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POCCUCKAS ®ELEPALINA
®ELEPAJIbHbIN 3AKOH
O broMeaNLIMHCKNX KNETOYHbIX MPOAYKTaX

MpuHAT FocyaapcTBeHHon Aymoin 8 uioHa 2016 roga
OnobpeH CoeeTom Pepepaunn 15 nioHs 2016 roga
CtaTbs 1. NpeaMeT perynmpoBaHuns HacToswero deaepanbHOro 3akoHa

1. HacTosawun ®epepanbHbii 3aKOH peryampyeT 0THOLIEHMWA, BO3HMKatoWMe B CBA3M C pa3paboTkon,
OOKNMNHNYECKUMU nccnenoBaHMAaMu, KIMHNYeCKUM ncciegoBaHnamu, 3KCI'IepTVI3OI7I, rocy,u,apCTBeHHoM
permcrpaumen, Npon3BoACTBOM, KOHTPOJIEM Ka4yecTBa, peasim3aumnein, NpuMeHeHNeM, XpaHeHNEM,
TPaHCNOPTUPOBKOW, BLIBO30M 13 Poccuinckon ®enepauun, yHUYTOXKEHNEM BMOMEONLIMHCKUX KNETOYHbIX
NPOAYKTOB, NpeAHa3HaYeHHbIX A5 NPOGUAAKTUKI, ANArHOCTUKM N neveHns 3aboneBaHnin Man COCTOSHUN
nauuneHTa, cCoxpaHeHns 6epeMeHHOCTM U MeAULNHCKON peabunutauum nauneHTa (ganee - obpalieHue
HroMeaNLIMHCKNX KNETOYHbIX MPOAYKTOB), @ TaKXXe PerynmpyeT OTHOLIEHMWS, BO3HMKAIOLLINE B CBA3N C
LOHOPCTBOM B1ONOrMYeCcKoro MaTepmana B Liesigx Npon3BoacTBa BoMeaNLIMHCKUX KNETOYHbIX MPOAYKTOB.
2. DencTBure HacToswero ®enepasbHOr0 3aKOHa He PacnpoCTPaHAETCS Ha OTHOLIEHWS, BO3HUKalOLWLME Npwu
pa3paboTke 1 NPON3BOACTBE IEKAPCTBEHHbIX CPEACTB U MEANLMHCKUX N34ENNIA, [OHOPCTBE OPraHoB U
TKaHel YeNoBeKa B LieNaX UX TPpaHCNnaHTauum (nepecaaku), JOHOPCTBE KPOBU 1 €e KOMMOHEHTOB, Npu
MCMNOJIb30BaHMM NMOJIOBLIX KJIETOK Ye/I0BEKA B LieNSX MPMMEHEHNS BCMOMOraTe lbHbIX PENpPOAYKTUBHbIX
TEXHOJIOTUIA, @ TakKXXe Ha OTHOLUEHMS, BO3HMKaOLWME Npn 0bpalleHnmn KNeToK 1 TKaHel YesloBeKa B
Hay4HbIX U 06pa3OBaTeJ'IbeIX uensax.

CtaTbs 2. OCHOBHbIE MOHATUS, ncrnosibdyemble B HacTodAlwem defepalibHOM 3aK0oHe

B HacTosiweM PefiepanbHOM 3aKOHE UCMO/b3YIOTCA Cnefyolne 0CHOBHbIE MOHATHA:

1) GioMegNUMHCKUA KNETOYHbIA MPOAYKT - KOMMIEKC, COCTOALLNIA U3 KIETOYHON ANHUN (KNETOYHBLIX TIMHWIA)
1 BCMOMOraTe bHbIX BELWECTB B0 13 KNETOYHOW JIMHMMN (KNETOYHbIX IMHWIA) U BCIOMOraTe/lbHbIX BELLECTB
B COYETaAHUN C NPOLIEALLNMN FOCYAAaPCTBEHHYIO PerncTpaLmio 1eKapCTBEHHbIMU NpenapaTaMn ans
MeONLMNHCKOro NpMMeHeHNs (fanee - NeKapCTBEHHbIE NpenapaThl), 1 (1nn) hapMaueBTUYECKMMU
cybcTaHumaMK, BKAKOYEHHbIMY B FOCYAAPCTBEHHbIN PeeCcTp IEKAapPCTBEHHbIX CPeacTB, 1 (1)
MeONLUHCKUMUN n3aennsaMu. K BuomMe anunHCKUM KNeTOYHbIM NPOoAyKTaM HE OTHOCATCS 06BbeKThI
TpaHCNAaHTaLUUN, a TakXKe BbICOKOTEXHONOrMYECKNE IeKapCTBEHHbIE CPEeACTBaA, BKJOYas FreHHO-
TepaneBTMYeCKMNe leKapCTBEHHbIe CpeacTBa, NoAexallme perncTpaumm B COOTBETCTBMM C NPaBOM
EBpPa3ninCKoro 3KOHOMMYECKOro Coto3a 1 (1n) rocyfapCTBEHHOW perncTpaLmny B COOTBETCTBUM C
®epnepanbHbiM 3akoHOM OT 12 anpens 2010 roga Ne 61-®3 "06 obpalleHn nekapCTBEHHbIX CPeacTB";

2) peanun3zauus GUOMeLNLMHCKOr0 KNETOYHOro NpoayKTa - nepefada 6uoMeanLNHCKOro KNeTo4HOoro
npoayKTa Ha BO3Me34HON OCHoBe 1 (uan) Ha 6e3B03Me34HON OCHOBE;

3) ayToNIOrnYHbIN BUOMEANLINMHCKMIA KNETOYHBIA NPOAYKT - BUOMEANLMHCKUA KNETOYHbIN NPOOYKT,
COAEp>KaLlMin B CBOEM COCTaBE KNETOYHYIO JIMHUIO (KNETOYHbIE JIMHWK), MONYYEHHYI0 N3 BUONOrM4ecKoro
MaTepuana onpenesieHHOro YeaoBeKka, U NpegHasHavYeHHbI 4158 MPUMEHEHNSA 3TOMY XXe YesI0BEKY;

4) annoreHHbI GBUOMeANUNHCKNIA KNETOYHbIA NPOAYKT - BOMEANLMHCKUA KNETOYHbIN NPOAYKT,
COAEepXKaLlMin B CBOEM COCTaBE KNETOYHYIO JNHUIO (KNETOYHbIE IMHWK), MONYYEHHYI0 N3 BUONOrM4ecKoro
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MaTeprana onpefesieHHOro YesoBeka, ¥ npefHa3Ha4YeHHbIn 45 NpUMeHeHns Apyrum Jioaam;

5) KOMBMHMPOBAHHLIN BUOMEANLNHCKUIA KNETOYHbIN NPOAYKT - BUOMEANLNHCKUA KNETOYHbIA NPOAYKT,
coepXallunin B CBOEM COCTaBe KAETOYHbIE SIMHUU, MNOy4YeHHble 13 BMoornyeckoro matepuana
HECKONbKNX N0AEeN, N NpeAHa3HAYeHHbIA A5 NPUMEHEHNS OLHOMY U3 HUX;

6) obpazey bBriomegULIMHCKOro KNeTOYHOI0 NPOAYKTa - BOMEeANLMHCKUIA KNETOYHbIA MPOAYKT WK ero
4acTb, MOJyYEHHbIE B LLeNX U3y4EHMNS ero CBOWCTB, B TOM YMCe A5 OLEHKN KavyecTBa bBroMeanLUMHCKOro
KNeTOYHOro NPoAyKTa v ero 6e3onacHocTy;

7) KNeToYHas IMHNS - CTaHA4APTWU30BaHHaA NONyAALNA KNeTOK OLHOM0 TUMNa ¢ BOCMPON3BOANMbIM
KNETOYHbIM COCTABOM, MOy4YEHHaAs NyTeM U3bATUS U3 OPraHn3Ma YenoBeka B1MONOrMyeckoro MmaTeprana;
8) BcnomoraTenbHble BeLeCTBa - BelleCcTBa HEOPraHNYeCKoro Win OpraHM4yeckoro npouCXoXaeHus,
ncnosib3yemble nNpu paspaboTke 1 NPOU3BOACTBE BUOMEANLNHCKOrO KNEeTOYHOro NPoAyKTa;

9) bronoruyeckunin Matepuan - BUONOrMYecKme XNLKOCTU, TKaHW, KNETKW, CEKPETbI 1 NPOAYKThI
XKU3HEeAEeATeNbHOCTM YesloBeKa, (PU3N0ornieckne 1 NaTonornyeckue BblgeeHns, Ma3km, COCKobsbl,
CMbIBbI, BUONCUAHBLIN MaTepuan;

10) goHop Bronornyeckoro MmaTepuana (Lanee Takxe - 4OHOP) - YENOBEK, KOTOPbLIN MPU XU3HK
npenocTaBns BONOrMYECKUn MaTepran, N YeNoBeK, y KOTOPOro BMonornyecknii MaTepuasn nosyyeH
nocne ero CMepTu, KOHCTaTUPOBAHHOW B MOPSAKe, YCTAaHOBIEHHOM 3aKOHOAaTeIbCTBOM POCCMINCKON
denepaumnu;

11) noHopcTBO BKONOrMYECKOro MaTepmana - NpoLecc NOCMePTHOro NpeaocTaBaeHNs B1MoNornYeckoro
MaTepuana (ganee - noCMepTHOE AOHOPCTBO) UK NPYXXU3HEHHOIO NPefoCcTaBeHns Br1onornyeckoro
MaTepuana (ganee - NPUXU3HEHHOE JOHOPCTBO);

12) HopMaTUBHaA AOKYMeHTaLMsa Ha BMOMEeANLNHCKUI KNeTOYHbIA NPOAYKT - pa3pabaTbiBaeMbii
npov3ssoanTenem 6uomMeMLUNHCKOr0 KNeTOYHOro NpoAyKTa AOKYMEHT, COAEepXKallnin nepeyeHb
nokasaTtenemn Ka4yecTsa bBMOMEANLIMHCKOrO KIETOYHOIr0 NPOAYKTa, onpefenseMblxX Nno pesybtaTtam
COOTBETCTBYIOLLMX IKCMEPTM3, N UHPOPMALMIO O METOAAX KOHTPOS KayecTBa buomMeguuMHCKOro
KNETOYHOr0 NPOAYKTa;

13) Ka4ecTBO BOMELNLIMHCKOrO KIETOYHOr0 NPoAyKTa - COOTBETCTBUE OBNMOMEANLNHCKOr0 KIETOYHOro
nNpoaykTa TpeboBaHNAM HOPMATMBHOWN AOKYMEHTaLMN Ha BMOMEANLIMHCKNIA KETOYHBIA MPOAYKT;

14) 6e30nacHOCTbL BMOMEANLIMHCKOrO KIETOYHOIO NPOAYKTa - XapakTepucTuka buoMenLMHCKOro
KNeTO4YHOro NPoAyKTa, 0CHOBaHHaA Ha CPaBHUTEIbHOM aHan3e ero 3PMeKTUBHOCTH U PUCKA NPUYNHEHUNS
Bpena XU3HW 1 300POBbLI0 YEI0BEKA MPU ero NpUMeHeHNN;

15) 3chheKTUBHOCTb BUOMEOULIMHCKOrO KNETOYHOM0 NPOAYKTA - XapaKTePUCTMKA CTEMEHN
NONOXUTENBHOMO BANAHUS BMOMEANLIMHCKOrO KIETOYHOI0 NPOAYKTa Ha TeYEHNe, NPOLOIKUTENBHOCTb
3aboneBaHnsa NAK coCcToaHMSA NMbo Ha Ux NpefoTBpaLLeHne, Ha coxpaHeHne bepeMeHHOCTH, Ha
MeAULMHCKYI0 peabnauTaumio naumeHTa;

16) NpOTOKON KAUHNYECKOro NCCcnefoBaHns BromMeanLMHCKOro KIETOYHOIO NPOAYKTa - LOKYMEHT,
onpesensoLLni Lean KIMHNYeCKOro NCCaefoBaHns bUoMeNLMHCKOro KNeTOYHOro NpoayKTa, (hopMbl ero
opraHm3auny n MeToL0N0r N0 NPOBEAEHNS, CTaTUCTYECKE MeTOAbI 06paboTKu pe3ynbTaToB
nccnepoBaHms n Mepbl No obecnevyeHuto 6e30MacHOCTY NALMEHTOB, Y4aCTBYOLNX B KIMHNYECKOM
nccnepoBaHMm BMoOMeaMLIMHCKOrO KIETOYHOIO NPOLYKTa;

17) nHDOPMALIMOHHBIA IMCTOK NaLWeHTa - LOKYMEHT, B KOTOPOM B AOCTYNHON hopMe 13/10XKeHa
MHMOPMaLNA 0 KIMHNYECKOM NCCnefoBaHMn 61MOMeMLUHCKOrO KNeTOYHOro NpoayKTa, ero Lensx, niaHe
NpoBeAEeHNS 1 BO3MOXHbIX PUCKaX, COCTaBe BMOMEANLNHCKOrO KNeTOYHOr0 NPOAYKTa 1 COAEPXKMUTCS
nNMCbMeHHOoe JoBPOBO/IbHOE COrnacue naLMeHTa Ha y4acTue B KIIMHNYeCKOM UCC/Ie40BaHNm
61OMeNLIMHCKOrO KNIETOYHOr0 MNPOAYKTa;

18) perncTpaunoHHoe yaoctoBepeHne bMoMeaMLMHCKOr0 KNeTOYHOMr0 NPOAYKTa - AOKYMEHT,
NoATBEPXXAAOLWMN (aKT rocy4apCTBEHHOW peructpaunm BroMeanLUMHCKOro KNeTo4YHOro NPOAYKTa;

19) npon3BoauTens BMOMEANLNHCKOrO KNETOYHOM0 NPOAYKTa - OpraHu3aLums, ocyLlecTeaaoLwas
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NpPou3BOACTBO BUOMEANLMHCKOrO KNETOYHOr0 NPOAYKTa Ha OHOW CTafAnmn, HECKOMBbKMX WX BCEX CTaANAX
TEXHOJI0rMY4eCKOro npoLecca B COOTBETCTBMM C IMLEH3NEN Ha OCYyLLeCTBAEHNE AeATeNbHOCTYU N0
NpPou3BOACTBY BUOMEANLNHCKUX KNETOYHbIX MPOAYKTOB;

20) nobo4yHoEe [eNnCTBME - peakL s opraHn3Ma YenoBeka, CBA3aHHas C NpuMeHeHneM 6UoOMeaNLNHCKOro
KJIETOYHOrO NPOAYKTa B COOTBETCTBUMN C UHCTPYKLMEN MO €ro NpMMEHeHNIo;

21) He)xenaTesnbHaa peakuus - HebnaronpuaTHasa peakUns opraH1M3Ma 4YeoBeKa, KoTopas MOXeT ObiTb
CBA3aHa C NpyMeHeHneM B1oMeaNLMHCKOro KNeTOYHOro NPoayKTa;

22) cepbe3Has HexxenaTeNlbHas peakuums - HebnaronpusTHas peakLumsa opraHn3Ma YesloBeka, KoTopas
CBsA3aHa C NpuMeHeHneM B1oMeaNLMHCKOro KNeTOYHOro MPoAyKTa B COOTBETCTBMUN C MHCTPYKLUMEN NO ero
NPYMEHEHNI0, MPMBELLIAs K CMEPTM, BPOXKAEHHBIM aHOMANNSAM MU NOPOKaM pa3BuTus mbo
npeacTasnsolwas cobon yrpo3y XnsHu 4enoBeka, Tpebyowaa rocnntannsaumm nmbo npusenLwasn K
BPEMEHHOW yTpaTe TPyA0CNoCOBHOCTN UK K NHBAIMAHOCTH;

23) HenpeOBUAEHHAs HeXenaTesbHas peakums - HebnaronpuaTHaa peakuus opraHn3mMa YenoBekKa,
KOTOpas CBA3aHa C NpUMeHeHneM 61oMeaNLMHCKOro KNETOYHOro NpoAyKTa B COOTBETCTBUMN C MPOTOKOIOM
KJIMHNYECKOro NCCnenoBaHns BoMeanLMHCKOro KJIETOYHOI0 NpoayKTa, BpoLuopoi nccnenosaTens nnm
WHCTPYKLMEN NO €ro NpMMEHEHNIO U CYLLHOCTb, TSXKECTb U NCX04 KOTOPOW HE COOTBETCTBYIOT MH(OpMaLMK
0 6uoMeaNLNHCKOM KJIETOYHOM NPOAYKTE, COAEPKALLENCS B YKa3aHHbIX JOKYMEHTaXx;

24) hanbcnduumMpoBaHHbI BMOMeANLNHCKWIA KNeTOYHbIN NPOayKT - BOMeaANLIMHCKUA KNEeTOYHbIN
NPOAYKT, NpeAHaMEPEHHO COMPOBOXAAEMBIN NOXHON MHGOPMaLMel 0 ero cocTase u (1nn)
Npou3BOANTENE;

25) HepobpoKayeCTBEHHLIN BUOMEONLNHCKUA KNETOYHbIA NPOAYKT - BUOMEANLNHCKNIA KNETOYHbI
NPOAYKT, He COOTBETCTBYOWMNIA TpeboBaHNAM HOPMATUBHOW AOKYMEHTaLMN Ha BMoMe ANLNHCKNIA
KNI€TOYHbIV NPOAYKT;

26) KOHTpataKTHbIN BMOMEANLNHCKNIA KNETOYHbIA NPOAYKT - 6BUOMEeANLNHCKUA KNeTOYHbIN NPOAYKT,
HaxoaAaWwMmMnCcs B 0bpalleHn C HapyLIEHNEM MPaXx AaHCKOro 3aKOHO4aTebCTBa;

27) BOKANHMYECKoe nccnefoBaHne BOMeLNLIMHCKOro KIETOYHOro NpoaykTa - bronorunyeckue,
MUKPOBMonornyeckne, MIMMyHo0rM4eckmne, TOKCUKOIOrMyeckme, hapMakosiornieckne, usnyeckue,
XUMUYECKNE N Opyrue nccaenoBaHma BMOMeONLNHCKOrO KNeTOYHOMO NPOAYKTa B LENSX BbISIBIEHNS
cneunduyeckoro MexaHnsMa AenCcTBNS Takoro NpoayKTa, NoJlydyeHns Loka3aTenbCTB ero 6e3onacHoCTy,
KayecTBa 1 3(PHEKTNBHOCTM, NPEALIECTBYOWNE KIMHNYECKOMY NCCIeA0BaHUI0 B1oMeanUnHCKOro
KJIETOYHOr0 NPOAYKTa;

28) KJIMHNYEeCKOe ncciegoBaHme 6MoMeaULMHCKOrO KNeTOYHOro NPOAYKTa - U3yYeHne NpohnnakTUYeCKmX,
ANAarHOCTUYECKNX, NeYebHbIX, peabnanTaloHHbIX CBOMCTB BUOMEANLIMHCKOrO KJ1IeTOYHOro NPoAYyKTa B
npouecce ero NPUMeHEeHNs YeNoBeKY B LIeNsX NoJyvyeHnsa AoKa3aTeNbCTB ero 6e3onacHoCTy 1
3W(HEKTUBHOCTM, AaHHbIX O MOBOYHBLIX AENCTBUSX TAKOro NPOAYKTA N HEXENATENbHbIX PeaKLMUSAX,
CBSA3@HHbIX C €ro NpUMeHeHneM, a Takxe 06 3pdekTe B3aUMOAeNnCTBMSA nccnefyemoro bMoMe ML MHCKOro
KJIETOYHOr0 NPOAYKTa C APYrMM BMOMEANLMHCKMMU KNETOYHLIMU NPOAYKTAaMU, IeKapCTBEHHbLIMYU
npenapatamu n (UInM) MEQULNHCKUMW U3OEANAMU, MULWEBLIMM NPOLYKTAMU;

29) MHOIOLIEHTPOBOE KANHNYECKOE NCCNeloBaHNe BOMEeINLIMHCKOrO KIETOYHOr0 NPoAyKTa - KIMHUYeCKoe
nccnepoBaHme 6MOMeANLMHCKOrO KNeTOYHOro NPOoAYyKTa, MPOBOANMOE B ABYX U Bonee MeanLMHCKNX
OopraHu3aunsax No egMHOMY NPOTOKOJY KIMHUYECKOro nccaenoBaHmsa bMomMeanunuHCKOro KNeTo4Horo
NPOAYKTa;

30) MexxZyHapoLHOe MHOMOLEHTPOBOE KJIMHUYECKOe uccnenoBaHmne 6MoMeaMLMHCKOr0 KNeTOYHOr0
NPOAYKTa - KINHNYECKOe NCCNenoBaHne BnoMeanLUMHCKOro KIETOYHOro NpoayKTa, NPOBOAMMOE B
Pa3NNYHbIX CTPaHax Nno eaMHOMY NMPOTOKOY KJIMHWYECKOro UcciaenoBaHns bromeanuUMHCKOro KNeTo4yHoro
npoaykTa;

31) NOCTPErncTpaumnoHHOE KINHNYECKOoe NCCeaoBaHne BOMeaANLNHCKOro KNETOYHOro NpoayKTa -
KNUHUYeCKoe nccnegoBaHme 6uoMeanLNHCKOro KAeTo4Horo NpoaykTa, obpalleHme KoToporo B
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Poccninckon ®degepaumm OCyLLECTBASETCS NOCSE roCcyAapCTBEHHOW perncTpauum, B Lensx
AononHUTeNbHOro cbopa AaHHbIX 0 ero 6e30nacHOCTU N 3 HEKTUBHOCTY, PaCLUMPEHNS NMOKa3aHUA K
NPYMEHEHNI0 Takoro BroMeanLMHCKOro KJIETOYHOM0 MPOAYKTa, @ TakXXe BbIABAEHNS HEXeNaTesbHbIX
peakLuuin Ha ero NpUMeHeHue.

CTtaTbs 3. MPUHLMMLI OCYLLECTBIEHNS eATEebHOCTU B cpepe obpalleHns BroMeaAULIMHCKNX KNETOYHbIX
MPOAYKTOB

MpuHUMNaMun oCyLLeCcTBAEHNA AeATeNbHOCTU B chepe obpalueHns 61MoMeJMLNHCKNX KIeTOYHbIX MPOAYKTOB
ABNATCS:

1) nobpoBONLHOCTbL 1 6€3B03ME3HOCTb AOHOPCTBA BMOOrM4Yeckoro MaTepuana;

2) cobnopeHmne BpavyebHOM TalHbl U MHOW OXPaHAEMOW 3aKOHOM TalHbl;

3) HeJOMYCTUMOCTb KyMNIM-NPOAaKM BMosornieckoro MaTepuana;

4) HepoNyCTUMOCTb CO34aHMs SMOPMOHa YenoBeKa B LieNiAX NPon3BOACTBa BUOMEANLNHCKUX KNETOYHbIX
NPOLYKTOB;

5) HegoOMyCTUMOCTb MCMOb30BaHNA AN pa3paboTKu, MPOU3BOACTBA U NPUMEHEHUS BOMeANLIMHCKIX
KNeTOYHbIX MPOAYKTOB BMONOrMYeCcKoro MaTepuana, NoJy4eHHOro NyTeM npepbIBaHMA NpoLecca pas3BuTus
3MbproHa 1A NaoLa YenoBeka WanM HapyLLeHUa Takoro npoLecca;

6) cobnioneHmne TpeboaHnin Brionoruyeckon 6e30MacHOCTM B LENSX 3alMThl 340P0BbS JOHOPOB
Bronoruyeckoro MaTepumana, paboTHUKOB, 3aHATLIX Ha NPOM3BOACTBE BMOMEANLIMHCKMNX KIIETOUYHbIX
NPOAYKTOB, MEANLMHCKMX paBOTHNKOB, MaLMEHTOB 1 OKPY>KaloLLen cpeabl.

CtaTtbs 4. MPUroToBNAEHNE KNETOYHON NNHUN

1. MpuroToBneHne KNeTOYHON ANHWUM, NPefHa3HAYeHHON AN9 NPOU3BOLACTBa BUOMEANLNHCKUX KNETOUYHbIX
NPOAYKTOB, BK/O4aeT B cebs nonyyeHme 6oaornyeckoro mateprana, ero nccaefoBaHue, BolgesieHme n3
Hero KeToK, U Npn HeobX0AMMOCTY NX KYyNbTUBUPOBAHME 1 MOAUGDMKALIMIO BHE OpraHM3Ma 4YeoBekKa,
nosly4yeHne CTaHLapTU30BaHHON MOMyAALMN KNETOK U OLLEHKY COOTBETCTBUS NONYAALUN KIETOK
cneungukaumnm Ha BMOMeaNLMHCKMIA KNETOYHBIA NMPOAYKT, COAEPKALLEN CBeeHUS, YyCTaHOBNIEHHbIE
CTaTben 7 HacTosAwero ®efnepansHOro 3aKoHa.

2. lns NpuMroToBAEHNSA KNETOYHOW NMHNN NCMOJb3YIOTCA UCKITIOYNTENBHO KNETKM YesI0BEKa UK YeSl0BeKa,
B OTHOLLEHMW KOTOPOro KOHCTaTUPOBaHa CMepPTb B MOPSAKe, YCTAaHOBIEHHOM 3aKOHOAATE/IbCTBOM
Poccuinckon ®degepaunn.

3. Mony4yeHne n NCcnonb3oBaHMe A8 NPOM3BOACTBA BMOMEANLIMHCKMX KIIETOYHbIX MPOAYKTOB
Bronormyeckoro MaTepmasna HeyCTaHOBJIEHHbIX JINL, KOTOPbIE MO COCTOSHMIO 3L0POBbA, BO3PACTy WK
NHBIM NMPU4YNHaM He MOrJin C006LLI,VITb OaHHble O cBoen JIN4HOCTK, B OTHOLLEHNN KOTOPbLIX BNOC/IEACTBUN
KOHCTaTWpOBaHa CMepTb B NOpSAKe, yCTaHOBAEHHOM 3aKOHO4aTeNbCTBOM Poccunckon defepaunu, 1 Ha
MOMEHT Mosly4eHus bruonornyeckoro MmaTepuana faHHble 0 JIMYHOCTU KOTOPbIX HE YCTAaHOBJIEHbI, HE
L0MyCcKaloTCs.

CtaTbs 5. Pa3paboTka BuoMeANUNHCKNX KNeTOYHbIX MPOAYKTOB

1. Pa3paboTka 6MOMEANLMHCKUX KNETOYHbIX NPOAYKTOB NpeacTaBaseT coboi npoLecc co3gaHus
H6roMeanLMHCKOro KNIETOYHOr0 MPOAYKTa U TEXHOMOr M ero Npou3BoaCTBa.

2. dnHaHcoBoe obecneyeHne pa3paboTkn BUOMeAULMHCKUX KJIETOYHBIX MPOAYKTOB MOXET
OCYLLECTBNIATLCSA 3a CYET:

1) 6BloO>KeTHbIX aCCMrHOBaHW heaepasibHoro bloaxeTa;

2) 6104)KeTHbIX acCUrHoBaHMI BoaxxeToB cybbekToB Poccuiickon Pegepaunu;

3) cpeacTB pa3paboTynkoB BUOMEANLNHCKMX KNETOYHbIX MPOAYKTOB;

4) NHBIX NCTOYHMKOB, HE 3amMpeLLEeHHbIX 3aKoHOAaTeNbCTBOM Poccunckon ®egepauum.

3. MpaBa pa3paboTynka BMOMEANLMHCKOrO KNETOYHOI0 NPOAYKTa OXPaHSOTCSA B COOTBETCTBUN C
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rpakJAaHCKUM 3aKOHO4aTENbCTBOM.
CtaTbs 6. [JOKNMHUYECKOEe 1ccsieaoBaHme 6UOMeULNHCKOrO KAETOYHOM0 NPoaYyKTa

1. loknnHnyeckoe nccnefoBaHne GOMeLULIMHCKOr0 KIETOYHOro NPoAyKTa NPOBOAMUTCS Ha
MOLESIMPYEMbIX B OPraHU3Me KMBOTHbIX JIMOO BHE XXMBOIr0 OpraHM3Ma naTonormyecknx npoueccax,
NPOTEKAOLLMNX B OpraHM3Me YenoBeka, 1 (Mam) NaToNorn4eCKnx COCTOSAHMAX YeN0BEKA, MPU KOTOPbIX
npegnonaraeTcs NPUMeHsATb pa3pabaTbiBaeMblil GOMEANLMHCKAN KNETOYHbIN NPOAYKT, @ TakXXe Ha
MoJesniax, NO3BONMAIOWMX BbIABUTb CNELNUpUYEeCKMn MEXAHN3M AeACTBMA TaKOro NPoayKTa, ero
3(hHeKTMBHOCTL M Be30MacHOCTb.

2. Mo pe3ynbTaTaM NPOBEAEHHOI0 AOKJIMHNYECKOrO NCCNEA0BaHUS BUOMELNLIMHCKOrO KIETOYHOr 0
NPOAYKTa OpraHmn3aumns, KoTopas NPOBOAMNA AOKJIMHNYECKOE NCCIef0BaHMe, COCTaBAAET OTYET 0
AOKIMHNYECKOM nccnefoBaHum bromeanuMHCKOro KA1eTo4HOr0 NPoAyKTa, CoAep Kalunii onmcaHue,
pe3ynbTaTbl U aHaN3 Pe3yibTaTOB AOKIUHNYECKOr0 NCCNEN0BAHNS, @ TaK)KE 3aKJIIO4YEHNE O BO3MOXKHOCTH
NpoBeAeHNs KINHNYECKOro nccaefoBaHns BMoMeaMLNHCKOrO KNeTOYHOr0 NPOAYKTa.

3. MpaBunia NpoBeAeHNs DOKIMHUYECKMX NCCef0BaHNA BUOMEeANLMHCKNX KNETOYHbIX MPOAYKTOB,
BKJIl0O4as TpeboBaHMS K KBaMdUKaLum CneumnanncToB 1 MaTepmanbHO-TEXHNYECKON Ba3e HayyHbIX
opraHmsauun, obpasoBaTesibHbIX OpraHM3aUnii Bbicliero obpa3oBaHus, obpa3oBaTesbHbIX OpraHM3auuin
LOMONHUTENILHOIO NPOoeCcCcMoHanbHOro 06pasoBaHNs, NHbIX OPraHn3aLmin, yCTaHaBAMBAOTCA NpaBuIaMm
HaZnexallen NpakTuku no pabote ¢ BoOMeANLMHCKUMUN KNETOYHLIMU NPOAYKTaMU, YTBEPXKAAEMbIMU
henepanbHbIM OPraHoOM UCMOJTHUTENbHON BNACTK, OCYLLECTBAAOLWNM (PYHKLMM NO BbIpaboTke 1
peanu3aunm rocyaapCTBEHHON NOJIMTUKN U HOPMATUBHO-MPaBOBOMY PeryJimpoBaHuio B cepe
3[1paBOOXpaHeHNs (ganee - ynoJIHOMOYEHHbIN heaepabHblil OpraH NCNOJIHATENBHON BAacTK).

4. ®rHaHcoBoe obecneyeHne JOKANHNYECKNX NCCef0BaHNN BMOMEANLIMHCKMX KNETOYHbIX NPOLYKTOB
MOXXeT OCYLLEeCTBAATLCA 3a CYET:

1) 6t0)KeTHbIX aCCMIHOBaHWIA heaepasibHoro bloaxeTa;

2) 6roKeTHbIX accurHoBaHui 6roaxeTos cybbekToB Poccuinckon ®epepauuu;

3) cpencTB pa3paboTynNKoB BMOMEANLIMHCKMX KIETOYHbIX MPOAYKTOB;

4) NHbIX NCTOYHUKOB, He 3anpeLLeHHbIX 3aKOHOAaTeNLCTBOM Poccuinckon deagepauuu.

CtaTbsa 7. Cneumndukauma Ha BrioMe AULIMHCKNIA KNETOYHbIA NPOaYKT

1. Ha kaxabln pa3paboTaHHbIN BOMeaULIMHCKUA KNETOYHbIA NPOAYKT, NPoLeALWni JOKINHNYECKOe
nccnepoBaHue, pa3paboTynkom BMOMeONLNHCKOr0o KNEeTOYHOM0 NPOAYKTa U NPponu3BoaMTENEM
BromMeanLUMHCKOro KNETOYHOIr0 NPOAYKTa COCTaBAAETCS cneundukaums, npeacrtasnsioLwias cobom
JOKYMEHT, COAEPXXaLLUUA cBeAEHNS 0 TUMNe (ayTOoNOrMYHbIA, anfioreHHbI, KOMOMHMPOBAHHbIN)
HroMeaMLMHCKOr0 KNETOYHOr0 NPOAYKTa, ero Ka4yeCTBEHHOM COCTaBE N KOJIMYECTBEHHOM COCTaBE,
BUONOrNYECKMX U NHBIX XapaKTEPUCTUKAX KNETOYHOWN IMHWUW (KNETOYHbIX NHWIA) 1 BrioMeanLMHCKOro
KJIETOYHOr0 NPoAyKTa.

2. ®opma cneuundmrKkauum Ha BUOMeOULMHCKNIA KETOYHbIN MPOAYKT YTBEPXKAAETCS YNOJHOMOYEHHbIM
henepanbHbIM OPraHOM UCMOJIHUTENLHON BIACTMW.

CtaTtbsa 8. FocyaapCcTBeHHas perncrpauns 6rnoMeanuMHCKMX KAeTOYHbIX MPOAYKTOB

1. NMpon3BoACTBO, peann3auns, NPUMeHeHNe, XpaHeHne, TPaHCMOPTMPOBKaA, BbIBO3 13 POCCMICKOW
CDep,epau,mm, YHN4YTOXEHNE 6VIOMe,£I,VILI,I/IHCKI/IX KNEeTO4YHbIX MPOAYKTOB OCYLLECTBAATCA, €C/IN OHU
3aperncTpupoBaHbl YNOJIHOMOYEHHbIM hefepasibHbiM OPraHoM UCMOSHUTENLHOW BACTH.

