3bI JOKYMEHTOB ISl [IOJIyYeHUSI pa3pelleHus Ha IpOoBeeHe MeXIyHapOLHOTO
MHOTOI[€HTPOBOTO KIMHUYECKOTO UCCIef0BaHMs 0MOMeANIIMHCKOTO KIE€TOYHOTO MPOAYKTa UK



MOCTPErUCTPALMIOHHOIO KIIMHMUYECKOTO UCCAe0BaHMS 61OMEeIUIIMHCKOTO KJIeTOYHOIO IIPOAYKTa U
9TUUYECKOI SKCIIePTU3BI SIBJISIETCS IIpeCcTaB/IeH)ie TOKYMEeHTOB, ITPeIyCMOTPEeHHBIX YaCcThI0 2 HACTOsIIe
CTaTb¥, B HEIIOJTHOM OObeMe, Hellpe[CTaB/IeHe B yCTAHOBIEHHbBI CPOK OTBETA Ha YKa3aHHbIN B UacTu 4
HACTOSIIEel CTaTby 3aITPOC YITOJTHOMOUYEHHOTO ¢ e/lepaibHOTO OpraHa MCIIOJHUTEIbHO BJIacTy 160
OTCYTCTBME B IIPeICTABJIEHHbBIX TOKYMEHTAaX CBeJeHMI1, KOTOPbIE TO/DKHBI ObITh OTPasKe€HbBI B HUX, a TAKKE
OTCYTCTBME MH(pOPMAaLMK, TOATBEPXKIAIOIIeN YIJIaTy FOCyIapCTBEHHO MOIIIMHBI 3a BbIauy paspelieHust
Ha MpoBe/ieH e MeXIYHapPOJHOTO MHOTOILIEHTPOBOTO KAMHMYECKOTO 1CCaeJoBaHMs 611OMeaUIITHCKOTO
KJIETOYHOTO MPOAYKTA MJIM pas3pelleHus Ha IIpoBeieHe MOCTPEruCTPALMIOHHOTO KIMHUYECKOTO
MCCIeOBaHMST OMOMeIUIIMHCKOTO KJIETOYHOTO MPOIYKTA.

7. IIpoBeeHMe IKCIIePTU3bI KAUeCTBa OMOMeAUIIMHCKOTO KIETOYHOTO MPOAYKTAa, SKCIIePTU3bI JOKYMEHTOB
LIS TIOTy4YeHUs paspelleHys Ha IpoBeieHye MeXIyHapOLHOTIO MHOTOLLEHTPOBOI'O KIMHUYECKOIo
MCC/Ie0OBaHNST 6MIOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA UM TTOCTPErUCTPAIMOHHOTO KIIMHUYECKOTO
ucciief0BaHusl 6MOMeIUIIMHCKOTO KJIeTOYHOTO MPOAYKTA M STUUYECKON IKCIIepTU3bI U BbiJjaua pa3penieHus
Ha ITpoBefieHMe MeKAYHapOAHOTO MHOTOI[EHTPOBOTO KIMHMYECKOTO UCCIef0BaHMsI 611OMeUIITHCKOTO
KJI€TOUHOTO MTPOIYKTA WJIY MOCTPErUCTPALIMOHHOTO KIMHUYECKOTO UCCIe0BaHMS 61MOMeIUITMHCKOTO
KJIETOYHOTI'O IMPOAYKTA OCYLIECTBIISIOTCS B COOTBETCTBUM CO CTaThbsIMU 14 - 17 HacTosero denepajbHOro
3aKOHa.

8. Pemrennst 06 oTKase B MPOBEIEHNUM IKCIIEPTU3bI KAUeCTBa 6MIOMEeIUIIMHCKOTO KJI€TOYHOIO ITPOIYKTa,
9KCIIePTU3bI JOKYMEHTOB /151 TOTyYeHIsI pa3pelleHus] Ha MpoBeeHe MeXKIyHapoaHOTO
MHOTOI[€HTPOBOTO KIMHUYECKOTO UCCIeA0BaHMs 6MMOMeANIIMHCKOTO KI€TOYHOTO MPOIYKTa UK
MTOCTPErUCTPALIMOHHOTO KIIMHMYECKOTO UCCAeOBAHMS 6MOMEeIUIIMHCKOTO KJI€TOYHOIO ITPOAYKTa U
3TUYECKOI SKCIePTU3bI U B BbIJjaue pa3pelieHysi Ha MpoBeleHre MeXIYHapOJHOIO MHOTOILIEHTPOBOIO
KJIMHUYECKOTO MCCIeq0BaHNsI 0MOMeIUIIMHCKOTO KJIETOYHOTO IMTPOIYKTa MM ITOCTPErUCTPAIMOHHOTO
KJIMHUYECKOTO MCCae0BaHMsI 611OMeqUIIMHCKOTO KJI€TOYHOTO IMPOIYKTa MOTYT OBITH 00XKa0BaHbI B
Mopsiike, yCTAaHOBJIEHHOM 3aKOHOZaTeIbcTBOM Poccuiickoit @enmepauyin.

Crartbs 31. I'IpaBa NauneHTa, yyacTeylowiero B KiIMHu4e CKom uccnenoBaHumn GMOMEAULMHCKOrO KNeTOYHOrO NpoAyKTa

1. YuacTue mainyeHTa B KJIMHMYECKOM MCC/IeJOBAaHUY OMOMEIUIIMHCKOIO KJI€TOYHOIO ITPOAYKTA SIBJISIETCS
IOOPOBOJILHBIM U ITOJATBEPKIAETCS €0 MOAIMCHIO VJIM IOAIINCHIO €r0 3aKOHHOTO IpeaCTaBUTe IS Ha
MHGOPMAIMOHHOM JILCTKE MallieHTa.

2. ITaliieHT WK ero 3aKOHHbIN MTpeACcTaBUTeb JOJIKeH ObITh MH(MOPMIMPOBAH B MMCbMEHHO dhopMe:
1) 0 GMoMeIMIIMHCKOM KJI€TOYHOM IIPOAYKTE;
2) 0 eJIU ¥ TPOAOJIKUTENbHOCTY KIMHNYECKOTO MCCIeI0BaHMsI 0MOMeIUIIMHCKOTO KJIETOYHOTO IMPOIYKTA;

3) O rapaHTuUAX KOH(I)V[,E[EHLU/I&UIbHOCTI/I Y4acCTHs B KMMHUMYECKOM UCCIe10BaHUNA 6I/IOMe,ElI/II_[I/IHCKOI‘O
KJIETOYHOTO ITPOOYKTA,

4) 00 YCJIIOBUAX YUACTHUA B KIIMHMYECKOM UCCIIEA0BAHUN 6I/IOMe,£LI/IIJ,I/IHCKOI‘O KJIETOYHOTO ITPOOYKTA,

5) 06 oxkumaemoii 3¢pHeKTUBHOCTY OMOMEIUIIMHCKOTO KJI€TOUHOTO ITPOAYKTA, a TAKKe O CTEIIEHM PUCKA,
KOTOPOMY MOKET TOJIBE PTHYThCS MAIMEHT B CBSI3U C yUACTHEM B KIMHUYECKOM MCCIIeIOBAHUN
O6MOMeIUIIMHCKOTO KJIETOUHOTO MPOAYKTa;

6) 0 JelCTBUSX IallMeHTa B CJIydae HelIpe IBUIEHHbIX B(b(beKTOB BJIMAHUA 6I/IOMe,E[I/IL[I/IHCKOI‘O K/JI€TOYHOTIO
MMpOoayKTa Ha COCTOsSTHME €ro 340POBbSI;

7) 00 YCIIOBUAX 00513aTeIbHOTO CTPaxXOBaHMA X KU3HU U 300POBbLA ITalIA€HTA.

3. [MaimeHT WaM ero 3aKOHHBIN IPeICTaBMUTe/Ib MMEeeT IIPaBO OTKA3aThCs OT YUaCTHS B KIMHNUYECKOM
MCC/IeIOBaHNY OMOMEIMUIIMHCKOTO K/IETOYHOIO MTPOIYKTa Ha JII000ii CTauy IIPOBeIeHNsI TAKOTO
MCCJIef0BaHVS.



4. lIpoBeneHMe KIMHNYECKOTO UCCAeN0BaHMS 6MOMeqUIIMHCKOTO KJIeTOYHOTO ITPOIYKTa C y4acTheM B
KauecTBe MaleHTOB JeTeli JOMyCKaeTCs TONbKO C MMCbMEHHOTO JOOPOBOIBHOTO COT/IACHS UX POAUTEEA.
IleTyt MOTYT pacCMaTpUBAThCS B KAUeCTBe MalieHTOB TaKOT0 UCCIeJOBaHMS B C/Tyyae, eciy ero
MpoBe/ieHIe He0OX0AMMO JIJIsT JieueHMsT 3a60/ieBaHMS y JAHHOTO pebeHka. B aTux ciaydasx Takoe
MICCIIeJOBaHYe MOXKET OCYILLeCTBIISITbCS HA OCHOBAHUY pellleHMs] KOHCMIMyMa Bpaydeli, C031aBaeMoro B
cooTBeTcTBUM ¢ DenepanbHbIM 3aKOHOM OT 21 Hosi6pst 2011 roma N 323-®3 "0O6 ocHOBaxX OXpaHbl 3J0POBbSI
rpaxznaH B Poccuiickoit ®enepanun”, 0 BO3SMOXKHOCTH yuacTusi pebeHKa B KIMHUUECKOM MUCC/IeJOBaHUM
61OMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTA U MPU YCJIOBUM, YTO TAKOMY MCCIeA0BAaHUIO ITpeIIecTBOBAIO
MCCTIelOBaHMe JaHHOTO 6M1OMeIUIIMHCKOTO KJIeTOYHOTO ITPOSYKTa Ha COBEPIIeHHOIeTHUX TpaskAaHax, 3a
MCK/IIOUEHMEeM CIyvyaeB IPOBeeHMs KIMHUYECKOT0 UCCaef0BaHMsI 6110MeJUIIMHCKOTO KJI€TOUHOTO
MPOJIyKTa, IpeJHa3HauUeHHOTO J1Jis JieueHus 3a601eBaHuit MCKITIUUTENIbHO Yy IeTe.

5. JlommycKaeTcs MpoBeieHN e KIMHUYeCKOT0 MCCIef0BaHys OMOMeAUIIMHCKOTO KJIeTOUHOTO MMPOIYKTa C
yuacTMeM B KauecTBe MallMeHTa JINIia, IPU3HAHHOTO B YCTAHOBJIIEHHOM 3aKOHOM MOPSIIKE
HeJleecrioCOOHbBIM MM OIPaHMUYEHHO JIeeCIIOCOOHbBIM, C IMCbMEHHOI0 JOOPOBOJIBHOIO COIIACKSI €TI0
3aKOHHOTO MpeCcTaBuTe/Is. PellreHne 0 BOSMOKHOCTM yYaCTHSI YKa3aHHOTO JINIIA B TAKOM KJIMHUYECKOM
MCCJIeIOBAHUM IIPUHMMAET KOHCUMIMYM Bpayueii, B COCTaB KOTOPOTO BXOST CITEIMaIMCThI 110 PO UITIO
3a00/1eBaHMd ITAlIMEeHTA.

6. 3ampeniaeTcs MpoBeeHe KIMHUUECKOTO UCCIe0BaHMs 61I0Me IUIIMHCKOTO K€ TOYHOTO IIPOIYyKTa C
yJacTMeM B KaueCTBe MaIeHTOB:

1) meTeit-cuMpoOT U AeTeit, OCTABIIMXCS 6e3 TToreYeHus: poauUTeseil;

2) SKeHIMH B epuop, 6epeMeHHOCTH, POJIOB, JKeHIIMH B MIEPUOJ, TPYAHOTO BCKapMIMBaHMS, 3a
MCKITIOUEHMEM CJTyYaeB, eCJIY COOTBETCTBYIOIIMIT METO/I JIe4UeHUsI ITpeHa3HaAueH JJIs1 9TUX MaleHTOB U
MIpU YCIOBUM MIPUHSTUS BCEX HEOOXOAMMBIX Mep I10 MCK/IIOUEHMIO PYCKA MPUYMHEHMs Bpea KeHIIHe B
repuoj; 6epeMeHHOCTH, POJIOB, SKeHIIMHE B ITepUOi IPYIHOTO BCKapMIMBaHMSI, TIJIOY UM peOeHKY;

3) BOEHHOC/TYKaIlVX, 3a UCKIIOUeHMeM C/IyyaeB IIPOBeeHMS KIMHUUECKOTO UCC/IeJOBaHUS
61OMeIUIIMHCKOTO KJIeTOYHOTO MPOAYKTA, CrelaabHO pa3paboTaHHOrO AJ1s1 IpMMeHeHMS B YCJIOBUSIX
BOEHHBIX JI€JCTBUIA, Ype3BbIUAMHBIX CUTYaLVIi, MPOOUIAKTUKYA U JIeUeHMs 3a00/IeBaHuiT U ITOpakeHuiA,
TOJTYYeHHBIX B pe3yJIbTaTe BO3AECTBUS HeOIarOMPUSITHBIX XMMUUYECKUX, OMOTOTUYECKUX, PaAYaLIIOHHBIX
daxkTopoB. KnuHnueckoe ucciaeqoBaHe TaKOro 6MoMeJUIIMHCKOTO KIeTOYHOTO IMTPOAYKTa MOXKET
MPOBOAMUTHCS C yUaCTHEM B KaueCTBe MalVieHTOB BOEHHOCIYKAl X, 38 UCK/II0YEeHEeM BOEHHOCTYKAIlMX,
MIPOXOASAIINX BOEHHYIO CJTY3KOY 1O TTPU3BIBY, C COOIIOAeHEM TPeOOBaHM 1, YCTAHOBIEHHBIX HACTOSIINM
®enepasbHBIM 3aKOHOM B OTHOILIEHUU TPAKIAHCKUX JINUILL;

4) COTPYIHMKOB ITPABOOXPAHUTETbHBIX OPTAHOB;

5) nuir, OTOBIBAIOIIMX HAKa3aHMe B MECTax JIMIIEHNST CBOOOIbI, a TAaKKe JINII, HaXOASIIVXCS IO, CTpaskeii B
CJIeACTBEHHBIX U30JIITOPaX.