2. [ocyapCTBEHHON perncTpaunmn nogaexar:

1) buoMeMLMHCKIME KNeTOYHbIE MPOAYKThI, BNepBbie NnoAnexalyne BeoLy B obpalueHune B POCCMINCKOW
depepaumm, 3a UCKN0YeHNeM BUOMeANLNHCKUX KNeTOYHbIX MPOAYKTOB, NpefHa3HaYeHHbIX A4
NCNnoaHeHna nHansnayasibHOro MeanynHCKOro Ha3Ha4yeHud 6VIOM€,£I,I/ILI,VIHCKOFO KNeTo4YHOoro npoaykTa,
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cneumnanbHO NPOU3BEAEHHOr0 As OTAESIbHOro NauneHTa HenoCcpeACTBEHHO B MEANLIMHCKON opraHu3aLmm,
B KOTOPOW MPUMEHSAETCS AaHHbIN BUOMEANLINHCKNIA KNETOYHbIA NPOAYKT;

2) bnomMeANLNHCKME KNIETOYHbIE MPOAYKTbI, 3aperncTpMpOoOBaHHbIE paHee, B C/lyvae N3MEHEHNs Tuna
(ayTONOrnYHbIN, annoreHHbln, KOMOMHMPOBAHHLIN) BMOMEANLUHCKOr0 KNEeTOYHOr0 NPoayKTa, ero
Ka4yeCTBEHHOro CoCTaBa M (M) KONMYECTBEHHOIO COCTaBa (3@ MCKIlDYEHMEM COCTaBa BCMOMOraTesbHbIX
BELLLECTB), BMONOrMYECKNX U UHBIX XapPaKTEPUCTUK KNETOYHON ANHUN (KNETOYHbIX JIMHWIA) 1
HroMeanLMHCKOro KIETOYHOr0 MPoAYyKTa.

3. F'ocypapcTBeHHaa pernctpaumsa 6MoMeanUNMHCKOro KNeTOYHOro NpoayKTa oCyLwecTBaAseTcsa no
pesynbTaTaM:

1) broMeamnLMHCKOM 3KCNepTn3bl BrioMeanLMHCKOro KN1eTOYHOM0 NPOAYKTa, BKYatoLWwen:

a) 3KCNepTmn3y KayecTBa BOMEeANLIMHCKOrO KNIETOYHOr0 MPOoAyKTa, B TOM YMC/Ie IKCNEPTM3Y COCTaBa
o0bpa3uoB 6roMeanLMHCKOro KJeTOYHOI0 NPOAYKTa U METOL0B KOHTPOJIS ero KavyecTsa (ganee -
3KCMNepTn3a KayecTBa BMOMEANLUHCKOr0 KNeTOYHOro NpoayKTa);

6) aKCnNepTn3y AOKYMEHTOB A5 MOAYYEHNA pa3peLleHnNs Ha NPOBEAEHME KIMHNYECKOr0 NCC1eloBaHMA
HromMeanLMHCKOro KIETOYHOI0 MPOAYKTa;

B) 3KCMepTmM3y 3hPEeKTUBHOCTM BUOMEANLIMHCKOrO KIETOYHOIO NMPOAYKTa;

) 3KCNepPTMU3y OTHOLUEHNSA OXXNAAEMOWN NOJIb3bl K BO3MOXXHOMY PUCKY NpMMeHeHns BroMeanumMHCKOro
KJIETOYHOr 0 NPOAYKTa;

2) 3TUYECKON 3KCNEePTM3bl BO3MOXHOCTMN NPOBEAEHNS KJIMHWYECKOro UccienoBaHna bromeanumMHCKoro
KJIETOYHOr0 NPoayKTa (ganee - STUYECKas 3KCNepTn3a);

3) KIIMHUYECKNX MccnefoBaHnin BOMeanUMHCKOro KNETOYHOro NpoayKTa.

4. TocypapCTBEeHHas perncrtpauma bnomeanumMHCKNX KNeToYHbIX NPOAYKTOB OCYLLECTBAETCA
YNOJIHOMOYEHHbIM (hefepalibHbIM OPraHoOM UCMOSHUTENIbHOW BAACTW B CPOK, HE MPEeBbILLAOLWNA CTa
naTungecaTn paboynx gHen co OHS NPUHATUS 3aSBEHNSA O FOCYAapCTBEHHOWN perncTpauum
BroMeANLIMHCKOr0 KIETOYHOro NpoayKTa, b0 B CPOK, HE MpPeBbILLAKLWNA ABYXCOT NATUAECATH paboumnx
OHEN CO OHSA NPUHATUSA 3as8BI€HNS O FrOCYapCTBEHHON perncTpaumm 6uoMeanLUNHCKOro KJeTOYHOro
npoayKTa, B Cjly4yae NpuHATMA YNOJHOMOYEHHbIM hefepanibHbiM OPraHOM UCMOJIHUTENbHON BACTK
peLleHns 0 MOBTOPHOM NPOBEAEHNMN BOMEANLIMHCKOM 3KCNepTU3bl BrioMeanLMHCKOro KJeTOYHOr0
npoaykTa u (Uan) STMYECKON 3KCNepPTM3bl B COOTBETCTBUM CO CTaTben 19 HacTosAwero defepanbHoOro
3aKoHa. CpoK rocyAapCTBEHHON perncTpaumm BnoMeanLMHCKOro KIETOYHOr0 MPoAyKTa NCHNCASETCS CO
AHA NPUHATWSA YNOAHOMOYEHHBIM (hefepanbHbIM OpraHoM UCNOMIHUTESIbHON BNACTX 3asB/IeHMS O
rocyapCTBEHHON perncrpauumn 6MoMeanUMHCKOr0 KNeTOYHOr0 NPOAYKTa C MPUI0XKEHNEM He0bX0aMMbIX
JOKYMEHTOB A0 AHA BblAa4yn PErMCTPaLMOHHOIO YA0CTOBEPEHMS BMOMEONLNHCKOTO KNETOYHOMO NPOAYKTa.
Bpems npoBefeHns KIMHWYECKOro nccnenoBsaHns BromeguumMHCKOro KJ1eTo4YHOro NpoaykTa He
YYUTLIBAETCS MPU NCYNCNEHNMN CPOKA rOCYLapCTBEHHON perncTpaumm 6MoMeanuMHCKOro KN1eTOYHOr 0
npogykTa.

5. He ponyckaeTcs rocyapCTBeHHas perucrpaumns:

1) pa3nnyHbix BUOMEANLIMHCKNX KNETOYHbIX MPOAYKTOB N0O4 OAMHAKOBLIM TOProBbIM HAaUMEHOBAHMNEM;

2) ogHOro 6MoMeaNLNHCKOr0 KJeTOYHOro NPoAYyKTa, BbliMyCKAaeMOro NPonN3BoANTENEM NOL Pa3INYHbIMU
TOProBbIMM HAMMEHOBAHMAMMN N NMPEACTaBIEHHOIO Ha FOCYAapCTBEHHYIO PerncTpaumnio B Buae AByX u
6osiee 6MOMEANLNHCKNX KNETOYHbIX MPOAYKTOB.

6. YNONHOMOY€EHHbIM (hefepanbHbIM OPraHOM UCMOJIHATESIbHON BAACTW B YCTAaHOBEHHOM UM NOPAAKe Mo
3anpocy PUANYECKUX L, OCYLLECTBAIOWMNX AeATENbHOCTb Npy obpalueHnn BruoMeaNLUNHCKNX
KJIETOYHBIX MPOAYKTOB (fanee - cybbekThl 0bpaLleHnsa 6UoMeaNLNHCKUX KJIETOYHBIX MPOAYKTOB), B
NMUCbMEHHON W/ 3NEeKTPOHHOW (hopMe Aal0TCA pa3bsACHEHUS MNOSIOXKEHNIA LOKYMEHTaLUUN, CBA3aHHOW C
roCyfapCTBEHHOW perncTpaunen, a Takxke ¢ LOKANHUYECKUMUN U KIMHNYECKUMW NCCef0BaHNAMU
BOMeANLIMHCKMX KNETOYHbIX MPOAYKTOB.

7. MpaBuTenbcTBoM Poccuinckon ®enepaumm B Clydae BBEAEHUS B OTHOLWeHMM Poccuinckon depepaunmn
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OrPaHNYNTESIbHbBIX MEP 3KOHOMMNYECKOr0 XapakTepa yCTaHaBANBAOTCS 0COBeHHOCTU obpalleHns
BroMeaNLMHCKUX KNETOYHbIX MPOAYKTOB, B TOM YMCe 0COBEHHOCTU UX rOCYAapCTBEHHOWN perncrpaumm.
(LononHeHme YacTbio - PegepanbHbin 3akoH 0T 08.03.2022 Ne 46-D3)

CtaTtbsa 9. MpeAcTaBieHne JOKYMEHTOB [/ rOCYyAapCTBEHHON pernucTpauuy 6noMeanumnHCKoro
KJIETOYHOr 0 NPOoAyKTa

1. lna rocygapCTBEHHOW perncTpaunn bnomMeanumHCKOro KNeToMHOR0 NPoAyKTa opraHu3aums,
obnafatowas NnpaBamMn Ha pe3ynbTaTbl HOKANHUYECKNX NCCIeA0BaHNI BMOMENLMHCKOrO KNETOYHOIO
NpoayKTa, KIMHNYECKNX NCCaedoBaHMn BUOMeANLIMHCKOrO KEeTOYHOro NMPOoAYKTa 1 (Mn) Ha TEXHONOT U0
Npou3BoACTBa BUOMEANLNHCKOrO KNETOYHOr0 NPOAYKTa, UK YNOJHOMOYEHHOE €0 APYroe lopuanyeckoe
muo (panee - 3a9BMTeNb) NPeACTaBASAET B YNOJHOMOYEHHbIN hefepanbHbIn opraH UCNONHUTENbHON
BJIACTM 3asBJIEHNE O rOCYAapCTBEHHOWN pernctpauumn brnomeanumMHCKOro KJ1eTo4HOro NpoayKTa v nHble
JOKYMEHTbI, U3 KOTOPbIX POPMUPYETCSH PErNCTPALIMOHHOE 00Che Ha BOMEANLIMHCKUIA KNEeTOYHbIA MPOAYKT.
dopma 3aaB/IeHNA U NOPSAOOK NpeAcTaBIeHNs YKa3aHHbIX 3as8BNeHUS N JOKYMEHTOB, BKJIOYas 3TAnNHOCTb
npeacTaBneHns (ans GuoMeanUNHCKNX KNETOYHbIX MPOAYKTOB, B OTHOLLIEHWNN KOTOPbIX HE MPOBOAUINCH
KJINHWYEeCKNe NCCefoBaHNs Ha TeppuTopumn Poccniickon depepaunn), yCTaHaBAMBaOTCS
YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoM MCMOAHUTENbHOW BAACTH.

2. PerncTtpaunoHHoe 0ocbe Ha BUOMEANLMHCKUI KIETOYHbIA NPOAYKT (hOPMUPYETCS U3 CNedyoLnx
LOKYMEHTOB:

1) 3aABNE€HNE 0 rOCyAapCTBEHHOW perncTpauny buoMeanumnMHCKOro KNeTo4yHoro NpoayKTa;

2) KONns OOKYMeHTa Ha PyCCKOM 13blke, 3aBEPEHHOM0 B YCTAHOB/IEHHOM MOPSAAKe U NOATBEP)XAAOLErO
NPaBOMOYHOCTb 3aiBUTENA NOAaBaTh 3asBJEHME O FOCYLAapPCTBEHHON perncTpauumn bMoMeanuMHCKOro
KJIETOYHOr0 NPoAyKTa (AOBEPEHHOCTL);

3) cneumndurKkaumns Ha 6MOMeANLNHCKNIA KNETOYHbIN NPOaYKT;

4) NpPoeKT HOPMATUBHOWM AOKYMeHTaLun Ha BoMeaNLMHCKUA KNETOYHbIA NPOAYKT;

5) NpoeKkTbl MakeTOB MEPBNYHOM YNAKOBKM M BTOPUYHOM YNAaKOBKM BMOMEANLNHCKOrO KJETOYHOro
NpoaYyKTa;

6) OTYeT 0 NPoBEeAEHHOM LOKJANHNYECKOM NCCefoBaHNM BUOMEeaNLIMHCKOrO KIETOYHOI0 MPOAYKTa;

7) NPOEKT NPOTOKOAA KAMHUYECKOr0 nccnenoBaHns GromeamuMHCKOr0O KIETOYHOIO MPOAYKTa;

8) NpoeKT pernameHTa NPon3BOACTBa OMOMEONLNHCKOrO KNETOYHOrO NPOAYKTa;

9) cBeeHNs 0 perncTpaLnoHHOM HOMepe 1 faTe NpefocTaBAeHNs ANLEH3UN Ha OCYLLLEeCTBEHNE
LAEATENbHOCTM MO NPON3BOACTBY BMOMEANLIMHCKOrO KIETOYHOIO MPOAYKTa;

10) NHGOPMALIMOHHbIA INCTOK NaUNeHTa;

11) nHdopMaLmnsa 0 CTPaxoBbiX BbiMJaTaxX NauneHTam, NPMBAEYEHHbIM K NMPOBEAEHMIO KJIMHNYECKOro
nccnenoBaHna 6MoOMeoNLMHCKOro KNeTOYHOM0 NPOAYKTa;

12) oT4yeT 0 pesysibTaTax MeXXAyHapoAHbIX MHOTOLLEHTPOBbIX KINMHUYECKMX NCCef0BaHUN
H6roMeanLMHCKOro KNETOYHOr0 NPOAYKTa, YacTb U3 KOTOPbIX NpoBeAeHa B Poccuinckon denepauuu;

13) NPoOEeKT MHCTPYKLMKN NO NPUMEHEHNI0 B1OMeaNLIMHCKOrO KIETOYHOIr0 MPOAYKTa, CoAep KaLlen
cnegymoline ceefeHns:

a) HaumMeHoBaHWe BMOMEeaNLNHCKOro KNeTOYHOr0 NPOAYKTa;

6) Tun GuoMegMLUNHCKOro KJETOYHOro NpoayKTa (ayToJIOrMYHbINA, anioreHHbIN, KOMOMHNPOBAHHBIN);

B) KQYeCTBEHHbIE N KOJINYECTBEHHbLIE XapPaKTEPUCTUKN KNETOYHOW INHUN (KNETOYHbIX JIMHURA),
HaVMEHOBaHMS N KONNYECTBO BCMOMOraTesibHbIX BELEeCTB, BXOAALWMX B COCTaB bBrioMmeanLmMHCKOro
KJIETOYHOr O NMPOAYKTa;

) HAaMMeHOBaHUA (MeXXayHapoAHble HEMATEHTOBAHHbLIE, UAWN FPYNNNPOBOYHbIE, NN XUMUNYECKUE) U
KOMNYECTBO JIeKapCTBEHHbIX NpenapaToB v (hapMaLeBTUYeCcKnx cybcTaHumii, BXOASALWMX B COCTaB
HroMeanLMHCKOro KIETOYHOr0 MPOAYKTa;

[) HAMMEHOBAHNS MeQULMHCKUX N34ENNA, BXOAALLMX B COCTaB BIOMEANLIMHCKOrO KNETOYHOIr0 MPOAYKTa;
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€) NOKa3aHus K MPUMEHEHWIO;

)K) MPOTUBOMOKAa3aHMA K MPUMEHEHWIO;

3) peXxuM 1 cnocob npuMeHeHns BOMeANLMHCKOro KNETOYHOro NPoAyKTa, NPOAO/KUTENbHOCTb IEYEHUS;
1) Mepbl NPeAOCTOPOXXHOCTU NPU NPUMEHEHUN BMOMEANLNHCKOrO KJeTOYHOro NPoayKTa;

K) YKa3aHue (npu Haam4nm) ocobeHHoCcTen LencTBus 6MoMeANLNHCKOro KJeTOYHOro NpoayKTa npu nepsoM
€ro NpUMeHeHnK;

J1) BO3MOXKHble No6oYHble OeNCTBMA NPY NPUMEHeHN BUOMEeANLIMHCKOrO KIETOYHOr0 MPOAYKTa;

M) CO4ETAEMOCTb C UHbIMUW BUAAMMN NEYEHNS, BKIOYAs COMETAEMOCTb C JIEKAPCTBEHHbLIMU NpenapaTamMmm n
(M) MEeANLUHCKMMIN M3AEeNNAMUN, APYrUMKN BUOMEANLIMHCKMMUN KJIETOYHLIMY MPOAYKTaMU, a Takxe
NULLEBLIMWN NPOAYKTaMMU,;

H) CPOK rOAHOCTMN U YKa3aHWe Ha 3anpeT NpuMeHeHns BMoMeaNLNHCKOro KNeTOYHOro NpoayKTa no
NCTEYEHUN CPOKa rogHOCTY;

0) 0COBEHHOCTU NPUMEHEHNS Y feTel, bepeMeHHbIX XXEHLLUH U XXEHLLWH B NepUoa rpyaHoro
BCKAPMJIMBaHMS;

n) AaHHble 0 CTabnabHOCTN BMOMEANLNHCKOrO KNeTOYHOro NPoayKTa;

p) ycnoBus xpaHeHns BoMeaunLMHCKOro KIeTOYHOr0 NpoayKTa;

14) peKkBM3nTbl OOKYMEHTOB, MOATBEPXXAAOWMX YNAaTy rocyaapCTBEHHOWN NOWANHBI 3@ NpoBeAeHe
3KCMNepTU3bl KavyecTBa BUOMEANLINHCKOrO KJIETOYHOIr0 NPOAYKTA, S3KCNEPTU3bl OKYMEHTOB A5 NMOJYyYEHUS
pa3peLleHns Ha NPoBeEHME KIMHNYECKOro NCccaefoBaHNa BMOMeaNLUMHCKOro KNeTOYHOr0 NPoayKTa u
3TUYECKOW 3KCNEepTU3bl, 3KCNEPTU3bl 3PPEKTUBHOCTN BUOMEANLIMHCKOrO KI€TOYHOM0 NPoAYyKTa U
3KCMNEePTU3bl OTHOLLIEHMNSA 0XKNAAEMOW MOJb3bl K BO3MOXXHOMY PUCKY NMPUMEHeHNS BMOMeaNLNHCKOro
KJIETOYHOr0 NPOAYKTa, B OTHOLLEHMUN KOTOPOro NpoBeAEHbl MEXAYHAPOAHbIE MHOMOLEHTPOBbLIE
KJINHWYECKNE NCCNIe0BaHNS, YaCTb M3 KOTOPbIX NpoBeaeHa B Poccuinickon ®epepauuny;

15) fOKYMeHThI, NpeLCTaBAsEMblE B COOTBETCTBUN C HacTblo 2 CTaTby 18 HacToswero ®epepanbHOro
3aKOHa.

3. 3asBMTENb BrpaBe NpeacTaBuUTh N0 COBCTBEHHON UHNLMATUBE AOKYMEHTLI, MOATBEPXAaloWme ynnaTy
rocylapCTBEHHOWN MOLJIMHBI 3@ NPOBEAEHNE IKCNEPTU3bI KayecTBa BMOMEANLIMHCKOrO KIETOYHOI O
NpoayKTa, 3KCNepTU3bl 4OKYMEHTOB A5 MOJyYeHNS pa3peLLEHNS Ha NPOBEAEHNE KIIMHUYECKOrO
nccnenoBaHna broMeanLMHCKOro KA1eTOYHOR0 NPOAYKTa 1 3TUYECKON IKCMEePTH3bl, IKCNEepTU3bl
3(pHEKTUBHOCTYN BMOMEONLNHCKOrO KNETOYHOMO NPOAYKTa U 3KCNEepPTU3bl OTHOLIEHUS 0XKUAAEMON NOJb3bI
K BO3MOXXHOMY PUCKY NPUMEHEeHNs BoMeanLMHCKOr0 KIETOYHOr0 NPOAYKTa, B OTHOLLEHUN KOTOPOro
NpoBeleHbl MeX1yHaPOAHblE MHOIOLIEHTPOBbIE KINHUYECKMNE UCCeN0BaHNS, YacTb U3 KOTOPbIX
npoBsefieHa B Poccuiickon Penepaunn, CBEAEHNS O PErMCTPaLMOHHOM HOMEPE 1 faTe NpeaocTaBAeHNs
JmueH3un npy obpalleHnn 3a rocygapCTBEHHOM perncTpaunen bBuoMegnUNHCKOro KAeTo4YHOro NpoayKTa.
B cnyyae HenpencTaBAeHNS YKa3aHHbIX JOKYMEHTOB U CBeeHNI YNOJHOMOYEHHbI (hefepalibHbIl OpraH
NCNOJIHATEIbHON BIACTYW 3anpallvBaeT NX B NOPSAKE MeXBeLOMCTBEHHOIr0 MHHOPMALMOHHOIO
B3aUMOOEeNCTBUS.

4. He ponyckaeTcs NCNOsb30BaHNE B KOMMEPYECKUX Liensax MHADOPMaLUKM 0 pe3ynbTaTax AOKINHNYECKNX
nccnenoBaHnin BoMe ANLIMHCKMX KNETOYHbIX MPOAYKTOB W KJIMHUYECKUX UCCea0BaHNin B1OMeANLIMHCKNX
KJIETOYHbIX NPOAYKTOB, NPeACTaBAEHHON 3aSBUTENEM A9 FOCYAAaPCTBEHHON perncTpaumnm
HroMeanLMHCKOro KIETOYHOro NpoayKTa, 6e3 ero corflacus B Te4EHMe WeCTN NeT C AaThl
roCcygapCTBEHHOW perncTpauun bromMmeanLMHCKOro KNeTo4Horo npoaykTa B Poccuinckon ®epepaunn.

CtaTbs 10. PelleHue 0 Bblfayve 3KCNEPTHOMY YUYPEXAEHNIO 1 COBETY MO 3TUKE 3aaHWUi Ha NPoBeeHNE
3KCNepTu3 BOMEe[ULNHCKOrO KJETOYHOr0 NPoayKTa

1. B TeyeHwue naTu paboynx gHei Co AHS NPUHATUS 3aSBAEHUS O FOCYAapCTBEHHON PErncTpaLum
BMOMeANLIMHCKOro KJ1eTOYHOro NPoAyKTa YNoJIHOMOYEHHbIN (heflepalibHblii OpraH UCMOHUTENbHON BNACTK
MPOBOAUT MPOBEPKY MOJIHOTbI U AOCTOBEPHOCTU CBEAEHWI, COAEPXKALLUMXCS B NMPEACTaBIEHHbIX
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3a9BUTENIEM [OKYMEHTaXx, ¥ MPMHMMAET peLleHmne O Bblgaye 3aaHna Ha NpoBeaeHue:
1) GioMegmnUMHCKOM 3KCNepTU3bl BoMeaNLMHCKOro KJ1eTOYHOM0 NPoAyKTa B YaCTW 3KCNepTU3bl KayeCTBa
6roMeanLMHCKOr0 KNETOYHOIr0 MPOAYKTA, IKCMEPTM3bl JOKYMEHTOB 415 MOJIYH4EHUS pa3peLleHmns Ha
npoesegeHmne KInHn4eckoro nccnenoBsaHuda 6I/IOM€,D,VILI,I/IHCKOFO KNeTo4YHOoro npoaykTta n 3TUYecKomn
3KCMepTU3bl Ha OCHOBAHMM LOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 11, 13 4yacTu 2 cTaTtbn 9 HacToALEro
depnepanbHOro 3aKoHa;

2) buomMeANLNHCKON 3KCNepTn3bl BUOMEeANLNHCKOrO KJEeTOYHOro NpoAyKTa B YacTW 3KCNepTU3bl
3hheKTUBHOCTN BMOMEANLIMHCKOrO KJIETOYHOIO MPOAYKTa U 3KCMEPTM3bl OTHOLLEHNS 0XKMAAEMOW MOJb3bI
K BO3MOXXHOMY PUCKY MPpUMeHeHns BMOMeNLMHCKOrO KNEeTOYHOr0 NPOAYKTa, B OTHOLLEHWUN KOTOPOro
npoBefeHbl MeXAyHapo4Hble MHOMOLLEHTPOBbIE KANHUYECKMNE UCCe0BaHMA, YacTb N3 KOTOPbIX
nposefeHa B Poccuinckon ®epepaumm, Ha OCHOBaHUM OOKYMEHTOB, yKa3aHHbIX B NyHKTax 1-6, 8,9, 12 u
13 yacTtun 2 cTaTbn 9 HacTosAWwero ®epepasibHOr0 3aKoHa.

2. YNONHOMOY€EHHbIN heaepanbHbIl OpraH NCMOJHUTENLHOW BAacTX YBEAOMASET B MUCbMEHHOW hopMe
3a58BUTESIA O NPUHSATOM PELLEHUK, a B C/ly4ae 0TKa3a B OpraHM3aLnm NpoBefeHnsa 3KCNepTn3, YKa3aHHbIX B
4yacTn 1 HacToAWwen CTaTbK, - C YKa3aHWEM NPUYMH TaKoro oTKasa.

3.B Cnliy4ae BblABJIEHNA HEMOJIHOThI NN HeJOCTOBEPHOCTH CBe,EI,eHI/II7I, cogepxXxallnxca B npenctaB1IEeHHbIX
3as9BUTENIEM OOKYMEHTaX, YNOJHOMOYEHHbIN hefepasbHbid OpraH UCNOJHUTENbHOM BAACTW HanpaBaseT
3a8BUTENIO 3anNpoC 06 YTOYHEHNN STUX CBELEHUIA, KOTOPLIA MOXET 6bITb MepefaH yNoJIHOMOYEHHOMY
npeacTaBUTeNIO 3a89BMTENA IMYHO MO pacrnncKy, HanpasJieH Mo noYyTe 3aka3HbIM NMMCbMOM WV NepefaH B
3NEKTPOHHOW hopMe MO TeEKOMMYHNKALMOHHbLIM KaHalaM CBA3W. B ciyvyae HanpaBaeHUs 4aHHOr o
3anpoca Nno no4yTte 3aka3HbIM MMCbMOM OH CHUTaETCA NOJIYHYEHHbBIM MO NCTEYEHUN LEeCTHn ,EI,HeI7I C AaThbl
HanpaB/eHUs 3aKa3Horo nucobMa.

4. 3anBuTesnb 06513aH NpeACTaBUTb OTBET Ha 3amnpoc YNoJIHOMOYEHHOr0 (hefiepasibHOro opraHa
NCNOJIHNTEIbHON BIACTW, YKa3aHHbIA B YacTW 3 HACTOSALEN CTaTbW, B CPOK, HE MPEBbILAOWMNA 4EBAHOCTA
paboumnx nHen co gHA ero nonyyeHns. Cpok, yKasaHHbIA B YacTu 1 HaCTosALLEN CTaTby,
NPUOCTaHaBAMBAETCA CO AHA HANPaB/EHNA 3as8BUTENI0 3anpoca YNOJHOMOYEHHOr0 hefepanbHOro opraHa
NCNOJIHATEIbHON BIACTW 40 AHA NOJYYEHUS MM COOTBETCTBYIOLLErO OTBETA.

5. OcHOBaHMeM AJ1g 0TKa3a B OpraHu3aumm 3KCnepTuns, NpeayCMoTPEHHbIX YacTblo 1 HaCTOALWEN CTaTby,
ABNAETCA NpeAcTaBAeHne HeobX04MMbIX 4OKYMEHTOB B HEMOJIHOM 06beMe, HenpeacTaB/IeHNe 3aABUTENEM
B YCTAHOBJIEHHbI CPOK OTBETA Ha YKa3aHHbIN B H4aCTW 3 HaCTOALWeEN CTaTbh 3anpocC YNOJHOMOYEHHOI 0
henepanbHOro opraHa UCMOJIHNTENbLHON BIACTW NMBO OTCYTCTBUE B NPEeACTaBAEHHbIX JOKYMEHTAX
MCYepPnbIBAOLWEro NepeyHs HeobXoaMMOM MHGOPMaLLMK, KOTOpas A0JKHa ObiTb OTpaXkeHa B HUX, @ TakKxe
OTCYTCTBME MHOopMaLmMK, noaTeepXKAatoLen GakT ynnatel roCy4apCTBEHHON NOWINHBI 3@ NpoBeAeHue
3KCNepTU3bl KavyecTBa BUOMEANLIMHCKOrO K1€TOYHOro NMPOAYKTa, IKCNEPTU3bl JOKYMEHTOB A5 NOJy4YEHUS
pa3peLUeHns Ha NPOBEAEHNE KJIMHNYECKOr0 NCCNeA0BaHUSA BUOMEeANLIMHCKOrO KNETOYHOr0 NPOAYyKTa,
3TNYECKOW 3KCMEepTU3bl, 3KCMEPTM3bl IPPEKTUBHOCTN BOMENLIMHCKOrO KIETOYHOIO NPoAYyKTa U
3KCMepTU3bl OTHOLIEHUS 0XXKMAAEMON MOJIb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUST BOMEeLNLIMHCKOr O
KJIETOYHOr0 NPOAYKTa, B OTHOLLIEHMM KOTOPOro NpoBeAeHbl MeXAyHapoaHble MHOMOLLEHTPOBbIE
KJINHNYEeCKNe NCCIef0BaHNs, 4aCTb U3 KOTOPLIX NpoBefeHa B Poccunckon ®epepaumm, npu obpalleHnn 3a
rocyapCTBEHHOW perncTpauunen 6MoMeaNLNHCKOro KIeTOYHOro NpoayKTa.

CtaTbs 11. ®enepalibHOE rocyaapCTBEHHOE BIOAXKETHOE yYpeXxaeHune Nno NpoBefeHnto 6noMeanLIMHCKON
3KCMepTM3bl BUOMEANLMHCKUX KIETOYHbIX MPOAYKTOB

1. bBioMeaunUMHCKasn 3KcnepTn3a BromMeauLMHCKNX KNETOYHbIX NMPOAYKTOB NPOBOAUTCS deliepaibHbIM
roCyAapCTBEHHbIM BIOOXETHbLIM YYpeXX AeHNeM, HaxoAALWMMCA B BE4EHMNMN YONHOMOYEHHOI O
henepanbHOro opraHa UCMOJIHUTENLHON BAACTM U obecneynBaoLLMM NCMOSHEHWE NOJTHOMOYUIA 3TOro
henepanbHOro opraHa NUCMOJIHUTENLHON BACTMW MO Bblaye pa3peLleHnin Ha NPoBEeAEHNE KIMHUYECKNX
nccnenoBaHnin BUOMEANLNHCKMX KNeTOYHbIX MPOAYKTOB U (MAK) rocy4apCTBEHHON perncTpaLmm
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BMOMEeAULIMHCKUX KNETOYHBIX NMPOAYKTOB (afiee - 3KCNepPTHOE yYpexxAeHune).

2. DKCMEPTHLIM yYypexaeHneM OCYLLeCTBASETCS KOHCY/IbTUPOBAHKE MO BOMPOCaM, CBA3aHHLIM C
npoBefeHNeM AOKINHUYECKUX NCCeoBaHUA BUOMEAULIMHCKUX KNETOYHBIX NMPOAYKTOB, KIVHUYECKUX
NCCNenoBaHN BUOMEONLNHCKUX KNETOYHbIX NPOAYKTOB, BMOMEANLIMHCKOM SKCNePTU3bl BrioMe ANLIMHCKNX
KJETOYHBIX MPOJIYKTOB, FOCYIapCTBEHHON perncTpaumnein bMoMeauLMHCKUX KIETOYHbIX MPO4YKTOB, B
nopsiike, yTBEP)XAEHHOM YMOJIHOMOYEHHBIM (heflepasibHbIM OPraHOM WUCTMOSHUTENBbHOM BNACTH.

CtaTtbsa 12. OpraHunsaumsa npoeeneHns bMoMeanLMHCKON 3KCNepTn3bl BMOMEANLNHCKOr0 KNETOYHOro
npoaykTa

1. buoMeamnuUMHCKas aKcnepTn3a bMOMeaMLMHCKOrO KNETOYHOI0 NPOAYKTa NPOBOAUTCS B iBa 3Tana:

1) Ha NepBOM 3Tane NPOBOAATCA 3KCNEpPTU3a KavyecTBa BOMeaMLIMHCKOro KJIETOYHOIO MPoayKTa U
3KCMepTun3a AOKYMEHTOB /18 MOJYYEHNS pa3peLLIEeHNs Ha NPOBEAEHNE KINHNYECKOr0 NCCNe0BaHNS
6I/IOM€,EI,VILI,I/IHCKOFO K/1€TO4YHOro NpoAykKTa, 3a UCKIIDYeHNEM 6I/IOM€JJ.I/ILI.VIHCKOFO KNeTo4YHOro npoaykKTa, B
OTHOLLEHUN KOTOPOro NPoBeAEHbl MEXAYHAPOAHbIE MHOMOLEHTPOBbLIE KJIMHMYECKNE NCCef0BaHuNs, YacTb
13 KOTOpPbIX NpoBefdeHa B Poccuinckon depepaunn;

2) Ha BTOpPOM 3Tarne npoBoAATCS 3KCnepTusa spdekTNBHOCTU BOMEQNLMHCKOr0 KJETOYHOI0 NPoAyKTa U
3KCMepTun3a OTHOLLEHNSA 0XKMAAEMOW MOJIb3bl K BOSMOXXHOMY PUCKY MPUMeEHEHNS BMOMeANLNHCKOrO
KJIETOYHOr 0 NPOAYKTa. YKa3aHHbIe 3KCNepTu3bl MPOBOAATCA MO pe3ysbTaTaM KJIMHUYECKUX NCCNef0BaHnii
HroMeanLMHCKOro KNEeTOYHOr0 NPoAYKTa.

2. briomenumHCKasa akcnepTm3a GoMeANLMHCKOro KNETOYHOro NPOAYyKTa NPOBOANTCA KOMUCCUEN
3KCMEepPTOB IKCMEPTHOrO yYpeXAeHNS, Ha3Ha4YEeHHOW PYKOBOAMTENEM 3TOM0 YYpEeXXAEHNS, HA OCHOBAHUN
3allaHus YNoJHOMOYEHHOro heiepalibHOro opraHa UCMOSHUTENLHOW BNAacTU Ha NPOBEAEHNE
H6roMeanLUMHCKOW 3KCNepTU3bl BIoMegnLMHCKOro KIeTOYHOr0 NpoAyKTa. PyKoBOAMTENb SKCNEPTHOr0
yupexaeHus obecneynBaeT Hagsiexallee nposegeHme bMomMeanuMHCKON 3KCNepTn3bl BMOMeaNLNHCKOro
KJIETOYHOr0 NpoAyKTa B COOTBETCTBUM C 3alaHWEM YNOJIHOMOYEHHOr0 helepaibHOr0 OpraHa
NCNOJIHATESIbHON BIACTW U OPraHU3yeT NOAroTOBKY CBOAHOMO 3aKJII04YEHNSA KOMUCCUM SKCNEPTOB
3KCMEPTHOr0 y4pexK4eHNs.