Cratbs 32. 0693aTenbHOe CTPaXOBaHME XKW3HM, 3,0POBbA NALMEHTA, YHACTBYIOLLETO B KIMHUYECKOM UCCIEA0BaHNM
6MOMeANLIMHCKOr0 KNEeTOYHOro NPoAyKTa

1. OpI‘aHI/IBaLU/IH, IMMOJIYyUMBIIIasAd pa3pelieHne Ha OpraHn3anmnio IpoBeJeHM A KIIMHNYECKOro NcCjie 10BaHus
6]/[0M€,ELI/ILU/IHCKOI‘O KJIETOYHOTO ITPOOYKTa, 00s13aHa B KaUeCTBe CTpaxoBaTeJid CTpaXxoOBaTb pPUCK
NpUYMHEeHNs Bpeaa >KM3HHM, 3J0POBLIO ITalIlMEeHTa B pe3yJ/ibTaTe ITPOBedeHUA KIMHMYECKOTO UCC/IedJO0BaH A
61/IOMe,ILI/II.[I/IHCKOI‘O KJIETOYHOTI'O ITPOAYKTa 3a CBOJI cUeT IIyTeM 3aK/JII0UYEHNA JOTrOBOpa 00s13aTeIbHOTO
CTpaXOBaHMs.

2. O6'bEKTOM 00sI3aTE/IbHOTO CTpaXOBaHUA ABJISIE€TCA I/IMYH.LECTBEHHI)II‘/JI MHTEepecC I1alyMeHTa, CBSI3aHHBII C
IIpUYMHEeHeM Bpeaa )KM3HHM, 3J0POBbIO ITaliMEHTAa B pe3yJjibTaTe IMPOBEAEHMS KIMHNYECKOI'0O MCCIeJ0BaHMS
6]/[0M€,[LI/[L[I/[HCKOI‘O KJIETOYHOTO ITPOOYKTA.



3. CTpaxoBbIM CIy4aeM I10 JOTOBOPY 006S3aTeIbHOTO CTPAXOBAHMS SIBJISIETCSI CMEPTD IalMeHTa MUIn
YXYAIIeHNE ero 3J0POBbsI, B TOM YMC/Ie BIEKyIee 3a C0607 yCTaHOBIeHME MHBAIMIHOCTH, TIPY HATMIUY
MIPUUMHHO-CJIeICTBEHHO CBSI3M MEXY HACTYIIJIEHMEM 3TOTO COOBITUS M yYacTMeM TaleHTa B
KJIIMHUYECKOM MCC/IeIOBaHUM OMOMEeIUIIMHCKOTO KJI€TOYHOIO IMTPOAYKTA.

4. Tpe6OBaHI/IH 0 BO3MeIleHN Bpeaa, IPpMUYMHEHHOTI'O JKU3HU UJIN 300POBbIO IMTallMEHTa, ITIPEAbABIAIOTCA B
TeuyeHle CPpOKOB JMCKOBOI1 OJAaBHOCTHU, YCTAHOBJIEHHbIX I'PAXOIaHCKMM 3aKOHOAATE/JIbCTBOM.

5. Pazmep cTpaxoBOit CyMMBI 110 JJOTOBOPY 00sI3aT€IbHOTO CTPAXOBaHMSI COCTAB/SIET IBAa MWIIMOHA py6ieit.
6. Pasmep CcTpaxoBoit BBITIATHI 10 IOTOBOPY 00513aTEIbHOTO CTPAaXOBAaHMS COCTAB/ISIET:

1) B cyiyqae cMepTH TMalMeHTa JBa MWIIMOHA pybJieit Ha KakIoro nmanyueHTa, yuacTBOBABIIEro B
KJIMHUYECKOM MCCIe0BAaHNY OVIOMEIUIIMHCKOTO KJI€TOUHOTO ITPO/IyKTa;

2) Ipy yXyOIIeHVN 300POBbS alieHTa:

a) MOBJIeKIIeM 3a C060¥i yCTaHOBJIeHMe MHBAIUMAHOCTY | IpyIIIbl, OAVH MWUIMOH TMSITbCOT THICSIY py0JIeii Ha
KasK0To MalyeHTa, y4aCTBOBABIIEro B KIMHUUECKOM UCCIeIOBaHUM OMOMeIUIIMHCKOTO KJIeTOUHOTO
MPOJYKTA;

0) IOBJIEKIIIEM 3a COOO0J YCTAaHOBJIEHME MHBAAMIHOCTH II IpyIIibl, ONMH MWIIMOH pyOJieit Ha KaskIoro
MalyeHTa, y4aCTBOBABIIEro B KIMHUYECKOM MCCIeA0BAHUM OMOMeIUIIMHCKOTIO KJIETOUHOTO MPOAYKTA;

B) MOBJIEKINIEM 3a CO00Ji yCTaHOBJIEHME MHBATUMAHOCTHU III TpyIImbI, MATHCOT THICSY pybJIeit Ha KaXKI0Tro
MalyeHTa, y4aCTBOBABIIEro B KIIMHUYECKOM MCCIeAOBAHUM OMOMEeIUIIMHCKOTO KJIeTOUYHOTO MPOAYKTA;

I) He TIOBJIEKIIEeM 3a CO00i1 YCTaHOBIEHNS MHBAJIMIHOCTY VI TIOBJIEKIIIEM YBeJIMYEeHMe CTeTIeHN
OTpaHMYEHMS KU3HEeAesI TeJIbHOCTY MHBaINAA 6e3 M3MeHeHMs I'PYIIITbl MHBAJIUIHOCTY, He 6oJiee uem
TPUCTA ThICSTU PyOJIeii Ha KasKI0ro MalyeHTa, y4acTBOBABIIEro B KIMHMYECKOM UCC/IeA0BaHUN
6MOMeIUIIMHCKOTO KJIeTOYHOTO IIPOIYKTA, MCXO/s M3 HOPMATUBOB, OTPAKAIOIIMX XapaKTep U CTeIIeHb
MIpUYMHEHMS Bpeaa 300POBbI0, a TaKKe (haKTUUeCK! IIOHEeCEeHHBIX MalMeHTOM PacXod0B, CBSI3aHHbBIX C
MIpUYMHEHVEM Bpea 3[0pOBbI0, HA MEeIUIIMHCKYIO [IOMOIIb, IPMOOpeTeHMe TeKapCTBEHHbIX ITPerapaToB U
MeOULIMHCKUX U3NeNil.

7. IoroBOp 00513aTEJIHOTO CTPAXOBAHMS 3aK/II0YAETCS Ha CPOK, OXBAThIBAIOIINIA ITe PO ITPOBEIEHUS
KJIMHUYECKOTO0 UCCAeI0BaHMs 61OMeIUIIMHCKOTO KJI€TOYHOIO IIPOIYKTa, ¥ He MeHee YeM Ha OJVIH TOJ,
1oc/ie OKOHYAHMS TTPOBeIeHMs KIMHUUECKOT0 MCC/IeIoBaHNsI 6MOMeIUIIMHCKOTO KJIETOUHOTO MPOAYKTA.

8. Yi10BUS TOroBopa 00s13aTe/IbHOTO CTPAXOBaHMsl, B TOM UMC/Ie CTPaxoBble TapudbI 10 06s13aTETBHOMY
CTpaxoBaHMIO, TepeyeHb HeOOXOIMMBbIX JOKYMEHTOB JIJISl OCYIIeCTBIeHMS CTPax0BO¥i BbITIJIATbI, TOPSITOK
YCTaHOBJIEHUS CTPaxoBaTe/leM MHANBUIYATbHOTO MAEHTU(PUKAIMOHHOTO KOa MaleHTa, opsaoK
MH(pOpMUPOBaHMS CTPAXOBaTe/ieM CTPAXOBIIMKA O TPUBIEYEHHBIX K KITMHUUECKOMY MCCIeq0BaHUIO
6MOMeINIIMHCKOTO KJIETOYHOTO MPOAYKTA MAIMEeHTOB, MOPSIAOK YIIAThI CTPAXOBOI MPeMMUM, TTOPSIAOK
peanu3aiyu onpeeneHHbIX HacTosSIUM DelepasibHBIM 3aKOHOM U APYTUMM PefepaabHbIMU 3aKOHAMU
MpaB 1 00sI3aHHOCTE} CTOPOH, HOPMATUBBI, OTPaskalolMe XxapaKTep U CTelleHb MOBPEXAEHMS 3[J0POBbSI 10
IOTOBOPY 00sI3aTeIbHOTO CTPAaXOBaHMS, yCTAHABAMBAIOTCSI TUTIOBBIMM MTpaBmIaMu 06513aTeIbHOTO
CTpaxOBaHMUSI.

9. B cirydae nmpuumMHeHMS Bpeda SKM3HM MalMeHTa, y4aCTBOBABIIEr0 B KJIMHUYECKOM MCCIeJOBaHUM
0MOMEeIUIIMHCKOTO KJIETOYHOTO ITPOAYKTA, BHITOAOIIPUOOPETATEISIMY I10 JOrOBOPY 00S13aTEIbHOTO
CTPaxOBaHMS SIBJISIIOTCS IpakaaHe, MMeIoIe ITPaBo Ha BO3MeIlleHMe Bpeia B CIyyae CMEPTY KOPMMUJIbIIA B
COOTBETCTBUM C TPAXKIAHCKMM 3aKOHOIATENbCTBOM, ITPM OTCYTCTBUM TaKUX I'PAKIAH - POOUTENN, CYTIPYT
(cympyra), IeTu yMepIlero naiyeHTa, yuacTBOBaBIIEr0 B KIMHNYECKOM MCC/IeIOBaHUM 6MOMeIUIIMHCKOTO
KJIETOYHOT'O ITPOAYKTA, B CJTyuyae CMEPTH IalMeHTa, y4aCTBOBABIIEro B KIMHUYECKOM MCCIeJOBAHUN
6MOMeINIIMHCKOTO KJIETOYHOTO IMPOAYKTA 1 He MMEBIIIEr0 CaMOCTOSITE/TIbHOTO TOX0/1a, - IpaskaaHe, Ha
VKAVBEHUY KOTOPBIX OH HaXOAMJICS, B OTHOILIEHMM BO3MeIlleHUsI pacXoA0B Ha IorpebeHme MaleHTa,



Y4aCTBOBaBIIETO B KIMHNMYECKOM MCC/I€eJOBaHUNA 6I/IOMe,ELI/ILU/IHCKOI‘O K/JIETOYHOTO ITPpOAYKTa, - JINIIO,
IIOHecIIee TaKMue pacxoabl.

10. CtpaxoBas BbIIIaTa B CYET BO3MeEILeHMsI Bpeia, IPMUMHEHHOTO KM3HY MalleHTa, yYaCTBOBABIIETO B
KJIMHUYECKOM MCCIeIOBAaHMUM OMOMEIUIITHCKOTO KJIETOYHOTO IMPOIYKTA, pacrpenesieTcss MesKay
BBITOJIOTNIpYOGpeTaTeNSIMYU ITPOTIOPIIMOHATBHO UX KOJIMYECTBY B PABHBIX JO/ISX.

11. IIpu HACTYIJIEHMM CTPAXOBOTO CJIydasl MalMeHT, y4aCTBOBABIINIA B KIMHMYECKOM MCC/IeA0BaHUM
6MOMeIUIIMHCKOTO KJI€TOYHOTI'O IIPOIYKTa, BHITOIOTIPMOOpEeTaTe b 110 JOTOBOPY 00s13aTEILHOTO
CTpaxoBaHMS BIIpaBe MPeIbSIBUTDH HEITOCPECTBEHHO CTPAXOBIIMKY TpebOBaHMe O BO3MENeHNUA
MpUYMHEHHOTo Bpeaa. CTpaxoBasi BbITJIaTa OCYIIECTBISIETCS CTPAXOBIIVMKOM B TeUeHMe TPUALIATH JHel COo
ITHSI TIpeICTaBIeHNUSI HEOOXOAMMBIX TOKYMEHTOB. [TalieHT, y4acTBOBAaBINIA B KIMHNYECKOM
McCIe0BaHUM OMOMEIUIIMHCKOTO KJIETOUHOTO MTPOAYKTA, UM BBITOAOIIPMOOpeTaTe b 110 1OTOBOPY
00sI13aTeIbHOTO CTPAaxOBaHMSI 00s13aH COOOIIUTD CTPAXOBIIMKY /ISl OCYIIECTBIEHMS CTPAXOBO BBITIIAThI
MHAVBUIYAIbHbBIN UIeHTUUKALIMOHHBI KO, MallieHTa, yCTaHOBJIEHHbBII CTpaxoBaTejeM B COOTBETCTBUM
C TUIIOBBIMM IIpaBUIaMM 00sI3aTEIbHOIO CTPaXOBaHMS.

12. lo moHOTO OTIpefiesieHMs pa3Mepa ojieskalero Bo3MellleHUI0 Bpela CTPaXOBIIMK 10 3asIBJIEHUIO
MalyeHTa, y9aCTBOBABIIEro B KIMHMYECKOM MCCIeq0BaHMM OMOMEeAUIIMHCKOTO KJIeTOUHOTrO MMPOIYKTa, UIN
3as1BJIEHMIO BBITOIOTIPMOOpeTaTesl BIIpaBe OCYIeCTBUTh YaCTh CTPaX0BOii BHIIIAThI, COOTBETCTBYIOIIYIO
(daxkTHuecku orpee/IeHHOM YacTy MIPUUMHEHHOTO Bpeza.

13. CTanOBaH BbITJIaTa B COOTBETCTBMM C JOTOBOPOM 00s13aTeIbHOTO CTpaXOBaHMS OCYILIECTBJISAETCSI
HE3aBMCHUMMO OT BBITIIAT, IIPUYNUTAIOMINXCS 10 APYTUM BUOAM CTPAXOBaHMSI.

14. He JOOITyCKaeTCsd yuyaCTHe InalyeHTa B IIpOBeJeHMM KIMHUYECKOI'o UCC/IeJOBaHM 6I/IOMeI[I/II_[I/IHCKOI‘O
KJIETOYHOTO ITPOOYKTaA IMMPpU OTCYTCTBUM OOTOBOpAa 00s13aTeIbHOTO CTpaXOBaHM.