3. B cocTaB KoMMCCMM 3KCMEPTOB MO X0AaTaNCTBY 3KCMepTa Ha OCHOBAHWUN PeLIEHNS PYKOBOAUTENS
3KCMEePTHOr0 yYpeXKAeHNS MOTyT BbITb BK/OYEHbI B KAYECTBE 3KCMEPTOB MHbIE MLA, B TOM YUCE He
paboTatoLlune B 3TOM 3KCMEPTHOM YYPEXAEHNM, ECIN UX CNELNasbHbIE 3HaHUSA HeobXxoaAnMbI Ans
npoBeeHNs 3KCNepTM3bl BUOMEeaNLIMHCKOrO KNETOYHOr0 NPOAYKTa.

4. Mpwn npoBeaeHnn BUOMEeLNLIMHCKON IKCNEPTM3bl BUOMELNLIMHCKOrO KIETOYHOI0 MPOAYKTa 3KCMNepT He
MOXXeT Haxo4NTbCA B KaKor-1nbo 3aBUCMMOCTY OT 3a8BUTENS, NLA, HAa3HAYMBLUEr0 3TY IKCNEpPTU3y, uin
APYrux NnL, 3aMHTEPECOBAHHBIX B pe3yJibTaTax broMeanLUMHCKON 3KCNepPTU3bl B1IOMeNLMHCKOro
KJIETOYHOr 0 NpPoAyKTa.

5. Mpu npoBefeHnn BMOMEANLIMHCKOA 3KCNePTM3bl BMOMEANLMHCKOrO KNETOYHOr0 NPOAYKTa 3KCNEPT He
BMpaBe CaMOCTOSATEIbHO MCTPeboBaThb Y 3a8BUTENS LOKYMEHTbI U (M1M) MaTepmrasbl, Heobxoaumble ons
npoBefeHNs 3KCNepTmM3bl. B ciydae HeAOCTaTOYHOCTM NpeaoCTaBAeHHbIX SKCNEePTY AOKYMEHTOB U (1K)
MaTepranoB 4N18 Aadn 3aKI0YEHNS SKCNEePT BNpaBe NOCTaBMTb BOMPOC O NPefoCTaB/IEHNN EMY
HeobXx0aMMbIX JOKYMEHTOB 1 (UAK1) MaTepranoB nepes pyKoBOAMTENEM IKCNEPTHOrO yYpexAeHuns,
KOTOpPbIN 0bpallaeTcs C COOTBETCTBYIOLUM 3aMpocoM B YNOSHOMOYEHHbIN dhenepasbHbIA OpraH
WNCMOJIHUTENbHON B1aCTH, Bblﬂ,aBLIJVIVI 3alaHne Ha nposeaeHne 6I/IOM€,£I,VILI,VIHCKOIZ 3KCNepTn3bl
HroMeanLMHCKOr0 KNeTOYHOro NPOoAYKTa. YNOAHOMOYEHHbI (hefepasibHbI OpraH NCNOJHUTENLHON
BNACTW B TeYeHUe NATK paboymnx gHen Co AHSA NOCTYMIEHUS 3anpoca PyKOBOAUTENSA 3KCNEPTHOro
YYpEXAEHUSA HanNPaBASET B 3JIEKTPOHHON AN NNCbMEHHON (DOpMe 3asBMTENI0 3anpoc O NpeaocTaBAeHnn
AOMNONHUTESIbHBLIX OKYMEHTOB 1 (M1M) MaTepUasoB C yBEAOMJIEHNEM O ero nojyvyeHnu. 3asasuTenb 0653aH
B CPOK, HE MPEeBbILLAOWMNA WecTuaecaTn paboymx OHEN CO AHA NOJIyYEeHUs 3anpoca YyNnoJHOMOYEHHOro
dhenepanbHOro opraHa UCNoSHUTENbHON BAACTW, NPeACTaBUTh 3anpoLIEHHbIe JOKYMEHTLI 1 (1an)
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MaTepuanbl M60 060CHOBaTb HEBO3MOXXHOCTbL UX MPeACTaBeHNs. Bpems Co AHS O0TNpaBieHns 3anpoca u
0,0 NoJlyYeHNs YNOJHOMOYEHHbIM hefepaibHbIM OpPraHOM UCMOSIHUTENIbHOW BAACTV OTBETa 3asBUTENS Ha
3anpoc He YYUTBLIBAETCS MPU UCHNCIEHIN CPOKA FOCYapCTBEHHO perncTpaumm broMmeanLmHCKoro
KJEeTOYHOro NpoaykKTa.

6. Pe3ynbTaTbl KaXKA0ro 3Tana 6MoMeANLIMHCKON 3KCNepTn3bl BOMeLNLUHCKOrO KNEeTOYHOro NpoayKTa
0(hOPMAAOTCS 3aK/YEHNEM KOMUCCUM SKCMEPTOB 3KCMNEPTHOMO YYPEXAEHUS. B 3aK/04EHUN KOMUCCUN
3KCMEepPTOB IKCMEPTHOrO YYpeXXAEHUS yKa3blBalOTCS NepeyeHb NCCieaoBaHunini, 06bem NpoBeaeHHbIX
KaXK[blM 3KCMepTOM UCCNeA0BaHWIA, YCTAHOBNEHHbIE KaXXAbIM 3 HUX (haKTbl U CLleNlaHHbIe B pe3ybTaTe
NCCNenoBaHUiA BbIBOLbI. DKCMEPT, MHEHWE KOTOPOro He COBMALaeT C PELUEHNEM KOMUCCUM 3KCNEPTOB
3KCMEPTHOr0 y4pexxAeHuns, BNpaBe Bbipa3uTb B MMCbMEHHOM (DOpMe CBOE MHeHWe, KOTopoe NprobLyaeTcs K
3aKJ1I04EHUIO KOMUCCUM SKCMEPTOB.

7. MpaBuna npoefeHns 6UOMEeANLIMHCKON IKCNepTH3bl BOMELNLNHCKUX KNETOYHbIX MPOAYKTOB 1 (hOPMbI
3aKJI04EHUI KOMUCCUM SKCMEPTOB 3KCMEPTHOMO YYPEXAEHUS YCTAaHABIMBAKOTCS YNOJHOMOYEHHbIM
(hefepasibHbIM OPraHOM UCMOHATENbHON BNACTW.

8. JKCMepTHOE yuYpex1eHne HeCceT 0TBETCTBEHHOCTL 3a COBoAeHNe NpaBu NPOBEAEHNS
B1oMeANLIMHCKOMN 3KCNepTu3bl 61IOMeANLMHCKOr0 KNETOYHOr0 NPOAYKTa U 3a KaYecTBO ee NpoBeAeHUS.

CtaTbs 13. TpeboBaHus, NpeabABASEMbIE K 3KCNEPTaM Npw NpoBefeHn BMoMeanLIMHCKON 3KCNePTU3bI
BUOMEeANLIMHCKUX KNETOYHBIX NMPOAYKTOB, NMpaBa 1 0653aHHOCTU 3KCMEPTOB

1. DkcnepToM Mo NpoBeAeHNto BUOMEANLIMHCKON 3KCNepTM3bl BUOMEANLIMHCKNX KNETOYHbIX MPOAYKTOB
ABNSETCA aTTECTOBAHHbIN PaBOTHUK 3KCNEPTHOrO YYpeXAEHNS, KOTOPLIN UMEET BhiCLLUEe MeANLNHCKOE,
hapMaLEeBTNYECKOE, BETEPMHAPHOE, B1onornyeckoe nnm xmmmyeckoe obpasoBaHme 1 NpoBoaUT
H6roMeaNLIMHCKYI0 3KCNepTn3y BMOMEONLNHCKNX KJIETOYHbIX NPOAYKTOB B MOPSAAKE UCMOJIHEHUS CBOMX
JOJDKHOCTHbIX 06513aHHOCTEN.

2. TpeboBaHMA K NPOtheccMoHa bHON NOArOTOBKE 3KCNEPTOB M CTaxy paboTbl N0 cNeunanbHOCTH, NOPSA0K
aTTecTalnm 3KCNepToB, MOPAAOK (DOPMUPOBAHNA U AEATENLHOCTY KBaANMUKALNOHHBIX KOMUCCUI
YyCTaHaBAMBAOTCS YNOJHOMOYEHHbIM (hefepasibHbIM OpraHoM UCMONHUTENbHON BNACTW.

3. ATTecTaums 3KCNepToB Ha NPaBo NpoBeaeHns BoMeANLIMHCKON 3KCNepTu3bl BrioMegnLMHCKUX
KJIETOYHbIX NMPOYKTOB OCYLLECTBASETCS KBaINMPNKALMOHHBIMUA KOMUCCUAMU YNOJIHOMOYEHHOI 0
henepanbHOro opraHa UCMOJIHUTENLHON BJIACTW HE PeXXe YEM OAUH pa3 B MATb JIET.

4. 3KcnepT Npw NpoBeaeHun brnomeanuLMHCKON 3KCNepTN3bl BoOMeaNLMHCKNX KNETOYHbIX MPOAYKTOB
obsa3aH:

1) npoBOANTb NCCNIef0BaHNE NPeACTaB/eHHbIX eMy 06BEKTOB MCCNeoBaHNS, OKYMEHTOB U (1K)
MaTepunasoB, OCYLLECTBAATb OLIEHKY NpeanaraeMbiX METOA0B KOHTPOJIS KayecTBa BroMmeanLMHCKOro
KJIETOYHOr0 NPoAYKTa, AaBaTb 3aKJIl0YEHME MO NOCTaBJIEHHbLIM NepPes HAM BOMPOCaM C COOTBETCTBYHOLLNM
060CHOBAHNEM NI 3aKJIOYEHNE O HEBO3MOXXHOCTM NPOBEAEHNS UM BUOMEANLNHCKON 3KCNEepTU3bl
6roMeaNLIMHCKUX KNeTOYHbIX MPOAYKTOB, €C/IN NOCTaB/IEHHbIE BOMPOCHI BLIXOANAT 3@ NPenesbl
cneumnanbHbIX 3HaHUIM akcnepTa Anbo ecnm 06bEKTLI NCCed0BaHMI, LOKYMEHTbI U (11M) MaTepuanb
HENPUIroAHbl AN HELOCTATOYHb! AJ1S MPOBEAEHNS NCCNIEA0BAHNA U AaYM 3aKITIIOYEHNS;

2) obecneynTb Hapnexallee XxpaHeHNe NpeacTaBeHHbIX 06EKTOB MCCNef0BaHNA, LOKYMEHTOB 1 (1K)
MaTepunanos.

5. 3KcnepT He BMpase:

1) npoBoaAnTb BUOMELNLNHCKYIO 3KCNepTU3y bBroMeanLUMHCKUX KNETOYHbLIX MPOAYKTOB Mo obpalleHunio
HenocpeaCcTBEHHO K HEMY LPUANYECKUX NN DUINYECKNX NTNLL;

2) camocTosTeNnbHO cobmpaTbh MaTepuasbl AN5 NpoBeaeHns BroMmeanLMHCKON 3KCNepTU3bI
BroMeANLIMHCKUX KNeTOYHbIX MPOAYKTOB;

3) NpoBOAMTb KOHCYIbTauum B 061acTh NpodheCcCMoHaIbHON AeATeNbHOCTU BHE Cy)KebHOro 3afaHus;
4) pasrnawaTb CBeLlEHUSs,, KOTOPbIE CTaJIn EMY N3BECTHbI B CBA3W C NPOBEAEHNEM BMOMEANLNHCKOW
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3KCMepTM3bl BUOMEAULIMHCKUX KNIETOYHBIX NMPOAYKTOB, @ TakXXe CBelleHNs, COCTaBAsoLLMe
roCyAapCTBEHHYID, KOMMEPYECKYIO UM UHYIO OXPaHSEMYIO 3aKOHOM TaiiHy.

6. KaXK Il 3KCNepT, BXOAALMUIA B COCTAB KOMUCCUM SKCMEPTOB IKCMEPTHOrO YYPEXAEHUS, KOTOPOIA
nopy4YeHo npoBeaeHve BMoMeaNLNHCKOM 3KCNePTN3bl BUOMEANLMHCKIX KNETOYHbIX MPOAYKTOB,
HE3aBMCMMO M CaMOCTOATE/IbHO MPOBOAUT UCCIe[0BaHNS, OLLEHNBAET pe3y/bTaTbl, MOJYYEHHbIE UM JINYHO
M APYTrVMUK 3KCNepTamu, 1 hopMyanpyeT BbIBOLbI OTHOCUTESIbHO MOCTABEHHbIX BOMPOCOB B Npeaesnax
CBOWX CMeLManbHbIX 3HaHWIA.

CtaTbs 14. 3T4eckas sKcnepTm3a

1. 3Tu4eckas 3kcnepTM3a NPOBOANTCSH COBETOM MO 3TUKE, CO34aHHbIM B MOPSAAKE, YCTaHOBJIEHHOM
YMNOJIHOMOYEHHbIM (hefepalibHbIM OPraHoOM UCMOMHUTENIbHOW BAACTU, B LENSX BblAayn 3ak04eHmns 0b
3TNYeCcKon 060CHOBAHHOCTM BO3MOXXHOCTU NPOBEAEHNSA KIMHNYECKOro nccaenoBaHma bnomMeanumnHCKoro
KJIETOYHOr 0 NpoAyKTa.

2. IKCnepTaMm coBeTa Mo 3TUKe MOryT BbiTb NPeaCcTaBUTENN MEANLIMHCKUX OPraHM3auuni, HayYHbIX
opraHm3auwnii, obpasoBaTenbHbIX OpPraHn3auuii Beicliero obpa3oBaHus, obpa3oBaTesbHbIX OpraHu3aLnii
AONOSHUTENIbHOr0 NpodeccnoHanbHoOro obpasoBaHns, a Takxxe NpeacTaBuTenn 06LeCcTBEHHbIX
OpraHu3aunii, peanrno3Hbix OpraHn3aumin n CpeacTs MacCoBON MHGOPMALUN. DTW IKCNEPTbl He LOJKHbI
HaXxoOUTbCS B KaKon-n1Mbo 3aBUCUMOCTU OT 3aABUTENS U APYIrUX JINL, 3aMHTEPECOBaHHbIX B pe3ysibTaTax
3TNYECKOW 3KCNepTUu3sbl.

3. OnnaTta ycayr 3KCNepToB COBETA MO 3TUKE OCYLLECTBASETCSA Ha OCHOBAHUN JOr0BOPA, 3aKJIIOYEHHOM 0
MeXXAay YNoJIHOMOYEHHbIM (hefepasibHbiM OPraHoOM MCMOSHUTENbHOW BAACTW, KOTOPbIM CO34aH COBET Mo
3TWKE, N 3KCMEPTOM COBETA MO 3TUKE, 3a CYET BI0AXKETHbIX aCCUrHOBAHWIA, NPefyCMOTPEHHbIX
YNOJIHOMOYEHHOMY (heaepasibHOMY OpraHy UCMOJIHUTENbHON BNACTK, CO34aBLUEMY COBET MO 3TUKE, B
thenepancHom Brog)KeTe Ha COOTBETCTBYIOLWNIA Fof Ha obecneyeHne ero 4eATeNbHOCTH, B pa3mepax,
yCTaHOBJ/IeHHbIX MpaBuTenbLcTBOM Poccuinckon ®egepaumn.

4. 3KCnepThbl COBETA MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATEIbCTBOM POCCMINCKOM
denepauymn.

5. CocTaB coBeTa Mo 3TUKe, N0J0XXeHe 06 3TOM COBETE, NOPAAOK ero fAesaTenbHoCcTU, TpeboBaHUS K
KBaJIMuKaLmm 1 onbiTy paboTbl MO 3KCNEPTHOM OLEHKE Hay4HbIX, MEAULMHCKUX U 3TUYECKUX aCNeKTOB
KJINHNYECKUX NCCNenoBaHnin BMOMeaNLUNHCKNX KJIETOYHbIX NPOAYKTOB, NPeAbABASEMbIE K 3KCNEPTaM
COBETa M0 3TUKe, MOPALOK OpraHu3auny 1 NpoBeAeHNs STUYECKON IKCNepTM3bl, (POpMa 3aKoyHeHNs
CoBeTa Mo 3TUKe yCTaHaBAMBAOTCA YNOJHOMOYEHHbIM (hefepasibHbiM OPraHOM UCAOAHUTENbHON BNaCTHU.
Yucno npeacrtaBuTenen MegMLUMHCKUX OPraHM3aLnii 1 HayYHbIX OpraHn3aumin He MOXKET MpeBbIWaTh
MoN0BMHY OT 0OLLLEro Yncsia 3KCNepToB COBETA MO 3TUKE.

6. VIHopMauwms o cocTaBe COBETa MO 3TUKE, NMaHax ero paboTbl U TEKYLLEN OEATENbHOCTM pa3MeLLaeTcs
Ha odULMaNbHOM CaliTe YyNOJHOMOYEHHOro hefepasbHOr0 opraHa NCMOHUTENbHON BAacTLN B
NHMOPMaLIMOHHO-TESIEKOMMYHUKALMOHHON ceTn "NIHTepHeT" (aanee - ceTb "VIHTepHET") B yCTAHOB/IEHHOM
1M nopsgke.

7. 9Tn4yeckas 3KCnepTn3a, COCTaB/eHNe COBETOM MO 3TMKE 3aKJIIOYEHUN O BO3MOXHOCTU UN
HEBO3MOXHOCTMW NPOBEAEHNS KIMHWYECKOr0 UccnenoBaHns BroMmeanuUMHCKOro KJ1eTo4YHOro NpoayKTa u
HanpaBJ/IeHNe 3TUX 3aKJIYEHNA B YNOJIHOMOYEHHbIN hefiepasibHbl OPraH UCMOJIHUTEIbHOW BNacTh
OCYLLECTBIAOTCS B CPOK, HE NMPEBbILIAWNA TPpUALAT paboymx OHEN CO AHA NOJIyYEeHUS COBETOM MO 3TUKE
3a4aHns yNoaHOMOYEHHOr0 hefepanbHOro opraHa UCNOJIHNTEIbHON BIACTW U HEOBXO0ANMbIX OKYMEHTOB,
yKa3aHHbIX B MyHKTax 1 - 11, 13 yactn 2 ctaTb 9 HacToAwWwero ®efepasibHOro 3akoHa.

8. [IOKYMeHTbI, cofep Kallnecs B PerncTpaLoHHOM A0Cbe 1 MOCTYMNMUBLUME B COBET MO 3TMKe A4
npoBeeHNs 3TUYECKON IKCNEPTU3bI B LIeNAX NOJYHEeHNS pa3pelleHns Ha NpoBeaeHne KIMHNYEeCKoro
nccnenoBaHna BoMeanLMHCKOro KN1eTOYHOr0 NPoAyKTa, NoasiexxaT BO3BPaTy B YNOJHOMOYEHHbI
thenepanbHbIi OpraH UCMOAHUTENbHOW BAACTHU.
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CtaTtbsa 15. 9kcnepTusa KayecTBa BrioMeanLIMHCKOrO KJI€TOYHOIO NPOAYKTa U 3KCNepTM3a AOKYMEHTOB /18
NoJIyYeHUs paspeLleHmns Ha NPoBeAeHNE KINMHNYECKOr0 MCCnenoBaHns GruoMeanLUMHCKOro KJIETOYHOr0
npoaykTa

1. 3kcnepTu3a kKavyecTBa BMOMEANLMHCKOrO KNETOYHOr0 NPOAYKTa, IKCNepTM3a LOKYMEHTOB As
NoAy4YeHUs paspeLleHuns Ha NpoBefieHne KINHNYECKOro NccefoBaHms BUoMeanLNHCKOro KIeTo4Horo
npoayKTa, COCTaBIeHNEe KOMUCCUEN IKCMEPTOB IKCMEPTHOMO YYPEXXAEHNS 3aKN0HEHNS O MOATBEPXKLEHNM
KavecTBa 6UOMEAULMHCKOro KNeTO4YHOr0 NPOAYKTa U BO3MOXHOCTW MPOBELEHUS €r0 KINHNYECKOro
nccnefoBaHUs UAK 0 HEMOATBEPXKAEHUN KavyecTBa BMOMEeANLNHCKOrO KNeTOYHOr0 NPOAYKTa U
HEBO3MOXXHOCTMW NPOBEAEHNS ero KINMHNYECKOr0 UCCneoBaHns, HanpasJ/ieHne COOTBETCTBYOLWEro
3aKJI04EHNS B YMOJIHOMOYEHHBIN (hefepasibHbI OpraH UCAOAHUTENLHOW BACTU OCYLLECTBASIOTCS B CPOK,
He npeBbIWaoWwunin cTa paboynx AHeN Co AHA NONYYEHUA IKCMEPTHLIM YYpeXLEHMEM 3a4aHuNs
YNO/HOMOYEHHOr0 hefepasibHOro opraHa UCNOAHUTENLHON BAACTU C NPUIOXKEHNEM HEODBXOANMbIX
LOKYMEHTOB, YKa3aHHbIX B MyHKTax 1 - 11, 13 yactn 2 cTaTbu 9 HacToAwero ®efepasbHOro 3akKoHa.

2. B Te4yeHmne wectnpecatn paboynx gHeN Co AHA NOAYYEHUS 3a9BMTENEM OT SKCMEPTHOrO y4peKAeHns
yBeLOMJIEHMSA O MOJIYYEHUMN YKa3aHHbIM 3KCNEPTHbLIM yYpeXAeHNEM 3alaHns YNOoJHOMOYEHHOrro
(hefepanbHOro opraHa UCMOJIHUTENbHON BIACTMW, YKA3aHHOM0 B YacTU 1 HacToALWeEN CTaTby, 3a89BUTENb
NpeacTaBNseT B IKCMEPTHOE yupexaeHne Ana NpoBeAeHNs 3KCNepTu3bl KavecTBa buoMeanLnHCKOro
KJIETOYHOro0 npoaykTa obpasubl BrIoMeanLMHCKOro KIETOYHOMO NPOAYKTa, KJIETOYHON ANHUN (KNETOYHbIX
JINHUIA), MEANLIMHCKNX N30eSIMA, NeKapCTBEHHbIX NpenapaToB, hapMaLeBTUYEeCKUX CyOCTaHUMIA, BELLECTB,
BXOAALMX B COCTaB BMOMEANLMHCKOrO KNeTOYHOr0 NPOAYKTa, NPpUMeEHsAeMble Npu NpoBefeHnn
3KCMepTu3bl KayecTBa BNOMEANLIMHCKOr0 KIETOYHOI0 MPOAYKTa NYyTEM CPAaBHEHMSA C HUMW NCCNESYEMOro
BroMeNLIMHCKOr0 KNETOYHOro NPoAyKTa, B KOANYeCTBe, He0HX0AMMOM A5 BOCMPON3BELEHNS METOA0B
KOHTPONS KayecTBa BMOMEANLIMHCKOrO KNETOYHOIO NPOAYKTa, B NOPSLAKE, YCTaHOBIEHHOM
YNOJIHOMOYEHHbIM (hefiepalibHbIM OPraHoOM UCMOSHUTESIbHOW BNacTu.

3. Mpwn nonyyeHnmn obpa3uos BOMeaNLIMHCKOrO KJIETOYHOIO MPOAYKTa U UHbIX 06pa3L 0B, YKa3aHHbIX B
4acTy 2 HacToALWeN CTaTbM, IKCNEPTHOE yYpexAeHne BbiAaeT 3a89BUTEN0 JOKYMEHT, NOATBEP KA
noay4yeHue ykasaHHbIx 06pa3uoB, 1 B CPOK, HE NPeBbILIAOLWLMA Tpex paboynx gHen Co AHSA NoJyYeHus
yKa3aHHbIX 06pa3uoB, yBeAOMAAET 06 3TOM YNOJHOMOYEHHbIN heaepanbHbIl OpraH UCMONHUTENLHOW
BJIACTMW.

4. B cnyyae, ecnv 3a8BASEMbIN CPOK XpaHeHUs BoMeanLMHCKOro KIeTOYHOM0 NpoAyKTa COCTaBAsET
MeHee NATHaALaTU CYyTOK, IKCNepTM3a KayecTBa BoMeanLUMHCKOro KNeTo4YHoro NpoayKTa NpoBOANTCA B
nopsifike, yCTaHOB/IEHHOM YMOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMONHUTENIbHOW BNAcTW, KOMUCCHEN
3KCMEepTOB 3KCMEPTHOrO y4YpexAeHns B MeCTe Npon3BOACTBa BMOMEeANLIMHCKOrO KIETOYHOI0 MNPoAyKTa C
1Mcnosnb3oBaHMeM obopyAoBaHUSA NPOM3BOAUTENS, MPU 3TOM 3a9BUTENb B TeYEHME WecTnaecaTn pabo4mnx
AHEN CO OHA MosyYeHMs OT 3KCMEePTHOr0 YYpeXAeHNS, YKa3aHHOr0 B H4acTu 1 HacTosALWEen cTaTby,
yBe[OMJIEHMA O MOJIy4YEeHUN UM 3a[laHns YNOJIHOMOYEHHOIr o (hefiepasibHOro opraHa UCMONHUTENbHON
BJIACTN YBEAOMJIAET 3KCMEPTHOE YYPEXAEHNE O TOTOBHOCTU K MPOBEAEHNIO SKCNEPTU3bI Ka4yecTBa
B1OMeANLIMHCKOr0 KNETOYHOro NPoAyKTa B MeCTe NPOM3BOACTBa BMOMEANLIMHCKOrO KNETOYHOIO
NPOAYyKTa.

5. YKa3aHHble B 4aCTSX 2 U 3 HACTOSALLEN CTaTbW CPOK ANs NpeacTaBieHns 3aaBuTenem obpasLos
H6roMeANLIMHCKOr0 KNETOYHOro NPoAyKTa U NHbIX 06pa3LoB 1 CPOK YBEAOMIEHNS IKCNEPTHLIM
yypexaeHuem 06 3ToM ynosIHOMOYEHHOro hefepasibHOro opraHa MCNoSIHNTENbHOM BAACTW HE BKAOYAOTCH
B CPOK NpoBedeHNs 3KCNepTu3, NpeyCMOTPEHHbIX YacTblo 1 HacToAWeN cTaTb

6. DKCNepTHbIM yyYpexKaeHneM 13 0bpasLoB KNETOYHON ANHUN (KNeTOYHbIX JIMHUIA), NpeACcTaBAeHHbIX Ha
3KCMepTun3y KayecTBa BOMeONLMHCKOro KNETOYHOro NPoAYyKTa, COCTaBAAETCA KOMIEKLMSA MOCTOSAHHOIO
XpaHeHuns 06pa3L0B CTaHAAPTMU30BAHHbIX KIETOYHbIX IMHWUA, (POPMUPOBAHME, NCMO/Ib30BaHNE, XpPaHEHME,
YYeT M YHUYTOXEHME KOTOPOI OCYLLECTBASAIOTCA B NOPSAAKE, YCTAaHOBAEHHOM YMOAHOMOYEHHbIM
(hefepanbHbIM OPraHoOM UCMOJIHUTEIbHOW BJIACTY
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7. lOKyMeHTbI, COLEep>Kallnecs B PErMcTPaLUOHHOM 10CbE M MOCTYMNUBLUNE B SKCNEPTHOE yUpexaeHne ans
NpoBefieHNs COOTBETCTBYIOLNX SKCNEPTU3 B LIENIAX MOJIyYEHNS pa3peLleHns Ha NpoBeAeHne KINHUYECKOro
nccnenoBaHns BroMeANLIMHCKOro KI@TOYHOr0 MPOAYKTa, MOAJEeXaT BO3BPATY B YMNOJIHOMOYEHHbIN
thenepalibHbll 0OpraH UCNONHUTENLHOW BIACTW OJJHOBPEMEHHO C 3aKJ/Il0YEHMEM M0 pe3ybTaTaM 3TUX
3KCNepTUs.

CtaTbs 16. [Tonyy4yeHme 1 oueHKa 3aKJIl04EHNIN Mo pe3ysibTaTaM 3KCNepTn3, MPOBEAEHHbIX B LiIeISX BblAa4un
pa3pelleHna Ha npoBegeHmne KInHn4eckoro nccnenosaHns 6VIOM€JJ.VILI.VIHCKOF0 KN1eTO4YHOro npoaykKTa

1. B cpoK, He npeBbiWalowmi naTn paboymx oHen Co AHA NOYHEHNS 3aKIOYEHNS KOMUCCMM 3KCNEepPTOB
3KCMNEepPTHOro y4ypexaeHus, yKaszaHHOro B Hactu 1 ctaTbm 15 HacTosAwero ®enepasibHOro 3aKoHa, u
3aKJII0YEHUS COoBETa NO 3TUKE, YKa3aHHOro B YacTu 7 cTaTbh 14 HacToswero ®egepasibHOro 3aKoHa,
YNOJIHOMOYEHHbIN (hefepasibHbIN OpraH UCMOJIHUTENbHON BAACTM OCYLLECTBAAET OLEHKY NOCTYMMBLUMX
3aKJIl0YEeHNIN ong onpepeneHna nx COOTBETCTBUA 3aJaHNAM Ha npoBeaeHne COOTBETCTBYHOLWNX SKCNePTN3
1 yBeLOMASET 3a8BUTENS B MUCbMEHHON hopMe O NpeAcTaB/IEHHbIX MO pe3y/ibTaTaM NPOBeAeHHbIX
3KCNEePTU3 3aKJII0YEHUSAX.

2. Mpwn NoNyYeHUN 3aKJIYEHNA KOMUCCUM IKCMEPTOB IKCMNEPTHOI0 YYPEX AEHNS 0 NOATBEPXKAEHUN
KayecTBa BMOMEANLNHCKOr0 KNeTOYHOro NpoAyKTa 1 BO3MOXHOCTMN NPOBEAEHNS €r0 KJIMHNYECKOro
nccnegoBaHMA M 3akKyilo4eHA COBETa MO 3TUKe 0 BO3MOXXHOCTU npoBeaeHnAa KIMHNYeCKOro ncciegoBaHuA
HroMeanLMHCKOr0 KNETOYHOIr0 MPOAYKTa YNOAHOMOYEHHbIN heaepasibHblil OpraH NCAOAHUTENBHON BAacTK
NprMoCTaHaBANBAET NPOBEAEHNE rOCYAAaPCTBEHHON perncTpaumm bnomMeanLMHCKOro KeTOYHOro NpoayKTa
[0 NoAayn 3asaBMTesIEM B YMONHOMOYEHHbIN heaepasibHblil OpraH UCMOAHUTENLHON BAACTU 3asBEHNS O
B0O30OHOBNEHMMN FrOCYLAapPCTBEHHON PerncTpaumn bMoMeaNLUHCKOr0 KNeTOYHOro NPoayKTa.

3. Mpwn NoNyYEHUN 3aKJIIOHEHNA KOMUCCUN IKCMEPTOB IKCNEPTHOIO YYPEXLEHNS O HEMOATBEPXKAEHUN
KayecTBa 6MOMEANLNHCKOrO KAETOYHOro NpoAyKTa N HEBO3MOXXHOCTY MPOBEAEHNSA €ro KINHNUYECKOro
nccnegoBaHMA M 3aknto4eHna CoBeTa Nno 3TUKE 0 HEBO3MOXHOCTW npoBeaeHna KIMHNYeCKoro
nccnenoBaHma broMeanLMHCKOro KNeTOYHO0 NPOoAYyKTa YNOJHOMOYEHHbIN defepabHbI OpraH
NCNOJIHNTEIbHON BIACTW NMPUHUMAET pPeLLeHne 0 NpeKkpaLleHnn rocyaapCTBEHHON perncTpaunm
H6roMeanNLMHCKOro KNETOYHOr0 MPOAYKTa U yBeaoMseT 06 3TOM B MUCbMEHHOW hopMe 3asBuUTENS.

CtaTbs 17. PelweHune o Bbigaye pa3peleHns Ha npoBeneHNe KIMHNYECKOro nccnenosaHna
6roMeANLINHCKOr0 KIETOYHOr 0 npoayKTa

1. lns nonyyeHns paspeLleHmns Ha NpoBedeHne KINHNYECKOro nuccnenoBaHns bmomMeanLMHCKOro
KNeTOYHOro NPoAyKTa 3asBMTESb, MOAYYMBLUMIA B COOTBETCTBMU C YacTbio 1 cTaTbu 16 HacTosAwero
defiepasibHOr0 3aKOHa YBEAOMJIEHME O BbIHECEHUN MO pe3ynbTaTaM 3KCMEPTU3, YKa3aHHbIX B NyHKTe 1
YyacTu 1 ctaTby 12 HacToswero ®efepasibHOr0 3aK0Ha, 3aKM0YEHUA KOMUCCUM IKCMEPTOB dKCNEPTHOM 0
yYpeXAeHUs 0 NOATBEPXKAEHUN KavyecTBa BMOMeANLIMHCKOro KIeTOYHOMO MPOAYKTa U BO3MOXHOCTM
NpoBeAEeHNS ero KIMHNYECKOr0 NCCIeA0BaHNSA N 3aKII04YEHNS COBETa MO 3TUKE O BO3MOXHOCTH
NpoBeLEeHNs KIIMHNYECKOr0 NCCef0BaHNs BMOMEANLIMHCKOrO KIETOYHOr0 NPOAYKTa, NpeacTaBaseT B
YNOJIHOMOYEHHbI (hefepalibHblA OpraH UCNOJIHUTEIbHON BJIACTW:

1) 3asBIeHNe 0 Bblaye paspeLleHuns Ha NpoBeeHne KINHNYECKOro nccneoBaHmsa 6uoMeanLnMHCKOro
KNeTOYHOro NpoAyKTa;

2) bpoLutopy nccneposaTens, NpeAcTaBnsAoLLyo cobot CBOLHOE U3N0XKEHNE PEe3yNbTaTOB AOKANHNYECKOr0
nccnefoBaHns BOMeANLIMHCKOrO KIeTOYHOrO MPOAYKTa U KJAMHUYECKOro NCCAeoBaHuUs
61OMeNLIMHCKOrO KNIETOYHOr0 NPOAYKTa;

3) ceeneHns 06 onbiTe paboTbl MCCefoBaTENEN MO COOTBETCTBYIOWMM CMELMansbHOCTAM U UX OMnbiTe
paboTbl MO MPOBEAEHMNIO KINMHNYECKMNX NCCNENOBAHUA BUOMEANLNHCKUX KIETOYHBLIX MPOAYKTOB;

4) konuio poroesopa 0643aTeNIbHOro CTPaxXoBaHUS XWU3HU, 3L0POBbS NaLMEHTa, YH4aCTBYIOLLEr0 B
KJMHNYECKOM NccnefoBaHun 6nomMeauLNHCKOr0 KIETOYHOr0 NpoyKTa (fanee - [orosop 0683aTeslbHOro
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CTpPaxoBaHUs), KOTOPLIA 3aKJIHOYEH B COOTBETCTBMM C TUMOBLIMMW NPaBnaaMm 0643aTeNIbHOr0 CTPaxoBaHUS
)KN3HW, 300P0OBbA NaLUNEHTa, YH4aCTBYIOWEr0 B KIIMHUYECKOM UccneaoBaHny 6MoMeaAnLNHCKOrO KIETOYHOro
npoaykTa, yTeepxaaemoiMu MNpaBntenscTBoM Poccninckon degepaunn (fanee - TUNOBbIE NpaBuia
06s3aTeNIbHOro CTPaxoBaHus), C yKa3aHWEM CBEAEHMWIA 0 NPeAeNbHON YNCIEHHOCTUN NaLUNEHTOB
YHYaCTBYIOLLMX B KNIMHUYECKOM NCCiefoBaHUN BoMeanuLMHCKOro KNeTo4HOr0 NPoAyKTa;

5) cBefeHns 0 MeAMLMHCKMX OpraHm3aumnsx, B KOTOPbIX NpeanonaraeTcs NpoBeaeHne KINHNYECKOro
nccnenoBaHna BoMeanLMHCKOro KN1eTOYHOr0 NPoAyKTa (MOMHOE U COKPaLLeHHOe HanMeHOBaHNS,
OpraHu3aunoHHO-NpaBoBas GopMa, MECTO HAaX0XAEHWSA, MECTO OCYLLECTBIEHUSA AeATeNbHOCTM, TenedoH,
Tenedgakc, agpec 3N1eKTPOHHOW MOYThI);

6) cBefeHNs 0 NpeanosaraeMbiX CPOKax NPOBeAEHNSA KJIMHWYECKOro nccaenoaHma bromeanumHCKoro
KJIETOYHOr O NMPOAYKTa;

7) pEKBN3NTLI 4OKYMEHTA, MOATBEPXXAAOLWEr0 YNIaTy rocyAapCTBEHHOW MOLWJIMHBI 3@ BblAavy
pa3pelleHns Ha NpoBeLeHMe KJIMHNYECKOro nccaenosaHms bnoMmeanuMHCKOro KNeTo4HOro NPoayKTa.

2. B cpok, He npeBbiWwatowmnn Nt paboynx AHEN Co OHSA NPUHATUS YKa3aHHbIX B 4acTu 1 HacToswen
CTaTbW 3aABAEHNS N LOKYMEHTOB, YNOJHOMOYEHHbIN defepasbHblii OpraH MCNOJHUTENbHON BNaCTu:

1) NnpoBOANT NPOBEPKY MOJIHOThI U JOCTOBEPHOCTY CBEAEHUI, COAEPXKALLMXCS B MPEeACTaBEHHbIX
3a59BUTENIEM OOKYMEHTaX;

2) NpMHMMAET peLleHmne 0 BblAaye pa3peLlleHns Ha NpoBeAeHNE KIMHNYECKOro NCCef0BaHmNs
6roMeanNLIMHCKOr0 KNETOYHOro NPoAYyKTa Man 06 0TKase B Bbl4aye yKa3aHHOro pa3peLleHuns;

3) yBe4OMJSIET B MUCbMEHHON hOpMe 3aABUTENSA O MPUHATOM peLLeHn (B ClyYae NPUHATUSA pelleHns ob
0TKa3e C yKa3aHWeM NMpu4rH Takoro oTkasa);

4) BblJaeT pa3pelleHmne Ha NpoBedeHne KINHNYeCKOro nccneoBaHns buomMmeamumMHCKOro KNeTo4YHOro
npoAyKTa B Nopsgke, yCTaHOBIEHHOM YMOJHOMOYEHHbIM (hefepasibHbiM OpraHOM UCAOAHUTENIbHON BNaCcTU
3. B cnyyae BbISiIBNEHUS HEMOMHOTHI UM HEAOCTOBEPHOCTUN CBEAEHNI, COAEP XKALLMXCS B NPpeacTaBAeHHbIX
3a8BUTENIEM [OKYMEHTaXx, YNOJHOMOYEHHbIN hefepasbHbid OpraH UCNOSHUTENbHOW BAACTW HanpaBnseT
3a9BUTENIO 3aNpocC 06 YTOYHEHNW YKa3aHHbIX CBeAeHMI. [JaHHbIN 3anpoc MOXXeT 6bITh NepenaH
YMNOJIHOMOYEHHOMY MPeACcTaBUTENIO 3a89BUTENA IMYHO NOL PAcnUCKY, HAaMpaBJ/eH Mo NoYTe 3aKa3HbIM
NMUCbMOM UK NMepenaH B 3/IEKTPOHHON (DOPME Mo TeIEKOMMYHUKALWOHHBIM KaHanam CBs3u. B cnyyae
HanpaBJIeHNs aHHOMO 3aMnpoca Mo NoYTe 3aKa3HbIM MUCbMOM OH CYUTAETCS NOYYEHHLIM MO NCTEYEHUN
LeCTn AHeN C faTbl HanpaBaeHNs 3aKa3HOro NUCbMa.

4. 3asBuTesnb 06513aH NpeACTaBUTb OTBET Ha 3anpocC YNoJIHOMOYEHHOro heiepasibHOro opraHa
NCMOSIHNTENIbHOW BJIACTU, YKa3aHHbIN B YacTW 3 HAaCTOSALWEN CTaTby, B CPOK, HE MPEBLILIAOLWMNIA AeBAHOCTa
paboumnx OHen co AHA NoNyYeHUs AaHHOro 3anpoca. CpokK, yKa3aHHbIA B 4aCTW 2 HAaCTOSILLEN CTaTbH,
NpMoCTaHaB/IMBAETCA CO AHA HAaNPaBJIEHUS 3aABUTEIO 3anpoca YyNoJHOMOYEHHOro heiepabHOr0 OpraHa
NCNOJIHATEIbHON BIACTW A0 AHA NOJYYEHUS UM OTBETA Ha AaHHbIN 3anpoc.

5. OcHoBaHMSMMN 0119 OTKa3a B BblAaye pa3pelleHns Ha NpoBedeHNe KJIMHWYECKOro UccaenoBaHms
BrOMeNLIMHCKOr0 KIETOYHOI 0 MPOAYKTa ABNAIOTCSA HEMpeacTaBAeHNE B NOJTHOM 06 beMe NOKYMEHTOB
yKa3aHHbIX B 4aCTu 1 HacTosAWEN CTaTbW, HENPEACTAB/IEHNE 3a5BUTENIEM B YCTAHOBJ/IEHHbIA CPOK OTBETA
Ha 3anpoc YNoJIHOMOYEHHOr 0 hefepasibHOro opraHa UCNOJHUTENbHOM BNACTW, YKa3aHHbIA B 4acTu 3
HaCTOALLEN CTaTbW, UM HECOOTBETCTBUE COLEPXKAHUS NMPeACTaBNEHHbIX 3aABMTENEM OOKYMEHTOB
TpeboBaHMAM HacToswero defepasbHOr0 3aKoHa.

CtaTbs 18. 9kcnepTu3a 3pHeKTUBHOCTU BUOMEONLIMHCKOr0 KIETOYHOIO NPOAYyKTa 1 3KCNepTn3a
OTHOLWEeHNA O)KI/I,EI,aeMOI7I NOJ1b3bl K BO3MOXXHOMY PUCKY NMpUMeEHEHNA 6VIOM€,£I,I/ILI,VIHCKOFO KJIETOYHOI 0
npoaykTa

1. OkcnepTur3a 3hheKTUBHOCTM BUOMEANLIMHCKOrO KJIETOYHOIO MPOAYKTa U 3KCNepTM3a OTHOLIEHNS
0’XXWA3AEMON NOJMb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS BIOMeaNLIMHCKOrO KIETOYHOr0 MPOAYKTa,
COCTaBJ/IEHNE KOMUCCMEN IKCMEPTOB IKCMEPTHOr0 yYPEXXAEHNS 3aKI0YEHNI MO UX pe3ybTaTaM U
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HanpaBJ/IeHNE 3TUX 3aKJIYEHN B YNOJIHOMOYEHHbIN hefiepasibHbln OpraH UCMOJIHUTEIbHOW BNacTh
NPOBOASTCS B CPOK, HE MPEBLILLAIOWMIA ABaALATN NATU paboynx AHEN CO OHSA MNOMYYEHNS SKCMEPTHLIM
yYpexaeHneM COOTBETCTBYIOLLEr0 3a4aHNA YNOAHOMOYEHHOr0 pefepasnbHOro opraHa NCNoJHUTENLHON
BJIACTU C OKYMEHTaMW, yKa3aHHbIMU B NyHKTax 1 - 5, 13 yacTn 2 cTaTbk 9 HacToswero ®eaepanbHoro
3aKOHa, 1 0TYETOM O MPOBELEHHOM KJIMHUYECKOM UCCef0BaHUM BUOMEeANLIMHCKOrO KIETOYHOr0 NpoayKTa.
2. lns npoBefeHnNs yKasaHHbIX B 4acTW 1 HacTosALWen CTaTbh 3KCNEPTH3 3aABUTE/b NPeaCcTaBAdeT B
YMNOJIHOMOYEHHbI (hefepanbHbl OpraH UCNOJIHATEbHON BIACTW:

1) 3asBneHne o0 B0306HOBAEHNN FOCYAapCTBEHHON perncTpauny bnomMeanumHCKOro KIeTo4YHoro NpoayKTa
N NPOBELEHMMN YKa3aHHbIX B 4YaCTW 1 HAacTOSLWEN CTaTbh 3KCNEPTHUS;

2) NPOEKTbl MaKeTOB MEPBMNYHOM YNAKOBKM M BTOPUYHOM YNAKOBKM BMOMEANLINMHCKOrO KETOYHOro
NpPoayKTa, Npu HeobxoaMMoCcTn fopaboTaHHbIe NO pe3ybTaTaM NPOBEAEHHOI0 KJIMHNYECKOr0
nccnepoBaHms GuoMeanLMHCKOro KJeTOYHOro MPoayKTa;

3) 0TYeT 0 NPOBEAEHHOM KANHUYECKOM 1ccaefoBaHnm BuoMeguUMHCKOr0 KNeTOYHOro NPoayKTa;

4) NPOEKT NHCTPYKLMUKN NO NPUMEHeHNIO BOMEeaNLMHCKOro KJeTOYHOr0 NpoAyKTa, Npyn HeobxoanmMocTn
fopaboTaHHbIN MO pe3yabTaTaM NPOBEeAEHHOr0 KJIMHNYECKOro nccaenoBaHms bnomMeanumHCKOro
KNETOYHOr0 NPOAYKTa;

5) pekBu3NTbI LOKYMEHTOB, NOATBEPXKAAOLNX YNATy roCyAapCTBEHHONM MOLWJ/IMHBI 3@ NPOBeAeHMe
3KCMepTu3bl 3PHEKTUBHOCTY BUOMEANLNHCKOTrO KIETOYHOr0 NPOAYKTa MU 3KCNEPTU3bl OTHOLLEHUS
0>XXNAAEeMON NOJb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS BOMeANLIMHCKOr0 KEeTOYHOro NPoAYyKTa npu
roCyAapCTBEHHOW perncTpauun bnomeanumMHCKOro KA1eTo4HOro NpoayKTa. 3asaBMTenb Brpase
npeacTaBUTb No COBCTBEHHOW MHULMATMBE YKa3aHHble OOKYMEHTLI. B ciiyvyae nx HenpeacTaBieHus
YMNOJIHOMOYEHHbI (hefepasibHbIN OpraH NCNOJIHUTENLHON BAACTX NpoBepsaeT akT ynaaThbl
roCyfapCTBEHHOW MOLWIMHBI HA OCHOBaHWUMW NpeAcTaBJ/IeHHbIX 3asBUTENEM PEKBU3NTOB AOKYMEHTOB,
NoATBEPXXAAOLWMX ee ynnaTy, C UCnosib30BaHUeM uHpopMauumn 06 ynnaTte rocyapCTBEHHOW MOLUANHBI,
copepxawencs B FlocynapCTBeHHON MHDOPMALMOHHON CMCTEME O FOCYAapCTBEHHbIX U MyHULMMANbHbIX
niaTexax.

3. B cpok, He npeBbiwatowmnn Nty paboynx gHen co AHA NPUHATUSA 3a8BEHMS O BO30OHOBIEHUN
roCyapCTBEHHON perncrpaumm bMoMeanUMHCKOr0 KNEeTOYHOM0 NPOAYKTa C AOKYMEHTaMM, YKa3aHHbIMU B
YyacTax 1 1 2 HacTosAWen CTaTby, YNOJHOMOYEHHbIN hefepanbHbii OpraH NCMOSHUTENbHOW BAACTH:

1) NnpoBOANT NPOBEPKY MOJSIHOTHI U 4OCTOBEPHOCTY AaHHbIX, COOAEPXXaLLUXCA B NpeaCcTaBIEHHOM
3a8BUTENIEM OTYETE 0 NPOBEAEHUN KIIMHNYECKOr0 UccnefoBaHms 6MoMeanLNMHCKOro KNeTo4HOoro
npoayKTa;

2) NpUHMMAET peLleHmne 0 B030OHOBNEHNMN FOCYLAaPCTBEHHON perncTpaum 6MoMeaMLMHCKOr0 KNeTOYHOr0
NPOAYKTa 1 NPOBEAEHNM YKa3aHHbIX B 4acTU 1 HacToALLen CTaTby 3KCNepTu3 nam ob oTkase B
BO30OHOBNEHMMN FrOCYAAaPCTBEHHON PErncTpaLn 6MoMeaNLNHCKOrO KNEeTOYHOr0 NPOAYKTa 1 NPOBeAEHNN
YKa3aHHbIX 3KCNepTus;

3) yBeiOMASIET B MNCbMEHHON hOpMe 3asBUTENS O MPUHATOM PELLEHUN (B C/lyYae MPUHATMS peLlleHns o6
0TKa3e - C yKa3aHMeM NPUYUH TaKoro 0Tkasa).

4. B cnyyae BblIIBAIEHWSA HEMOHOThI UAN HELOCTOBEPHOCTMN CBEAEHMNI, COAEPXKALLUXCA B NpeACcTaB/IeHHbIX
3aBUTENIEM OOKYMEHTaX, YNOJHOMOYEHHbIN dhelepabHbIi OpraH UCNOSHUTENbHOW BNACTW HanpaBnseT
3a8BUTENI0 3anpoc 06 YTOYHEHNN YKa3aHHbIX cBefeHUN. JaHHbIN 3anpoc MoxeT bbiTh nepefaH
YNOJIHOMOYEHHOMY MpPeACcTaBUTENIO 3a8BUTENA JINYHO NOL PAcnUCKY, HanpaBsJ/ieH Mo NoYTe 3aKasHbIM
NMUCbMOM UK NMepenaH B 3/1eKTPOHHON DopMe Mo TeSIEKOMMYHMKALUWOHHbIM KaHanam CBA3u. B cnyyae
HanpaBJIeHNs 4aHHOMO 3aMnpoca Mo NoYTe 3aKa3HbIM MUCbMOM OH CYUTAETCS NOAYYEHHBIM MO NCTEYEHUN
LeCTV AHEN C AaThbl HaNpaBAeHWS 3aKa3HOro NUCbLMa.

5. 3asBuTens 06s3aH NpeacTaBUTb OTBET Ha 3anpocC YNOJHOMOYEHHOro (hefepasibHOro opraHa
NCMONHNTENIbHOWN BIACTW, YKa3aHHbIN B YacTW 4 HaCTOSALWEN CTaTby, B CPOK, HE MPEBLILAOWMNIA AeBAHOCTa
paboynx OHeN co AHA NoNyYeHNa AaHHOM0 3anpoca. Cpok, YKa3aHHbIA B YacTW 3 HacTOSALLEN CcTaTbu,
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NpvoCTaHaB/IMBaETCA CO AHA HAaNPaBJIEHUS 3aABUTEIO 3anpoca YNoJHOMOYEHHOro heiepasibHOr0 OpraHa
NCMONHUTESIbHOW BACTWN A0 AHS MONYYEHUA UM OTBETA Ha AaHHbINA 3anpoc.

6. OcHoBaHMeM L1 OTKa3a B BO30OHOBAEHMM rOCy4apCTBEHHON pernctpaumm GrnomegnmumMHCKOro
K/1eTO4YHOIro NpoAyKTa 1 npoBefeHNn yKa3daHHbIX B H4aCTun 1 HaCTOﬂIJJ,eI7I CTaTbW 3KCMNEPTU3 ABNIAETCA
npeacTaBieHne LOKYMEHTOB, YKa3aHHbIX B 4acTAaX 1 1 2 HacTosALWEN CTaTby, B HEMNOAHOM 06beMe,
HenpeACcTaB/ieHne 3asaBMUTesIeM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKa3aHHbIN B 4acTW 4 HAacTOALWEN CTaTby
3anpoc YMNoAHOMOYEHHOr0 hefepanbHOro opraHa UCNOJIHUTESIbHON BlaCcTy MO0 OTCYTCTBUE B
npeacTaBAeHHbIX JOKYMEHTaX McYepnbiBatoLWwero nepeyHa Heobxoaumonm nHgopmaLmm, Kotopas Lo/KHa
OblTb OTPaXKeHa B HUX, @ TaKXKe OTCYTCTBME MHOPMaL MK, NOATBEPKAAOLLEN aKT ynnaTbl
roCyAapCTBEHHOW MOLMHBI 3@ NPOBeAEHNE 3KCNEepTU3bl 3PPEKTUBHOCTM BUOMEANLIMHCKOrO KIETOYHOI0
NPOAYKTa M 3KCNepTU3bl OTHOLLEHWS OXXUAAEMOW MOJb3bl K BO3MOXXHOMY PUCKY MPUMEHEeHUs
H6roMeanLMHCKOro KIETOYHOr0 MPOAYKTa NPW rocyAapCTBEHHON perncTpauny bmomMmeanumnHCKoro
KJIETOYHOr 0 NPOAYKTa.

7. 9kcnepTur3a 3 HeKTUBHOCTM BUOMEANLIMHCKOrO KJIETOYHOIr0 MPOAYKTa M 3KCNepPTM3a OTHOLIEHNSA
0’XXNA3aeMOIN NOJIb3bl K BO3MOXHOMY PUCKY NPUMEHEHNs B1oMeANLIMHCKOrO KeTOYHOro NPpoayKTa, B
OTHOLLUEHWNN KOTOpPOro npoeeneHbl MeXXayHapoHble MHOTOLUEHTPOBbIE KNTIMHNYEeCKNe nccnenoBaHnsa, 4acCTb
13 KOTopbIX NpoBefdeHa B Poccuinckon Genepauun, oCyLLECTBASIOTCA Ha OCHOBaHNW LOKYMEHTOB,
YyKa3aHHbIX B MyHKTax 1 -6, 8,9, 12 n 13 yactn 2 ctatbn 9 HacTosAwero defepanbHOro 3akoHa, B CPOK,
YKa3aHHbIA B 4aCTW 1 HacTosLEN CTaTbMW.

CtaTtba 19. NoBToOpHOE NpoBefeHne BOMeaNLIMHCKOW 3KCNepTU3bl BioMeaNLMHCKOro KJ1eTO4HOr0
npoaykTa u (Man) 3STUYECKOW 3KCNepTU3bl

1. B c/lyqae Hanu4yumsa B 3aKI04EHUN KOMUCCUM SKCMEPTOB 3KCMEPTHOr0 YYpexxAeHUs Wn CoBETa Mo 3TUKe
NPOTUBOPEYMBBIX AaHHbIX, HEOOOCHOBAHHbLIX U (M1M) HENOJHLIX BbIBOAOB, (hasibCUPUKaLNN BbIBOLOB
BroMeANLIMHCKON 3KCNEePTU3bl BUOMEANLIMHCKOr0 KNETOYHOr0 NPoAyKTa 1 (MAKn) STUYECKON 3KCNEPTU3bI,
COKPbITUS OT YNOJIHOMOYEHHOr 0 hefilepanbHOro OpraHa UCNOJIHUTEIbHON BAACTN OCHOBAHWUA ANg 0TBOAA
3KCnepTa BC/IeACTBME ero 3aMHTEPeCcoBaHHOCTU B pe3y/ibTaTaX COOTBETCTBYIOLEN 3KCNepTU3bl, HaaN4Yns
AaHHbIX 0 NpsiMOM NGO KOCBEHHOM BMELLATENIbCTBE B MPOLLECC COOTBETCTBYIOLLEN IKCNEPTU3bl 1L, He
Y4aCTBYIOLLMX B €e MpoBeeHUN, HO OKa3aBLUUX BAUSHUE Ha NPOLECC U pe3ynbTaTbl ee NPOBEAEHN S,
YNOJIHOMOYEHHbIM (hefiepalibHbIM OPraHOM UCMOJIHUTEIbHOW BAaCTN Ha3Ha4valoTCA NOBTOPHas
BriomMenLUMHCKas 3KCnepTu3a BroMeANLIMHCKOr0 KIETOMHOr0 NpoAyKTa 1 (MKn) NOBTOPHAN 3TUYECKas
skcnepTusa. O6beM NOBTOPHOW IKCNEPTU3bI ONPefenseTcs ynoJHOMOYEHHbIM hefepasbHbIM OpraHoM
NCNONHUTENbHOW BAACTU.

2. MNoBTopHas buomeanLMHCKaa 3KcnepTr3a BOMeANLMHCKOrO KIETOYHOM0 MPOLYKTa MPOBOANTCA B CPOK,
YCTaHOBJ/IEHHbIV YNOJIHOMOYEHHbIM (hefiepalibHbIM OPraHoOM UCMOSHUTESIbHOW BAACTU Y He NpeBbILLatoLWLniA
CTa paboymx fHen Co AHA NOJlyYeHMs 3KCNEPTHLIM yYpexAeHneM 3afaHnsa Ha NpoBedeHne NoBTOPHON
BroMeANLIMHCKON 3KCNEPTU3bl BUOMEANLIMHCKOrO KNETOYHOro NPoAYKTa, a MOBTOPHAsA 3TNYeCKas
3KCMepTu3a - B CPOK, He MpeBbILLAOLWNA NATHaALATK paboynx gHEeN Co AHA NONy4YeHUs COBETOM MO 3TUKE
3a[aH1A Ha NPOBeAEHMNE NMOBTOPHOM 3TUYECKON 3KCMEPTMU3bI.

3. IKCNepTbl KOMUCCUN SKCMEPTHOMO YYPEXAEHNS 1N YJIeHbl COBETa M0 3TUKE, B OTHOLLEHUN KOTOPbIX
yCTaHOB/EeHbl 06CTOATENbCTBA, YKa3aHHbIE B YacTU 1 HacToAWen CTaTbW, HEe AONYCKAOTCSA K MPOBEAEHMIO
NMOBTOPHbIX 3KCNEPTHU3.

4. duHaHcoBoe obecrneyeHne NPoBeAEeHNS NOBTOPHON BUOMEeANLIMHCKON 3KCNepTM3bl BroMeANLIMHCKOro
KNeTOYHOro NPOoAYyKTa OCYLLeCTBASETCH 3a CYET CPEACTB, NOJYYEHHbIX IKCMEPTHLIM yYpexxaeHneM oT
NPUHOCALLEN AOX0L AeATeNbHOCTHU.

CtaTtba 20. PelweHne 0 rocyaapCTBEHHON perncTpaumm buoMeguUmnHCKOro KNeTo4YHOro NMpoayKTa

1. B cpok, He NpeBbIWALLMA NATU paboynx AHEN CO AHS NOSYHEHNUS 3aKIIOYEHNIA KOMUCCUM SKCNEPTOB
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3KCMEPTHOr0 y4peKAEHUS N0 pe3ynbTaTaM 3KCNePTU3bl SPHEKTUBHOCTN BUOMEANLIMHCKOrO KIETOYHOI0
NPOAYKTa M 3KCMEPTU3bl OTHOLLEHNS 0XXUAAEMON NOJIb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUS
HroMeanLMHCKOr0 KNETOYHOIr0 NPOAYKTa, YNOAHOMOYEHHbIN (hefepasibHblil OpraH NCAOAHUTENbHOW
BNacCTu:

1) ocywecTBAsSeT OLEHKY MOCTYNMBLUMX 3aKI0O4EHWI N0 pe3yfibTaTaM NpoBefeHMs YKa3aHHbIX 3KCNepTr3
4519 onpefeneHnsa COOTBETCTBUSA 3TUX 3aK/I0HEHNI 3a4aHNI0 HA NPOBEAEHNE YKa3aHHbIX 3KCMNepTus;

2) NpUHMMAET peLleHne 0 roCyAapCTBEHHON perncTpauun 6uoMeanLNHCKOro KNeTo4YHOro NpoAyKTa nau
06 oTKa3e B rocygapCTBEHHON perncrpaumm 6MoMeanLNHCKOro KNeTO4YHOro NPoayKTa;

3) BHOCUT NpW NPUHATUMN PELLEHNS O TOCYAapCTBEHHON PerncTpaumm buoMeanUNHCKOro KNeTOYHOro
NPOAYKTa faHHble 0 3aperncTpupoBaHHOM BMOMEeAULNHCKOM KIeTOYHOM NPOAYKTE B rOCYLapCTBEHHbIN
peecTp BUOMEANLNHCKUX KIETOYHBLIX MPOAYKTOB U BhIAAET 3asBUTEN0 PErMCTPaLMOHHOE YA0CTOBEPEHME
BroMeANLIMHCKOrO KIETOYHOr0 NpoayKTa, (hopMa KOTOPOro YTBEPXAAeTCs YNOJHOMOYEHHbIM
denepanbHbIM OPraHoOM MCMOMHUTENbHON BAACTW, COMJTacOBaHHbIe CrneundmnkaLmio Ha BMoMeNLMHCKIRA
KNETOYHBIA MPOAYKT, MHCTPYKLMIO NO NPUMEHEHMNIO BMOMEANLMHCKOrO KNETOYHOM0 NPOAYKTA,
HOPMATMBHYIO AOKYMEHTaLMI0 Ha BMOMeANLNHCKMIA KNETOYHbIN NPOAYKT UK B Cayvae NPUHATA pelleHns
06 0TKa3e B rocyapCTBEHHON perncTpaumm bMoMeaMuUMHCKOro KNeTOYHOIr0 NPOAYKTa yBEAOMSET 06
3TOM B MUCbMEHHON (hopMe 3adBUTENS C YKa3aHMeM NpUYMH Takoro oTKasa.

2. OcHoBaHWeM L4118 NPUHATWA YMOJIHOMOYEHHbIM (hefepanbHbiM OPraHOM UCMOJIHUTEIbHON BJIACTY
peleHns 06 0TKase B roCyLapCTBEHHON perncrpaum bMoMeanLMHCKOrO KNeTOYHOr0 NPOAYKTa SBASeTCS
BbIHECEHHOE MO pe3y/ibTaTaM 3KCNepTU3, YKasaHHbIX B 4acTu 1 cTtaTbn 18 HacTosAwero denepanbHOro
3aKOHa, 3aK/0YeHNE KOMUCCUM IKCMEPTOB IKCNEPTHOM0 YYPEXAEHNS O TOM, Y4TO IPHEKTUBHOCTb
perncTpupyemoro 6MoMeanLNHCKOro KJAeTO4YHOr0 NPOoAYKTa He MOATBEepPXAeHa NOyYeHHbIMU AAaHHbLIMU
NI PUCK NPUYNHEHNS BPeda 340P0BbI0 YENOBEKA BCIEACTBIE NPUMEHEHUS BUOMEANLNHCKOrO KNETOYHOr0
NPOAYKTa NpeBblllaeT 3PPEKTUBHOCTL €r0 MPUMEHEHNS.

CtaTtba 21. PermctpaumoHHoe yaoocToBepeHne bnomMeanunHCKOro KNeTo4Horo npoaykTa

1. PerucTtpaumnoHHoe ynocToBepeHne buoMeLNLMHCKOro KIeTOYHOro NPOAYKTa Ha BNnepBsble
pernctpupyemelin B Poccninckon ®epgepalimm bBMoMeanLMHCKMIA KNETOYHBIA NPOAYKT BbIAAETCH CO CPOKOM
NencTBus NATb NeT.

2. Mo ncTeyeHUn yKaszaHHOro B HacTh 1 HaCTOALLEN CTaTbW CPOKa CPOK AENCTBUSA PErNCTPALMOHHOMO
yL0CTOBEepeHUs BoMeANLIMHCKOro KNeTOYHOro NpoAyKTa NPoASieBaeTCa Kaxkable NATh JeT Mnpu ycaoBuUm
NOATBEP)KAEHNSA €ro roCyAapCTBEHHON perncrpaumu.

3. B cnyyae BHeCeHUs B COOTBETCTBUM CO CTaTbel 23 HacToswero ®efepasibHOro 3aKOHa B JOKYMEHTHI,
cofepkalumecs B permcTpaloHHOM J0Cbe Ha 3aperncTpupoBaHHbI B1IOMeaULNHCKNIA KNeTOYHbIN
NPOAYKT, U3MEHEHUI, 3aTParuBatoLLNX CBEAEHUNS, OTPAXKEHHbIE B PErMCTPALMOHHOM YA0CTOBEPEHM
BroMeanLMHCKOr0 KETOYHOIr0 NPOAYKTA, YNOAHOMOYEHHbIN (hefepasibHblil OpraH NCAOAHUTENbHOW
BNACTW BbIAAET HOBOE PErNCTPaLMOHHOE YAOCTOBEPEHNE BMOMEANLIMHCKOrO KIETOYHOI0 NPOAYKTa C
Y4E€TOM N3MEHEHWI.

4. 3a Bblayy perncTpauroHHOro yaoCcToBepeHns bnoMeanLMHCKOro KIeTOYHOr0 NPOAYKTa B3UMaeTCs
rocyflapCTBEHHas MoLnHa B pa3Mepe 1 NopsaKe, KoTopble yCTaHOBNEHbI 3aKOHOAATEIbCTBOM
Poccuitckon ®epepaumm o Hanorax u cbopax.

5. OpraHu3auuns, Ha UMs KOTOPOW BbIAAHO PErNCTPALMOHHOE YA0CTOBEPEHNE BOMEeaNLIMHCKOrO
KNeTOYHOro NPOAYKTa, ABAAETCA Blafe/bLeM perucTpaLoHHOro yoocToBepeHns bromMmeanLmMHCKOro
KNeTOYHOro NpoaykKTa.

6. B cnyydae yTpaThl Uan NOBPEXAEHNS PErncTPaLMOHHOI0 yYA0CTOBEPEHNS BMOMEANLMHCKOrO KNeTOYHOr0
NpoAyKTa Mo MMCbMEHHOMY 3asiBJEHUNIO BNafesbLia perncTpaLMoHHOro yaocToBepeHns 6nomMeuumnHCKoro
KNETOYHOr0 NPOAYKTa 1AW YNOJHOMOYEHHOr0 UM nLa O Bbigaye AybnukaTa perncTpaunoHHoro
y[0CTOBEpeHNs BMOMeANLMHCKOr0 KAeTOYHOro NPoAyKTa YNOAHOMOYEHHbIN (hefepanbHblii OpraH
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NCMONHNTENLHOW BNACTW B CPOK, HE MPEBbLILIAIOLWNA ecATn paboynx AHER Co AHS NOCTYMNJEHNS TaKoro
3asBNIeHus, BblgaeT AybamkaT perncTpaunmoHHoOro yaocToBepeHns bBromeanumMHCKOro KJ1eTo4Horo
npoaykTa. 3a Bblgady AybankaTa perncTpaunoHHOro yaoCcToBepeHunst brnoMeanumnmHCKOro KNeTo4Horo
NPOOYKTa B CBA3U C yTpaT0|7| nnn nospexapeHnem gaHHOro perncTpalMoHHOro yaooCctosepeHmna B3nmaeTca
rocyfapCTBEHHAs NMOLWWANHA B pa3Mepe U Nopsaake, KOTOpble YCTAaHOBJIEHb! 3aKOHO4ATE/IbCTBOM
Poccuinckon ®epepaumm o Hanorax u cbopax.

CtaTbs 22. MNoaTBep)KAEHMNE roCyAapCTBEHHON perncTpaumnm GnoMeLuLMHCKOro KIETOYHOro NpoayKTa

1. MoaTBepXAeHne rocyAapCTBEHHON pPerncTpaLmnmn 6MoMeanLUHCKOro KNETOYHOro NpoayKTa
OCYLLIECTBNIETCA NPW BblAavye PErncTpaLnoHHOro yaoCToBepeHns 6MoMeanLIMHCKOrO KIETOYHOM0
NPOAYKTa B C/ly4ae, yKa3aHHOM B 4acTu 2 cTaTbh 21 HacTosllero defepanbHOro 3akoHa, B CPOK, He
NpeBbILLALLWNA AeBAHOCTA paboynx AHEN CO AHS NoMyYeHUs YNOAHOMOYEHHbIM (DeaepasibHbIM OpraHoM
NCMOJIHUTENBHON BNACTU 3aSBJEHUS O NMOATBEPXKAEHUM rOCYJapCTBEHHOW perncTpaunm broMeanLIMHCKOro
KJIETOYHOr 0 NMPOAYKTa C YKa3aHMEM B HEM PEKBU3NTOB AOKYMEHTa, MOATBEPXKAAIOLLIEr0 yraaTy
roCyapCTBEHHON MOLMHbI 33 NOATBEPXKAEHNE FOCYAaPCTBEHHOM perncTpaunm buomMmeanLMHCKOro
KJIETOYHOr 0 NPOAYyKTa.