15. KoHTposb 32 UCTIOJIHEHMEM OpTaHu3aliyeii, Moay4yuBIleit paspellieHe Ha IpoBeieHNe KIMHUYeCKOTro
ucciief0BaHus 6MOMeIUIIMHCKOTO KJIeTOYHOTO MPOAYKTa, YCTAHOBAEHHOM HACTOsIIelt cTaTbei
00513aHHOCTM T10 CTPAaXOBAHMIO KM3HM, 30,0POBbS MAl[MeHTa, y4aCTBYIOLEro B KIMHUUECKOM UCCIeI0BaHUM
61OMeINIIMHCKOTO KJIETOYHOTO MPOAYKTA, OCYIECTBIISIETCS YIIOJTHOMOYEHHbIM (delepaTbHbIM OPTraHOM
VICTIOJTHUTENbHOV BJIAaCTH, BBIJABUIMM paspelleHye Ha IIPOBeleHle KIVMHNYEeCKOI0 MCC/IeJOBaHNS
61OMeIVIIMHCKOTO KJIETOYHOTO MPOAYKTA.

Cratba 33. MonyueHne Guonoruyeckoro Matepuana

1. IToryueHne 6M0JIOIMUECKOr0 MaTepuaia OT JoHOpa 6M0I0rMUYeCcKOro MaTepuasa A1 IIpou3BOACTBa
OMOMeIMIIMHCKMX KIeTOYHBIX ITPOAYKTOB, B TOM UMCJ/IE B LeJISIX IIPOBEeAeH NS JOKIMHNUECKUX
MCCIIeOBaHui U (MIU) KIMHUYECKUX MCC/IeqOBaHNi, M MeAUIIMHCKOe 06cieIoBaHMe JOHOpa
OMOJIOTMYECKOT0 MaTepyaa B Le/IsIX BbISIBIEHNS IIPOTUBOIIOKA3aHMIA [IJIS1 ITOJTyUYEHMS OT HEro
OMOJIOTMYECKOr0 MaTepyasa IPOBOASITCS B OPTaHU3aIMIX, MUMEIOLIMX JIUI[€H3UI0 Ha MeIUIMHCKYIO
IesTeIbHOCTh, Ha OCHOBAHMM TOIOBOpa MEXKIY TaKOi OpraHmusalyeii 1 mpou3BoIuTeIeM
O6MOMeIVNIIMHCKUX KJIETOYHBIX TPOAYKTOB 3a CUET YKA3aHHOTO MMPOM3BOIMUTEIS.

2. ITpaBuia nmosyyeHus: 6MOJIOTMUECKOT0 MaTepuasa Ajisl IPou3BOACTBA OMOMEeAMUIIMHCKUX KIETOUHBIX
MIPOIYKTOB ¥ Iepefaun ero mpoM3BOAUTEI0 OMOMEeAUIIMHCKUX KIE€TOUYHBIX ITPOTYKTOB YCTAHABIMBAIOTCS
YIIOJIHOMOYEHHbBIM ¢eJiepaibHbIM OPTaHOM UCITOJTHUTEbHO BIACTH.

3. ITonyueHne 61M0JIOrMUECKOrO MaTepumasa Ijs IPOM3BOICTBA 6MOMEINIIMHCKMX KJIETOUHBIX ITPOTYKTOB
MIpY TIPVSKM3HEHHOM TOHOPCTBE IOMYCKAETCS TPY HAIMYMYM BbIPAasK€HHOTO B IMUMCbMEHHOI popme U
BHECEHHOTO B MeIUIIMHCKYIO JOKYMEHTALIMIO TIOHOpa:

1) uHpOPMMPOBAHHOTO JOOPOBOJBLHOTO COTJIACHUS COBEPIIEHHOIETHETO JIeeCII0COOHOTr0 JINIa MO0
HeCOBepIIIeHHOJIETHETO JInIIa, 00'bSIBJIEHHOTO B YCTAHOBIEHHOM 3aKOHOM IOPSIIKe IMOTHOCTbIO
IeecrocoOHbIM, ITPOIIeIIIero MeIUIIMHCKOe 06c/ieloBaHe, Ha 6€3B03Me3THOe TIPeI0CTaB/IeHNE CBOETO
6MOJIOTMYeCKOT0 MaTepuaa JIjist MPOU3BOACTBA 6MOMEIUIIMHCKOTO KJI€TOUHOTO ITPOIYKTa, B TOM UMCIIe B



LeJISIX IPoBeAeH s JOKINMHUYECKUX UCCTIeA0BaHUI U (MJIN) KIMHUYECKUX UCC/IeTOBAHWIA;

2) MH(GOPMMPOBAHHOI'O JOOPOBOJBLHOTO COIIACHS OJHOTO M3 POAUTEIEN UM MHOIO 3aKOHHOIO
MpeCcTaBUTENSI HECOBEPIIEHHOIETHETO JINIIa (33 UCK/II0YEeHeM HeCOBEPIIEHHOIETHETO JINIA, YKa3aHHOTO
B IMyHKTe 1 HACTOSIIEN 4acTh), a TAaKKe JUIa, IPU3HAHHOTO B YCTAHOBJIEHHOM 3aKOHOM ITOpsIAKE
HeleeCIroCOOHBIM M/ OTPAaHMYEHHO IeeCIOCOOHBIM, Ha 6€3B03Me3THOE IIPpeaoCTaBIeHMe O10I0TMUeCKOT0
MaTepuasia JaHHOTO JIMIIA JISI TPOU3BOACTBA OMOMEAUIIMHCKOTO KIETOUHOTO IMPOAYKTa, B TOM UMCjIe B
LeJIsIX IpoBeAeH s JOKINHUUECKUX UCCTIeA0BaHUI U (MIN) KIMHUYECKUX UCCieoBaHuii. [lonyueHne
610IOTMYECKOT0 MaTepuaa y JIKII, yKa3aHHBIX B HACTOSIIIIEM ITYHKTE, OITYCKAeTCsI TOJIbKO B CIy4asix, eC/iu
O6MOMeIUIIMHCKIMIA KIeTOUHbBIN MPOAYKT IpegHa3HaueH IJ1s1 IPUMEHEeHMSI UCKTIOUUTEIbHO STUM JINIaM
WIU UX POICTBEHHMKAM - OMOJIOTUUYECKUM POOUTE/ISIM, POOHBIM AETIM, POJHBIM OPaThsIM M POJSHBIM
cecTpaM.

4. JIutio, yka3aHHOe B MMyHKTe 1 4acTu 3 HACTOSIIEl CTaTb, MOKET B MMCbMEHHOI Gopme, 3aBepeHHOI
PYKOBOIMTEIEM MeIUIIMHCKOM OpraHu3anum Jinbo HOTapualbHO, BIPa3UTh CBOE BOJIEU3bSIBIEHME O
COTJIaCUM MM O HeCOIJIaCMM Ha TTIOCMEPTHOE IpeloCcTaB/IeH e ero 610JIorMUYecKoro MmaTepuana Jjist
MPOM3BOJICTBA OMOMEIUIIMHCKOTO KI€TOYHOTO ITPOAYKTa.

5. B cmyyae OTCYTCTBMS BBIPasKeHHOTO MIPY KM3HM BOTEU3bSIBAEHUS IUIA, YKa3aHHOTO B yHKTe 1 yacTu 3
HaCTOSIIIelt CTaTb!, B OTHOIIEHM M TIOCMEPTHOTO JOHOPCTBA MOTy4YeHNe MOoc/ie ero CMepTy 610I0rM4ecKoro
MaTtepuaia Ajisi Ipou3BOJCTBA OMOMEeANLIMHCKOTO KJIETOYHOTO MPOAYKTA JOIMYyCKAeTCs IIPU HATUUUN
MUCbMEHHOTIO COTJIacusl CyTnpyra (CyIpyru) ymepliero, a mpu ero (ee) OTCyTCTBUM - OJHOTO U3
POJICTBEHHUKOB (€T, POOUTEU, YChIHOBJIEHHbIE, YCBIHOBUTEI!, POJIHbIE OpPaThs U PO HbIE CECTPHI,
BHYKMU, leAYIIKM 1 6a0yIIKM), 3aBepeHHOT0 PyKOBOAUTEeIeM MeAUIIMHCKOM opraHu3auy uin
YIIOJTHOMOYEHHBIM MM JIMI[OM JINOO HOTapUaIbHO.

6. InopMmaiist 0 HaIMUMM BOJEU3IBbSIBIEHUS JINIIA, YKA3aHHOTO B YaCTM 4 HACTOSIIIEN CTATbU, MHBIX JIUII B
cJIydae, MpeayCMOTPEHHOM YacThIO 5 HACTOSIIIEl CTaThbU, BHOCUTCSI B MEIUIIMHCKYIO TOKYMEHTAaI IO
IOHOpA.

7. HOJIYLIQHI/IE 6110JI0TMYECKOTO MaTepuajia IIpy IIOCMePpTHOM JOHOPCTBE HE AOITYCKaeTCs:

1) eciu Iipu KMU3HU JIUII0, YKa3aHHOE B ITyHKTe 1 yacTu 3 HaCTOsIIIei CTaThy, BbIPA3niIo B YCTHOI dhopMe B
MIPUCYTCTBUM CBUJETEJEN CBOE BOJIEN3bsIBIEHME O HECOT/IACMM Ha IOCMEPTHOE NpeloCTaBIeHK e
610I0TMYeCcKOro MaTepuaia JIjsi MPou3BOACTBA 6MOMeIUIIMHCKOTO KIeTOUHOTO IMTPOAYKTA U TaHHbIe 00
3TOM BHECEHbI B MeIUIIMHCKYI0 TOKYMEHTAIMI0 JaHHOTO JINLA B TTOPsIIKe, YCTAHOBJIEHHOM
YIIOJTHOMOYEeHHBIM (deJiepaabHbIM OpPraHOM MCIIOJIHUTEIbHO BJIaCTH;

2) y yMepIlIero HecoBepilieHHOIe THETO JINIIa, 3a MCK/IIOUeHYEM YKa3aHHOTO B IIyHKTe 1 yacTy 3 HacTosIIeil
CTaThy, WIN Y INIIA, IPU3HAHHOIO B YCTAHOBJIEHHOM 3aKOHOM IOPS/IKE He1eeCIIoCO6HbIM;

3) Ipu OTCYTCTBUU OLHOBPEMEHHO BOJIEU3bSIBIEHNS, BBIPA)KEHHOTO TIPYU KU3HU JINIIOM, YKa3aHHBIM B
MyHKTe 1 yacTu 3 HacTosIIel CTaTbi, O COTJIAaCMM Ha IMIOCMEPTHOE TpeloCcTaB/IeHe 610JI0TUUECKOTO
MaTepuasa 1jisi Ipou3BO/ICTBa 6MOMeIUITMHCKOTO KJIeTOYHOTO ITPOAYKTa, U COTIacus ero cympyra
(cympyru), a Ipu ero (ee) OTCYTCTBUM - OJHOTO 13 POACTBEHHMKOB, YKa3aHHBIX B YaCTH 5 HacTosI el
CTaTbU.

8. ®opma MHGOPMUPOBAHHOTO J,OOPOBOIBHOTO COTJIACKS TOHOPA 6MOJIOrMYeCKOro MaTepuasa 160 OgHOTO
M3 poauTeNei UM MHOTO 3aKOHHOTO ITPeICTaBUTe IS JIMIIA, YKa3aHHOTO B ITyHKTE 2 YacTy 3 HACTOsIIIen
CTaThby, Ha 6€3BO3Me3HOE MpeIoCTaBIeHN e 610IOTMUECKOr0 MaTepuaa AJjisi IPou3BOACTBA
0MOMEeIUIIMHCKOTO KJI€TOYHOIO IIPOAYKTA, B TOM UMCJIe B LIeJISIX IPOBEIeHMS JOKIMHUIECKIUX
MccIenoBaHuit M (WIN) KIMHUYECKUX MccaeqoBaHmii, Gopma MMCbMEeHHOTO COTIacusl CyIpyra (Cympyru)
160 OTHOTO U3 POACTBEHHMKOB, YKa3aHHbIX B YaCTM 5 HACTOSIIIEN CTaTby, yMepIIero Julia Ha
IIOCMepTHOEe ITpeaoCcTaB/IeHe 610JIOrMYeCKOro MaTepuasia sl IPOM3BOACTBA 61MOMeIUIIMTHCKOTO
KJIETOYHOT'O IIPOAYKTA, B TOM YMCJIE B LIeJISIX TPOBEIeHMS JOKIVMHUYECKUX VICC/IeIOBAHMIA U (MJIN)
KIMHUYECKUX MCCIeq0BaHMIA, YTBEPXKIAIOTCS YIIOJTHOMOUYEHHbIM (pefiepaabHbIM OpraHOM UCIIOTHUTETbHOM



BJIACTHU.

Cratba 34. MpaBa 1 0653aHHOCTM AOHOPA OBUONOrMYECKOrO MaTepHUana, ero poAUTENEH U MHbIX 3aKOHHBIX
npeacraBuTenei

1. ToHOp 610IOrMUECKOro MaTepuaja Ipyu IPMUKM3HEHHOM JJOHOPCTBE (OVH M3 €ro POAUTeNei U MHOI
3aKOHHBIN ITpeCTaBUTe/b) MMeeT ITPaBo:

1) Ha 3aLMTY IIpaB ¥ OXPaHy 340POBbs JOHOPA;
2) Ha 03HAKOMJIEHME C pe3yJbTaTaMy MeAUIMHCKOTO 06C/eI0BaHMs JOHOPA;

3) Ha IoJIyueHue B JOCTYITHO ¢opme uHopMalu 0 6MOMeIUIIVHCKOM KJI€TOUHOM IPOAYKTE, IJIsT
MPOM3BO/ICTBA KOTOPOTO MIPEIOCTAB/ISIETCSI OMOJOTUYECKMI MaTepyal, O IOPSAKe TOTyUeHUS U
MICITOJIb30BaHMs GMOIOrMUeCKOro MaTepuaja, 0 BO3MOKHBIX ITOC/TIeACTBUSIX U3bITUS OMOTOTUUECKOTO
MaTepuasa Ijist 30POBbsI TOHOPA;

4) Ha rosTyyeHue MeIUIMHCKOM IMOMOIIM B paMKaXxX ITPOrpaMMbl TOCYJapCTBEHHBIX TApaHTHUI1 6eCIIaTHOTO
OKa3aHMs rpakAaHaM MeAULIMHCKON MOMOIIM B C/lyuae BOSHMKHOBEHMS Y IOHOPA peakunii u
OCJIO)KHEHMU, CBSI3aHHBIX C IOHOPCTBOM;

5) Ha oTka3 B J1I000it MOMEHT OT IIpefoCTaBIeHNs OMOJIOrMYeCKOro MaTepuania.