2. MoaTBeEpXXAEeHNE rocyAapCTBEHHOW perucTpaumnmn 6roMeauUmnHCKOro KNeTo4YHOro NpoayKTa
OCYLLECTBNIAETCS N0 pe3y/bTaTaM 3KCNepTM3bl OTHOLLEHWS 0XKWUAAEMON NOJb3bl K BO3MOXXHOMY PUCKY
NPUMEHEHUS BUOMENNLIMHCKOrO KIETOYHOr0 NPOAYKTa, MPOBOAMMOMN Ha OCHOBAHWMN AaHHbLIX MOHUTOPWHIa
6e3onacHOCTN 6BOMEANLMHCKOrO KNETOYHOr0 NPOAYKTa, OCYLLECTBASEMOro BlaAesbLem
PErncTPaLMOHHOro y0CTOBEPEeHNS BUOMEANLIMHCKOrO KJETOYHOIr0 NpoAyKTa 1 deepasibHbLIM 0praHoM
NCMOSIHUTENBHOW BNACTU, OCYLLECTBASIOWMUM (hYHKLUM MO KOHTPOJTIO U HaZ30py B chepe
3[paBOOXPAHEHUS, B COOTBETCTBMM CO CTaTbel 41 HacTosiLiero ®eaepasibHOro 3aK0Ha, a TakxXe
3KCMepTM3bl KayecTBa BMOMEeAULIMHCKOTO KIeTOYHOr0 NPoayKTa, NPOBOAUMON B C/ly4ae BHECEHMS
N3MEHEHWI B HOPMATUBHYIO JOKYMEHTaLMIO Ha BMOMEANLIMHCKUA KNeTOYHbIA NPOAYKT.

3. K 3a9BIeHNI0 0 NMOATBEPXAEHWUM FrOCYAaPCTBEHHOW perucTpaunm bMoMeanLmMHCKOro KNeTo4YHoro
NPoAyKTa NpuaraloTCs AOKYMEHT, COAEPXALLNNA pe3ynbTaTbl MOHUTOPMHIa 6e30MacHOCTY
B6roMeaNLIMHCKOrO KNeTO4YHOr0 MPOAYKTa, OCYLLECTB/SEMOro BlaaebLeM PerncTpaLnoHHoro
yIOCTOBEPEHNS BMOMEANLMHCKOr0 KAETOYHOro NPoayKTa, No hopMe, yCTaHOBIEHHON YNOJHOMOYEHHbIM
thenepalibHbIM OPraHoM UCMNONHUTENLHOW BNACTW, U CBEAEHUS O AaTe NPeAoCTaBeHNs U
PErncTpaLMoHHOM HOMEPE INLIEH3MUN Ha OCYLLECTBMIEHNE EeSTEebHOCTU MO NPON3BOACTBY
BMOMEeANLIMHCKIX KNETOYHBIX NMPOAYKTOB.

4. HopMaTrBHas OOKYMeHTaUus Ha BMOMEANLMHCKUIA KNETOYHbIA NPOAYKT, MPOEKT MHCTPYKLUW NO
NpUMEHEeHU0 6UOMeaNLIMHCKOrO KIETOYHOM0 NPOAYKTA, MPOEKThbl MAaKETOB NEPBUYHON YNAKOBKY U
BTOPUYHON YNaKoBKM BMOMEANLIMHCKOrO KNeTOYHOr0 MNPOAYKTa NPUAAralTCcs K 3asBIeHUI0 0
NOATBEPXIAEHNUN FOCYaPCTBEHHOW perncTpaummn 6rnoMeanLUUHCKOro KNeTOoYHOro NpoiyKTa TONbKO B
C/lyyae, ecsiv B HUX BHOCATCS U3MEHEeHUs.

5. C 3asB/IeHNEM 0 MOATBEPXKAEHNMN FOCYAapPCTBEHHON PErncTpaLmmn 61MoMeaMLUHCKOr0 KNeTOYHOro
NpoayKTa BajeseL perncTpaunoHHoro yaoCcToBepeHns 6MoMeanLIMHCKOr0 KIETOYHOMr0 NPOAYKTa Brpase
Mo coBCTBEHHON MHULMATUBE NPEACTAaBUTb NOKYMEHT, NOATBEPXKAAOLWMNIA YNNATy rocyAapCTBEHHON
MOLIMHBI 32 MOATBEPXAEHME rOCYyAAapCTBEHHON perncTpaLmuy 6GoMeanLNHCKOro KJAeTO4YHOro NpoayKTa, a
Tak)XXe CBeAEeHUS O INLIEH3MW, YKa3aHHble B YacTy 3 HacTosALWEN CTaTbu. B ciyYae HenpeacTaBneHus
YKa3aHHbIX OKYMEHTOB M CBEJEHWI YNOJHOMOYEHHbIN (hefepabHblii OpraH UCMOIHUTENLHON BAACTU
3anpalinBaeT Ux B NOpPsiAKe MeXBeAOMCTBEHHOr0 MHOPMALIMOHHOrO B3aUMOLEACTBUS.

6. B TeyeHne necaTtun paboynx OHe CO AHS NPUHSATUS 3asBIeHNS 0 MOATBEPXKAEHNM FrOCyAapCTBEHHON
perucTpauny GoMeanMLNHCKOro KNeTO4YHOro NPoAyKTa U JOKYMEHTOB, YKa3aHHbIX B YaCTU 3 HACTOALEN
CTaTbW, YNOJIHOMOYEHHbIV theaepasibHbll OpraH UCNONHUTENLHOW BNaCcTu:

1) NnpoBOAUT NPOBEPKY MOSHOTLI U JOCTOBEPHOCTN CBEAEHWI, COEPXKALUNXCS B NPEACTABNEHHbIX
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3a8BUTENIEM [OKYMEHTaX;
2) HanpaBAnseT B hefepanbHbI opraH NCNONHUTENbHOM BNACTW, OCYLLECTBASIOWNA (PYHKLAN NO KOHTPOJIO
1 HaZa30py B chepe 34paBOOXPaHEHNS, 3aMpoc 0 NpeacTaBieHUN pe3ybTaToOB MOHUTOPKHIa 6e30macHoOCTM
6I/IOMe,EI,VILI,I/IHCKOFO K/1€TO4YHOIro NpoaykTa, KOTOprI7I OOJIKEH ObITb UCMOJIHEH B TEYEHWe NATH pa6ow|x
AHEN CO OHA ero nonyyeHus;

3) NpUHMMAET peLleHmne 0 NpoBeAeHNN Unn 06 0TKase B NPOBEAEHNM 3KCMEPTU3bI OTHOLEHMNS 0XXUAAEMON
MoJib3bl K BO3MOXXHOMY PUCKY NPUMEHeHNs B1oMeanLMHCKOro KIETOYHOMO NPOAYKTa, a TakXe 3KCNepTu3bl
KayecTBa 6MOMEeANLNHCKOrO KAeTOYHOro NpoAyKTa, MPOBOAUMON B C/ly4ae BHECEHNA U3MEHEHU B
HOPMATMBHYI0 AOKYMEHTALMIO Ha BMOMEeANLNHCKNIA KNETOYHbIN NPOaYKT;

4) yBefOMANSAET B NMNCbMEHHON hopMe Bagesblia perncTpaLmoHHOro yaocToBepeHns bruomeamumMHCKOro
KJIETOYHOr0 NMPOAYKTa O NPUHATOM pPeLUeHNN (B C/lyYae NPUHATKA pellieHns 06 oTKkase B MpoBeAeHMN
COOTBETCTBYIOLLEN 3KCNEPTU3bI C yKa3aHNEM MPUYNH TaKoro 0TKa3sa).

7. B cny4vae BbIABIEHUS HEMOJIHOTbI WM HEAO0CTOBEPHOCTY CBEAEHN, COAEPXKALLUXCS B NPeLACcTaBAEHHbIX
B/laAe/bLEM PErMCTPALMOHHOIO yA0CTOBEPEHNS BMOMEANLIMHCKOrO KJIETOYHOIO NPOAYKTa AOKYMEHTaX,
YNOJIHOMOYEHHbI (hefepasibHbIN OpraH UCNOJIHUTENbHON BACTW HanpaBaseT BAagenbly
perncTpauynoHHOro yooctosepeHns 6I/IOMe,EI,VILI,I/IHCKOFO K/1€TO4YHOro NpoaykKTa 3anpoc 06 YTOYHEHUN
yKa3aHHbIX CBeAeHWIN. [laHHbIN 3arnpoc MOXXeT 6biTh NepefaH yNnoJHOMOYEHHOMY NPeACTaBUTENIO
BNnafenbla PeErncTpaLmoHHOro yaoCcToBeEpEHNS BUOMEeANLMHCKOrO KNeTOYHOr0 NPOAYKTa IMYHO Noj,
pacnuncKy, HanpasJ/ieH Mo NoYTe 3aKa3HbIM MMCbMOM WK NepPefaH B 31IEKTPOHHON (hopMe Mo
TeJIeKOMMYHMKALMOHHbIM KaHanaM CBA3W. B ciydae HanpaBieHMsa AaHHOro 3anpoca no noyTe 3akasHbiM
NMMNCbMOM OH CHUTaAeTCA NoJiy4eHHbIM Mo NCTe4YeHNn WecTn JJ,HeI7I C AaTbl HanpaBJ1eHNA 3aKa3HOro nincbMma.
8. Bnapeney, perncTpaunoHHOro yA0CTOBEPEHUS BMOMEANLNMHCKOrO KAeTOYHOro npoaykTa 0bs3aH
NpeacTaBUTb OTBET Ha 3anpocC YNOJIHOMOYEHHOro (hefepasibHOro opraHa UCNosHUTEeNbHOM BNacTy,
YKa3aHHbI B 4aCTW 7 HACTOSALLEN CTaTbW, B CPOK, HE MPEBbILLAOLWMIA AeBAHOCTa paboynx gHEen co aHS
noJly4eHns faHHoro 3anpoca. Cpok, yKasaHHbIN B YaCTU 6 HaCTOAWEN CTaTbW, MPMOCTaHABANBAETCS CO
[AHA HaNpaBJIeHUS BNafenbly PErncTPaLMoOHHOro yA0CTOBEpPEHNS BUOMEeANLIMHCKOrO KNIETOYHOI 0
npoayKTa 3anpoca ynoaHOMOYEHHOr0 hefepanbHOro opraHa UCNOJIHWTEIbHON BIACTW 40 AHA NOJyYeHUs
UM OTBETa Ha ,EI,aHHbII7I 3anpocC N HE YHUTbIBAETCA NPU NCHNCNIEHNI CPOKa NoATBepXAeHNA
roCyfapCTBEHHOW perncTpauunn bnomeanumMHCKOro KNeTo4HOro NpoayKTa.

9. OcHoBaHveM LJ19 0TKa3a B MPOBELEHNMN IKCMEPTU3bl OTHOLLIEHUS 0XKMAAEMON MOJb3bl K BO3MOXHOMY
PUCKY NPUMEHeHNS BOMeaNLIMHCKOrO KJIETOYHOIO MPOAYKTa U (M1n) 3KCNepTM3bl KayeCTBa
BroMeanLMHCKOr0 KNETOYHOIr0 MPOAYKTa ABNSETCA NpeAcTaBAeHne LOKYMEHTOB, YKa3aHHbIX B 4acTax 1, 3
1 4 HacTosALWEN CTaTbW, B HEMOJHOM 06beMe, HeNpeACTaBNEHNE B YCTAaHOB/IEHHbIA CPOK OTBETA Ha
YKa3aHHbI B 4aCTW 7 HaCTOSALLEN CTaTbW 3aMpocC YyNoJHOMOYEHHOr0 heepasbHOr0 OpraHa
NCNOMHNTENLHOW BNAacTW 60 OTCYTCTBME B MPEACTaBEHHbIX LOKYMEHTaX NCHEPMbIBAOWMNX CBEAEHWNA,
KOTOpble AOKHbI BbITb OTPaXKeHbl B HWX, @ TakXXe OTCYTCTBUE NHGOpPMaLnK, NOATBEPXKAAOLWEN ynnaTy
rocyapCTBEHHON MOLUJINHBI 3@ NMOATBEPKAEHNE rOCYAaPCTBEHHON perncTpaumnm GnomMennLMHCKOro
KJIETOYHOr0 NPOoAyKTa.

10. 9kcnepTu3a OTHOLIEHUS 0XXMNAAEMON MOJb3bl K BOSMOXXHOMY PUCKY NMPUMEHEHNSA BMomMe ANLNHCKOro
K/1e€TO4YHOro NpoaykKTa n (I/IJ'IVI) 3KCNepTn3a Ka4eCTBa 6VIOMeJJ,VILI,I/IHCKOFO KNeTo4YHOro npoAykKta npoBoaAaTCA
Ha OCHOBAHWW OOKYMEHTOB, YKa3aHHbIX B 4acCTHAX 3, 4 U NyHKTE 2 4acTu 6 HacToALWEN CTaTby, B MOpsSAKe,
YCTaHOBJIEHHOM CTaTbAMM 15 1 18 HacTosAwero ®efepanbHOro 3aKoHa, C Y4€TOM CPOKa, YKa3aHHOro B
YyacTn 1 HacTosWwen CTaTbu.

11. OcHOBaHMeM AA5 NPUHATUSA pelleHns 06 0TKase B MOATBEPXXAEHUN FOCYAapPCTBEHHON perncTpaunm
6I/IOMe,EI,I/ILI,I/IHCKOFO KJ1I€TO4YHOIr o NpoAyKTa ABNAETCA BbIHECEHHOE MO PeE3yJibTaTaM 3KCNEePTU3, yKa3daHHbIX B
4acCTW 2 HACTOALWEN CTaTbM, 3aK/IO4EHNE KOMUCCUM IKCNEPTOB IKCMEPTHOMO YHPEXAEHNS O TOM, YTO
Ka4yecTBo 1 (1n) 3pHeKTUBHOCTL BUOMEANLIMHCKOrO KJIETOYHOIO NPOAYKTa He NOATBEPXKAEHbI
NOJIY4EHHbIMU AAHHBIMU U (MIM) PUCK NPUYNHEHNS BPeAa 340P0BbI0 Yel0BEKA BC1eACTBME NPUMEHEHUS
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6roMeanLIMHCKOr0o KNIeTOYHOr0 NPOAYKTa NpPeBblILIaeT ero 3pHeKTUBHOCTb.
12. B nepuon npoBefeHMs Npoueaypbl NOATBEPXKAEHNSA FOCY AAPCTBEHHON perncTpaunm buomMeanLNHCKOro
KJIETOYHOr0 NpoAykTa ero obpalieHune B Poccuinckon ®egepaumm npoaosikaeTcs.

CtaTbs 23. BHeceHne n3MeHeHN B JOKYMEHTbI, COAEPKaLLMecs B PErMcTpaLnoHHOM AOCbe Ha
3apernucTpmpoBaHHbIi BMOMENLNHCKIIA KNETOYHbIN NPOAYKT

1. B uenax BHeCEHUS N3MEHEHWI B OKYMEHTbI, COAEepXXaLLnecs B perncTpaLMoHHOM J0Cbe Ha
3apEerncTpMpPOBaHHLIA BMOMEANLNHCKUIA KNeTOYHbIA NPOAYKT, Bladesel, perncTpaulmoHHoro
y[ocToBepeHms BMOMeaNLNHCKOro KNeTOYHOr0 NPoayKTa NPeACTaBASET B YNOJHOMOYEHHbIN
thefepanbHbIi OpraH MCNOSHUTENIbHOW BAACTW 3adBNeHNE 0 BHECEHUM TakKnX U3MEHEHUI No opme,
YCTaHOBJIEHHOW YNOJHOMOYEHHbIM (hefepasibHbIM OPraHOM UCNOJHUTENbHOW BNACTU, U NPUIOXKEHHbIE K
HEMY U3MEHEHUS B yKa3aHHbIE OKYMEHTbI, @ Tak)XXe LOKYMEHTbl, MOATBEPXAatowme HeobxoaumocTb
BHECEHMNA TaKUX N3MEHEHWIA.

2. bunomeanunHckas skcnepTnsa GUOMeAMLIMHCKOrO KNETOYHOIr0 MPOAYKTa B YaCTU IKCMEPTM3bl KayecTBa
BroOMeANLIMHCKOrO KIETOYHOI0 MPOAyKTa, U (Man) 3KCNepTu3bl 3PHEKTUBHOCTY BNOMELNLIMHCKOrO
KJIETOYHOrO NPOAYKTa, U (MK) 3KCNEePTU3bl OTHOLLEHNS 0XXKUAAEMOMN NOSb3bl K BO3MOXHOMY PUCKY
npuMeHeHns buoMegNUNHCKOr0 KeTOYHOro MPoAyKTa NPoOBOAUTCA B C/ly4ae BHECEHUS U3MEHEHWI B
NOKYMEHTbI, COAepKallecs B permcTpaLMoHHOM A0CbE Ha 3apPerncTpMPOBaHHbLIA BroMeanLMHCKUIA
KJIETOYHbI MPOAYKT, B OTHOLUEHWN:

1) cBeAEHUN, YyKa3aHHbIX B MHCTPYKLMW MO MPUMEHEHNI0 BMOMEANLIMHCKOrO KNETOYHOI0 NPOAYKTa U
npegycMoOTPEeHHbIX NognyHKTamm "e" - "n" nyHkTa 13 YacTu 2 ctaten 9 HacToswero denepasbHOro
3aKOHa;

2) MecTa npon3BoACTBa BOMeaNLIMHCKOro KJIETOYHOrO MPOAYKTa;

3) nokasaTenien KayecTBa v (MAn) METOA0B KOHTPOSA KavyecTBa BrioMeanLIMHCKOrO KIETOYHOIO MPOAYKTa,
COAEPXKaLLMXCSA B HOPMATUBHOW OOKYMEHTaLMMN Ha BMOMeANLNHCKNIA KNeTOYHbIN NPOayKT;

4) cpoka rogHocTu BoMeamnLMHCKOro KIETOYHOrO NPoAYyKTa.

3. Bnageneu, perncTpaLmMoHHOro yooCcToBepeHNs BMOMeaNLIMHCKOrO KNETOYHOr0 NPOAYKTa Hapsay C
3a5BJIEHNEM U OOKYMEHTaMMU, yKa3aHHbIMU B YaCTW 1 HacTosLWEN CTaTby, NPeACTaBASET PEKBU3UTDI
LOKYMEHTa, MOATBEPXKAAIOLWEro ynaaTy rocyaapCTBEHHOW MOLWJIMHBI 3@ BHECEHWE B OOKYMEHTbI,
cogepxallmecs B permcTpaLluoHHOM A0CbE Ha 3aperncTpupoBaHHbIN BUOMEANLIMHCKNIA KNETOYHbI
NPOAYKT, U3MeHeHunn, Tpebyownx nposeaeHns GuomeanLMHCKON 3KCNepTU3bl BrioMegnLMHCKOro
KJIETOYHOr O NPOAYKTA, U PEKBU3NTLI LOKYMEHTA, MOATBEPXKAAIOLWEro ynaaTy rocyaapCTBEHHOM
MOLU/INHBI 3@ BHECEHMNE B AOKYMEHTHI, COAepKallnecs B perncTpaunoHHOM AOChbE Ha 3aperncTprMpoBaHHbLIN
BroMeANLIMHCKUIA KNETOYHbIA NPOAYKT, U3MEHeHUI, He Tpebyowux nposeaeHns buoMeanLIMHCKOW
3KCNepTn3bl BMOMEANLMHCKOro KNETOYHOr0 NpoayKTa, IMbo BnpaBe NpeacTaBUTh YKa3aHHbIe JOKYMEHTSI
no cobcTBeHHOWN NHMLUMaTMBE. B ciyyae HenpeacTaBneHnsa BnagesbLeM perncTpaunoHHoro
yA0CTOBEPEHMNS BMOMEONLMNHCKOrO KNETOYHOMO NPOAYKTa YKa3aHHbIX JOKYMEHTOB YNOJHOMOYEHHbI
henepanbHbIi OpraH NCMOSHUTENLHOW BAACTN NPoBepSAeT haKT ynaaTbl FOCYAapPCTBEHHON NOLWWANHLI Ha
OCHOBAHWW PEKBU3NTOB AOKYMEHTa, MOATBEPXAAIOLLEro ee ynaaTy, C UCNOAb30BaHMEM MHGOPMaLMK 06
ynaaTe rocyAapCTBEHHbIX NOLWANH, cofep Kallenca B FocyaapCTBEHHON NHGOPMALIMOHHON CUCTEME O
rOCYAApPCTBEHHbIX Y MYHULUNAMbHBIX MaTexax.

4. B Te4yeHme naTy paboynx AHEN Co OHSA MOCTYMJIEHMSA yKa3aHHbIX B YacTX 1 HAaCTOALLEN CTaTbW 3a8BAEHNS
N [OKYMEHTOB YNOJHOMOYEHHbIN hefepasbHbI OpraH UCNOAHNUTESIbHON BAACTW:

1) npoBOANT NPOBEPKY MOSHOTHI 1 JOCTOBEPHOCTY CBEAEHUI, COAEPXKALLMXCS B MPeACTaBeHHbIX
B/laAebLEM PErncTPaLMOHHOro yaoCcToBepeHns BrioMeanLMHCKOrO KJIETOYHOMO NPOAYKTa AOKYMEHTaX;
2) NpMHMMAET peLleHne O NPOBeAEHNN YyKa3aHHbIX B HacTW 2 HAaCTOALLEN CTaTbW COOTBETCTBYOLLMX
3KCNepTn3 BUOMEeANLNHCKOrO KJIETOYHOro NPoAyKTa unn 0b oTkase B UX MPoOBeAEHNN;

3) yBeaoMAseT B MUCbMEHHON hopMe Bnagesbla perncTpaumoHHOro yaoctTosepeHns bnomeamumMHCKOro
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KJIETOYHOr0 NPOAYKTa O MPUHATOM PELLUEHUN (B Clydae NPUHATUSA pelleHns 06 0TKa3e B NpoBeaeHUN
COOTBETCTBYIOLLEN 3KCNEPTU3bI C yKa3aHUEM MPUYNH TaKOro 0TKa3sa).

5. B cnyyae BbISIBAEHUSA HEMOAHOThI NN HELOCTOBEPHOCTU CBEAEHUN, COAEPKALLUXCA B NPeACcTaB/EeHHbIX
BnagenbuemMm pernctpaynoHHOro yooctosepeHuns 6I/IOM€,£I,I/ILI,VIHCKOFO KNeTo4YHOro npoAaykKTa AOKYMEHTaX,
YMNOJIHOMOYEHHbI (hefepasibHbIN OpraH UCNOJIHUTENLHON BIACTW HanpaBaseT BAagebLy
PerncTpaLmoHHOro yoCcToBepeHns bruoMeanLUMHCKOro KNeTOYHOro NPoAyKTa 3anpoc 06 yTOYHEHNN
yKa3aHHbIX CBeAeHWN. [laHHbIN 3arnpoc MOXXET 6biTb NepefaH yNnoJHOMOYEHHOMY NPeACTaBUTENIO
BJlaZleSibLia PErNCTPALMOHHOIO yA0CTOBEPEHNS BMOMEeANLMHCKOrO KIETOYHOI0 MPOAyKTa JIMYHO NMoj
pacrnuncky, HanpasJieH Mo MoYyTe 3aKa3HbiIM NMNCbMOM WV NepefaH B dNEKTPOHHOM hopMe Mo
TeNIeKOMMYHMKALMOHHbLIM KaHanaM CBsA3W. B ciiydae HanpaBaeHMsa AaHHOMo 3anpoca no noyTe 3akasHbiM
MUCbMOM OH CHMTAETCH NOJIYYEHHbIM MO NCTEYEHUN LLECTW SHEN C AaTbl HAaNpPaBAEHNS 3aKa3HOro NnucbMa.
6. Bnageney perncTpaunoHHOro yA0CTOBEPEHUS BMOMEeANLNHCKOrO KJeTOYHOro NpoaykTa 06s3aH
npeacTaBMTb OTBET Ha 3aMnpocC YNOJHOMOYEHHOrO hefiepasibHOr0 OpraHa NCNOJHUTENBHON BAaCcTW B CPOK,
He npeBbIlWaoWunn geBsaHoCcTa paboynx gHen co AHA NoNyvYeHUs AaHHOro 3anpoca. Cpok, YyKasaHHbIN B
4acTn 4 HacToALWeN CTaTbl, NPUOCTAHABIMBAETCA CO OHSA HaNpaBieHNA BAagesbLy perncTpaunoHHoro
yA0CTOBEPEHMS BMOMEONLNHCKOr0 KNETOYHOMO NPOAYKTa 3anpoca YNoJHOMOYEHHOro heaepanbHOro
opraHa NCMONHUTENbHOWN BNaCcTU A0 AHA MOAYYEHNS UM OTBETA Ha AaHHbIN 3anNpocC U He yYUTbIBAaeTCA Npu
NCYNCNEHUN CPOKA MPUHATUNS PELLEHNS O BHECEHUN N3MEHEHWI B IOKYMEHTbI, COAepKallMecs B
perncTpauMoHHOM J0Cbe Ha 3aperncTpPUpoBaHHbI BUOMEANLNHCKIIA KNETOYHbIN NPOAYKT.

7. YKa3aHHble B YacTW 2 HaCTOSLWEN CTaTbW SKCMEPTU3bI MPOBOAATCS B NOPSAAKE, YCTAHOBJIEHHOM CTaTbsIMM
15 1 18 HacToswero ®efepasibHOMO 3aKoHa, C y4eTOM CPOKa, YKa3aHHOro B 4acTu 10 HacTosWwen cTaTbMm.
8. B cpok, He mpeBbiWwatowunn Nt paboynx gHen co AHSA NOAyYeHMS 3aKYEHNIN KOMUCCMIN IKCNEPTOB
3KCMEPTHOr0 y4YpexAeHNs Mo pesysibTaTaM YKa3aHHbIX B YacTW 2 HaCTOSALWEN CTaTbW 3KCNEPTU3 B
OTHOLUEHUN NPEAJSIOKEHHbIX N3MEHEHWI, YNOJIHOMOYEHHbIV (hefepasibHbIN OpraH NCMOJHUTENLHON BAACTK:
1) ocywecTBASET OLEHKY MOCTYMMBLUNX 3aK/IIOYEHNI KOMUCCUM SKCMEPTOB 3KCMEPTHOMO yYpeXageHunsa anas
onpeneneHns nx COOTBETCTBMSA 3aflaHMAM Ha NPOBEAEHNE COOTBETCTBYIOLLNX IKCNEPTU3;

2) NPMHMMAET peLleHne 0 BHECEHUN U3MEHEHUI B OKYMEHTbI, COAEPXKALLMECS B PErMCTPALMOHHOM 40CHe
Ha 3aperncTpPUpPOBaHHbIN BUOMENLIMHCKUA KNETOYHbIA MPOAYKT, AK 06 0TKa3e BO BHECEHUM TaKuUx
N3MEHEHUN;

3) BHOCWT B rOCy[lapCTBEHHbI peecTp BMoMeaNLNHCKNX KJIETOYHbIX MPOAYKTOB Ha OCHOBAHWUN PELLEHMNS O
BHECEHWW N3MEHEHWI B AOKYMEHTLI, COAep Kallinecs B perncTpaumoHHOM AOCbE Ha 3aperucTpMpoBaHHbIN
BruomMeaNUMHCKNIA KIETOYHbIN NPOAYKT, He0bX0ANMble N3MEHEHNS;

4) BblIAa€T HOBOE PErncTpaLnoHHoe yaocToBepeHe BoMeanLIMHCKOro KIETOYHOMO NpoayKTa B Ciyyae
N3MEHEHUS COAEPKALLMXCSA B HEM CBELAEHMWI, NPV 3TOM PaHee BblAaHHOE perncTpaumoHHoe
YA0CTOBEPEHNE N3bIMAETCH.

9. OcHOoBaHMeEM N1 NPUHATKA YNOJHOMOYEHHbIM (hefepanbHbiM OPraHoM pelleHns 06 0TKa3e BO BHECEHMWM
N3MEHEHUN B OOKYMEHTbI, COAEPXALLNECSH B PEFNCTPALMOHHOM J0Cbe Ha 3aperucTpMpPOBaHHbIN
6roMeaNLIMHCKUIA KNETOYHbI MPOAYKT, ABNAETCS BbIHECEHHOE MO pe3y/ibTaTaM 3KCMepPTU3, YKa3aHHbIX B
4acTW 2 HACTOALWEN CTaTbM, 3aK/IO4EHNE KOMUCCUM SKCNEPTOB IKCMEPTHOMO YHPEXAEHNS O TOM, YTO B
cnyyae BHECEeHUS TaknxX U3MEHEHUIN BO3MOXXHbI CHUXXEHMe KavecTsa U (Mmn) 3hheKTUBHOCTM
H6roMeanMLUMHCKOr0 KNETOYHOr0 MPOAYKTa U (1K) NpeBbILLEHNE PUCKa NPUYNHEHNS Bpeda 340PO0BbiO
4yenoBeKa BCNeACTBUE NpUMeHeHNs BroMeanLIMHCKOro KNeTOYHOr0 NpoAyKTa Hal ero 3hheKTUBHOCTbIO.
10. B c/iyvae BHeCEHUS B 4OKYMEHTHI, COAep Kallnecs B perncTpaumoHHOM AOCbE Ha 3aperucTpMpoBaHHbIN
BruomMeaNUNHCKNIA KJIETOYHbBIA NPOAYKT, UBMEHEHWI, YKa3aHHbIX B 4aCTW 2 HACTOSALWEN CTaTbW, NPUHATUE
pelweHna 0 BHECEHUN TaKNX N3MEHEeHNNn (BKJ'IIO‘-IaH BHeCeHne COOTBEeTCTBYHOLNX N3MEHEeHUn B
rOCYyAapCTBEHHbIN peecTp BMOMEeANLNHCKMX KNETOYHbIX MPOAYKTOB) MM 06 0TKa3e B MX BHECEHWM
OCYLLLeCTBAIAETCS B CPOK, HE NPEBbILLIAIOLLNIA AEBSHOCTa Paboyunx AHEN CO AHSA NPUHATMSA YNONHOMOYEHHbIM
henepanbHbIM OPraHOM UCMOJIHUTENLHON BIACTW 3a5BJIEHNS O BHECEHUN TaKUX U3MEHEHWIA.
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11. MpuHSATHE peLleHNs 0 BHECEHUN U3MEHEHUI (BK/tOYas BHECEHWE COOTBETCTBYIOLNX NU3MEHEHW B
roCyaapCTBEHHbIN peecTp 6UOMEeaNLUHCKUX KNeTOYHbIX NMPOAYKTOB) UK 06 0TKa3e B X BHECEHWM B
NOKYMEHTbI, COAEPXKALLUNECS B PErNCTPALMOHHOM A0ChEe Ha 3aPerucTPUPOBaHHbIN BoMeaNLIMHCKIIA
KNETOYHBbIA NPOAYKT, B OTHOLLEHWN CBeAEHW, He TpebyloWwmnx NpoBeeHNs SKCNepTn3, YKa3aHHbIX B 4aCTu
2 HACTOSILLEN CTaTbM, OCYLLIECTBASETCS B CPOK, HE NMPEBLILLIAILWIMA TPUALATYA paboynx aHEN Co AHS
NPUHATUS YNOJIHOMOYEHHbIM hefiepasibHbiM OPraHoOM UCMOAHUTENbHOW BIACTU 3asBJIEHUS 0 BHECEHUN
TaKUX U3MEHEHWA.

12. ObpalieHre 6MOMeaNLIMHCKOrO KJIETOYHOr0 NMPOAYKTa, MPON3BEeAEeHHOro 40 AaThl MPUHATHS
YMOJIHOMOYEHHBLIM hefepalibHbiM OPraHoOM UCMONHUTENLHOW BAACTW PeLleHNst 0 BHECEHWUN U3MEHEHWI B
NOKYMEHTbI, COAEPXKALLNECS B PErNCTPALMOHHOM A0ChEe Ha 3aPerMcTPUPOBaHHbIN BoMeaNLIMHCKIIA
KJIETOYHbIV MPOMYKT, @ TaKXXe NPon3BeAeHHOr0 B TeYEHNE CTa BOCbMUIECATY KaNeHdapHbIX AHel nocne
AAaThbl MPUHATUS YNOAHOMOYEHHbBIM (pefiepasibHbIM OpraHoOM UCMOJHUTENBHON BNACTU YKa3aHHOrO peLleHus,
JIONYCKAeTCs A0 NCTEYEHUS ero CPOKa rOAHOCTN.

CtaTtbsa 24. OTMeHa rocyaapCTBEHHOW perncTpauumn bnomMeanLMHCKOro KNeTo4HOro NpoayKTa

PelweHmne 06 oTMeHe rocyaapCTBEHHOWN perncTpauun bromeonLMHCKOro KNeTO4HOr0 NPOAYyKTa 1
NCKJII04EHUN BOMESNLMHCKOr0 KETOYHOM0 NPOAYKTa 13 roCcyAapCTBEHHOro peectpa bMomMeanUNHCKNX
KJIETOYHbIX NPOAYKTOB NPUHUMAETCS YNOJHOMOYEHHbIM hefepasibHbiM OPraHOM UCMOJIHUTENbHON BACTKU B
cnyvae:

1) npencTtasneHns penepanbHbiM OPraHOM UCMOJIHUTENbHON BAACTM, OCYLLECTBAAOWUM (QYHKLAN N0
KOHTPOJIO M HAaZA30py B Cchepe 34paBOOXPaHEHNS, 3aKI0HEHNS O PUCKe uam 06 yrpo3e 340pOBbI0, XU3HU
4yesioBeKa Npv NpPUMeHeHUN BMOMEeANLNHCKOrO KNETOYHOr0 NPOAYKTA, MPEBLILLAIOLLINX ero
3(pHEKTMBHOCTb, NO pe3ysibTaTaM OCYLECTBSEMOro UM MOHUTOPWHIa Be3onacHOCTM BUoMe ANLIMHCKOro
KJIETOYHOr O MPOAYKTa;

2) nonoayn Bnagenbuem perncCTpaunMoHHOro yagoctoBsepeHud 6I/IOMe,EI,VILI,I/IHCKOFO K/1eTO4YHOro npoaykTa
3asBJ1IeHns 06 0TMeHe rocyaapCTBEHHOW perncTpauny bnomMeanumHCKOro KNeTo4HOro NpoayKTa;

3) NPUHATUSA YNOAHOMOYEHHbIM (hefepasibHbIM 0PraHOM UCMOIHUTENbHON BNACTK peweHus ob oTkase B
NoATBEPXXAEHWUN rOCYyAapCTBEHHON perncTpaumm GnoMeamuUMHCKOro KIETOYHOr0 MPOAYKTa No NCTeYeHNN
CPOKa AelCTBMA PermcTpaLmMoHHOro yaoctToBepeHns BromeanmumMHCKOro KeTo4YHOro NpoayKTa;

4) HenpeAcCTaBNeHNA 3a8BUTENEM MHOPMaLMK, KOTOpPas MOXXET MNoBJieyb 3a cobolt HeobxoaAnMOoCTb
BHECEHWS B perncTpaunoHHOe AOCbe Ha 3aperncTpUpoBaHHbIN BMOMEANLNHCKIIA KNETOYHbIN NPOoayKT
N3MEHEHWN, YKa3aHHbIX B 4aCTuK 2 cTaTbh 23 HacTosawero ®efepasibHOrO 3aKOHa, B Te4YeHne Tpuauatu
paboyunx gHen co AHA HaCTYMNJAeHNS TaKNX N3MEHEHWNIA;

5) BbIHECEHMSA CYA0M PeLleHUs 0 HapyLLeHW NpaB NpaBoobnafaTens Ha pe3ynbTaTbl MHTENEKTYabHON
AeATenbHOCTU Npy obpalleHn BUOMeANLNHCKNX KNETOYHbIX NPOLYKTOB.

CtaTtbsa 25. FocyLapCTBEHHbIN peecTp BMOMeaNLMHCKUX KNETOYHbIX NPOAYKTOB

1. FocyoapcCTBEHHbIN peecTp BMoOMeaNLNHCKUX KIETOYHbIX MPOAYKTOB BEAEeTCS YMNOJHOMOYEHHbIM
henepanbHbIM OPraHoOM UCNOJIHATENBHOW BAACTH.

2. FocypapCTBEHHbIN peecTp BroMeaMLMHCKUX KNETOYHbLIX MPOAYKTOB COAEPXKUT nepeyeHb
BroMeaNLIMHCKUX KNeTOYHbIX MPOAYKTOB, MPOoLIeALLINX roCyAapCTBEHHYIO PEFUCTPALIMIO, U CIedYOLLYI0
NHMOpMaLNIo:

1) HanMeHoBaHMe BUOMEANLIMHCKOrO KJIETOYHOr0 NPOAYKTa;

2) TN BMOMEONLMNHCKOr0 KNEeTOYHOr0 NPoAyKTa (ayTONOrMYHbIA, alfIoreHHbIA, KOMOMHNPOBAHHbIN);

3) HauMeHoBaHMe BnagenblLa perncTpaLMoHHOro yaocToBepeHns brnomegnuUMHCKOro KIETOYHOI0
NpPoAyKTa;

4) HavMeHoBaHMe 1 agpec nponssoanTens bUOMeANLNHCKOr0 K1ETOYHOro NPOAYKTa;

5) kogoBoe 0603HaYeHNE KNETOYHON JIMHUN (KNETOYHbIX JIMHWIA), BXOASALLEN B COCTaB BLUOMeANLIMHCKOro
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KJIeTOYHOr 0 NMPOAYKTa;

6) HaMMeHOBaHMA (MeXAYHapPOAHbIE HEMATEHTOBAHHbIE, UAWN FPYNMNNPOBOYHLIE, NI XUMUYECKUE)
JIEKaPCTBEHHbIX MPenapaToB, (hapMaLeBTMYeCKX CyOCTaHLNA, BXOAALLMX B COCTaB BoMeANLIMHCKOro
KJIETOYHOr0 MPOAYKTa, HOMEP HOPMATMBHON AOKYMEHTALUN;

7) HaMMEeHOBaHUSA MeANLIMHCKUX N3LEeNNN, BXOAALNX B COCTaB BMOMEANLNHCKOrO KJeTOYHOro NpoayKTa,
HaVMeHOBaHNE N HOMEP HOPMATWBHON JOKYMEHTALNN;

8) CpoK rogHoCTM BOMEANLIMHCKOrO KJIETOYHOrO MPOAYKTa;

9) ycnoBusi xpaHeHns BruoMeanLIMHCKOr0 KIETOYHOIO NMPOAYKTa;

10) Nnoka3aHus 1 NPOTMBOMNOKa3aHNA K MPpUMeHeHno BroMeanLMHCKOro KIETOYHOrO NPoAYyKTa;

11) noboyHble pgencTens GoMegMLMHCKOrO KIETOYHOIO NPOAYKTa;

12) paTa rocynapCTBEHHOM perncTpauny bMomMeanLnUHCKOro KAeTOYHOro npoaykTa u ero
pPerncTpaumnoHHbIN HOMEp;

13) paTa 3aMeHbl PermcTpPaLMoHHOro y0CTOBEPEHNs BUOMeaNLIMHCKOrO KNIeTOYHOr0 NPOAYKTa, AaTa
NoATBEPXXAEHNSA rOCYAapCTBEHHOW perncTpaunn 6MomMeanUMHCKOro KNeTOYHOro NpoayKTa, AaTa OTMEHBI
rocyapCTBEHHON perncrpaunm bMoMeanUMHCKOro KNeTOYHOro NPoayKTa.

3. Mopsanok BefeHMs rocyapCTBEHHOro peecTpa BMOMeANLNHCKNX KJIETOYHbIX NPOAYKTOB YTBEPXKAAETCS
YNOJIHOMOYEHHbIM hefepasibHbIM OPraHoM MCMOAHUTENbHOW BAACTH.

CtaTbsl 26. O6anoBaHMe peleHns 06 oTkase B BbiJavye pa3peLleHns Ha NPoBeaeHNe KINHNYECKOr 0
nccnenoBaHna BoMeaNLMHCKOro KNETOYHOM0 NPOAYyKTa an pelleHuns o0b oTkase B rocy1apCTBEHHON
permctpaumm GuomMeamMLUMHCKOr0 KIETOYHOr0 NPOAYyKTa

PelleHne ynosHOMOYEHHOr o (heflepasibHOro opraHa UCMOJIHUTENIbHON BlacTu 06 0TKase B Bblgaye
pa3peLleHns Ha NPoBeAEHNE KIMHNYECKOro NCCefoBaHns 61noMeanLMHCKOro KNeTOYHOMo NPOAYKTa UK
pelleHne 06 0TKa3e B rocy1apCTBEHHON perncTpauuy 6MoMeauLIMHCKOro KeTO4YHOro NpoaykKTa,
3aKJ/I04EHNE KOMUCCUM SKCMEPTOB 3KCMEPTHOrO YUYPEXAEHNS NV 3aK/IOYEHNE COBETA MO 3TUKE MOryT
ObITb 06>kaN0BaHbI B NMOPsSAKE, yCTaHOBJEHHOM 3aKOHOAATeNbCTBOM Poccuiickon depnepaunm.

CtaTbs 27. HopMaums, CBA3aHHAsA C OCYLECTBEHNEM FOCYAapCTBEHHOM pPerucTpaunm
6I/IOMe,EI,I/ILI,I/IHCKOFO K/1€TO4YHOro npoAaykTa, I/IHCII)OpMaLI,VIH 0 3aperncTpnpoBaHHbIX 6I/IOMe,£I,I/ILI,VIHCKI/IX
KJIETOYHbIX NPOAyKTax u BroMeanUMHCKNX KNETOYHbIX MPOAYKTaX, MCKOYEHHbIX U3 FOCYAapCTBEHHOMO
peecTpa BMOMEeANLIMHCKNX KNETOYHbIX MPOAYKTOB

1. YNosiHOMOYeHHbIN (hefiepalibHblA OpraH UCMOJIHUTEIbHOW BIAaCTW pasMeLlaeT Ha CBOeM ouLMaibHOM
canTe B ceTu "MHTepHeT" HOpMaLMio, CBA3AHHYIO C OCYLLECTBJIEHNEM roCy4apCTBEHHON perncTpaLmm
6I/IOMe,EI,VILI,I/IHCKI/IX K/1€TO4YHbIX MPOAYKTOB, B TOM 4YhCNe C npoBeneHnem 6I/IOMeJJ,I/ILI,VIHCKOI7I 3KCNepTn3bl
BroMeANLIMHCKNX KNeTOYHbIX MPOAYKTOB M 3TUYECKOWN IKCNEePTM3bl, MHPOPMALMIO O 3apernCcTpMpOBaHHbIX
BroMeaNLMHCKUX KNeTOYHbIX MPoAyKTax 1 HrnoMeanLNHCKNX KIETOYHbIX MPOAYKTaX, NCKITOHEHHbIX 13
rocyZapCTBEHHOro peecTpa HruoMeaNLMHCKUX KNEeTOYHbIX MPOAYKTOB, HE NMO34HEe YeM Yepes NaTb
paboynx OHeR Co OHA NoJlyYeHNs YNOoAHOMOYEHHbIM (efilepasibHbIM OpraHoOM UCMOAHUTENbHON BacTu
3a5BJIEHNS O rOCYAapCTBEHHOWN pernctpaummn GrnoMmegnuUMHCKOro KIeTOYHOro NpoayKTa.

2. Mopapok pa3meLleHns YKa3aHHON B YacTu 1 HacToALWen CTaTby MHOPMALIMM YCTaHaBMBaETCS
YMO/HOMOYEHHbIM (hefiepasbHbIM OpraHoM UCMOJSIHUTENIbHON BNaCTW.

CtaTbs 28. OpraHu3aumns npoBefeHNs KINHUYECKUX NCCnefoBaHnii BUoMe AULIMHCKNX KNETOYHbIX
MPOAYKTOB

1. OpraHunsauuio NPoBeAeHNs KIIMHUYECKUX NCCIeA0BaHNA BMOMEONLNHCKNX KJIETOYHbIX NPOAYKTOB
BMpaBe OCYLLEeCTBAATb OpraHn3aums, obnagatowas npasaMy Ha pe3ybTaTbl AOKJANHNYECKNX
nccaenoBaHnin BroMeANUMHCKOrO KIETOYHOM0 MPOAYKTa, KIMHUYECKUX NCcaegoBaHmin bunomeanumnHCKoro
K/1€TO4YHOro NpoaykKTa n (I/IJWI) Ha TeXHOJZIOrnto Npon3BoACTBa 6VIOM€)J.VILI.I/IHCKOF0 KN1eTO4YHOro npoaykTa,
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UM YyrNosHOMOYEHHOE elo IopuanYeckoe nnLo, obpasoBaTenbHas OpraHn3aLums Beiclero obpa3oBaHus,
obpa3zoBaTenbHas opraHM3aumsa LONONHWUTENLHOr0 NpodheccnoHanbLHOro 0bpa3oBaHmns, Hay4Has
opraHusauums.

2. OpraHm3auum, yKasaHHble B 4acTW 1 HacTOSLLEN CTaTbl, MOrYT NPUBNEKATb K OpraHu3auny NnpoBeaeHUs
KJINHNYECKUX NCCNepoBaHnin BMoMeaNUNHCKNX KJIETOYHbIX MPOAYKTOB UHbIE IOpUANYecKme nnua
He3aBUCKMO OT MX OPraHM3aLMOHHO-NPaBOBON POPMbI 1 POPMbI COBCTBEHHOCTN.

3. duHaHCcoBOe obecneyeHne NPoBeAeHNS KINHUYECKOro ccaefoBaHns BMOMEeaNLMHCKOrO KNeTOYHOr 0
NpoayKTa OCYLLeCTBASETCA 3a CYET:

1) 6l0)KeTHbIX aCCMIHOBaHWI heaepasibHoro bloaxeTa;

2) B6roKeTHbIX accurHoBaHui 6roaxeTos cybbekToB Poccuinckon ®epepauuu;

3) CpencTB opraHu3aLnii, NONYYMBLLMX pa3peLleHre Ha OpraHn3aLmio NPoBeaeHNs KJIMHNYECKOoro
nccnepoBaHms GuoMeanLMHCKOro KJeTOYHOro MPoayKTa;

4) NHBIX NCTOYHMKOB, HE 3amMpeLLEeHHbIX 3aKoHOAaTeNbCTBOM Poccunckon ®egepauum.

4. KnuHnyeckue nccnenoBaHnsa 6MomMe ANLNHCKNX KNETOYHbIX NMPOAYKTOB NPOBOASTCS Ha OCHOBAHUN
pa3pelleHns Ha NPoBeAEHME KIMHNYECKOro nccaenoBaHmna 6BMoMeanunMHCKOro KNeTo4HOro NpoayKTa,
BbIAAHHOI0 YMNOJIHOMOYEHHbIM (hefepaibHbIM OPraHoM MCMOSHUTENbHOW BNACTW B NOPAAKE,
yCTaHOB/IEHHOM CTaTbaAMK 16 1 17 HacToswero ®efepasibHOr0 3aKOHa, U HanpaBJ/ieHbl Ha:

1) ycTaHoBneHne 6e30nacHOCTN U (MAK) NEPEHOCUMOCTMN BUOMEANLIMHCKMX KNETOYHbIX MPOAYKTOB, B TOM
yucne BbiiBNIeHNE NOBOYHbIX AENCTBMIA NPU UX MPUMEHEHWNK;

2) ycTaHoBeHNe 6e30MacHOCTN 1 3 (EKTUBHOCTM BUOMEANLIMHCKMX KNETOYHbIX MPOAYKTOB, B TOM Yucie
nofbop onTuManbHOro KoanyecTea (obbema, Macchl, Naowaam) bMOMeaNLNHCKOrO KNETOYHOr0 NPOAYKTa 1
KYPCOB sie4eHus, Ans NnauneHToB C onpefeneHHbIMU 3abonesaHnsamy;

3) BbIiBNIEHME 0COBEHHOCTEN B3aUMOLENCTBMSA BUOMEANLNHCKNX KNETOYHbIX MPOAYKTOB C
JIeKapCTBEHHbIMY MpenapaTamMmun, MeANLNHCKMMMN N3AEANAMM, NMULLEBLIMU NPOAYKTaMU, APYrUMn
6roMeANLMHCKMMMN KNIETOYHBIMU MPOAYKTaMu;

4) n3y4yeHune BO3MOXKHOCTU PacLUMPEHUs NOKa3aHUN AN NPUMEHEHNS 3apErnCTPUPOBaHHbIX
BroMeaNLIMHCKUX KNeTOYHbIX MPOAYKTOB.

5. YNonHOMOYEeHHbIN heaepanbHbli 0praH UCMOAHUTENbHOW BNAaCTU BeAET B YCTAaHOB/IEHHOM UM Nopsaake
peecTp BblAaHHbLIX pPa3peLleHnin Ha NPOBEeAEHNE KIMHUYECKNX UCCNenoBaHNA BUOMEeANLNHCKNX KNETOYHbIX
NPOLYKTOB.

6. B cnyyae, ecnm KnnHMYyeckoe nccnefoBaHne GoMeLNLMHCKOro KIETOYHOro NpoAyKTa NPOBOAMTCA ANS
roCyAapCTBEHHOW PerncTpaunm 3Toro NPoAyKTa, rocyaapCTBEHHAA NOLWNHA 3a NPOBeLEeHME IKCMEPTM3bl
KavecTBa 6MOMEAULMHCKOr0 KNeTOYHOr0 NPOAYKTa, 3KCNEePTU3bl AOKYMEHTOB 418 MOYyYEHNS pa3peLleHns
Ha npoBefeHne KINHNYeCKOro nccnefoBaHns BromMeLnLMHCKOro KIeTOYHOro NPoAYKTa U 3TUYECKON
3KCMepTM3bl YNJIa4MBAETCA OLHOKPATHO Npu obpalleHnm 3a rocyAapCTBEHHON perncTpaumen
B6roMeANLIMHCKOrO KNIETOYHOr0 NPoAyKTa.

7. KnuHunyeckoe nccnenoaHne 6MoMeanuUMHCKOro KJETOYHOIO NPOAYKTa NPOBOAUTCS B OAHOW WA
HECKONbKNX MEAMLMHCKMX OpraHn3aLmnsax B COOTBETCTBUM C JOrOBOPOM O MPOBEAEHUN KANHNYECKOrO
nccnenoBaHma broMeanLMHCKOro KNeTO4HOM0 NPOAYKTa, 3aK/l04YaeMbIM MEXAY OpraHu3aumnen,
NoayYMBLUEN pa3peLleHmne YNOAHOMOYEHHOMO (hefepasibHOro opraHa MCNOIHUTENBHON BNACTW Ha
npoBeAeHne Takoro NCCNeoBaHns, 1 yKa3aHHON MeLULMHCKON opraHu3aLmen.

8. [loroBop 0 NpoBeAEeHNN KJIMHNYECKOr0 NCCIeA0BaHNS B1OMeANLMHCKOr0 KNETOYHOro NPoayKTa AO/KEH
cofepxatb:

1) HanMeHoBaHNS CTOPOH AOroBopa;

2) yCNIOBUS N CPOKM NPOBEAEHNSA KINHNYECKOro NCCNeL0oBaHNS;

3) onpegeneHue obLLen CTOMMOCTY MPOrpaMMbl KJIMHUYECKOr0 NCCeA0BaHUSA C YKa3aHUeM CyMMb,
npefHa3HavaoLWwencs ons soinaaT nccnenoBaTensaM n conccaefosaTtesiaM, Ha3Ha4aeMblM B COOTBETCTBUM C
YyacTbto 1 cTaTbn 29 HacTosAWwero ®efepasibHOrO 3aKOHa;
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4) onpepeneHne opMbl U NOpAAKa NPeacTaBieHnsa pe3y/ibTaToB KJIMHWYECKOro UccaenoBaHms.

9. MNepeyeHb MegMLIMHCKUX OpraHn3aLnii, UMELLMX NPaBo NPOBOAUTbL KIMHUYECKE NCCNea0BaHNS
BroMeanLMHCKUX KNeTOYHbIX MPOAYKTOB, U PEeCTp BblAaHHbIX pa3peLlleHnid Ha NPoBeAeHNE KJIMHNYECKNX
nccnenoBaHuin BUOMeANLNHCKMX KNETOYHbIX MPOAYKTOB Pa3MeLLaloTCs YNOJIHOMOYEHHbLIM (hefepalibHbIM
OpraHoOM WUCMONHUTENbHOW BNACTU B YCTAHOBIEHHOM MM MOPSAKE Ha CBOEM O(hMLMaNbHOM CaliTe B CETU
"WHTepHeT".

10. Npon3BoacTBo HOMEANLIMHCKOrO KIETOYHOrO MPOAYKTa A/ MPOBEAEHMNSA €ro KINHNUYECKOro
nccaenoBaHNA OCyLWEeCTBAAETCA C UCMOJSIb30BAHWEM TEXHO0M MK, ONMCAHHOW B PerncTpaLMoHHOM JOCbe Ha
BroOMeANLIMHCKNIA KNETOYHBIN NPOAYKT.

11. KnuHnyeckune nccnenoBaHmsa bMomMeanUUHCKNX KNETOYHbIX MPOAYKTOB NPOBOASATCS B COOTBETCTBUM C
npaBuIaMmn HagNiexXallen KIMHUYECKOW MPaKTUKN BUOMEeLNLMHCKNX KNETOYHbIX MPOAYKTOB,
YyTBEPXXAEHHbLIMY YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoM UCMOSIHUTENbHOW BAACTW.

12. B Poccuinckonn ®denepaumm B COOTBETCTBMM C MEXAYHaPOAHbIMK AoroBopamu Poccuinckon ®egepaumm,
a B C/lyyae OTCYTCTBMA MeXAYHapoAHoro gorosopa Poccuinckon ®epepaumm - Ha OCHOBE NPUHLMNA
B3aWMHOCTW MNPU3HAKTCA pe3yabTaThbl KIMHNYECKUX NCCIe[0BaHNA BMOMEONLNHCKNX KIETOYHbIX
NPOAYKTOB, NPOBEAEHHLIX 3a npeaenamm Poccunckon Gegepauuu.

CtaTbs 29. lpoBeneHne KJINMHNYECKOro NcciefoBaHns 61oMeaNLIMHCKOrO KJIETOYHOr 0 NpPoAoyKTa

1. PykoBoauTenb MeAULNHCKON OpraHm3aLny, B KOTOPON NPOBOAUTCS KIMHUYECKOe UcciefoBaHme
BroMeaNLIMHCKOro KNeTO4YHOr0 MPOAYKTa, Ha3HavyaeT ucciefoBaTens, OTBETCTBEHHOMO 3a NpoBeAeHne
TaKoro uccaefoBaHus, nMetoLlero fnevebHyto cneumnanbHOCTb, COOTBETCTBYIOLLYO npoduto 3abonesaHuns
NJIN COCTOSHWIO, ANS JIe4EeHNS KOTOPbIX NpefHa3Ha4yeH 61IoMeULNHCKII KNETO4HbIA NPOAYKT, B
OTHOLLEHUW KOTOPOro MPOBOAUNTCA KIUHNYECKOE NCCIefoBaHme, Co CTaeM paboTbl No nporpamMmam
KJUHUYECKNX UCCIef0BaHNI He MeHee YeM NATb JieT (fanee - uccnenoBaTtesib) v Mo ero nNpensioxXeHuto
Ha3Ha4YaeT couccnenoBaTenen n3 Yucna Bpaden 3TonN MeaNLUHCKON opraHm3aunn (oanee -
conccnepoBaTenu).

2. WccnepoBaTenb ocyLlecTBaAseT BoIOOP NaLMEHTOB, KOTOPbIE MO MEANLMHCKUM NMOKa3aHUAM MOryT ObiTb
NPUBAEYEHbI K Y4aCTUI0 B KIMHUYECKOM NCCIef0BaHUN BMOMEANLNHCKOrO KNEeTOYHOr0 NPOAYKTA.

3. UccnepoBaTens u conccnefoBaTenn fOSKHbI BbITb 03HAKOMJIEHbI C pe3y/ibTaTaMu LOKJINHUYECKOr 0
nccnegoBaHuAa 6VIOMe,£I,VILI,I/IHCKOFO KNeTo4YHOro npoAykTa, cogep>xxalllmMmnca B CI'IeLI,I/ICbVIKaLI,VII/I Ha
BrioMeANLIMHCKMIA KNEeTOYHbIA NPOAYKT ¥ BpoLuope uccnefosaTens, NPOTOKOIOM KIAUHNYECKOro
nccnenoBaHns BoMeANLIMHCKOrO KNeTOYHOr0 NPoAyKTa, pa3paboTaHHbIM OpraHu3aunen,
OCYLLECTBAALLEN OpraHM3aLmnio NpoBeAeHNs KIVMHNYECKNX NCCNefoBaHNA BUOMeaNLNHCKUX KNEeTOYHbIX
NPOAYKTOB, WM UHBIM IOPUANYECKUM INLOM, NPUBJIEKAEMbIM K OPraHu3aLuy NpoBefeHUs KIMHNYECKOoro
nccnepoBaHmsa 6MOMeaNLNHCKOro KNeTO4YHOr0 NPOAYKTa, U APYruMy MaTepuaiamMy Takoro ucciefoBaHums.
4. PykoBoauTeNb MEAULIMHCKON OpraHu3aLumm, B KOTOPO MPOBOANTCS KJIMHNYECKOe NcciefoBaHme
61OMeANLIMHCKOr0 KNETOYHOr0 MPOAYKTa, B CPOK, HE MPEBbILLAIOWNA Tpex paboynx gHen Co AHA Havana
NpoBeAeHNs KINHNYECKOro nccaefoBaHna bBMoMeaMLMHCKOr0O KNeTOYHOr0 NPoAYyKTa, coobllaeT o Havane
NpoBeLeHNs KIIMHNYECKOro NCCaef0BaHNs BMOMEeANLMHCKOrO KIETOYHOr0 MPOAYKTa B YMOJIHOMOYEHHbIN
thefepanbHbI OpraH UCNOSHUTENLHON BNACTW, BbiAABLUMIA pa3peLleHmne Ha NpoBefeHne KINHNYECKOro
nccnenoBaHus, No yCTaHOBNEHHOW UM hopMe.

5. OpraHm3aumm, oCyLeCcTBASIOWMNE OpraHM3aL Mo NPOBEAEHNS KIMHUYECKOr0 NCCIe40BaHNS
BrioMeIMLIMHCKOr0 KIETOYHOr0 NPOoAYyKTa, B Cly4ae HeobXoANMMOCTU BHECEHUS U3MEHEHMWI B MPOTOKOS
KJMHNYECKOro uccnenoBaHmsa 6nomMeanLMHCKOr0 KAETOYHOro NpolyKTa coobuatoT 06 3ToM B
YNOMHOMOYEHHbIN hefepanbHbIn OpraH UCMOAHUTENBHOW BNACcTK, BbIAABLUMA pa3peLleHne Ha NpoBeLeHne
KJIMHUYECKOro NCCNefoBaHuns, no yCTaHOBJIEHHON UM (hopMe.

6. B CpoK, He npeBbIaOWMN TpUaLaTN paboynx AHen Co AHSA NONTyYeHWS YKa3aHHOro B 4acTu 5
HaCToALEeN CTaTbU COOOLLEHNS, YNOTHOMOYEHHbIA (hefepaibHbl OpraH UCMOJIHUTENbHON BACTM

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 26 343



paccMaTpuBaeT 3T0 coobLieHne B yCTaHOBIEHHOM UM NMOPSALKE U MPUHMMAET PELLEHNE O BHECEHWU
N3MEHEHUIN B NPOTOKO KIMHNYECKOr0 NCCiefoBaHMs B1UOMeaNLNHCKOro KAeTO4YHOr0 NpoAyKTa nam ob
0TKa3e BO BHECEHWW TakMX U3MEHEHUI C YKa3aHWeM Npu4mH oTkasa. OCHOBaHUAMW A9 NPUHATUA
peleHns 06 0TKaze BO BHECEHNMN U3MEHEHUI B MPOTOKON KIMHNYECKOr0 UCCiefoBaHns buoMeanLmnHCKoro
KNeTOYHOro NPOAYKTa SBAATCA NpeAcTaB/ieHne CBeAeHNUA, NPefyCMOTPEHHbIX HYaCTbio 5 HacTosALLEN
CTaTby, B HEMOJIHOM 06beMe 1 (Un) Ham4ne prcka NPUHNHEHNS Bpeaa 340POBb0 MaLUEHTa,
YHaCTBYIOLLEr0 B KJIMHUYECKOM UCCNeL0BaHNW, BCEACTBME N3MEHEHUS YCNOBUIA €ro NpoBEeAEHNS.

7. KnuHun4yeckoe nuccnefosaHve bMoMenLMHCKOr0 KeTOYHOro NPoAyKTa MoXeT BbiTb NPUOCTaHOBAEHO
MM NPeKpaLLeHo, ec/iv B NpoLecce ero npoBeaeHns obHapyXeHa onacHOCTb A5 XXU3HW, 340P0BbS
naumneHToB. B ciiy4ae BO3SHUKHOBEHMNS OMaCcHOCTY A1 XKWU3HW, 300P0BbS MaLMeHTa, y4acTBYIOLLEero B
KAMHNYECKOM NccnefoBaHun 6nomMeauLNHCKOr0 KAETOYHOM0 NPoayKTa, ucciegosaTesnb U (uam)
conccnenoBaTeny 06g3aHbl NPOUHGOPMUPOBATL 06 3TOM PyKOBOAUTENA MEAULMHCKOW OpraHn3auum, B
KOTOPOW MPOBOAUTCS KINHUYECKOE NCCef0BaHne BMoMeanLMHCKOro KIeTOYHOro NPOAyKTa, 1 (1im)
OpraHM3auuio, NoayYMBLLYIO pa3peLleHne Ha NPOBEeAEHNE KIMHNYECKOro NccneaoBaHns GrnomMeanLmHCKoOro
KNeTOYHOro NPoAyKTa. PelleHne 0 NpMoCTaHOBAEHUIN KIUHUYECKOro nccnefoBaHns brnomMmegnLmHCKoro
KJIETOYHOr 0 NPOAYKTa NPUHUMAET PYKOBOAUTENb MeAULMHCKOM OpraHM3aunmn, B KOTOPOW NPOBOAMTCS
KNUHMYeCKoe nccneaoBaHme 6MoMeanLNHCKOro KAeTO4YHOr0 NpoAyKTa. PelleHne o npekpaLleHun Takoro
nccnefoBaHns NpUHNMaeT YNONHOMOYEHHbIN hefepanbHblil OpraH UCNONHUTESNIbBHON BAACTW Ha OCHOBaHMUN
coobLeHnsa B MMCbMEHHON hopMe PyKOBOAMTENS MEANLIMHCKON OpraHn3aLmm, B KOTOpor NPoBOANTCA
KNUHUYeCKoe nccnegoBaHne buoMeanLMHCKOro KAeTOYHOr0 NPpoAYyKTa, UM OpraHn3aumnm, noay4ymsLLen
pa3peLLeHne Ha NPOBeLEHNE KIIMHNYECKOr0 NCCeaoBaHns BruoMeanLMHCKOro KNeTo4yHoro NpoayKTa.

8. B CpokK, He npeBbIWaoWmn Nt paboyunx gHen co AHA 3aBepLUeHuns, NPUOCTaHOBIEHNA NN
NpeKpaLLeHns KIMHNYeCKOro NccaefoBaHns bMoMenNLMHCKOro KeTOYHOro NpoaykTa, coobleHme 06
3TOM HanpasJgeTCsd MegULMHCKUMW OpraHn3aLmamMm, B KOTOPbIX MPOBOAMUTCA KJIMHWYECKOe uccnenoBaHne
BrOMeANLIMHCKOrO KNeTOYHOr0 MPOAYKTa, B YMOJIHOMOYEHHbIV hefepalibHbll OpraH NCMOHUTENbHOM
BJ1IACTW MO YCTAHOBAEHHON UM (hopMe.

9. YNONHOMOYEHHbIN (heaepanbHbli OpraH NCMOAHUTENLHON BNAaCTU pa3MeLLaeT Ha CBOEM o(hnLIMaIbHOM
canTe B ceTu "MiHTepHeT" coobLLeHNe 0 3aBepLUEHUN, MPUOCTAHOBIEHUN NAN NPEKPALLEHNN KIMHNYECKOrO
nccnepoBaHms 6UOMeANLNHCKOro KAeTOYHOr0 NPOAYKTa B CPOK, He NpeBbILLaoWmMin NaTu paboynx gHel co
[HSA €ro noJiyYyeHus, B yCTaHOBNEHHOM UM MNOPSLKeE.

10. YNoNHOMOYEHHbIN hefepanbHbIi OpraH NCMONHUTENLHON BAACTU B COOTBETCTBUM C YTBEPXKAEHHbLIM UM
NopsAKOM OCYLLEeCTBASET BeAeHne FocyjapCTBEHHOM0 peecTpa uccienoBaTteneil, KOTOpbI NOAAEXMUT
pa3MeLLeHnio Ha oMLMaIbHOM CanTe YNoJHOMOYEHHOro (hefilepasibHOr0 opraHa UCMONHUTEIbHON BNacTu
B ceTu "MIHTepHeT" 1 cofepXuT faHHble 06 uccnepgosatene (hamunns, UMs, 0THECTBO, MeCTO paboTsl,
3aHUMaeMas LOJKHOCTb, CNeLMasibHOCTb, CTaX paboTbl N0 NPorpaMMaM KANMHUYECKUX NCCef0BaHNN,
nepeyeHb KJANHWYECKNX NCCNefoBaHWUA (B TOM Yncsie BMOMEANLNHCKMX KNETOYHbIX NPOAYKTOB), B KOTOPbIX
OH MPUHMMaN y4acTue B Ka4yeCcTBe NcciefoBaTens Uiy CoucciiefoBaTens, U Nepnoibl ero y4actums).

11. OT4eT 0 pe3ynbTaTax KANHNYECKOr0 UccnenoBaHnsa 6MoMeaNLMHCKOrO KNeTo4YHOro NpoayKTa
COCTaB/IAETCA OpraHu3aLmei, oCyLLeCcTBASOLLEN OpraHM3aLnio NPoBeAeHNS KINHUYECKOro nccaefoBaHmns
Br1oMeANLIMHCKOr0 KNETOYHOr0 NPOAYKTa, U MPEeACTaBASETCSA B YNONHOMOYEHHbIN hefepanbHbli OpraH
WCNONHUTENbHOW BNACTK, BblAABLUWIA pa3peLleHne Ha NpoBeeHne 3TOro UCCefoBaHus, B CPOK, He
NPEBLILIAIOWMNIA TPEX MecsLEeB CO [HA ero 3aBeplUeHns, MPUOCTaHOBIEHUS U NPeKpaLLeHns, B MOPAAKe,
YyCTaHOB/IEHHOM YMOJIHOMOYEHHbLIM (hefepasibHbIM OPraHOM UCMOAHUTENbHOW BAacTK.

12. Mopagok BbiBo3a 13 Poccuiickon ®epepaumm 6MON0Orn4eckoro Matepurana, nojyyY4eHHoro npm
NpoBeAEHNN KJIMHNYECKOro NCCNefoBaHNs BOMeANLMHCKOrO KIETOYHOr0 NPOAYKTa, ANS ero N3yYeHuns B
Lenax 4aHHOr0 KJMHUYeCKOoro nccnefoBaHns yctaHaBnmeaeTcs MNpaBnuTenscTBoM Poccuinckon depepaumum.

CtaTtbsa 30. MexxayHapoaHOEe MHOMOLIEHTPOBOE KJIMHUYECKOe UccienoBaHne bBroMmeanLmMHCKOro KJ1eTo4YHOro
npoayKTa, MOCTPErncTpaLnoHHoOE KINHNYECKOEe NccienoBaHne BroMeanLMHCKOro KJeTO4YHOro NpoayKTa
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1. Me)xayHapoOHOe MHOIOLEHTPOBOE KJIMHNYECKOE UCCiefoBaHne BMOMEeANLIMHCKOrO KIETOYHOI0
npoaykTa B Poccuinckon ®epepaumm nam NnocTperncTpaumoHHOE KJIMHMYECKOe nccnenoBaHmne
BromMeanLMHCKOro KIETOYHOIr0 MPOAYKTa NPOBOANTCA Ha OCHOBaHMMW pa3peLleHmns Ha npoBeaeHne
KJINMHN4YeCKOro nccnenoBaHmsa 6VIOMe,EI,I/ILI,I/IHCKOFO KNeTo4YHOoro npoaykTa, BblAaHHOro yrnoJiHOMO4Y€HHbIM
thenepanbHbIM OPraHOM UCMOJIHUTENLHON BJIACTM NO pe3ysibTaTaM 3KCNepTU3bl KayecTBa
BrOMeNLIMHCKOr0 KIETOYHOr0 MPOAYKTa, 3KCNEepPTN3bl LOKYMEHTOB A5 NOJIyYeHMS pa3peLlleHmns Ha
NnpoBefeHNE MEXAYHapPOAHOr0 MHOMOLEHTPOBOM0O KIMHMYECKOro uccnenoBaHns GrnomegnumHCKoOro
KJIETOYHOrO MNPOAYKTa UM NOCTPErnCTPaLMOHHOIO KIIMHNYECKOro nccaenoBaHmsa 6MomMeanumnHCKoro
KJIETOYHOI0 NPOAYKTa M 3TUYECKOWN IKCNEpPTU3bl.