2. JIoHOp 6MOJIOrMYeCKOro MaTepuaia (OAVH M3 ero POAUTesIeii UV MHOV 3aKOHHBII ITpeICTaBUTEIb) IIPU
MIPUMKM3HEHHOM JIOHOPCTBE 00513aH COOOIIUTD:

1) nHbOpMaLMio 06 M3BECTHBIX €My 3a60/IeBaHUSIX, TepeHeCeHHbIX JOHOPOM U (MJTU) UMEIOIIMUXCS Y
IIOHOpA;

2) uabopmauuio 06 yrnorpebaeHn JOHOPOM HapKOTUUECKUX CPEICTB, ICUXOTPOITHBIX BEIeCTB,
JIeKapCTBEHHBIX ITPeIapaToB;

3) uHbIE CBeIEHMS, MMeoIMe 3HaUeHMe JIJIs1 0becrieueHnst 6e30MacHOro JOHOPCTBA OMOTIOTMYECKOTO
MaTepuasa, mepeueHb KOTOPbIX YTBEPKIAeTCS YIIOTHOMOUYEHHBIM (eiepasbHbIM OPraHOM
VICTIOTHUTEIbHOM BIACTH.

3. lIoHOp 6MOJIOrMYECKOr0 MaTepuasa Ipy NPYKU3HEHHOM JOHOPCTBE 06s13aH IMPOMATY MeIUIIMHCKOe
obcmemoBaHMe. YKasaHHOe MeIMIIMHCKOe 00c/iefoBaHMe SIBISIeTCS AJIs JOHOpa 6ecriaTHbIM. [Topsimok
MeIUIIMHCKOTO 00cIe0BaHMsI JOHOPA U ITepevyeHb MPOTMUBOITOKa3aHMi1 (a0COTIOTHBIX M OTHOCUTE/IbHBIX)
IS TIOJTYYeHMSI OMOJIOTMUECKOT0 MaTepyuasia YTBePKIarT s YIIOJTHOMOUEHHBIM (eepaabHbIM OPraHOM
MCIIOJTHUTEJIbHOM BJIACTU.

4. [ToHOp 6GMOIOrMUYEeCKOTO MaTepuasa (OAMH U3 ero pOAUTe e UM UHOM 3aKOHHbIN IPeICTaBUTe/b) TP
MPV>KU3HEHHOM JIOHOPCTBE, YMBIILJIEHHO CKPBIBIIMIT UJIM MCKA3UBILINI U3BECTHBIE €MY CBEIEHMS O
COCTOSIHMM 3[TOPOBBSI IOHOPA IIPU OCYIIECTBACHUM UM ITPUKM3HEHHOI'O JOHOPCTBA OM0JIOTUYECKOTO
MaTepuasa, B pe3yabTaTe 4ero ObUl IpUUYMHEH Bpe, sKM3HY, 30POBbIO Mal[MeHTa, MeAUIIMHCKIX
PabOTHMKOB, MHBIX JIUII, HECET OTBETCTBEHHOCTD, YCTAHOBJIEHHYIO 3aKOHOIaTeIbCTBOM Poccuiickoii
Oenepanym.

Cratbs 35. "pOMBBOACTBO U peanusauua 6MOMeaULIMHCKMX KNETOYHbIX NPOAYKTOB

1. [Ipou3BOACTBO GMOMEOUIIMHCKOTO KJIETOYHOTO MPOAYKTA OCYIIECTB/SIETCS C COOJII0IeHEM TPeOOBaHMIA
perjiaMeHTa ero MpoM3BOACTBA, KOTOPBIN YTBEPKIAETCSI TPOM3BOAUTENIEM OMOMEeAUIIMHCKOTO K€ TOUHOTO
MIPOJIYKTa ¥ BKIIOYAET B CeOSI:

1) mepeyeHb UCIOJb3yeMbIX KJIETOUHBIX JIMHWUIA, JIEKAPCTBEHHbBIX ITpenapaToB, GapmalieBTUUeCKUX
CcyOCTaH LIV, MeIUIIVHCKUX U3 IeIUi1 ¥ BCTIOMOTaTeIbHBIX BEIECTB C YKa3aHMeM KOJIMUYeCTBa Kaskaoro 13
HUX;



2) naHHbIe 006 UCIONIb3yeMOM 060PyIOBaHMM, OIMCaHNe TeXHOJIOTMYeCKOTO Mpoliecca ¥ MeTOL0B KOHTPOJIST
Ha BCeX JTarnax Mpou3BOACTBA 6MOMeIUIMHCKOTO KJI€TOYHOTO MPOIYKTA.

2. TIpaBuiia MpOM3BO/ICTBA OMOMEIUIIVIHCKIUX KIIETOUHBIX ITPOYKTOB YCTAHABIMBAIOTCS MTPaBUIaMU
HaJijiexkaniei MpakTUKM 1o pabore ¢ 6MOMeIUIIMHCKUMM KJI€TOUHBIMU MTPOAYKTAMU, YTBEPsKIe HHbIMMU
YIIOJTHOMOYEeHHbIM (deJlepaabHbIM OPraHOM MCIIOJIHUTEIbHO BIaCTH.

3. I[Ipou3BOACTBO He 3aperuCcTPUPOBaHHbIX B Poccuiickoit @emepanyy 6MoMeINIIMHCKUX KIETOUHbBIX
MPOAYKTOB, 32 UCKTIOUEHMEM CJTy4aeB MPOMU3BOACTBA OMOMeIUIIMHCKUX KIETOUYHBIX MPOAYKTOB AJIS 1ieseit
OOKIMHUYECKUX UCCIeA0BaHMI OMOMeINIMHCKIMX KI€TOUYHbIX ITPOAYKTOB M KIMHUYECKUX MCCIeJOBaHMI
OMOMEeIUIIMHCKUX KJIeTOYHBIX ITPOAYKTOB, HE JOITYCKAeTCs.

4. 3aperucTpMpOBaAHHbIN OMOMeANIIMHCKII K€ TOUHBII MPOAYKT OMpeae/IeHHOTO TUIIA (ayTOJIOTUYHBIN,
aJUIOTeHHbI, KOMOMHMPOBAHHBII) MOKET IMPOM3BOAUTHCS C VICIIOTb30BaHMEM K€ TOYHBIX JIMHUIA,
MIPUTOTOBJIEHHBIX 13 OMOJIOTMYECKOTO MaTepuaa, MoJyYeHHOTO OT pas3/JIMYHbIX JOHOPOB. [1pn
cobmomeHny TpeboBaHMIi, YCTAHOBIEHHBIX ITPY TOCYIapCTBEHHON perucTpanmuy 61MoMeaUIIMHCKOTO
KJIETOYHOTO MTPOAYKTA, TOBTOPHAS TOCYIapCTBEHHAS PETUCTPALIMS TAKOTO OMOMEIUIIMHCKOTO KJI€TOUYHOTO
MPOAYKTA He TpedyeTcs.

5. 3ampemniaeTcst MpOM3BOACTBO:
1) banbcuduUIMPOBaHHBIX OMOMEIUIIMHCKIAX KJIETOUHBIX ITPOIYKTOB;

2) 6MOMeIUIIVHCKUX KIE€TOUHBIX ITPOIYKTOB C HapylIeHeM MPaBU/I HaijIekalei mpakTUKY 1o pabore ¢
61OMeIUITMHCKUMMY KI€TOUHBIMU MMPOAYKTAMM.

6. IToaTBEepsKIEHME COOTBETCTBUS ITPOM3BEIEHHOI0 6IOMEeIUIIMHCKOIO KJI€TOYHOIO ITPOAYKTa
Tpe6OBaHMSIM, YCTAaHOBJIEHHBIM TPV €TI0 FOCYIapCTBEHHOM PernMcTpauyumn, U COOTBETCTBHUS IIPOIiecca ero
MIPOM3BOJICTBA TPeOOBAHMSIM HajIeskallei MPaKTUKY 110 paboTe ¢ 6M1OMeIUIIMHCKUMM K€ TOUHBIMM
MPOAYKTAMM OCYILECTBIISIETCS YIIOJTHOMOYEHHBIM JIMIIOM ITPOM3BOAUTESI OMIOMe IUIIMHCKOTO KI€TOUHOTO
MPOAYKTA, 32 UCKTIOUEHEM OMOMeIUIIMHCKUX KJIEeTOUYHBIX IPOAYKTOB, IIPOM3BEeIeHHBIX JIJIs
TOKJIMHMYECKUX VCCIeA0BAHNUI U KIMHUYECKUX VCC/IeA0BaHNI OMOMeIUIIMHCKUX KI€TOUHBIX ITPOIYKTOB.
Tpeb6oBaHMs K YPOBHIO 00pa30BaHMsI U KBaAMPUKALIMY, TOPSIAOK aTTecTaluy yIIoJTHOMOYEHHOTO JnIia
MIPOM3BOANUTEST OMOMEIUIIMHCKOTO KJI€TOYHOTO IMTPOAYKTA M €ro ITOJITHOMOYMS 10 06ecrieueH 0 KauecTBa
O6MOMEeIUIIMHCKOTO KJIETOUYHOTO MPOAYKTa, BBOJAMMOrO B 0OpallleHye, yCTaHaBIMBAIOTCS YIIOTHOMOYE HHBIM
dbenepasbHBIM OPTaHOM UCIIOJHUTEIbHON BIACTH.

7. IIpousBoguTe M GMOMEIUIIMHCKUX KJI€TOYHBIX ITPOTYKTOB MOTYT OCYII€CTBJISTh Peaan3amio
OMOMEeIUIIMHCKMUX KJI€TOUYHbIX ITPOAYKTOB:

1) OPYTUM IIPOMU3BOAUTEJIAM 6MOMG,H,I/ILU/IHCKI/IX KJII€TOUHBIX ITPOOYKTOB OJIA IIPOM3BOACTBA
6]/[0M€,ILI/[LU/[HCKI/IX KJIETOYHLIX ITPOAYKTOB;

Z) Hay4YHbIM OpraHmU3anmsMm, O6p8.30BaT€I[beIM Oopranm3anyuam OJisd IIPpOBedEeHMS HAYUHbIX MCCHG,ELOB&HMVI;
3) OpraHm3anyusam, OCymeCTBJAAIIINM MeIAMINHCKYIO JeSIATEe/IbHOCTb.

8. IIpaBumia peanusanum 6MoMe IUIIMHCKMX K€ TOUHBIX ITPOAYKTOB YCTaHABIMBAOTCS [IpaBUTEIHCTBOM
Poccuiickoit @engepaiiumn.

Cratbs 36. MapkupoBKa 6GuoMe AMUMHCKUX KNEeTOYHBIX NPOAYKTOB

1. [TepeueHb cBeeHMI1, HAHOCMMBIX Ha TIEPBUYHYIO YIIAKOBKY, BTOPUYHYIO YIIAKOBKY OMOMeAUIIVHCKIX
KJIETOYHBIX MMPOJAYKTOB M TPAHCIIOPTHYIO Tapy, B KOTOPYIO MTOMellleH 6MoMeIUIIMHCKII KTeTOUHbI
MPOJIYKT, yCTAHABIMBAETCS YIIOJTHOMOUYEHHBIM (peiepaibHbIM OPTaHOM MCIIOTHUTENbHO BIACTU.

2. HepBI/I‘-IHaSI YIIaKOBKa 1 BTOpMYHAa4A YIIaKOBKa ayTOJIOTMYHbIX 6I/IOMEL[I/[L[I/IHCK]/IX KJII€TOUYHBIX ITPOAYKTOB U
KOM6I/IHI/Ip0BaHHbIX 6I/IOMe,ZLI/II_U/IHCKI/IX KJIIETOUHBIX ITPOAYKTOB MAaPKUPYIOTCS C UCIIOJIb3OBAHMEM METOO0B



paiioyacTOTHOM MAeHTUGUKAIMM TPUHAIIEKHOCTH TAKOTO 6MOMEANIIMHCKOTO KIETOYHOTO MPOAYKTa
KOHKPETHOMY MalMeHTY B MOPS/IKe, yCTAHOBJIEHHOM YITOJTHOMOUYEHHBIM (peiepayibHbIM OpraHOM
MCIIOJIHUTEIbHO BJIaCTHU.

3. Ha mepBMYHY0 yIIaKOBKY ¥ BTOPUYHYIO YIIAKOBKY 6MOMeAUIIMHCKUX KIE€TOUHBIX ITPOYKTOB,
NpeJHa3HAaYEeHHbIX AJI1S1 JOKIMHUYECKUX UCCIeOBaHMI I KIMHUYECKUX UCC/IeOBaHN, HAHOCUTCS

oo

Hagnuck: "I JOKIMHMYECKUX MccaeqoBaumii’ uam "Iast KIMHUYEeCKUX UCCaeqOBaHuit" .

Cratba 37. TpaHCNOpTMPOBKA M XpaHeHue GUONOrMYEeCKoro MaTepuana, KNeToK Ans NPUroToBAEHUS KNETOUHBIX IMHWIA,
KNETOUHbIX JIMHWIA, NPeAHA3HAYEHHBIX AN NPOU3BOACTBA GMOMEANLIMHCKMX KNETOUHBIX NPOAYKTOB, 6UOMEAULMHCKUX
KNETOUHbIX NPOAYKTOB

1. Buonoruveckmnii MaTepuall, KIIeTKN OJId IIPUTOTOBJIEHMA KJIE€TOUHBIX HMHMﬁ, K/JIeTOUHbIE JIMHUN,
IIpegHa3HaudyeHHbIe )14 ITPpOM3BOACTBaA 6MOM€,£LI/ILU/IHCKI/IX KJIETOYHBIX ITPOAYKTOB, 6I/IOMe,IU/II_U/IHCKI/Ie
K/I€ETOUYHbIEe ITPOAYKTLI HO/IKHBI TPAHCIIOPTMPOBATHCA C CO6IIIO,IL€HI/I€M YCTaHaBJ/IMBA€MbIX
YIIOJTHOMOYE€HHBIM d)enepaanbIM OpraHom UCIOJTHUTEIbHONM BAaCTHU IIpaBUJI TPAHCIIOPTUPOBKN.

2. Buonoruyeckunin MaTepual, KJIeTKU OIS TIPUTOTOBJIEHUS KJI€TOYHBIX JIMHUM, KJI€TOUHbIE JIUHUN,
rpeaHa3HaueHHbIe [/ TPOM3BOACTBA OMOMEAUITMHCKUX KIETOUYHBIX TPOAYKTOB, 6MMOMe IUIIMHCKIE
KJIETOYHBIE ITPOIYKTHI JO/KHBI XPAHUTHCS B YCJIOBUSIX 6MM00aHKOB, 00€CITeUMBAIOIIMX COXPAHEHME UX
OMOIOTMYECKMX CBOVICTB M IPeIOTBpaLlaoNIMX MX MHPUIMPOBaHMeE U 3arpsIi3HeHMeE.

3. TpeboBaHMS K OpraHM3alIUM U OeSITeIbHOCTM 61M06aHKOB, a TAaKKe IpaBuiia XpaHeHUsT 0M10JI0TUIECKOTO
MaTepuasa, KIeTOK [Jisl IPUTOTOBIEHNS KJI€TOUHBIX JIVMHUIA, K€ TOYHBIX JIMHUI, TpeIHa3HAUeHHbIX JIJISI
MPOM3BO/ICTBA OMOMEIUIIMHCKMUX KI€TOUHBIX ITPOAYKTOB, OIOMEeIUIIMHCKMUX KIETOYHBIX ITPOTYKTOB
YCTaHAB/IMBAIOTCS YIIOJTHOMOUYEHHBIM (heepaabHbIM OPraHOM MCIIOJTHUTEIbHO BIaCTH.

Cratbsl 38. YHuuTOXKEHME HEBOCTPEOOBAHHOTO 6MONOrMYECKOro MaTepuana, HeBOCTPeOOBaHHbIX KNETOK ANs
NPUrOTOBNEHUA KNIETOUHBIX JIMHUIA, HEBOCTPEGOBAHHBIX KNETOUYHbIX IMHUM, NPeAHA3HAYEHHbIX AN1S NPOMU3BOACTBA
GMOMEAULIMHCKMX KNETOUHbIX NPOAYKTOB, HEBOCTPEOOBAHHbIX GMOMEAMLIMHCKMX KNETOYHbIX NPOAYKTOB

1. HeBoCTpeO6OBaHHBIN OMOIOTMUECKMIT MaTepyajl, HEBOCTPeOOBAHHbIE KIETKY JIJISI IPUTOTOBJIEHMS
KJIETOUYHBIX JIMHUII, HeBOCTpeOOBaHHbIE KJIETOUHbBIE TMHNUMA, TIpeHAa3HAUeHHbIe JIJISI TPOU3BOACTBA
O6MOMeIUIIMHCKMX KJIeTOYHBIX TPOAYKTOB, HEBOCTPEOOBaHHbBIE 6MOMEIUIIMHCKIE KJIETOUHbBIE TTPOTYKTI
MoyIekaT YHMUYTOKEHMIO B TIOPSAKE, YCTAHOBJIEHHOM 3aKOHOIATEIbCTBOM B cepe OXpaHbl 30POBbBSI.

2. ®anpcudULIMPOBaHHbIE 6MOMEIUIIMHCKME KIETOUHbIE IIPOIYKThI MY HeJJ0OpOKaueCTBeHHbIe
O6MOMeIUIIMHCKIME KIeTOYHbIE TPOAYKTHI MOJJIEXKAT U3BITUIO U3 06palleHus 1o pelieHno heaepaJbHOro
OpraHa MCIIOJIHUTEIbHO BIACTH, OCYIIECTBIISIONIEero (GyHKINM 10 KOHTPOJTIO 1 HaZi30py B cdepe
3apaBooxpaHeHus. [Tocimenyooiiee yHUUTOReHME (aabCUPUIVPOBAHHBIX OMOMEeIUIIMHCKUX K€ TOYHbIX
MIPOAYKTOB MJIY HeJOOPOKAUeCTBEHHbBIX OMOMeIVLIMHCKUX KJIETOUHBIX ITPOJYKTOB OCYIIECTB/ISIeTCS Ha
OCHOBaHMM pellleHusT Biaeblia 6MOMeIUIIMHCKOTO KJI€TOYHOTO MPOAYKTa U (M/IN) pelIeH s
(demepaabHOrO OpraHa MCIOJHUTENbHO BACTH, OCYIIECTBISIONIEro (GyHKIMM IT0 KOHTPOJIIO M HaJI30py B
cdepe 3apaBOOXpaHEHMS, MU PeIIeHUsI CYAa.

3. KourpadakTHbie 6MOMeAUIIMHCKIE KJIeTOYHbIE ITPOAYKTHI ITOIJIeKAT U3BSITUIO M3 00palieHns 1
YHUUTOKEHUIO 10 PEeIIeHNIO Cyaa.

4. TTopsimoKk yHUUTOKeHUS hanbcubULPOBAHHBIX OMOMeOUIIMHCKUX KJIEeTOUYHBIX ITPOIYKTOB,
HeJJ06pOKaueCTBEeHHBIX OMOMEIUITMHCKUX KJI€TOUHBIX TPOIYKTOB U KOHTPahaKTHbBIX 6MOMeIUIMHCKUX
KJIETOUHBIX [IPOLYKTOB ycTaHaBauBaetcs [IpaBurtenbcTBoM Poccuiickon @enepanunt.

5. Pacxompbl, CBSI3aHHBIE C YHUUTOXEeHMEM (GaabCUPUIIVPOBAHHBIX OMOMEIUIIMHCKUX KI€TOUHbBIX
MPOIYKTOB, HeOOPOKAUeCTBEHHBIX OMOMEANIIMHCKUX KJIE€TOYHBIX ITPOAYKTOB 1 KOHTPadaKTHBIX
6MOMeIUIIMHCKUX KIeTOYHbIX MTPOAYKTOB, BO3MEIAIOTCS UX BIafeTbllaMMu.



6. Bnagenern 61MoMeAUIIMHCKOTO KJIETOYHOTO IMPOAYKTA AOJIKEH MPeICTaBUTDb B (eiepanibHbIi OpraH
MCIIOJTHUTEIbHO BJIACTM, OCYLIECTB/SIONMIT GYHKIMM 110 KOHTPOJIIO ¥ HaZ30py B cepe
3paBOOXpaHeHMs], JOKYMEHT, TTOATBEPK AN (aKT YHUUTOKEHMSI 6MOMeIUIIMHCKOT0 KJIETOUHOTO
MIPOJIYKTa, WIN €ro 3aBepeHHYI0 B YCTAaHOBJIEHHOM TOPSIIKe KOMMUIO.

7. ®epepanbHblii OpraH UCIIOJIHUTEIbHO BIACTHU, OCYILeCTBSIONMI GYHKIMM 10 KOHTPOJIIO ¥ HAaJ30py B
cdepe 3mpaBoOOXpaHeHNSs, IPUHSBIINI pelieHe 00 YHUUTOXKEeHUY 61MOMeIUIITHCKOTO KJI€TOYHOTO
MPOAYKTA, OCYIIECTBISIET KOHTPOJIb 3@ VICIIOJTHEHMEM YKa3aHHOT'O PeIeHMsI.

Cratbsl 39. Oco6eHHOCTH OKa3aHWUA MeAULMHCKON NOMOLLM C npuMeHeHueM 6MOMEAULIMHCKMX KNETOYHbIX NpoAyKTOB

1. MeIMIIMHCKYIO TIOMOIIb C TIPUMeHeHeM 6MoMeaUIIMHCKMUX KIeTOYHbIX IIPOAYKTOB MOTYT OKa3bIBaTh
MeJIUIIMHCKYEe pabOTHUKMY, Mpoliieiie o0ydyeHe 10 TOMOJIHUTeIbHOM mpodeccruoHanbHOI TporpaMme
(porpaMme MOBBIIIEeHNST KBaIMbUKAIMN) TIO BOITPOCAM ITPUMeHEHUS 6MOMeIUIIMHCKUX KIIeTOUHbBIX
MpoAyKTOB. [IpMepHble AOTIONHUTENbHbIE TPodeccuoHalbHbie MPOrpaMMbl (TPOrPaMMbI ITOBBIILIEHNS
KBaMduKaum) o BOIpocam puMeHeHUsI 611OMeIUIIMHCKUX KJI€TOUHBIX MTPOLYKTOB YTBEPKIAIOTCS
YIIOJIHOMOYEHHBIM (heJiepaibHbIM OPTaHOM MCIIOTHUTE/bHO BIACTH.

2. CamocCTOSTE/IbHOE MNpMMeHeHHe ITallMeHTOM 6I/IOMe,ELI/ILU/IHCKI/IX KJIETOUHBIX IIPOAYKTOB HE OOITYCKAeTCs.

3. buoMmeauIIMHCKME KIeTOYHbIE TPOAYKThI, B COCTAB KOTOPBIX BXOAST KJIETOUHBIE JIMHVM, TOTyYeHHbIE U3
6110JI0TMYeCKOro MaTepuasia JoOHOpa 61MOI0TMUeCKOro MaTepuasa, MMeIoIiero MpoTUBOIIOKa3aHMS,
BK/TIOUEHHbIE B TIepeveHb IMPOTUBOITOKA3aHM (A6COMIOTHBIX ¥ OTHOCUTEIbHBIX) AJIS TIOJTyUeHUS
0610JIOrMYECKOro MaTepuasa Ijisi IPOM3BOICTBA OMOMEIUIIMHCKMX KI€TOUHBIX ITPOJAYKTOB, MOTYT OBITh
MIpMMeHEHBI JIJIS JIeUeHMSI TOJIbKO CaMOTO0 IOHOPA 3TOT0 6M0IOrMYeCcKoro MaTepuana (ayToJIorMYHoe
IpUMeHEeHNe).

Cratbs 40. UHdopmauus 0 GUOMEANLMHCKMX KNETOUHbIX NPOAYKTaX

1. Uadopmanyst 0 6MOMeAUIIVHCKMX KJIETOUHbBIX IPOIYKTAX TOIKHA COIepsKaThbCs TOJIbKO B
CrielMaamM3upPoOBaHHbBIX U3TAHUSIX, B TOM YMCIe MOHOTpadusix, CIIPaBOYHMKAX, HAYUYHBIX CTAThSIX, TOKIaAax
Ha KOHTpeccax, KoHbepeHUMSIX, CMMITIO3MyMax, HAayUHbIX COBETaX, Ha CIIelMaa3POBAaHHbBIX CaliTax B CETU
"MIHTepHeT", a TaKKe B MHCTPYKIIUSIX 10 ITPUMEHEHMI0 OMOMeIUIIMHCKMUX KIeTOYHbIX IMTPOAYKTOB U IPYTUX
MHGOPMAIMOHHBIX MaTepUajax, MpeJHa3HAYeHHbBIX /IS MeAVLIMHCKUX PAaOOTHUKOB.

2. HOHYCKaeTCH MCIOJIb30BaHMe JIIObIX MaTepHaJIbHbIX HOCI/ITE]IGVI, ITO3BOIAIOIINX XPAHUTD, I1epegaBaTb U
MCIIOJIb30BaThb I/IH(bOpMaI_U/IIO (0) 6I/IOMEIU/ILU/IHCKI/IX KJIETOUHBIX ITPOAYKTAax 6e3 MCKaKeHMIA.

Cratbs 41. MoHuTOpUHT 6€30NaCHOCTU GUOMEAULIMHCKMX KNETOYHbIX NPOAYKTOB

1. BuomeguIMHCKME KIETOUHbIe IPOIYKTHI, HAXOoasImuecs B oopaieHnn B Poccuiickoit degeparn,
O/JIe3KaT MOHUTOPUHTY O€30IIaCHOCTHM B LIEJISIX BBISIBJIEHNSI BO3MOSKHBIX HETaTUBHBIX ITOCIEICTBUIT UX
MIpUMEeHEeHMSI, KOTOPbIi TPOBOAUTCS (heepaabHbIM OPraHOM MCIIOJTHUTEIbHON BJIaCTH, OCYLIECTBIISIONIM
(byHKIMM 110 KOHTPOJIIO U HaJ30py B cepe 3ApaBoOXpaHeHMs], B YCTAHOBJIEHHOM UM IOpsIIKe Ha
OCHOBAHMM COOOIEHMI, TPEeAYCMOTPEHHbBIX YaCTSIMM 2 U 3 HACTOSIIIEN CTAThM.

2. CyObeKTbI 06palieHns 6MoMeANIINHCKUX KIeTOUHbBIX MPOAYKTOB 00sI3aHbI HAITPAB/STh COOOIIEHMS O
MMOOOYHBIX JECTBUSIX, HesKeIaTebHbIX PeaKIMsIX, Cepbe3HbIX HEXeaTeTbHbIX PeaKIMsIX,
HerpeaBUIEHHBIX HEXXeIaTeTbHbIX PeaKLUMSIX TPV MPUMEHEHU Y OMOMeANIIMHCKUX KJIeTOUHBIX IIPOTYKTOB,
00 MHIVBUAYATbHOI HEIIePEeHOCMMOCTHM, OTCYTCTBUM 3D HEKTUBHOCTY OMOMEIUIIMHCKIX KIIE€TOUHbBIX
MPOAYKTOB, 00 0COOEHHOCTSX X B3aMMO/IECTBMS C IeKapCTBEHHbIMU ITperapaTaMmu, MeAUIMHCKUMMU
MU3OeIUSIMU, UIIEBbIMU ITPOAYKTAMU, APYTUMM OMOMEAUIMHCKUMY KJI€TOUYHBIMY IIPOAYKTaMM, a TaKKe 00
MHBIX (PaKkTax 1 006CTOSATETBCTBAX, TPEACTABIISIONIMX YIPO3Y KMU3HU WM 3J0POBbIO UeIoBeKa Py
MIpUMeHeHUY 6MOMEeIUIIMHCKMUX KI€TOYHBIX ITPOAYKTOB ¥ BBISIBJIEHHBIX Ha BCEX ITaIrax obpamieHus
6MoOMeIUIIMHCKUX KIeTOUHBIX IPOTYKTOB B Poccuiickoit denepaniyn.



3. OpraHu3saium, OKa3bIBawIMe MeIUIIMHCKYIO ITOMOIIb 6epeMeHHbIM, POSKEHUIIAM, POOUIBHUIIAM U
HOBOPOXXI€HHbIM, 00s13aHbI HAIIPABJISATh COOOIEHNMSI 000 BCEX CayUassX POKIeHUS JeTei ¢ BpOXKIeHHbIMU
aHOMaJIMSIMM MJTU TIOPOKAMU Pa3BUTHUS B CIydae, eC/iv B OTHOILIEHUY OJHOTO U3 POIUTeNel TakuX JeTei
paHee IpU MeIUIIVTHCKOM BMeIllaTe/IbCTBE MPUMEHSUIMCh 6MIOMeIUIIHCKYE KIIeTOUHbIe TTPOSYKThI.