2. 0ns nonyvyeHms paspeLlleHns Ha NpoBeaeHne MeXayHapo4HOro MHOMOLLEHTPOBOI0 KIMHNUYECKOro
nccnepoBaHms 6UOMeANLNHCKOro KNeTOYHOr0 NPOAYKTa MAN NOCTPErNCTPALMOHHOIO KIMHNYECKOr 0
nccnepnoBaHna 6oMeanLMHCKOro KNeTOYHOM0 NPOAYyKTa OpraHmn3aums, oCyLWecTBASIOWasn opraHn3aunmnio
NpoBeAeHNS KINMHNYECKOr0 UccaenoBaHns 6MoMeANLMHCKOrO KNeTOYHOro NPpoAyKTa (fanee B HaCToSLLEN
CTaTbe - 3a9BUTESb), NPEACTaBASET B YNOJHOMOYEHHbIN efepasbHblii OpraH NCMOJHUTENbHOW BNacTH
cnepyoline JOKYMEHTbl U CBeAEHMS:

1) 3asgBJ/ieHNe 0 Bblga4de pa3pelleHna Ha nposegeHne MmexayHapo4gHoro MHOroueHTpoBoro KJIMHN4YeCcKoro
nccnenoBaHna GroMeanUMHCKOro KJeTOYHOr0 NPoAyKTa UM NOCTPErMCTPaLMOHHOIO KIMHNYECKOr0
nccnepoBaHms BUOMeaNUNHCKOro KIeTOYHOro0 NPOAYKTa;

2) PeKBU3NTLI LOKYMEHTa, MOATBEPXXAAIOLLEr0 YrnaaTy rocyaapCTBEHHOWN NOWANHBI 3@ Bblaayy
pa3spelleHns Ha NpoBeLeHME MeXAYHAPOAHOro MHOrOLEHTPOBOr0 KJIMHNYECKOro nccaenoBaHms
6I/IOM€,EI,I/ILI,I/IHCKOFO K/1€TO4YHOIro NpoAyKTa WJikh 3a Bblaavy pa3pelleHna Ha nposegeHmne
NOCTPErncTPaLMOHHOr0 KJIMHNYECKOro nccaenoBaHms bromeanLMHCKOro KNeTo4HOro NpoayKTa, 1mbo cam
3TOT BOKYMEHT (Nno cobCTBEHHOW MHMLMATKBE). B ciyvae HenpeacTaBNEHUS 3TOM0 AOKYMEHTA
YMNOJIHOMOYEHHbI (hefepaNbHbll OpraH UCMOJIHATEIbHON BIAaCTW Ha OCHOBAHMWMN NpeacTaBAEHHbIX
3a59BUTENIEM PEKBM3UTOB 3TOr0 AOKYMEHTa nposepsaeT (hakT ynaaTbl FOCyAapCTBEHHON MOLIANHbI C
MCNoJIb30BaHMEM NHGOopMaLUn 06 ynnaTe rocy4apCTBEHHbIX MOLWJIMH, COAepXaLlencs B Focy1apCTBEHHOM
NHHOPMALMOHHON CUCTEME O FOCYAAPCTBEHHbLIX U MyHULMMANAbHbIX NAaTeXax;

3) OTHET O OOKJIMHNYECKUNX NccnenoBaHMAX 6VIOM€JJ.I/ILI.VIHCKOFO KNeTO4YHOro npoaykKTa 1N OTHET O
NpoBefeHHbIX paHee KINHUYECKNX UCCaenoBaHnAaX BUoMegMLMHCKOr0O KNeTOYHOro NpoayKTa (npu
Han4nn);

4) NpoeKT NPOTOKOMa MeXAyHapOoAHOro MHOrOLLEHTPOBOI0 KJANHNYECKOro NCCef0BaHMNS
HroMeaMLMHCKOr0 KNETOYHOr0 NPOAYKTa MAN NOCTPErnCTPaLMOHHOIO KJIMHNYECKOro nccaenoBaHms
6I/IOM€,EI,I/ILI,I/IHCKOFO K/1€TO4YHOIro NpoAykKTa,

5) bpowiopa uccneposatens;

6) MHPOPMALIMOHHBIN INCTOK NaUNEHTa;

7) cBeneHmns 06 onbiTe paboThl UCCnepoBaTeNen No COOTBETCTBYOWMM CNELNASIBHOCTSAM U UX OMNbITe
paboTbl MO MPOBEAEHMNIO KIMHNYECKNX NCCNENOBAHNA BUOMEONLNHCKUX KJIETOYHBIX NMPOAYKTOB;

8) cBefeHNs 0 MeANLMHCKNX OpraHnM3aumnsx, B KOTOPbIX NpeanonaraeTcs NpoBeAeHNe KINHNUYECKOr 0
nccnenosaHna broMmeanLMHCKOro KA1eTOYHOM0 NPoAYKTa (MOMHOE U COKPaLLeHHOe HanMeHOBaHNS,
OpraHM3aLnoHHO-NpaBoBas opMa, MECTO HAXOXKAEHNA N MeCTO OCYLLLEeCTBNEHNS OeATe/IbHOCTK, TenedoH,
Tenedakc, aapec 3N1eKTPOHHOW NOYThI);

9) npennonaraemsle CPOKN MPOBEAEHUSA KIMHNYECKOr0O NCCIef0BaHMSA BUOMENLNMHCKOrO KIeTOYHOro
npoaykTa;

10) konus gorosopa 0643aTeNIbHOro0 CTPaxoBaHMS, 3aKAIOHEHHOr0 B COOTBETCTBUN C TUMOBLIMMK NPaBuIaMm
06s3aTeNIbHOro CTPaxoBaHWs, C yKa3aHMeM NpeaesibHON YNCNEHHOCTY NaLMEHTOB, Y4aCTBYOLWMX B
KJINHNYECKOM MCCIef0BaHNN BMOMeaNLMHCKOro KNeTOYHOM0 NPOAYKTa;

11) nHcopmaLus 0 cocTaBe BUOMEANLNHCKOrO KJeTOYHOro NpoayKTa;

12) BOKYMEHT, COCTaB/IEHHbIN Npon3BoanTeNeM BMoMeaNLIMHCKOrO KNETOYHOIr0 NPOAYKTa U coaep KaLlui
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CBEEHNA 0 Ka4eCTBEHHOM COCTaBe, KOJIMYECTBEHHOM COCTaBe U MHble XapaKTePUCTUKN BLUoMeNLMHCKOro
KNETOYHOr0 NPOAYKTa, MPON3BEAEHHOr0 411 MPOBEAEHUS KIMHUYECKUX NCCef0BaHNN.

3. B cpok, He npeBbiWwatowmn Nt paboynx gHen co AHA NpeacTaBieHUs yKa3aHHbIX B YaCTU 2 HacToALWeEN
CTaTbW [OKYMEHTOB U CBeAEHW, YNOJIHOMOYEHHbIN (hefepalibHbll OpraH UCNOSIHUTENIbHON BACTW:

1) npoBOANT NPOBEPKY MOJIHOThI 1 AOCTOBEPHOCTU CBEAEHUN, COAEPIKALLUNXCS B NPeLCTaBEHHbIX
3a8BUTENIEM JOKYMEHTaX;

2) NpUHMMAET peLleHmne 0 NPOBEAEHNIN IKCNEPTU3bl KayecTBa BMOMEANLIMHCKOrO KETOYHOI0 NPOAYKTa,
3KCMepTu3bl JOKYMEHTOB A5 NOJIyYeHWA paspeLleHns Ha npoBedeHne MexayHapoLHOoro
MHOIOLLEHTPOBOr0 KJIMHNYECKOr0 NCCeA0BaHNA BOMEeANLMHCKOrO KNETOYHOro NpoayKTa uin
NOCTPErncTPaLMOHHOro KINHNYECKOro nccienoBaHns 6MoMe AULMHCKOrO KNeTOYHOr0 NPoaYyKTa 1
3TUYECKON 3KCnepTun3bl B0 06 0TKase B MPOBEAEHUN YKa3aHHbIX IKCNepTus;

3) yBeoMnseT B MNCbMEHHON hopMe 3asaBUTENS 0 NPUHATOM peLleHun (B Cayvae NpUHATUS pelleHns ob
0TKa3se B NPOBeAEeHNM COOTBETCTBYIOLLEN SKCNEPTMU3bl YKa3blBaeT MPUYMHbI TAKOr0 0TKa3a).

4. B cnyyae BbISIBNEHWSA HEMOAHOThI WM HELOCTOBEPHOCTU CBEEHUI, COAEPKALLMXCA B MaTepunanax,
npeacTaBNeHHbIX 3a8BUTENEM, YIOJHOMOYEHHbIN (hefepalibHbli OpraH UCMOJHUTENLHOW BlacTH
HanpaBnseT 3as8BUTENO 3anpoc 06 YTOYHEHUN YKa3aHHbIX CBEAEHWI. [laHHbIN 3anpoc MOXET ObIThb
nepefaH yrnosHOMOYEHHOMY NPeLACTaBUTENO 3a9BMTENN JINYHO NOL PAciUCKY, HanpaBfieH No noyte
3aKa3HbIM NUCbMOM WK NepeaH B 3N1eKTPOHHOW popMe Mo TeNIeKOMMYHWKALMOHHBLIM KaHaslaM CBs3u. B
Cny4Yae HanpasieHMs AaHHOro 3anpoca Nno NoYTe 3aka3HbIM MUCbMOM OH CHMTAETCS MOJYyYEHHbIM Mo
MCTEYEHUN WeCTW AHEN C AaTbl HanpasfeHns 3aKa3Horo NUcbMa.

5. 3asBuTens 0643aH NpeacTaBUTb OTBET Ha 3anpocC YNOJHOMOYEHHOro (hefepasibHOro opraHa
NCNONHUTENbHOW BIACTU B CPOK, HE MpeBblLLaloLLniA feBAHOCTa paboynx AHEN CO AHA NOyYeHUs AaHHOMo
3anpoca. CpoK, yKa3aHHbIA B 4aCTy 3 HaCTOALWEN CTaTby, NPUOCTaHABANBAETCA CO AHSA HanpaBaeHuns
3a89BUTESI0 YKa3aHHOM0 B YacTU 4 HacToALWeR CTaTby 3aNpoca YNoJHOMOYEHHOro pefepasibHOro opraHa
WCNONHUTENbHOW B1ACTW A0 OHA NOAYYEHUS UM OTBETA Ha AaHHbIV 3aMpOC U He YY4UTLIBAeTCS Npu
NCHUCIEHUN CPOKA MPUHSATUA YNONHOMOYEHHbIM (hefepanbHbiM OPraHoM UCNOJTHUTENbHON BNaCcTh
peLleHns 0 NPOBEeLEHNN 3KCNEPTU3bl KayeCTBa BroMeANLMHCKOro KJeTO4YHOro NpoAyKTa, IKCNepTu3bl
LOKYMEHTOB O/151 MONYYEeHUS pa3peLleHns Ha NpoBeeHNne MeXXayHapoAHOro MHOMOLEHTPOBOMO
KJUHUYECKOro nccnefoBaHns bromMeAMLIMHCKOr0 KIETOYHOro NPOAYKTa Uan NOCTPErncTpaLMoHHOMo
KJMHNYECKOro uccnenoBaHnsa 6noMeauLnHCKOro KAETOYHOM0 MPoayKTa.

6. OcHOBaHMEM 015 0TKa3a B NPOBEAEHNMN IKCNEePTU3bl KayecTBa BMOMEeNLIMHCKOrO KIETOYHOIr0 NPOAYKTA,
3KCNepTu3bl JOKYMEHTOB A5 NOJIyYeHWA paspeLleHns Ha npoBedeHne MexayHapoLHOro
MHOIOLLEHTPOBOI0 KJIMHNYECKOr0 NCCe0BaHNsA BOMeANLNHCKOr0 KNETOYHOro NpoayKTa uin
NOCTPErncTPaLMOHHOro KINHNYECKOro nccaefoBaHns 6MoMe JULUHCKOrO KNeTOYHOr0 NPoayKTa 1
3TNYECKOWN 3KCNepTMU3bl ABNIAETCA NpeAcTaB/eHne JOKYMEHTOB, NPefyCMOTPEHHbIX YacTbio 2 HAaCTOSALLEN
CTaTbK, B HEMOJIHOM 06beMe, HenpeaCTaB/ieHNE B YCTAaHOB/IEHHLIN CPOK OTBETA Ha YKa3aHHLIN B H4acTu 4
HacTosALWen CTaTby 3anpoc ynoaHOMOYEHHOro hefepasbHOro opraHa UCNoJHNTENbHON BAacTn anbo
OTCYTCTBME B NPEeLACTaBMIEHHbIX JOKYMEHTAxX CBEAEHWN, KOTOPbIE LO/KHbI ObITb OTPaXKeHbl B HUX, @ TakXe
OTCYTCTBME UHGOPMaLUK, MOATBEPXKAAOLLEN yNnaTy rocylapCTBEHHON NOLLIMHBI 3@ Bblavy pa3pelleHns
Ha NpoBeAeHNe MeXAYHapOAHOr0 MHOMOLLEHTPOBOI0 KAMHWYECKOr0 UccnenoBaHns 6MoMeanLMHCKOro
KNeTOYHOro NPOAYKTa UK pa3peLleHns Ha npoBefieHne NocTperncTpaLMoHHOr0 KAUHNYECKOro
nccnefoBaHns BOMeANLIMHCKOrO KETOYHOr0 MPOAYKTa.

7. NpoBeaeHne 3KCNepTn3bl KayecTBa BUOMEANLIMHCKOrO KNETOYHOIr0 NPOLYKTa, SKCNEPTU3bl JOKYMEHTOB
AN NoJlyYeHns paspeLleHns Ha npoBefeHne MexayHapoLHOro MHOMOLLEHTPOBOI0 KIMHNYECKOro
nccnepoBaHms 6UOMeaNLNHCKOro KNeTOYHOr0 NPOAYKTa MAN NOCTPErNCTPALMOHHOIO KIMHNYECKOr 0
nccnepoBaHms 6UoMeaNLNHCKOro KNeTOYHOr0 NPOAYKTa U 3TUYECKON 3KCNepTuM3bl 1 Bbl4ada paspeLleHuns
Ha NpoBefeHne MeXxayHapoAHOro MHOMOLEHTPOBOM0 KJMHUYECKOro nccnefoBaHns bnomeanumHCKoro
KNETOYHOr0 NPOAYKTa MW NOCTPErnCcTPaLUOHHOMO KIANHNYECKOro ccaefoBaHns BMoMe ML MHCKOro

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 29 1n3 43



KJIeTOYHOr0 NPOAYKTa OCYLLEeCTBAAOTCS B COOTBETCTBUM CO CTaTbsiMu 14 - 17 HacToswero denepanbHOro
3aKO0Ha.

8. PeweHus 06 oTkase B NpoBeAEeHUN IKCMEPTM3bl KayecTBa BOMeaNLMHCKOro KIETOYHOIO NPOAYKTa,
3KCNepTU3bl AOKYMEHTOB AJ14 NOJIy4YeHUA pa3pelleHna Ha nposeaneHne MexxayHapoanaHoro
MHOMOLEHTPOBOr0 KJIMHMYECKOro nccaenoBaHna brnomeanuUMHCKOro KJ1eTo4HOro NpoayKTa nun
MOCTPErncTPaLMOHHOr0 KJIMHNYECKOro nccaenoBaHns bromeauLMHCKOro KNeTOYHOro NpoayKTa v
3TNYECKOW 3KCNEepTU3bl U B BblAayve pa3peLlleHns Ha NpoBefeHMNe MeXAYHapOAHOro MHOroLEHTPOBOIO
KJIMHUYECKOro nccaenoBaHnsa brnoMeanumMHCKOro KAeTo4YHOro NpoayKTa Uan nocTPerncTpaLnoHHOro
KINMHNYeCKOro nccsiiegoBaHus 6VIOM€,EI,I/ILI,VIHCKOFO KNeTOo4YHOro npoAaykKTa MOryT ObITb 06>KaJI0BaHbI B
nopsigke, yCTaHOBIEHHOM 3aKOHOA4ATENbCTBOM Poccuinckon Gegepauun.

CtaTtba 31. MNpaBa NauWeHTa, y4aCTBYIOLLErO B KIMHUYECKOM UCCIe0BaHMM BroMeanLIMHCKOro
KJIETOYHOr0 NPoAyKTa

1. YyacTve naumeHTa B KIMHNYECKOM UCCNefoBaHUN BUOMeANLNHCKOrO KNeTO4YHOr0 NPOAYKTa ABNAETCS
A00pOBOJIbHLIM U MOATBEPXKAAETCS €r0 NOANMUCHI0 UM NOAMWUCHIO ero 3aKOHHOr0 NPeACTaBUTENS Ha
MH(OPMALMOHHOM JINCTKE MaumeHTa.

2. MNMaumneHT nam ero 3aKOHHbIN NpeacTaBuTeNb A0/HKEH BbiTb MHDOPMNPOBAH B MUCbMEHHON hopMe:

1) 0 GiOMeANLMHCKOM KNETOYHOM MPOAYKTE;

2) 0 uenu 1 NPoLOMKUTENbHOCTU KJIMHUYECKOro NCCnefoBaHns BoMeANLIMHCKOrO KIETOYHOrO NPOAYKTa;
3) 0 rapaHTUAX KOHPUAEHUNANBHOCTY YHaCTUA B KIMHUYECKOM UCCef0BaHNM BOMeaNLIMHCKOr0
KJIETOYHOr O NMPOAYKTa;

4) 06 ycnoBusX y4acTUs B KJIMHUYECKOM MCCNeoBaHNM BUOMeONLMHCKOro KIETOYHOro NPoayKTa;

5) 06 oxxnpaemon ahPeKTUBHOCTN BMOMEANLIMHCKOrO KNETOYHOIO NPOLYKTA, @ TaKXXe 0 CTEeMNeHN pUCKa,
KOTOPOMY MOXXET MOABEPrHYTbCA NALMEHT B CBA3N C y4aCTUEM B KJNHNYECKOM NCCAed0BaHMM
61OMeANLIMHCKOr0 KNIETOYHOr0 MPOAYKTa;

6) 0 encTBMAX NaLMeHTa B C/lydae HenpeaBUAEHHbIX 3(PMEKTOB BANAHUS BUOMELNLIMHCKOrO KNeTOYHOro
NpoAyKTa Ha COCTOSIHME ero 340pP0BbS;

7) 06 ycnoBmax 0643aTeNbHOr0 CTPaxXoOBaHUS XU3HW 1 300POBbA NaLMeHTa.

3. MauneHT namn ero 3aKOHHbIN NPeacTaBUTENb MMEET NPaB0 0TKa3aTbCA OT Yy4aCTUS B KINHNYECKOM
nccnepoBaHmm BMOMeaMLIMHCKOrO KNETOYHOIrO NPOAYKTa Ha Ntobol CTagumn NpoBefeHNs Takoro
nccefoBaHus.

4. MpoBefeHne KNNHNYECKOro NcciefoBaHns BMOMeaNLMHCKOrO KNETOYHOr0 NPOAYKTa C y4acTUeM B
Ka4yecTBe MauMeHTOB AeTel AoNYyCKAaeTCs TONbKO C MMCbMEHHOro L06pOBOILHOr0 COrlacha X poanTenen.
JleTn MoryT paccMaTpmMBaTbCA B Ka4eCTBE NaLMEHTOB TaKOr0 CCNef0BaHNS B Cllyvae, eCau ero
nposegeHne HeobxoanMmMo Ans neveHnsa 3aboneBaHns y gaHHoro pebeHka. B aTux cnyyasax Takoe
nccaenoBaHNe MOXeT OCYLLECTBAATHCA Ha OCHOBaHMMW peLLeHNs KOHCUMYMa BpaYven, co34aBaemMoro B
Co0TBETCTBUM ¢ PefepasibHbiM 3aKOHOM OT 21 Hos6psa 2011 roga Ne 323-03 "O6 0CHOBax OXpaHbl 340POBbS
rpaxgaH B Poccminckon depepaumnn”, 0 BOSMOXHOCTY y4acTna pebeHka B KNMHNYECKOM UCCiefoBaHnm
BroOMeAMLIMHCKOr0 KIETOMHOr0 MPOAYKTa U NpW YCI0BUW, YTO TaKOMY UCC/IeA0BaHMI0 MPeaLecTBOBasIO
nccnepoBaHme AaHHoro 6MoOMeaULMHCKOrO KNeTOYHOr0 NPOAYKTa Ha COBEPLUEHHONETHMX rpaXkaHax, 3a
NCKJIIOYEHMEM CNly4aeB NPOBEAEHNSA KJIMHNYECKOro nccaenosaHma bromeanuMHCKOro KAeTo4Horo
NPOAYKTa, NpefHa3Ha4YeHHoro Ana nevyeHns 3aboneBaHnin NCKNOYNTENLHO Y AETEN.

5. NonyckaeTcs NpoBefeHne KIMHNYECKOro NccnefoBaHns GroMeANLMHCKOro KIeTOYHOro NpoayKTa ¢
y4aCTWEM B Ka4yeCTBe MauneHTa anua, NPM3HaHHOMO B YCTAHOBIEHHOM 3aKOHOM MOPsAAKe HeLeeCcrnocobHbIM
NAW OrpaHNYEeHHO feecnoCcobHbIM, C MMCbMEHHOI0 A06POBOALHOMO COrlacus ero 3aKOHHOro
npeacrtasuTens. PelweHne 0 BO3MOXHOCTMW YHaCTUS YKa3aHHOI0 JiMla B TaKOM KJNHUYECKOM UCCef0BaHNm
NPVHUMAET KOHCUIMYM Bpayen, B COCTaB KOTOPOro BXOASAT CneumnanncTel no npodunto 3abonesaHuns
nauneHTa.
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6. 3anpellaeTca NpoBeAeHNe KIUHNYECKOro CCeaoBaHna 61MoMeJMLMHCKOro KNeTOYHOro NpoaykTa ¢
y4aCTVeM B Ka4yecTBe MaLMeHTOB:

1) peTen-cmpoT u geTein, ocTaBwmuxca 6e3 noneyeHna poantenen;

2) XXEeHLWMH B Nnepuo 6epeMeHHOCTU, POLOB, XEHLUUH B MEPUOL rpyAHOM0 BCKapMJIMBaHMA, 3a
NCK0YEHNEM CNyYaeB, eCM COOTBETCTBYIOLLMIA METOL le4eHns NpefHa3HayvyeH Ans 3TUX NauueHToB U1
npu yCI0BUN NPUHATHSA BCEX HEOOXOANMbBIX Mep MO NCKJIIOYEHNIO PUCKa MPUYNHEHNS Bpeda XeHLLMHe B
nepuof 6epemMeHHOCTH, POLOB, XEHLLUHE B NEpUOA rPYAHOro BCKapMaNBaHus, nnoay nnm pebexky;

3) BOEHHOC/YXKaLLMX, 3@ UCKJTIOYEHUEM CJTyHaeB MPOBEAEHUS KJIMHNYECKOr0 CCIeA0BaHNS
6roOMeANLIMHCKOr0 KNETOYHOr0 NPoAYKTa, CneLnanbHO pa3paboTaHHOro 4S9 NPUMEHEHNS B YCIOBUSX
BOEHHbIX EeNCTBWIA, Ype3Bbl4alHbIX CUTYaLMIA, NPOUNAKTUKN 1 fe4eHns 3aboneBaHnin 1 NoparkeHui,
MOJly4eHHbIX B pe3y/ibTaTe BO3AENCTBMSA HEB1aronpuaTHbLIX XUMUYECKnX, Buonorniyecknx, paamaunoHHbIX
hakTopoB. KNnHn4yeckoe nccnefoBaHne Takoro bromMenLMHCKOro KeTOYHOr0 NPOAYKTa MOXET
MPOBOAMTLCA € Y4acTNEM B Ka4eCcTBe NaLMEeHTOB BOEHHOCY)KaLL X, 38 NCKJTIOYEHNEM BOEHHOCTYXaLUKX,
NPOXOAALLNX BOEHHYI0 Cyxby no npun3biBy, ¢ cobnogeHmeM TpeboBaHWN, YCTaHOBAEHHbIX HACTOALLUM
®epepaibHbIM 33aKOHOM B OTHOLLEHUN FPaXAaHCKNX NNLL;

4) COTPYLHMKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTHbIBaOLWNX HaKa3aHMe B MeCcTax aneHns cBoboabl, a TakXe AL, HaXOAALWUXCA NOA CTPaXken B
CNeACTBEHHbIX N3015TOPaXx.

CtaTtba 32. Obs3aTenbHOE CTPAaXxOBaHME XMW3HWN, 300P0BbS MaLMEHTa, y4acCTBYIOLLEro B KIMHUYECKOM
nccnenoBaHnm GUOMegMLIMHCKOrO KNETOYHOro NPoAyKTa

1. OpraHusauus, NoNy4MBLUAA pa3peLleHne Ha OpraHn3aunio NPoBeAeHNS KIMHNYECKOro NCCnef0BaHuns
BroMeNLIMHCKOrO KNETOYHOro NpoaykTa, 06s3aHa B Ka4eCTBE CTPaxoBaTeNa CTpaxoBaTb PUCK
MPUYUHEHNA BPEeAa XU3HM, 3L0POBbLIO0 NaLMeHTa B pe3yibTaTe NPOBeAEHUS KJIMHUYECKOro NCCIeA0BaHNS
BroMeNLIMHCKOro KNETOYHOro NPoAYKTa 3a CBOM CHET MyTeM 3aK/YeHNs foroBopa 0643aTeNbHOro
CTpaxoBaHus.

2. O6bekTOM 0693aTe/IbHOr0 CTPaxoBaHUA ABMAETCA UMYLLECTBEHHbIN UHTEPeC NauneHTa, CBA3aHHBbIN C
NPUYNHEHNEM BPeia XXU3HW, 300POBbI0 NaLMEHTa B pe3ysbTaTe NPOBeAEHNS KJIMHUYECKOro NCCNeA0BaHUS
BVOMeaNLIMHCKOr0 KNeTOYHOMO MPOAYKTa.

3. CTpaxoBbIM C/ly4aeM Mo AOroBopy 06583aTeIbHOr0 CTPaxoBaHNA ABSETCA CMEPTb MNaLMeHTa un
yXy[LleHune ero 340p0Bbs, B TOM Yucie BNiekyLlee 3a cobo yCTaHOBEHME MHBAMMAHOCTY, NPU HaM4um
MPUYUHHO-CIEACTBEHHON CBA3M MEXAY HAaCTyMNjeHneM 3Toro cobbiTns n yyacTrem naumeHTa B
KJUHUYECKOM UccnenoBaHnm BromMenLMHCKOro KIeTOYHOro NpoayKTa.

4. TpeboBaHuMs 0 BO3MELLEHUN Bpeaa, MPUHUHEHHOM 0 XXMU3HW UK 340POBbI0 NaLMeHTa, NPeabaBasfioTCA B
TeYyeHue CPOKOB MCKOBOWN AAaBHOCTU, YCTAHOBIEHHbIX FPaXXAAHCKMM 3aKOHOAATENLCTBOM.

5. Pa3mep CTpaxoBoO CyMMbl MO A0OroBopy 06583aTebHOr0 CTPaxoBaHMA COCTaBAAET ABa MUAANOHA pybne.
6. Pa3mep cTpaxoBoi BbiMNAaThbl M0 A0OroBopy 0683aTeNbHOro CTPaxoBaHMsA COCTaBNSET:

1) B cnyvae cMepTuM NaLMeHTa ABa MUIIMOHa pybnen Ha KaXx[4oro naumeHTa, y4acTBOBaBLLEro B
KJMHNYECKOM NccnefoBaHun 6oMeauLNHCKOrO KJeTOYHOr0 NPOAYKTa;

2) npu yxyZALWweHn 300p0oBbS NaLneHTa:

a) nossekLeM 3a coboln yCTaHOBNEHNE NHBANMAHOCTM | rpynnbl, OAWH MUIMOH NATLCOT ThicAY pybnen Ha
Ka>XXgoro nauyneHTa, y4aCTBoBaBLUEro B KJIMHNYECKOM NCcnenoBaHumn 6I/IOM€,EI,I/ILI,I/IHCKOFO KJIETOYHOI 0
NPOAYKTa;

6) noBnekLwem 3a cobon yCTaHOBAEHNE NHBANWAHOCTK |l rpynnbl, OAUH MUAANOH Py61ei Ha KaXxaoro
nauMeHTa, y4aCTBOBABLLIEr0 B KJIMHNYECKOM NCCNefoBaHUN BUOMeNLUHCKOr0 KETOYHOr0 NPOAYKTa;

B) noBJsiekLLeM 3a cobol ycTaHoBeHWe uHBaaugHocTu lll rpynnel, N9TbCOT ThiCAY py6/1en Ha KaXaoro
nauMeHTa, y4aCTBOBABLUEr0 B KJIMHNYECKOM NCCNef0BaHUN BUOMEANLNHCKOrO KETOYHOr0 NPOAYKTa;

) He noB/ekLweM 3a coboi yCTaHOBAEHNS NHBANMAHOCTW UM MOBJEKLLEM YBEIMYEHUE CTEMEHN
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OrPaHNYEHUS XUN3HENEeATENbHOCTY MHBaMAA Be3 U3MeHeHNs rpynmbl MHBAMAHOCTH, He 6onee YeMm
TpUCTa ThicY pybielt Ha KaXkA4oro nalmeHTa, y4aCcTBOBABLUEr0 B KJIMHUYECKOM UCCNeN0BaHUN
BMOMeaULIMHCKOr 0 KJeTOYHOr0 NPoayKTa, UCXOAs U3 HOPMATMBOB, OTPAXKAIOLLIMX XapakTep U CTeneHb
NPUYNHEHNS Bpeaa 3A0POBbI0, @ TaKXe (DaKTUYECKU MOHECEHHbIX MALMEHTOM PAaCcX0/0B, CBA3AHHLIX C
NMPUYMHEHNEM Bpeaa 300P0BbI0, Ha MEANLIMHCKYIO MOMOLLb, MPMOBpeTEHNE NeKaPCTBEHHbLIX MPENapaToB U1
MeOVNLMHCKNX U30eNN.

7. [loroBop 0653aTeNbHOro CTPaxoBaHUA 3aK/04YaeTCs Ha CPOK, OXBAThIBAOLLUIA Nepuos NpoBeaeHns
KJIVHUYECKOr o 1CCiefoBaHns 61uoMeanLMHCKOro KIETOYHOM0 NPOAYKTa, U HE MEHEe YEM Ha OJVH rof
nocsie 0KOHYaHUS NPOBeAEHNS KINHUYECKOro NCCAea0BaHNs BUOMENLIMHCKOrO KJIETOYHOro NPOAYKTa.

8. YcnoBus norosopa 0643aTeNbHOro CTPaxoBaHUs, B TOM YUCIE CTPaxoBble Tapudbl Mo oba3aTensHoMy
CTpaxoBaHUto, nepevyeHb HE06X0AMMbIX AOKYMEHTOB /151 OCYLLECTBEHNS CTPAXOBOWA BbINIAThl, MOPAL0K
YCTaHOBJIEHUS CTPaxoBaTeNeM UHAVBUIYaNbHOr0 UAEHTUMMKALVOHHOMO KoJa NaLneHTa, nopsaaok
MHOPMIPOBAHUS CTPAXOBATENIEM CTPAXOBLUNKA O MPUBMIEYEHHbIX K KJIMHUYECKOMY UCCIe0BaHUIO
BroMeANLIMHCKOr0 KNIeTO4YHOr0 MPOAYKTa NaLnWeHToB, MOPSAA0K YNAaThl CTPAaxXoBoW NpemMum, nopsaok
peann3auumn onpemeneHHblX HacToawmuM OefepasbHbiM 3aKOHOM U APYrMMK (hefiepasibHbIMU 3aKOHaMK
npaB 1 063aHHOCTER CTOPOH, HOPMATUBLI, 0TPAXKAIOLLNE XaPAKTEP U CTEMNeHb NOBPEXAeHWS 340P0BbSA M0
noroBopy 0653aTeNbHOr0 CTPaxoBaHWs, YCTaHABANBAOTCA TUMOBLIMW NpaBuiaMn obs3aTeNbHOro
CTPaxoBaHUs.

9. B ciyyae NpUYMHEHNs Bpeaa XU3HM NaLueHTa, y4acTBOBABLLEr0 B KJIVHUYECKOM UCCea0BaHNN
BMOMeaULIMHCKOro KJIeTOYHOro NpoayKTa, BbirogonprobpeTaTensmMm no Aorosopy 06s3aTeNbHOro
CTPax0BaHUS ABASIOTCA rpaXK[laHe, MeoLLMe NPaBo Ha BO3MeLleHMe Bpea B CJlydae CMEPTU KOPMUbLA B
COOTBETCTBUM C FPaXKJaHCKNM 3aKOHOAATEbCTBOM, MPU OTCYTCTBUM TaKMX FpakaaH - POAUTENN, Cynpyr
(cynpyra), AeTu ymMepLuero nauneHTa, y4acTBOBaBLIEr0 B KJIMHUYECKOM UCCIe0BaHUM BMOMeAULIMHCKOTO
KJIETOYHOr0 NPOAYKTa, B C/ly4Yae CMepTH NaLneHTa, y4aCTBOBABLUEro B KJUHWYECKOM UCCNen0BaHNN
B1MOMeNLIVMHCKOr0 KJeTOYHOr0 NPOAYyKTa 1 HE UMEBLLEr0 CaMOCTOSTENIbHOro A0X0a, - FpaXkaaHe, Ha
VDKOVBEHUW KOTOPbIX OH HaXOAW/CS, B OTHOLLEHWW BO3MELLLEHWNS PAacXoa0B Ha norpebeHune naumneHTa,
Y4aCTBOBABLUEr0 B KJIMHUYECKOM UCCIe0BaHUM BMOMEAULIMHCKOTO KeTOYHOr0 NPoayKTa, - nLO,
noHecLlee Takne pacxofpbl.

10. CTpaxoBasi BbiNjaTa B CYET BO3MELLEHNS Bpena, MPUYMHEHHOT0 XXN3HU NaLWeHTa, y4acTBOBABLLEroO B
KJVHNYECKOM MCCNeoBaHNM 6MOMeANLIMHCKOrO KIETOYHOM0 MPOAYKTa, PacnpeaenseTcs Mexay
BbIrogonpuobpeTaTeNsMn NPONoPLIMOHAIbHO UX KOIMYECTBY B PaBHbIX A0JSIX.