4. Bnazieblibl PETUCTPALIIOHHBIX YIOCTOBEPEHM T OMIOMEIUILIVIHCKUX KIE€TOUHbIX ITPOTYKTOB,
IOpUIMYecKie JIMIIA, Ha MMSI KOTOPBIX BbIAHbI pa3pelleHus Ha ITpoBeeHe KIMHUUEeCKUX UCCIeI0OBaHM 1
6MOMeIUNIIMHCKMX KJIeTOYHBIX TPOAYKTOB, MO0 YIIOJTHOMOYEHHbIE UMM APYTHe I0pUaudecKye Julia B
paMKax obecrieueHus 6€30MacHOCTY 6MIOMeAUIIMHCKUX KIETOUHBIX MIPOJYKTOB B MOpsIKe, YCTAHOBIEHHOM
(dbemepasbHbBIM OPraHOM MCIIOJTHUTEIBHO BJIACTM, OCYLIECTB/ISIONMM (QYHKIMM TT0 KOHTPOJIIO ¥ HAaJ30pY B
cdepe 31paBoOXpaHeHMsI, 06sI3aHbI OCYIIECTBISATh IIPUEM, yueT, 06paboTKy, aHa/IU3 U XpaHEeHMe
MOCTYIIAIOIMX B UX aJipec OT CyO'beKTOB 0OpalleHMs 6MOMeIUIIMHCKUX KIETOUHBIX ITPOYKTOB 1 OPTaHOB
rOCYyIapCTBEHHOI BJIACTY COOOIIEHMIT O ITOO0YHBIX IEICTBUSIX, HEXXeATeTbHbIX PEAKIIMIX, CePbe3HbIX
HeKeJIaTeJIbHBIX PeakIusX, HelpeaBMIeHHbIX HeXKeIaTeTbHbIX PeakIMsIX IIPY TPUMEHEHUN
OMOMeIUIIMHCKMX KJIETOYHBIX TPOAYKTOB, 06 0COOEHHOCTSX MX B3aMMOIECTBUS C JIeKapCTBEHHbIMMU
npernapaTamu, MeJUIVHCKUMU U3HENUSIMU, UIIEeBbIMU ITPOIYKTAMU, IPYTUMMU 6MIOMe IULMHCKUMU
KJI€TOUHBIMU MPOTYKTaMU, 06 MHAMBUAYAIbHON HEITEPeHOCMMOCTHU, a TaKKe 06 MHBIX haKTax U
06CTOSITETBCTBAX, TTPEACTAB/ISIONINX YIPO3Y KU3HU MIIU 3JJ0POBBIO UeIOBEKA MO0 BAUSIONIMX Ha
M3MeHeHMe OTHOIIEHUS OKMAAeMOIi MOJIb3bl K BO3MOKHOMY PUCKY ITPMMEHEHNST 6OMeAUIIMHCKUX
K/I€TOUHBIX ITPOAYKTOB.

5. ITpu BbIsSIBIeHMM MHPOPMAIMUY, TPeIYCMOTPEHHOI YaCThIO 4 HACTOSIIEN CTaThy, BJIa €/ IbIIbI
PEruCcTPalMOHHBIX YIOCTOBEPEHMIT OMOMEINIIMHCKUX KJIETOUHBIX IPOAYKTOB, I0pUANYECKMEe TUIIA, HA MMS
KOTOPBIX BbIAHbI pa3pelieHns Ha IIPOBeieHM e KIMHNYECKMUX VCC/IeIOBaHNU OMOMeIUIIMHCKUX KI€TOYHBIX
MIPOAYKTOB, JIN6O0 YIIOJTHOMOUYEHHbBIE MMM JIpyTye I0pUandecKue JuUIa 00s13aHbl IPUHSITH Mepbl,
HalpaBJIeHHbIe Ha YCTPAaHEeHMe HEeraTUBHbIX MTOC/IeCTBUI MPUMEHEeHMUST TaKUX OMOMEeAUIIMHCKUX
KJIETOYHBIX ITPOIYKTOB, IIpeayIpexaeHe MpUIMHeHMs Bpeaa SKM3HM UM 3[J0POBbIO Ue/IoBeKa, 3alUTy
MaIMeHTOB OT IIPUMEHEeHMS TaKUX 6MOMEeIUIIMHCKUX KIEeTOUHBIX ITPOIYKTOB, Ha TOMOIHUTEIbHbIN COOP
IaHHBIX 00 3 GEKTUBHOCTM 1 0 6€30MaCHOCTY TaKUX OMOMEeIUIIMHCKMX KJI€TOUHBIX ITPOTYKTOB.

Cratbs 42. lpuocTaHoBNEHNE NPUMEHEHMS GUOMEAMLIMHCKOTO KIETOYHOTO NPOAYKTa

1. ®enepasbHbIii OpraH UCIOJHUTEIbHON BACTU, OCYILECTBASION M QYHKILVM IO KOHTPOJIIO U HaZ30PY B
cdepe 3apaBoOXpaHeHMs, IPMHMMAET B ITOPSIKE, yCTAHOBAEHHOM YIIOJTHOMOYEHHBIM (eiepaabHbIM
OpraHOM MCITOJTHUTEIbHOJ BJIaCTH, pellleHe O IPUOCTAaHOBIEHUM ITPUMEeHEeHNsT 6MIOMeIUIIMHCKOTO
KJIETOYHOTO MPOYKTa:

1) mpu nosrydeH Uy MHGOPMaLM O IIOOOYHBIX IeMCTBUSIX, HE YKa3aHHbIX B MHCTPYKIMM 110 IPUMEHEHUIO
O0MOMEeIUIIMHCKOTO KJIETOUHOIO MPOAYKTa, CePhbe3HbIX HeXKeJlaTeIbHbIX PeaKIMIX M HellpeaBUAeHHbIX
HesKeJIaTe/IbHBIX peakIMsiX, 00 0COOeHHOCTSX B3aMMOAENCTBMSI 6MOMEeIUIIMHCKOTO KJI€TOYHOTO ITPOAYKTa C
JIeKapCTBEHHBIMM ITperapaTaMi, MeIUIIMHCKUMU U3TeJIUSIMU, TTUIEBbIMU ITPOIYKTAMMU, IPYTUMU
OMOMeIUIIMHCKYMM KJI€TOYHBIMMU ITPOAYKTAMM, KOTOPbI€ MOTYT IPEACTAaBJISITh YIPO3Y KU3HU MU
3I0POBBIO U€JIOBEKA, @ TAKXKE O HECOOTBETCTBUM JaHHBIX 00 3(PGHEKTUBHOCTY 6MOMEIULIVTHCKOTO
KJIETOUYHOTO ITPOIYKTA ¥ 0 6€301aCcHOCTY 6MOMeIUIIMHCKOTO KJI€TOUHOTO IPOIYKTa JaHHbIM,
COJlepsKaIIMMCS B MHCTPYKIMU 10 €r0 IPUMEHEeHUIO;

2) Mpy HEMUCIIOJTHEHUM WIM HeHaIjieXkalleM MCIIOJTHeHU U BIafie/bllaMi PEeTUCTPALMOHHBIX YIOCTOBEpEeHMIA
OMOMEeIUIIMHCKMUX KJIeTOYHBIX MTPOAYKTOB, I0PUIMUECKUMU JIMI[AMU, Ha UMS KOTOPBIX BbITaHbI
paspeleHus Ha IIpoBeieHe KIMHUYEeCKUX UCC/IeIOBaHMI 6MOMEeIUIIMHCKMUX KIEeTOUYHBIX ITPOIYKTOB, UIN
YIIOJITHOMOYEHHBIMIM UMM APYTUMMU I0OPUANIECKUMU JTULLAMU 005S13aHHOCTE, yCTaHOBA@HHBIX YacTsIMU 4 1 5
craTby 41 Hactosiero ®egepanabHOTO 3aKOHA,

3) B cJryuae BbIHECEHMSI 3aK/TIOUEHMS O HEJIOCTOBEPHOCTH Pe3y/IbTAaTOB KIMHUUECKOTO MUCC/IeIOBAHMS
61OMeIUIIMHCKOTO KJIeTOYHOTO MPOAYKTa, KOTOPOEe OCHOBAHO Ha pe3y/IbTaTaX MPOBEepKU MeaUIMHCKOM
OpraHu3aluy, TPOBOAMBIIEN YKa3aHHOE KIMHMYECKOe MCC/IeloBaHNe C HapyIlleHeM ITPaBuI HaajIeskalein



MPAKTUKU I10 paﬁoTe C 6I/IOMG,ILI/II_U/IHCK]/IMI/I K/IIETOUHBIMMU IIPOOAYKTAMMU, 1160 B CJydyae HeBbIIIO/THEeHUA
npenmnmcaHnms 1o uToramM oCcymeCTB/I€eHU S BbI60pO‘IHOFO KOHTPOJIA KaueCTBa 6I/IOMEIU/ILU/IHCKOFO
KJIETOYHOTO ITPOAYKTA.

2. ®enepanbHbIi OpraH UCIOJHUTEIbLHOM BIACTH, OCYIIECTBISIONMI QYHKLIMM 10 KOHTPOJIIO ¥ HaZ30PY B
cdepe 31paBoOXpaHeHMs, 110 pe3yIbTaTaM MOHUTOPMHTA 6€30MMaCHOCTY OMOMEeIUIIMHCKUX KIeTOYHbIX
MPOAYKTOB pa3MelaeT Ha cBoeM ouiMaJbHOM caiiTe B ceTy "UHTepHeT" MHGOPMALMIO O IPUHSITOM
pelieHuy O IPMUOCTAHOBIEHUY TIPMMeEHEeHMs 6MOMeIUIIMHCKOTO KJI€TOYHOI'O IMPOAYKTa U (MUJIM) CBSI3AHHOM
C HMM pelieHny 0 BO3MOXXHOM BO300OHOBJIEHMM IIPMMEHEeHMUs 6MOMeIUIIMHCKOTIO KJI€TOYHOTO MPOAYKTA.

Cratba 43. Mopanok Beo3a B Poccuiickyio Mepepauuio u BbiBo3a u3 Poccuiickoit @epepaunn 6MoMesMUMHCKUX
KNETOYHbIX NPOAYKTOB

1. BBo3 B Poccuiickyio @emepaiiio 6MOMeaUIIMHCKMUX KJI€TOUHBIX ITPOIYKTOB OCYIIECTBIISIETCS B MIOPSIAKE,
ycTaHoBJeHHOM [IpaButenbcTBoM Poccuiickoit @enmepaiiviy, B COOTBETCTBUM C MEXIyHAaPOIHBIMU
JIOTOBOPaMM M aKTaMM, COCTABJSIOMMMHM TpaBo EBpasuiickoro 5KOHOMMYECKOTOo COl03a (fajee - MpaBo
EASC), 1 (1) 3aKkOHOAATeNbCTBOM Poccuiickoi demepany 0 TaMOXKEHHOM JieJie.

2. BBosumbie B Poccuiickyio ®emepaiiyio 6MomMe IUIIMHCKIE KIETOYHbIE TTPOIYKTHI JOJIKHBI ObITh
BK/TIOUEHbI B TOCYIAPCTBEHHBII peecTp OMOMeIUIIMHCKMUX K€ TOYHBIX ITPOTYKTOB.

3. B Poccuitckyio demepannio JOMycKaeTCs BBO3 OMOMeIUIIMHCKUX KJI€TOUYHBIX ITPOAYKTOB, KAUeCTBO
KOTOPBIX ITOATBEPKIEHO CePTUPUKATOM ITPOU3BOAUTEIS OMOMEAUIIVHCKOTO KJIETOYHOTO ITPOIYKTA,

YIOCTOBEPSIIOIINM COOTBETCTBME BBO3MMBIX OMOMEIUIIMHCKUX KJI€TOUHBIX IIPOAYKTOB TPEOOBAHMUSIM
HOPMAaTMBHOJ JOKYMeHTalUM Ha 6MoMe IUIIMHCKNUI K€ TOUHBI TTPOAYKT.

4. BBo3 B Poccuiickyio @enepalinio KOHKPETHOV MapTUM He3aperucTpupoBaHHOTO 6MOMeIUIIMHCKOTO
KJIETOYHOTO MTPOAYKTA, IpeJHa3HaueHHOTO [JIs er0 roCcyJlapCTBeHHON perncTpauuy (B TOM YMCiIe IS
MpoBefeHMsI 611OMeIUIIMHCKOV SKCIIepTU3bl, TOKIMHUYECKUX UCCIeIOBAHM U KIMHUYE CKUX
UCCIeJOBaHUIA) UK IJ151 OKa3aHMSI MeAUIMHCKOM OMOLIY KOHKPETHOMY MaleHTY 110 SKU3HEHHbIM
MOKa3aHMsIM, JOITyCKaeTCs IPU HaJIMUMM pa3pellieHns yIIOJIHOMOYeHHOro deiepaJbHOro OpraHa
VICTIOJTHUTENBbHOV BJIACTU I10 3asIBJI€HMSIM JIMLL, YKa3aHHBIX B CTaThe 44 HacTosero ®enepajbHOr0 3aKOHA.
PaccmoTpeHMe TaKoro 3asiBIeHMS U IPUHSITHE pellieHNs O BblJjaue pa3pelieHus Ha BBO3 6MOMeANLIIMHCKUX
KJIETOUHBIX ITPOAYKTOB JINO0 06 0TKa3e B Bbliaue YKAa3aHHOTO pa3penieHus OCYIIeCTBISIOTCS HA OCHOBaHUM
MIPUJIOKEHHO K 3asIBJIEHUIO CrienbuUKanyy Ha 6MOMeIUIIMHCKII K€ TOUHBIN MTPOIYKT B CPOK, HE
MIpeBbIIIAIOIIMI IecITU pabounx JHei CO OHS MPUHSTUS YIIOTHOMOUYEHHbIM delepaabHbIM OPraHOM
VICTIOJTHUTEIBHOV BACTU TaKOro 3asiBieHus. [naTta 3a Bpigauy yKa3aHHOTO pa3penieHns: He B3MMaeTCsl.

5. TIpu BBOo3e B Poccuiickyio @enmepalinio 6MoMeJUIMHCKMX KIETOUHBIX ITPOTYKTOB B TAMOKEHHbIE OpPTaHbI
Poccuiickoit @epepaunm Hapsagy C JOKyMEHTaMM, IpeCcTaB/ieHye KOTOPbIX IpeaycMoTpeHo npasom EASC
u (M) 3aKOHOAATeNbCTBOM Poccuiickoit @enepaniy 0 TAMOKeHHOM JeJie, IIpeACTaBIsI0TCS Clefyiolye
TOKYMEHTBI:

1) cepTudukat npomsBoauUTeNST 6MOMEAUIIMHCKOTO KJIETOYHOTO MPOAYKTA, YAOCTOBEPSIIOII T
COOTBETCTBYE BBO3MMOIO OMOMEAUIIMHCKOTO KJIETOYHOTO IMTPOAYKTa TPeOOBAHMUSIM HOPMATUBHOM
OOKyMEeHTaluM Ha 6MOMeAUIIMHCKIUI KIeTOYHbI MPOAYKT;

2) cieruuKansa Ha 6MOMEeIUIIMHCKUI KIETOUHBIN TPOIYKT;

3) paspenieHne yrmoJiJHOMO4Y€HHOTO d)enepanbﬂoro OpraHa VICTIOJTHUTEJIBHO BJIaCTU HAa BBO3 KOHKpETHOIL/’I
mapTum 6]/[0M€ILI/ILU/IHCKOI‘O KJIETOUHOTO ITPOAYKTA B CJIyU4adX, YKAa3aHHbBIX B YaCTU 4 HacTos1IIel CTaTbhN.

6. BBo3 B Poccuitckyio @enepanyio ¢hanbcubuUIMpoOBaHHbIX 0MOMeIUIIMHCKUX KJIE€TOUHBIX MPOAYKTOB,
HeJI00pPOKauYeCTBEHHBIX OMOMEIUIIMHCKMX KI€TOYHBIX ITPOAYKTOB, KOHTPAa(GaKTHBIX OMOMEeAUIIMHCKUX
KJIETOYHBIX ITPOIYKTOB 3aIIpeIaeTcs.

7. BbIBO3 GMOMeIUIIMHCKUX KJIETOYHBIX ITPOIYKTOB U3 Poccuiickoit demgepaiyy OCyIiecTBIseTcs 6e3



TIpUMEeHeHNs] OrpaHMYeH M1, yCTaHOBIeHHbIX ITpaBoM EADC u (Maun) 3akoHoAaTenbCTBOM Poccuiickoit
@enepany 0 BHEIITHETOPrOBO AesTeIbHOCTHU, €C/IM MHOE He YCTAaHOBIEHO MeKAyHapOAHbIMU
moroBopamu Poccuiickoit @egepannn.

8. BbIBO3 6MOMEIUIIMHCKMX KJI€TOUHBIX IPOIYKTOB, ITpeJHa3HAUEeHHbBIX JJISI TyMaHUTAaPHOM ITOMOIIN
(coneiiCcTBMS) MM MOMOILM IIPU UYpe3BbIUalHbIX CUTYaLUIX, U3 Poccniickoin @enepainm OCyILeCTBISIETCS B
rnopsigke, ycraHoBjaeHHOM IIpaBuTtenbcTBoM Poccuiickoit @emepauivn.

Cratbs 44. l0puanyeckue nmua, KOTOpbIM paspelleH BB03 6MOMEANLIMHCKMX KNETOYHbIX NPOAYKTOB

BroMeauIIMHCKYE KIEeTOUHbIE TTPOYKThI MOTYT BBO3UTH B Poccuiickyro demepanyio cieayomne
IOpUIMYecKe JTULa:

1) mpou3sBoaUTEH 6MMOMEIMUIIVIHCKOTO KJIETOYHOTO IIPOAYKTA IS 1IeJ1eil COOCTBEHHOTO IMPOM3BOACTBA
6MOMeIUIIMHCKOTO KJIeTOYHOTO IIPOIYKTA;

2) opranusaiys, o6aaonas mpaBaMy Ha pe3y/IbTaThl JOKIMHUYECKUX UCC/IeJOBaHNI 6IOMeINIIMHCKOTO
KJI€TOUYHOTO ITPOIYKTa, KIMHUYECKUX UCCAeN0BaHNI 6110MeIUIIMHCKOTO KJIeTOUHOTO ITPOAYKTa U (M) Ha
TeXHOJIOTUIO TIPOMU3BO/ICTBA 6MOMEeIULIMHCKOTO KJI€TOYHOTO ITPOAYKTA, UM YIIOJTHOMOUEHHOE €10
I0PUANYECKOE JIUIIO JIJIS OCYIeCTBIEHMS TOCYIapCTBEHHON perucTpanmmu 6MomMe JUIMHCKOTO KIETOUHOTO
MIPOJTyKTa;

3) obpa3oBaTe/ibHbIe OpraHM3aI My BhICIIEr0 00pa30BaHMsI M (MJIM) OpraHU3alUy JOMOJTHUTEIbHOTO
1podecCHOHATBLHOIO 06pa30BaHMs, YIaCTBYIOIIVE B OpraHU3aluy IIPOBeIe s TOKIMHUYECKUX
MccienoBaHuit M (W) KIMHUYECKUX MCCIeA0BaHMI 611OMeIUIIMHCKUX KIeTOYHbBIX MTPOAYKTOB MU
MPOBOZSIIINE TaKye VCC/IeIOBaHMSs, @ TAaKsKe MHbIe OPTaHM3ali, KOTOpbIe YYaCTBYIOT B OpraHu3alumn
MPOBeIeHMSI TOKJIVMHUYECKUX UCC/IeIOBAHMIA U (MIM) KIMHUYECKUX VCC/IeIOBaHMIT OMOMeIUITMHCKUX
KJIETOUYHBIX ITPOIYKTOB MJIM B KOTOPBIX ITPOBOASITCS TaKye MCC/IeJOBaHMS;

4) MeIUIIMHCKIME OpraHU3aluy U YKa3aHHbIe B ITyHKTaX 1 - 3 HACTOSIIEN CTaThbM OpraHU3al Uy JIJIs
OKa3aHMS MeIUIIMHCKONM ITOMOIIM KOHKPETHOMY ITaIlMeHTY I10 KM3HEeHHBIM ITOKa3aHUSIM TPV HaJIUInUn
paspenieHus yIIOJIHOMOYEHHOTO dhelepaabHOTO OpraHa MCIIOTHUTEIbHON BIaCTy, BBIJAHHOTO B TIOPSIAKE,
YCTaHOBJIEHHOM YIIOJTHOMOUYEHHBIM (peepaabHbIM OpraHOM MCITOJHUTEIbHOM BJIacTH, B hopme
9JIEKTPOHHOTO JOKYMEHTA, IMOAIMCAaHHOT'0 YCUIEHHOM KBaAM(PUIIVMPOBAHHON 3JIEKTPOHHO MOIMMCHIO.

Cratbs 45. Bsaumopeiicteue depepanbHOro opraHa MCNONHUTENbHOM BAACTH, YIONHOMOYEHHOIO B 06/1aCTH
TaMOXEHHOro fieNa, M YNoJHOMOYEHHOro defiepanbHOro OpraHa MCNONHUTENbHOM BNACTH

1. YriomHOMOY€eHHbI (eiepanbHbIl OpraH UCIIOJHUTEbHOV BJIACTU MPEeNOCTaBIIsIET B pacIiopsbKeHre
dbenepasbHOrO OpraHa MCIOIHUTEIbHOM BJIaCTH, YIIOJJTHOMOUYEHHOTO B 06/1aCTY TaMOXXEHHOTO Jiea,
roCyIapCTBEHHbIN peecTp 6MOMeANIIVMHCKIX KIEeTOUHbBIX MIPOAYKTOB, a Takke MHMOPMAIINIO O BbIAAHHBIX
paspelieHnsIX Ha BBO3 KOHKPETHO MapTuy 6MOMeAUIIMHCKIX KIETOUHBIX IPOAYKTOB B CIyYasiX,
YKa3aHHbBIX B 4acTu 4 ctatbu 43 HacTosnero @enepaabHOTO 3aKOHA.

2. ®efepanbHblii OpraH UCIIOJIHUTENbHO BIACTH, YIIOTHOMOUYEHHBI B 06/1aCTM TaMOXKEHHOTO Jiea,
MHbOpMUpYyeT YIIOJTHOMOUEHHbIN dhelepabHblVi OpraH UCIIOJHUTEIbHO BJACTU O BBO3e€
OMOMEeIUIIMHCKMUX KJIeTOYHBIX IMTPOAYKTOB B Poccuiickyio demepaliyio 1 BbIBO3€e OMOMeIMIMHCKIX
KJIETOUHBIX MPOAYKTOB 13 Poccuiickoit ®enepatiuu o popme 1 B opsiike, KOTOpPble yCTaHOBJIEHbI
[TpaBuTtenbcTBOM Poccuiickoit denepainin.

Cratbs 46. @epepanbHblii FOCyAaPCTBEHHBIN KOHTPOb (Hap3op) B cdepe obpalieHns GuoMeAULIMHCKMX KNETOYHBIX
NPOAYKTOB

1. ®epmepasibHbBIN rOCYIAPCTBEHHBIN KOHTPOJIb (Hag30p) B chepe obparieHust 6MOMeIUIMHCKUX KIeTOUHbIX
MPOAYKTOB OCYIIeCTBIsIeTCS pefepasbHbIM OPraHOM UCIIOJIHUTEbHO BJIACTH, OCYIEeCTBISIONUM
(GyHKIIMM 110 KOHTPOJIIO U HaJ30py B cdepe 3ApaBOOXpaHEHMSI.



2. llpegmeToM denepasbHOTO rOCyAapCTBEHHOTO KOHTPOJIS (Ha30pa) B cepe obpalieHnst
OMOMEIVIIMHCKMX KIe€TOYHBIX ITPOLYKTOB SIB/ISIOTCS

1) cobmomeHme 06s13aTeIbHBIX TPeOOBaHMit B chepe obpalieHst 6MoOMeAUIMHCKMUX KIETOYHBIX ITPOJYKTOB,
BKJTIOYAsT:

a) coOJTI0IeHe YCTAaHOBJIEHHBIX HacTOAIMM PenepaabHbIM 3aKOHOM U IIPUHSTHIMU B COOTBETCTBUM C HUM
MHBIMM HOPMAaTUBHBIMM ITPaBOBBIMM aKTaMu Poccuiickoit @enepatiyy TpeboBaHMI K TOKIMHUUECKUM
UCC/Ief,0BaHUSIM, KIMHUYECKUM UCC/Ief0BaHUIM, IIPOU3BOACTBY, peanusalnum, XpaHeHUIo,
TPaHCIIOPTUPOBKE, BBO3Y B Poccuiickyro denepalinio, BbIBO3Y 13 Poccuiickoin @enepaium, IpuMeHEHUIO,
YHUUTOXKEHUIO 6MOMEINIIHCKUX KIETOUYHBIX ITPOIYKTOB;

0) COOTBETCTBME OMOMEIUIIMHCKMX KIETOYHBIX ITPOAYKTOB, HAXOASIINXCS B 0OpalleHnM, oKa3aTelassM
KavyecTBa, YCTAHOBJIEHHBIM HOPMAaTUBHO JOKYMeHTaIMell Ha OMOMeIUIIMHCKII K€ TOUHbII IMTPOIYKT;

2) CO6J'IIO,ZL€HI/IE JIMITEH3MOHHDbIX Tp66OBaHI/II7[ K OCyIIeCTBJIEHUIO OesATE/IbHOCTU I10 ITPONU3BOACTBY
6I/IOMe,ELI/[L[I/[HCKI/IX K/JIETOYHLIX ITPOAYKTOB.

3. IIpu ocyuiectBieHun denepaabHOTO rocyJapCcTBEHHOT0 KOHTPOIS (Hag30pa) B cepe obpareHmst
6MOMeIUNIIMHCKMX KJIeTOYHBIX ITPOAYKTOB IMMPOBOMASITCS CJIeyIONIMe BUIbI KOHTPOJIbHbBIX (HA30PHbIX)
MepOIIPUATHIA:

1) mokymeHTapHas MpoOBEPKA;

2) Bble3IHas MPOBEPKA;

3) BBIOOPOYHBIN KOHTPOJIb KaUeCTBa;

4) VHCIIeKMOHHBI BU3UT;

5) HabmomeHMe 3a COOMI0AeHeM 00s13aTe/IbHBIX TPeOOBaHM (MOHUTOPUHT 6€30MacHOCTH).

4. BHeIJIaHOBBIN BbIOOPOUYHBI KOHTPOJIb KauecTBa IMIPOBOJMUTCS B TOM UMC/ie HA OCHOBAHMY MIPOTPaMMbI
MIPOBEPOK.

5. IlmaHOBBIN BEIOOPOUYHBIN KOHTPOJIb Ka4ecTBa B chepe obpaineHnst 0MOMeIUIIMHCKMUX KJI€TOUHBIX
MIPOIYKTOB HE MTPOBOIUTCS.

6. Hapsny c pemienusimu, npenycmotrpeHHbiMu DenepanbHbiM 3akoHOM OT 31 mronig 2020 roga N 248-®d3 "C
roCcygapCTBEHHOM KOHTpOJIe (HaA30pe) U MyHUIIUIIAIbHOM KOHTpoJie B Poccuiickoii @egepanuu’”, 1o
pe3yiabTaTaM BHIOOPOYHOr0 KOHTPOJIS (PeepaabHbIM OpraHOM MCIIOJHUTEIbHOI BJIACTH,
OCYIIECTBJISTIOMMM (GYHKIIMM IO KOHTPOJIIO M Hai30py B cdepe 31paBOOXpaHEHMs, TIPUHMMAIOTCS
clenylolye pelenus:

1) o manbHeitIeM obpaineHny cepun (TapTHUM) COOTBETCTBYIONETO 6MOMEANIIMHCKOTO KIETOYHOTO
MPOAYKTA B C/Iyyae MOATBEPXKAEeHMS TI0 pe3y/ibTaTaM IMPOBeJeHHbIX UCIIbITAHMII COOTBETCTBMS KauecTBa
61OMeIUIIMHCKOTO KJIeTOYHOTO MPOAYKTAa YCTAHOBIEHHBIM TPeOOBAHMSIM ;

2) 00 U3BATUM U3 I'PAKITAHCKOTO 000pOoTa cepuu (MapTum) COOTBETCTBYIOIIETO OMOMEIUIIMTHCKOTO
KJIETOYHOTO MPOIYKTa B CJTyyae BbISIBJIEHMS TI0 Pe3y/IbTaTaM MPOBEEeHHbBIX UCITBITAHUIT HECOOTBETCTBUS
KavyecTBa 6MOMeAUIIMHCKOTO KJIETOYHOTO MMPOAYKTA YCTAHOBJIEHHBIM TPEOOBAHMSIM ;

3) 0 mepeBojie 6MOMeANIIMHCKOTO KJIETOUHOTO IMPOIyKTa Ha MOCepUitHbIi BbIOOPOUYHbIV KOHTPOJIb KauecTBa
B CJTyyae TIOBTOPHOT'O BbISIBJIEHMSI HECOOTBETCTBMS KaueCcTBa 6MoMeIUIIMHCKOTO KJI€TOYHOTO MPOAYKTa
YCTaHOBJIEHHBIM TPeOOBAHMSM U (IPU HEOOXOIMMOCTH) O IIPOBEPKe CYO'beKTa 00 paleHust
6MOMeIVNIIMHCKMX KJIeTOYHBIX TPOAYKTOB. PacXompl, CBSI3aHHbBIE C POBEIeHNEM ITOCEPUITHOTO
BBIOOPOYHOTO KOHTPOJISI, OTIaYMBAIOTCS ITPOM3BOAMTEIeM OMOMEeAMUIIMHCKOTO KIE€TOYHOTO MPOIyKTa 160
nepskaTesieM WIN BJIaie/IblleM PETUCTPAIMOHHOTO YIOCTOBEPEHMST OMOMeAUIIMHCKOTO KJIeTOUHOTO
MPOAYKTA.



7. Opra"nusanusi 1 ocyliecTBaeHe geepaabHOTO TOCYyIapCTBEHHOTO KOHTPOIS (Haz3opa) B chepe
obpaineHus 6MOMeIUIMHCKMAX KJIETOUHBIX ITPOIYKTOB PeryamnpyioTcs demepagbHbIM 3aKOHOM OT 31 MIOJIsT
2020 roga N 248-®3 "O rocyzapCTBEHHOM KOHTpOJIe (Haf30pe) U MyHULIUIIAJIbHOM KOHTPOJIE B
Poccuiickoi @enepanyn’.

8. ITosoxkeHne o dhemepasbHOM roCcyIlapCTBEHHOM KOHTpOJIe (HaA30pe) B chepe obpalieHmst
OMOMeIUIIMHCKUX KIeTOYHBIX ITPOAYKTOB yTBepkaaeTcst [IpaBuTenbcTBOM Poccuiickoit demgepanym.

Cratbs 46.1. MporpamMma nposepok

1. B esistx opraHm3anuy BbBI60OpOYHOTO KOHTPOJISI KaUeCcTBa 6MOMeIUIIMHCKOTO KJIETOYHOTO MPOAYKTa
dbopmMmupyeTcs mporpaMma IpoBepPOK.

2. JIns 1eseii peanmsaniuy IporpaMMBbl IIPOBEPOK MPOU3BOAUTENN OMOMEIUIIMHCKUX KIE€TOUHBIX
MPOJIYKTOB ¥ OpTaHu3al 1M, OCyLIeCTBSIONMe BBO3 OMOMeIUIMHCKUX KJIeTOUHBIX POJYKTOB B
Poccuiickyto ®enepanyio, pesoCTaBasioT B heaepanbHblii OpraH UCIIOJHUTEIbHO BIACTH,
OCYILeCTBSION M GYHKIMM [0 KOHTPOJIIO U HaJ30pYy B chepe 34paBOOXpaHeHMSsI, CBeI@HUS O CepUsiX,
napTusix 6MoMeJULIIMHCKUX KJIeTOUHBIX ITPOIYKTOB, MOCTYMHAIOUIMX B 0bpalieHue B Poccuiickoit
depnepanum, B MOPSIAKe, COCTaBe ¥ 00beMe, yCTaHOBJIEHHBIX (peiepasibHbIM OPTaHOM UCIIOTHUTEbHOM
BJIACTH, OCYIIECTBIISIIOMUM GYHKIMY 10 KOHTPOJIIO U HaA30pY B cepe 3apaBOOXpaHEHMSI.

3. IIporpamMma mmpoBepok hopMupyeTcsl Ha KaJleHAapHbIii rof, 1o 30 mekabps roaa, mpeaiecTBYIONero roay
MpOBeIeHMSI BBIOOPOYHOTO KOHTPOJIS. B ciryuae HaCTyIIIeHMsT COOBITUI, YKa3aHHBIX B IMMOAITYHKTax "0" 1 "B"
MyHKTAa 2 4acTy 4 HACTOSIE CTaTb!, YIIOJTHOMOUYEHHBIM (peiepaabHbIM OPraHOM MUCIIOTHUTEIbHOI
BJIACTU, OCYIIECTBISIOMMM QYHKIIMY 10 KOHTPOJIIO U HaA30py B cdepe 34paBoOXpaHeHMs, B CJIydyae
HEOOXOAMMOCTY BHOCSITCSI COOTBETCTBYIOIINE M3MEHEeHMS B IPOrpaMMy IpoBepoK. MeponpusiTus MOTYT
BKJIIOYAThCS B IIPOTPAaMMYy IIPOBEPOK € YYETOM HapYILIEeHU, BbISIBJIEHHBIX B pAMKaX KOHTPOJIbHbBIX
(Ha30pHBIX) MEPOTIPUATHUI 3a TIPEeAbIAYILIUIA TOf,

4. IIporpaMmma IIpOBEepPOK COTEPIKUT:

1) mepeueHb 6MOMEIUIIMHCKUX KJIETOUHBIX ITPOIYKTOB, 0TOGOP 06pa3I[0B KOTOPBIX GYIET OCYIIECTBISTHCS B
paMKax BbIOOPOUYHOTO KOHTPOJIS, GOPMUPYEMBIii C Y4ETOM pe3yabTaTOB TOCYIapCTBEHHOT'O KOHTPOJISI
(Hag3opa) B cdepe obpaleHns 6MOMeAUIMHCKMX KIETOUYHBIX ITPOTYKTOB 3a IO, ITpeAIIeCTBYIOIIIT TOIY
MIpOBeIeHMSI BLIOOPOYHOTO KOHTPOJIS;

2) CO6bITI/Ie, HaCTYIVIEHME KOTOPOTIO SABJIA€TCS OCHOBAHMEM OJI OCYIIeCTBJI€HNUA BbI60pO‘~IHOI‘O KOHTPOJIA "
KOTOPBIM SIBJISIETCS:

a) MoJTyYeHue CBeleHNIi, peIoCTaB/IsIeMbIX B COCTaBe U 00beMe, YCTAHOBJIEHHBIX (efepasbHbIM OpPraHOM
MICTIOJIHUTEIbHOM BIACTH, OCYIIECTBASIOMNUM QYHKIMM 110 KOHTPOJIIO 1 Haf30py B cdepe
3PaBOOXPaHEHMS, O CEPUSIX, TAPTUSIX OMOMEINIIMHCKIUX KJI€TOUHBIX ITPOIYKTOB, ITOCTYIAIOIINX B
rpaskgaHCcKuit 060poT B Poccuiickoit @epepatiny, yka3aHHBIX B TYHKTe 1 HACTOSIIIEl 4acTH,
OpraHM3alUsIMU, OCYIIEeCTB/ISIOMMUMM ITPOU3BOACTBO OMOMEIUIIMHCKUX KIE€TOUHBIX ITPOTYKTOB B
Poccuiickoit ®epepanyy M BBO3 OMOMeIUIIMHCKMUX KJI€TOYHBIX MTPOAYKTOB B Poccuiickyio ®epepanuio;

0) MmosTy4yeHue MOCTYIAIoIIel B MOPSIKe, yCTAHOBJIEHHOM CTaTheli 41 HacTosiero ®egepaabHOTO 3aKOHa,
MHGOPMAIMK O TTOOOUHBIX AEVCTBUSIX, HesKeTaTebHbIX PeaKLMsIX, Cepbe3HbIX HesKeIaTebHbIX PeaKIsX,
HempeaBUIEHHBIX HeXXeIaTeTbHbIX PeaKUMSIX TPV MPYUMeHEeHUM OMOMeAULIIMHCKUX KJIeTOUHBIX IIPOIYKTOB,
00 MHAMBUAYAIbHOM HEIIEPEHOCUMOCTH, OTCYTCTBUM 3D GEKTUBHOCTY OMOMEINIMHCKMX KI€TOUHBIX
MIPOIYKTOB, 00 0COGEHHOCTSIX X B3aMMOAEMCTBHUS C JIeKAaPCTBEHHBIMY ITpenapaTaMmu, Me IUIMHCKUMU
U3OeIUSIMU, TUIIEBBIMU ITPOAYKTAMM, APYTUMM OMOMEIUIMHCKMMY K€ TOUYHBIMY ITPOAYKTaMM, a TAKKe 00
MHBIX (PaKkTax 1 06CTOSITETbCTBAX, IIPEACTABIISIONIMX YIPO3Y KMU3HU UM 3J0POBbIO UeIoBeKa 60
SKMBOTHOTO IPY IPUMeEHEeHUM OMOMeAMIIMHCKMX KIETOUHBIX IIPOIYKTOB M BbISIBJIEHHBIX Ha BCEX ITaIax
obpaiieHus 6MOMeIUIMHCKMAX KIETOUYHbIX TPOAYKTOB B Poccuiickoit @emepaiivn u APYyrux rocyaapcTBax;

B) IIOJIy4eHMe B COOTBeTCTBUM ¢ DenepanbHbiM 3akoHOM OT 31 nrosg 2020 roga N 248-®3 "O



rocy1apCTBEHHOM KOHTpPOJIe (HaZ30pe) U MyHUIIUIIaIbHOM KOHTpoJie B Poccuiickoin @enepanum”
CBeJleHUi1 0 MpUUYMHEHUY Bpea Uian 06 yrpo3e puUMHeHNS Bpeia sKM3HU, 3[0POBbIO IPaKIaH.

Cratbs 47. OTBETCTBEHHOCTb 3a HapyleHHe 3aKoHoAaTenbcTBa Poccuitckon Mepepaummn 06 obpaieHnm
6MOMEAULIMHCKMX KNETOUHbIX NPOAYKTOB

Hapyuienue 3akoHomaTenbcTBa Poccuiickoii ®emepaiiuy 06 obpalieHnu 6MoMeIUIMHCKIUX KIeTOUHBIX
MPOAYKTOB BJI€YET 3a COO0I HACTYIJIEHV € OTBETCTBEHHOCTH B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoit ®egepauym.

Cratbs 48. Bo3mewenue Bpeaa, NPpUYUHEHHOI0 XXU3HU U 300POBbI0 rPpaXaaH BCeACTBME NPUMEHEHUA
6MOMEeAULIMHCKMX KNETOUHBIX NpoAYKTOB

1. ITpousBoauTe b OMOMEIUIMHCKOTO KI€TOYHOTO MPOAYKTa 00513aH BO3MECTUTDb BpeJl, MPUUYMHEHHbI
>KU3HU, 3[I0POBBIO I'PAKJaH BCIeACTBYE TPUMeHeHMs 6MOMeIUIIMHCKOTO KJIeTOUHOTO ITPOIYKTa, e/
I0Ka3aHO Ha/lnuye OGHOTO U3 CJIeyI0UIUX 00CTOSITeTbCTB:

1) 6GuoMeIUIIMHCKMI KIeTOYHBI MTPOAYKT MPUMEHSJICS 110 Ha3HAUeHUIO B COOTBETCTBUM C MHCTPYKIIMe
IO MPUMEeHeHU 0 6MoMeIUIIMHCKOTO K@ TOYHOTO MPOAYKTa M IPUUYMHOI Bpea KU3HU, 3[J0POBbIO TPaKkJaH
SIBUJIOCH TIpMMeHeH)e HeI0O0pOKaueCTBEHHOTO 6MOMeAUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

2) IPUYMHOI BpeAa sKM3HU, 3[I0POBbIO I'pakIaH sIBMIACh HeJOCTOBepHas MHbOpMAaIys, cofepKaIiasics B
MHCTPYKIMYA 10 IPUMEHEHUI0 6M1OMeANLITHCKOTO KJIETOYHOTO ITPOIyKTa.

2. Opranusanusi, B KOTOpOJ mpuMeHsieTcsl 6MoOMeaUIIMHCKII KIIeTOUHbIN MMPOAYKT, 00s13aHa BO3MECTUTD
Bpe[l, IPUUMHEHHbIN KU3HMU, 3T0POBbIO I'PaKIaH BC/IeICTBYE IIPUMEHEeHNSI 0MOMeIUIIMHCKOTO KJIETOUHOI'O
MPOAYKTA, C/IM OKA3aHO, UTO IPUUMHO Bpeaa JKU3HMU, 300POBbI0 TPakAaH SIBUIOCH IPUMeEHEeHMe
0MOMEeIUIIMHCKOTO KJI€TOYHOIO IIPOAYKTA C HapyIIeHeM MHCTPYKIMMA 10 ero IPMMeHeHUIO.

3. BosmelleHne Bpeaa, IPMUMHEHHOTO KM3HU, 3IOPOBbIO TPpaXkaH BCAeACTBME IPUMeEHEHUS
61OMeqUITMHCKOTO KJIeTOUHOTO MPOIYKTA, OCYIIECTBIISIETCSI B COOTBETCTBMM C 3aKOHOaTEIbCTBOM
Poccuiickoit @enmepann.

Cratbs 49. Mopspok BcTynnenus B cuny Hactosiwero MepepanbHOro 3akoHa

1. Hactrosmuii ®enepanbHblli 3aKOH BCTynaeT B cuity ¢ 1 saBaps 2017 roga, 3a MUCK/IIOUEHMEM ITOJIOKEeHUA,
IJ151 KOTOPBIX HACTOSIeN CTaTheil yCTAHOBJIEH MHOV CPOK BCTYTIJIEHUS] UX B CUITY.

2.YacTb 2 ¥ MyHKT 2 yacTu 5 craThy 35 HacTosiero ®egepasbHOr0 3aKOHA BCTYNAIOT B CMJTY € 1 IHBapst
2018 ropa.

[TpesupeHt
Poccuiickoit ®enepanyn
B.ITVTUH

Mocksa, Kpemib
23 uionsa 2016 rona
N 180-®3