11. Mpu HaCTynNJeHUN CTPAXOBOrO C/yyas NMaLMUEHT, Yy4aCTBOBABLLMNIA B KIMHUYECKOM UCCIe0BaHUN
BroMeANLIMHCKOro KNIeTOYHOr0 MPOAYKTa, BbirogonpuobpeTaTesb Mo 10roBopy 00653aTebHOro
CTPaxoBaHUs BMNpaBe NPeabsaBUTL HEMOCPEACTBEHHO CTPAXOBLIVMKY TpeboBaHME 0 BO3MELLEHUN
npuYMHeHHoro Bpeda. CTpaxoBas BbiMaaTa OCYLLECTBSAETCS CTPAXOBLUVKOM B TeYEeHMEe TPUALATY AHEeR Co
OHS NpeAcTaBfeHns HeobX0AUMbIX JOKYMEHTOB. MaLWeHT, y4aCcTBOBABLUIWA B KAMHUYECKOM UCCe0BaHNN
B1MOMeaNLIMHCKOro KJIeTOYHOro NPoayKTa, Uan BeirofonpuobpeTaTesb No AoroBopy obs3aTesibHOro
CTPaxoBaHUs 0653aH COOOLWNTL CTPAXOBLUUKY A5 OCYLLECTBAEHUS CTPAX0BOMN BbINAATLl MHAMBUAYAJIbHbINA
NIOEHTUHNKALMOHHBIA KO NauueHTa, YCTaHOBMIEHHbIV CTPAaXxoBaTeleM B COOTBETCTBUU C TUMOBLIMU
npaBuiaMm 06583aTeNIbHOr0 CTPAX0BAHWS.

12. [lo nosHoro onpeneneHns pasmepa Noasiexxallero BO3MeLLeHWI0 Bpefa CTPaxoBLIMK Mo 3asBJIEHNIO
MauWeHTa, y4aCTBOBABLLEr0 B KJAVHUYECKOM UCCNIe0BaHNM BMOMEANLIMHCKOrO KIETOYHOI0 NPOAyKTa, Uin
3asB/IEHII0 BbIFr0A0NprobpeTaTens Brpase oCYLWEeCTBATb YaCTb CTPAXOBOM BbiMIaThl, COOTBETCTBYIOLLYHO
(haKTUYECKUN onpeaeneHHoR YacTh NPUYNHEHHOMO Bpesa.

13. CTpaxoBas BbiNjaTa B COOTBETCTBUM C A0r0BOPOM 0043aTe/IbHOr0 CTPaxoBaHMs OCYLLECTBAAETCS
He3aBMCUMO OT BbINAAT, MPUYNTAIOLLMXCA MO APYrUM BUAAM CTPaxoBaHUS.

14. He ponyckaeTcs y4acTue nauueHTa B NpoBeAeHUN KIMHUYECKOr0 UCCef0BaHns BMoMeanLNHCKOro
KJIeTOYHOr 0 NPOAYKTa Npu OTCYTCTBMM AOroBopa 0653aTeNlbHOro CTPaxoBaHus.
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15. KOHTPOJIb 3@ UCMOJIHEHWEM OpraHU3aLUmMen, NONyYMBLLUEN pa3peLleHe Ha NPOBeAEeHNE KIIMHUYECKOr0
nccnenoBaHns BOMeANLIMHCKOrO KNeTOYHOr0 MPOAYKTa, YCTAaHOBIEHHON HACTOSLLEN CTaTbel
06513aHHOCTM MO CTPAX0BAHMIO XXI3HW, 3[J0POBbS MALMEHTA, YHACTBYIOLLEr0 B KIMHNYECKOM UCCea0BaHNN
BroMeANLIMHCKOrO KNeTOYHOM0 MPOAYKTa, OCYLLECTBASETCS YNOJHOMOYEHHLIM (hefepasibHbiM OPraHoM
NCMOJIHUTENBHON BAACTU, BbIAABLLMM pa3peLleHne Ha NPoBefeHUE KINHNYECKOro MCCieoBaHus
B1MOMeaNLIMHCKOr0 KJIETOYHOIr0 NPoayKTa.

CtaTtba 321, ObpalleHne BrioMeaMLMHCKUX KNETOYHbIX MPOAYKTOB, NpeAHa3HaYeHHbIX A8 NCMOHEHNS
WUHAMBUAYANbHOMO MEAMLIMHCKOrO Ha3Ha4YeHNs BMOMeANLNHCKOro KNeTOYHOro NpoayKTa, cneumansHo
NpoV3BeEHHOr0 419 OTAEbHOMO NaLueHTa HEMOCPEACTBEHHO B MEANLIMHCKON OpraHn3aumnm, B KOTOPOM
NPUMeHAEeTCS AaHHbI BUOMEeANUNHCKNIA KNETOYHbIA NPOAYKT

1. ObpaleHne bMoMeANLNHCKMNX KNEeTOYHbIX MPOAYKTOB, MpeAHa3HaYeHHbIX 419 UCNOJIHEHUS
WUHAMBUOYANbHOMO MEANLIMHCKOrO Ha3HavYeHNs BMOMeANLNHCKOrO KNEeTOYHOro NpoayKTa, CneumanbHo
Npon3BeLEeHHOr0 419 OTAE/IbHOM0 NaLueHTa HeMoOCPeACTBEHHO B MEANLUHCKON OpraHn3aumnm, B KOTOpon
NPUMEHSAETCS AaHHbI BUOMEeaNLIMHCKIA KNETOYHbIA NPOAYKT, BKJIlOYaeT B cebst ux pa3paboTky,
LOKIMHMYECKMNE NCCNef0oBaHMA, 3KCNepTU3y, NPon3BoACTBO, KOHTPOJIb KayeCTBa, MPUMEHEHNE, XPaHEHNE,
TPaHCMOPTUPOBKY N YHUUYTOXKEHNE.

2. Mopsapnok obpalueHns 6MoMeANLNHCKMX KNETOYHbIX MPOAYKTOB, NpeHa3HaYeHHbIX 1S UCMOJIHEHMSA
WNHAMBUAYANbHOMO MEAMLIMHCKOrO Ha3Ha4YeHNs BMOMeANLNHCKOro KNeTOYHOro NpoayKTa, cneumansHo
NPOVN3BEAEHHOI0 A1 OTAESIbHOMO NauMeHTa HEMOCPEACTBEHHO B MEANLMHCKON OpraHmM3aumnm, B KOTOPOK
NPUMeHAeTCS AaHHbI BUOMEeANLNHCKNIA KNETOYHBIA NPOAYKT, BKJIOYas 0COBEHHOCTM ero NpUMeHeHNs 1
TpeboBaHMA K MeANLIMHCKOW OpraHu3aumnmn, B KOTOPOA AaHHbIA BMOMEONLNHCKUIA KNETOYHbIA NPOOYKT
Npon3BOANTCS WU NPUMEHSETCH, yCTaHaBAMBaeTCs MpaBnuTensCTBOM Poccuinckon ®epepaumm.

3. Mpoun3BoACTBO 1 NpUMeHeHe BoMeaNLIMHCKUX KNeTOYHbIX MPOAYKTOB, NpeAHa3Ha4YeHHbIX Aas
NCMNOJIHEHUS NHANBUAYAJIbHOr0 MEANLNMHCKOr0 Ha3HaYeHns BroMeamnLMHCKOro KIETOYHOMO NPoayKTa,
cneumnanbHO NPOU3BEAEHHOr0 As OTAESIbHOro NauneHTa HenoCpeaCTBEHHO B MEANLIMHCKOWN opraHmn3aumm,
B KOTOPOW MNPUMEHSETCS AaHHbI BUOMEeANLIMHCKUIA KNETOYHbIA NPOAYKT, OCYLLECTBASIOTCA MeANLIMHCKON
OopraHu3aunen Ha OCHOBaHUMN pa3peLLeHnst Ha ero NPoM3BoOACTBO N NpUMeHeHue. MNopaaoK 1 yCoBUS
npegocTaB/ieHNs pa3peLLeHns, NOATBEPKOEHUS Pa3PELLEHNS N €r0 OTMEHbI, BHECEHNS N3MEHEHWI B
peecTp pa3peleHnin ycTaHasameatoTcs MNpaButenscTeoM Poccuinckon ®epepaumm.

(LononHeHue cTaTben - PeaepasbHblin 3aKoH 0T 04.08.2023 Ne 466-03)

CtaTtba 33. NonyyeHune bruonormyeckoro Mmatepumana

1. NonyyeHme Bronormyeckoro MmaTepmana oT AoHopa Bronornyeckoro maTeprana aas NpPou3BoACTBa
BroMeaNLMHCKUX KNeTOYHbIX MPOAYKTOB, B TOM YMC/e B LieNiX NpoBeAeHNs OKINHUYECKUX
nccnenoBaHui v (MNKN) KNMHUYECKUX UCCIeA0BAaHUNA, 1 MeanunHCKoe obcnenoBaHme goHopa
Bronornyeckoro MmaTepmana B LENSX BbIABAEHNS NPOTUBOMOKa3aHNIN 419 NOAYYEHNS OT HEro
Bronornyeckoro MaTepuana NPoOBOAATCA B OPraHN3aLNsaX, UMEOLLNX NLEH3WNIO Ha MEANLIMHCKYO
neAaTeNlbHOCTb, Ha OCHOBaHWN OOr0BOpa Mexay TaKoun opraHm3a|_|,|/|e|7| n npon3BoanTenemM 6I/IOM€,EI,VILI,VIHCKVIX
KJIETOYHbIX MPOAYKTOB 3a CHET yKa3aHHOro npom3BoauTens.

2. MpaBwna nonyvyeHus Buonorn4yeckoro MaTepuana ans NpPon3BoACTBa BMOMEANLNHCKNX KNETOYHbIX
NPOAYKTOB U Nepefayn ero nponsBoanTento 6uoMeANUNHCKMX KNeTOUYHbIX MPOAYKTOB YyCTaHaBAMBAOTCS
YNOJIHOMOYEHHbIM hefiepasibHbIM OPraHoM UCMONHUTENbHOW BNACTH.

3. MonyyeHne buonornyeckoro MaTepmania ons NponsBoacTea 6UOMeANLNHCKMX KNETOUYHbIX MPOAYKTOB
npw NPYXN3HEHHOM LOHOPCTBE LOMYCKAETCs NPY HAIMYNK BbIPAXXEHHOM 0 B MUCbMEHHON (hopMe 1
BHeCeHHOro B MeAMUMNHCKYIO AOKYMEeHTalWio AOHOpa:

1) nHhopMMpoBaHHOIro AO6POBOLHOIO COrlacns COBEPLUEHHOIETHEr0 AeecnocobHoro anua 1mbo
HEeCOBEpLLUEHHOIETHEr0 LA, 00bSBAEHHOI0 B YCTAaHOBAEHHOM 3aKOHOM MOPSAKE MNOHOCTbIO
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AeecrnocobHbIM, NpolleaLlero MeanunHckoe obcnenoBaHme, Ha 6e3B03Me3HOE NPefoCTaBeEHNE CBOEr0
Bronornyeckoro MmaTepmana oas nponsBoacTea GUOMeANLNHCKOrO KJETOYHOro NPoayKTa, B TOM YuC/e B
Lensx NpoBeaeHns LOKANHNYECKUX NCCAedoBaHMM U (MAn) KIIMHWYECKUX NCCef0BaHNR;

2) nHopMmnpoBaHHOro 06POBOILHOIO COracusa OAHOro N3 POAMTENEN NN MHOMO 3aKOHHOI O
npeacTaBuMTeNs HECOBEPLUEHHOIETHENO NNLA (33 UCKJIIOYEHNEM HECOBEPLUEHHOIETHErO 1ML, YKa3aHHOro
B NYHKTe 1 HaCcToALLEeN YacTn), @ Takxe Anua, NPM3HaAHHOIo B YCTAHOBJIEHHOM 3aKOHOM MOpsAAKe
HefeecnocobHbIM NN OrpaHNUYEeHHO AeecnocobHbiM, Ha 6e3B03Me34HOE NpefoCcTaBneHne 61oaornyeckoro
MaTepuana LaHHOro Anua Ans nponsBoacTea bUOMEeLNLNHCKOrO KNeTO4YHOro NpoayKTa, B TOM Ynucie B
Lensx npoBefeHns LOKIMHUYECKUX NCCNeOO0BaHUIN N (MNKN) KIMHUYECKUX NCCaenoBaHmni. fonyyeHmne
Bronornyeckoro MaTepmana y JnL, yKasaHHbIX B HACTOALLEM MYHKTE, ONYCKAETCS TONbKO B Cy4YasXx,
ec/in BoOMeANLIMHCKNIA KNETOYHBIA NPOAYKT NPeAHa3HayveH 411 MPUMEHEHNS NCKAOYUTENBHO 3TUM NNLAM
NN NX POACTBEHHMKAM - BUOIOrNYECKM POAUTENSAM, POLHLIM AETAM, POAHLIM 6paTbiaM N POAHbLIM
cecTpam.

4. JInuo, yKasaHHoe B NMyHKTE 1 4aCTu 3 HACTOoALLEN CTAaTbW, MOXET B MUCbMEHHOW (hOpMe, 3aBEPEHHON
pyKoBOANTENEM MEAULMHCKON OpraHu3auny n1mbo HoTapuaibHO, BbiPa3nTb CBOE BOJIEU3BABJIEHNE O
COrlaclm UM 0 HeCOrlaCUKN Ha MOCMEPTHOE NpeaocTaBeHne ero bronornyeckoro maTeprana ans
npon3BoACcTBa BoMeanLMHCKOro KJIETOYHOIO NPoAYyKTa.

5. B cny4ae oTCYyTCTBUSA BbIPAaXXEHHOIO MPW XXU3HW BOJIEM3bABJIEHUA ML, YKA3AHHOI0 B NYHKTe 1 YacTu 3
HaCTOsALLEN CTaTbW, B OTHOLLEHN MOCMEPTHOrO AOHOPCTBA NOJyYeHKe Nnocse ero cMepTu Bronornyeckoro
MaTepuana 414 Nnpov3BoAcTBa BOMegULMHCKOro KJeTOYHOMr0 NpoAyKTa AOMYCKAETCA Npu Haam4ymm
NMUCbMEHHOr0 cornacus cynpyra (Cynpyru) ymepLuero, a npu ero (ee) oTcyTcTBUM - 0AHOr0 13
POLCTBEHHMKOB (4E€TW, POAUTENN, YCLIHOBJIEHHbIE, YCbIHOBUTENMN, POAHbIE BpaTbhs U POAHbLIE CECTPbI,
BHYKMW, Aeaywkn 1 6abyLikmn), 3aBepeHHOro pyKoBOAUTENEM MEANLVMHCKOW OpraHn3aunum nam
YNOJIHOMOYEHHbIM UM JILLOM NNBo HOTaprabHO.

6. MHopMaumsa 0 HaIMYUKM BOSIEM3BABAEHNUS NLA, YKa3aHHOr0 B YacTu 4 HaCTOSLWEN CTaTby, MHbIX JIUL, B
c/lyvae, NpegyCcMOTPEHHOM 4acTblo 5 HacToALWeN CTaTbU, BHOCUTCA B MEAULMHCKYIO AOKYMEHTaLNI0
LoHopa.

7. MonyyeHne Bronornyeckoro mateprana Npm NOCMEPTHOM AOHOPCTBE He 0MYyCKaeTCs:

1) ecnv Npm XKU3HW NNLO, YKa3aHHOE B MyHKTe 1 4acTu 3 HaCTOSLLEN CTaTbK, BbIpa3uio B yCTHON dhopme B
NPUCYTCTBMM CBUAETENEN CBOE BOJIEM3BABJIEHNE O HECOr1acuM Ha NOCMEpPTHOE NpefoCcTaB/eHmne
Bronornyeckoro maTepmana oas nponsBoacTea GUOMeANLNHCKOrO KJETOYHOro NPoAyKTa U AaHHble 06
3TOM BHECEHbI B MEAMLMHCKYIO AOKYMEHTAUNIO LAaHHOMO nLa B NOpAAKe, YCTaHOB/IEHHOM
YNOJIHOMOYEHHbIM (hefepalibHbIM OPraHoM MCMOSHUTENbHOW BNaCTy;

2) y yMepLlero HecoBepLIeHHOETHEro AnLa, 3a UCKJIIYEHNEM YKa3aHHOro B MyHKTe 1 4acTu 3 HacTosALwen
CTaTbW, AW Y LA, MPU3HAHHOIO B YCTAHOBIEHHOM 3aKOHOM MOPSAKE HeLeeCnoCObHbIM;

3) Npn OTCYTCTBUN OLHOBPEMEHHO BONEN3BSABAEHNS, BbIPAXXEHHOI0 MPU XXN3HW JINLLOM, YKa3aHHbIM B
NyHKTe 1 YacTy 3 HacTosLWEN CTaTby, O COMJTAacM Ha MOCMEPTHOE NPeaoCTaBeHNe BONOrM4ecKoro
MaTepuana 4Nns Npov3BoACTBa BoMeaNUMHCKOro KJeTOYHOro NpoAyKTa, 1 cornacus ero cynpyra
(cynpyru), a npu ero (ee) oTCyTCTBUW - OAHOIr0 N3 POACTBEHHMNKOB, YKa3aHHbIX B 4aCTW 5 HacTosLen
CTaTbW.

8. ®opMa nHGopMNpoBaHHOr0 f0H6POBONLHOIO cornacua goHopa brnonornyeckoro matepmana ambo ogHOro
13 poauTenen Nan NHOro 3aKOHHOMO NPeACTaBMTENS ML, YKa3aHHOM0 B MYHKTe 2 4acTu 3 HacTosLen
CTaTbW, Ha 6e3Bo3Me3aHOe NpeaocTaBaeHne BUONOrMYecKoro MaTepunasia ans Nponu3BoACTBa
BroMeanLMHCKOro KIETOYHOI0 MPOAYKTa, B TOM YMCJIE B LLENAX NPOBeAeHNA OKINHUNYECKNX
nccnenoBaHum n (Mn) KIMHUYECKUX NCCef0BaHUI, (hopMa MMCbMEHHOr0 Coraacusa cynpyra (cynpyru)
nmbo 04HOr0 M3 POACTBEHHMKOB, YKa3aHHbIX B 4acTW 5 HacToAWeN CTaTby, yMepLUEero Anua Ha
NOCMePTHOE NpefocTaBAeHne BUONOrMYECKOro MaTepmnana 41 Npon3BoACTBa BOMeLNLIMHCKOrO
KJIETOYHOr0 NPOAYKTa, B TOM YMCJIE B LIeNsX NPOBeAeHNSA OOKANHUYECKNX UCCAeaoBaHNI 1 (nan)
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KJVHUYECKNX UCCNE0BAHNIA, YTBEPXKAATCA YNOJHOMOYEHHBIM (hefilepalibHbIM OPraHOM UCMONHUTENbHOA
BAACTW.

CtaTtba 34. NpaBa 1 0653aHHOCTN AoHOPa 6MOMOrM4eckoro MaTepuana, ero poanTenen N UHbIX 3aKOHHbIX
npeacraBuTenen

1. loHop 6uonornyeckoro matepunana npu NPUXKM3HEHHOM LOHOPCTBE (OAUH N3 ero POAMTENEN NN NHON
3aKOHHbIN NpeaCcTaBMTe/b) UMEET NpaBo:

1) Ha 3aWunTy NpaB 1 OXpaHy 340P0BbSA LOHOPA;

2) Ha 03HaKOMJIeHUe C pe3yfbTaTaMy MeaULUHCKOro obcnenoBaHms LOHOPa;

3) Ha noay4yeHne B OCTYNHOM popMe MHDOopPMaL MK 0 BOMeaANLUNHCKOM KNETOYHOM NPOAYKTE, As
NPOU3BOACTBa KOTOPOro NpefocTaBnseTcs 61Monornyeckmin MaTepman, o NopsaKke noayvyeHns un
MNCNoJsib30BaHMsa BMON0rMyeckoro MaTepmana, 0 BOSMOXHbIX NOCAEACTBMAX N3bATMA BMON0rnyeckoro
MaTepuana Ans 340p0BbS AOHOPA;

4) Ha Nony4yeHne MeaNLNHCKON NOMOLLM B paMKax NporpamMmsl FOCYAapCTBEHHbIX rapaHTuin 6ecnnaTHoOro
OKa3aHua rpaxkaaHam MeanuUUHCKON NOMOLLM B ClyYae BO3HUKHOBEHUSA Y OHOPA pPeakLUnid 1 OCNOXXHEHWH,
CBSAA3@HHbIX C JOHOPCTBOM;

5) Ha oTKa3 B N1t060N MOMEHT OT NpenoCcTaBsieHNs BLUONOrMYeckoro maTepuana.

2. OoHop Bruonornyeckoro mateprana (0QUH U3 ero poanTeNen NN NHOM 3aKOHHLIN NPeaCTaBUTENb) NPU
NPV>XXU3HEHHOM AOHOPCTBE 0653aH coobWNTh:

1) nHdopmaunto 06 n3BeCTHLIX eMy 3ab60/1eBaHNAX, MEPEHECEHHBIX LJOHOPOM W (MJIM) MMEIOLLNXCS Y LOHOPA;
2) nHgpopmaumio 06 ynotpebneHmn SOHOPOM HAPKOTUYECKUX CPELCTB, MCUXOTPOMHbIX BELLECTB,
JIeKapCTBEHHbIX NpenapaTos;

3) MHble CBeAeHMS, nMeloLwmne 3HaYeHne ana obecneyveHms 6e3onacHoro 4OHOPCTBa GONOrM4ecKoro
MaTepumana, nepedyeHb KOTOPbLIX YTBEPXKAAETCA YNOJHOMOYEHHbIM (hefepasibHbiM OpraHoOM
NCNONHNTENLHOW BNACTU.

3. NoHop Bronornyeckoro MaTepmana npu NPUXXM3HEHHOM AOHOPCTBE 0653aH NPONTU MeANLMHCKOe
obcnenoBaHme. YkazaHHOe MeanLNHCKOe obcnenoBaHme SBASETCA ANa aoHopa 6ecnnaTHbIM. Mopsgok
MeLMLMHCKOro obcneioBaHNS AOHOPa U NepeyeHb MPOTUBONOKa3aHUA (abCONIOTHBIX U OTHOCUTENbHbIX)
4519 NoslyqeHns B1nonorn4eckoro Matepmana yTeep)Xa4atoTcs YNOJHOMOYEHHbIM hefepasibHbIM OpraHoM
NCNONHNTENLHOW BAACTHU.

4. loHop Bronoruyeckoro MaTeprana (04WH 13 ero poauTenen UM MHOM 3aKOHHLIN NPeACTaBUTeNb) Npu
NPVXXU3HEHHOM LOHOPCTBE, YMbILAEHHO CKPbIBLUMIA UAN NCKA3UBLUWIA N3BECTHbIE eMy CBeAEeHNS 0
COCTOSAHMMW 34,0PO0BbSA AOHOPA MPW OCYLLECTBAEHNN UM MPUXN3IHEHHOr0 AOHOPCTBa Bronormyeckoro
MaTepuana, B pesysbTaTe Yyero bbi1 NpuynHEH Bpes XU3HW, 340POBbI0 NauneHTa, MegnUnHCKNX
PaboOTHMKOB, UHbIX NNL, HECET OTBETCTBEHHOCTb, YCTAHOBIEHHYIO 3aKOHOAATENLCTBOM POCCUACKON
depnepauymm.

CtaTtba 35. Mpon3BoACTBO M peanu3auns bruoMeanLUNHCKUX KNeTOYHbIX MPOAYKTOB

1. Mpon3BoaACTBO BUOMEANLIMHCKOrO KIETOYHOrO MPOAYKTa OCYLLEeCTBAseTCs ¢ cobniofeHnem TpeboBaHmi
pernaMeHTa ero npoun3BOACTBA, KOTOPbIA YTBEPXAAETCS NPON3BOAUTENEM BUOMEANLIMHCKOTO KIETOYHOIr0
NpPoAyKTa v BKOYaeT B cebs:

1) nepeyeHb UCMOMb3YEMbIX KNETOYHbIX JIMHWIA, TeKaPCTBEHHLIX NPENapaToB, hapMaLleBTUYeCcKnx
cybCTaHuMi, MEONLUUHCKIX U3AENNIA 11 BCTIOMOMaTe/IbHbIX BELLECTB C YKa3aHMEM KOMIMYECTBA KaXXAoro 13
HUX;

2) DaHHble 06 Ncnosb3yeMoM 0bopya0BaHNK, OMUCAHNE TEXHOJIONMYECKOro NMPOLLEeCcca U METOMI0B KOHTPOJIS
Ha BCeX 3Tanax Npon3BOACTBa BUOMEeAULIMHCKOrO KNeTOYHOr0 MNPOoayKTa.

2. MNpaBuia Npon3BoACTBa OMOMEANLIMHCKUX KNETOYHbIX MPOJYKTOB YCTaHABIMBAOTCS NpPaBuiaMm
Ha4eXallen NpakTukK no pabote ¢ GUOMEANLNHCKUMU KIETOYHBIMU NPOAYKTAMU, YTBEPXKAEHHBIMU
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YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoOM MCMOAHUTENbHOW BAACTH.

3. Mpoun3BOACTBO He 3aperncTpmpoBaHHbIX B Poccuinckon ®enepauunm brnomegnumMHCKNX KNETOYHbIX
NPOAYKTOB He A0OMyCKaeTCs, 3@ UCKJIIOYEHNEM C/Ty4aEeB:

1) npon3BoacTBa BIOMEANLIMHCKUX KNETOYHbIX MPOAYKTOB ANS Lenel OOKANHNYECKMNX U KIUHUYECKNX
nccnenoBaHnin GUOMEANLNHCKMX KNEeTOUYHbIX MPOAYKTOB;

2) npon3BoAcCTBa OMOMEANULMHCKMNX KNETOYHBIX NMPOAYKTOB, NPeAHa3HaYeHHbIX A5 UCMONHEHMNS
WNHAMBUAYANbHOMO MEAMLIMHCKOrO Ha3HavyeHNs BMOMeANLNHCKOro KAeTOYHOro NpoayKTa, cneumansHo
NpoM3BEeLEHHOr0 419 OTAE/bHOM0 NauneHTa HeMoCPeACTBEHHO B MEANLNHCKON OpraHn3aumnm, B KOTOpon
NPUMEHAETCS AaHHbI BUOMEeANUNHCKMNIA KNETOYHbIA NPOAYKT.

(YacTb B pepakunn PepepanbHoro 3akoHa ot 04.08.2023 Ne 466-D3)

4. 3aperncTpupoBaHHbI BMOMEONLNHCKWIA KNETOYHbIN NPOAYKT ONpeaeneHHoro Tuna (ayTonornyHbIn,
aNNoreHHbIN, KOMOMHMPOBAHHBIN) MOXKET MPON3BOAUTBLCS C MCMOJIb30BAHNEM KJIETOYHBIX JNHUNA,
NPUroTOBJIEHHBIX U3 BUONOrMYECKOro MaTepmana, NoJly4eHHOr0 OT Pa3JIMYHbIX JOHOPOB. Mpu cobnoaeHun
TpeboBaHWI, YCTAHOB/IEHHbIX NPW FOCYAAaPCTBEHHON perncTpaunm buoMeanUNHCKOro KIeTOYHOro
npoayKTa, MOBTOPHAasA rocyfapCTBeHHAsA perncTpauns Takoro broMmeanuMHCKOro KNeTo4HOro NpoayKTa He
TpebyeTcs.

5. 3anpeLLaeTcs Npon3BOACTBO:

1) hanbcnnUnpoBaHHbIX BMOMEONLNHCKNX KNETOYHbIX NMPOAYKTOB;

2) 6MOMeANLNHCKMNX KNETOYHbIX MPOAYKTOB C HapyLLeHWEM NpaBua HadNexallen NpakTuku no pabote ¢
BroMeaNLMHCKUMUN KJIETOYHbIMY MPOAYKTaMU.

6. MoaTBepXAeHME COOTBETCTBUSA NPOMN3BEAEHHOr0 BUOMEANLIMHCKOrO KJIETOYHOro NPOAYKTa
TpeboBaHMAM, yCTaHOBEHHbLIM NPW €ro rocy4apCTBEHHON perncTpaumm, 1 COOTBETCTBUS NpoLecca ero
Npou3BoACTBa TpeboBaHMAM HagnexXallen NPpakTKK no paboTte ¢ GBUOMEANLNHCKUMU KNETOYHBIMU
npoayKTaMu OCyLLEeCTBASAETCS YNOJHOMOYEHHbLIM INLLOM Npon3BoanTens buoMmeanLMHCKOr0 KNETOYHOr0
NPOAYKTA, 3a NCK/IYEHNEM BMOMEANLIMHCKMNX KNETOYHbIX MPOAYKTOB, MPOM3BEAEHHbIX A1
AOKNIMHNYECKUX NCCNIEA0BAHUN N KNMHUYECKNX UCCNenoBaHNA BUOMEANLNHCKMX KNETOUYHbIX MPOAYKTOB.
TpeboBaHma K ypoBHIO 06pa3oBaHma 1 KBanuukaumm, nopagok aTrectauny ynosHOMOYEHHOr o inua
npon3BoanTens 6MomMeanLMHCKOro KNeTO4HOr0 NPOAYyKTa 1 ero NoJHOMo4ns no obecnevyeHnto KayecTea
6romMeanLMHCKOro KIETOYHOr0 MPOAYKTa, BBOANMOro B obpalleHne, yCTaHaBANBAOTCSA YNOJHOMOYEHHbIM
thefepanbHbIM OPraHoOM UCMOJIHUTENBHON BACTMW.

7. Mpoussoguntenn bromeanLMHCKNX KNETOYHbIX MPOAYKTOB MOMYT OCYLLECTBIATL peasm3aumio
OroOMeANLIMHCKNX KNETOYHbIX MPOAYKTOB, 3a UCK/IOYEHNEM BMOMEANLIMHCKMX KIETOYHbIX MPOAYKTOB,
npefHa3HavYeHHbIX OAS NCMOSHEHNS NHONBUAYAbHOMO MEAULMHCKOr0 Ha3HavYeHNs buoMe ANLNHCKOro
KJIETOYHOr0 NPoAYyKTa, CneunasbHO NPon3BeeHHOro Aas 0TAENbHOM0 NauMeHTa HeMnoCcpeaCcTBEHHO B
MeOULNHCKON OpraHu3aumnn, B KOTOPOW NPUMEHSETCS AaHHbIA BMOMeANLNHCKUIA KNETOYHbIA NPOAYKT:

1) apyrum nponssoaunTensm GnomeanUMHCKUX KNeTOYHbIX MPOAYKTOB 415 NPOM3BOACTBa BrioMeanLUMHCKUX
KJIETOYHbIX NPOAYKTOB;

2) Hay4HbIM OopraHu3aunam, obpasoBaTeslbHbIM OpraHM3aunsaM aas NPoBeAEHNS HAayYHbIX UCCNeN0BaHUI;
3) opraHm3aumnsM, ocyLecTBASIOWMM MEQULNHCKYIO AEeATENbHOCTb.

8. MpaBnna peanusaunyn 6MOMeANLNHCKNX KNETOYHbIX MPOAYKTOB YCTaHaBAMBaOTCA MpaBUTENLCTBOM
Poccuiickon ®epepaumm.

CtaTbsl 36. MapkupoBka 6MOMEANLMHCKUX KITETOYHbIX MPOAYKTOB

1. NepeyeHb CBEAEHWIA, HAHOCKMBIX Ha NMEPBUYHYIO YMAKOBKY, BTOPUYHYIO YNAaKOBKY BMOMEANLMHCKUX
KJETOYHBIX MPOJYKTOB 1 TPAHCMOPTHYIO Tapy, B KOTOPY!O NoMeLLeH BMOMEANLIMHCKUIA KIeTOYHbIN NPOAYKT,
yCTaHaB/IMBAETCS YNOJHOMOYEHHbIM (heaepasibHbIM OPraHOM UCMOIHUTESIbHOW BAACTW.

2. MNepBUYHasA YNaKoBKa M BTOPUYHAS YNAKOBKa ayTONOrMYHbIX 6UOMEANLNHCKIUX KNETOYHbIX MPOAYKTOB 1
KOMOUHNPOBAHHbIX BUOMEANLNHCKUX KIETOYHbIX MPOAYKTOB MapKUPYOTCS C UCMO/b30BaHNEM METOL0B
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PaAnoYacCTOTHON MAEHTUPUKALUN MPUHAANEXHOCTU TakKoro BUoOMeANLIMHCKOro KJIeTOYHOro NPoAYyKTa
KOHKPETHOMY NauneHTy B NopsaKe, yCTaHOBAEHHOM YMOJIHOMOYEHHbLIM (hefepasibHbiM OpraHom
NCMONHNTENIbHOWN BIACTW.

3. Ha nepBuMYHy0 yNakoBKYy 1 BTOPMUYHYO YNakoBKY BUOMEANLIMHCKNX KNETOYHbIX MPOAYKTOB,
npefHa3HavYeHHbIX 4AS LOKJINHUYECKMNX NCCef0BaHUN NN KINHUYECKUX UCCAea0BaHNA, HAHOCUTCS
Haanuck: "ONs OOKJINHUYECKUX nccnenoBaHnn' nnm "Ona KNIMHWYECKNX nccnenoBaHnin",

CrtaTbs 37. TpaHCNOPTUPOBKA W XpPaHeHWe BMONIOrM4eCcKoro MaTepmana, KNeTok aas npuroToBneHns
KNETOYHbIX JIMHWIA, KNETOYHBIX INHWUIA, MPeAHa3HaYeHHbIX 415 NPON3BOACTBA OBVOMELNLNHCKMX KIETOUHbIX
NPOAYKTOB, BOMEANLMHCKNX KNETOYHbIX MPOAYKTOB

1. Buonornyecknin matepuasn, KNeTku A58 NPUroTOBAEHUS KNETOUHBIX JIMHWUIA, KNETOYHbLIE JINMHUN,
npefHa3HaYeHHble A1 NPOM3BOACTBA BMOMEAULIMHCKIX KNETOYHbIX NPOAYKTOB, 6uoMeAnLIMHCKME
KNETOYHbIE NPOAYKThI JOXKHbI TPAHCMOPTMPOBATHLCS C COBMNOIEHNEM YCTaHaBANBAEMbIX YMTOJIHOMOYEHHbLIM
thenepasibHbIM OPraHoOM UCMOSHUTENIbHOW BIACTW NPaBU TPaHCMOPTUPOBKMU.

2. Buonormyeckunii MaTepuasn, KNeTkn AN npuroToBaEHNs KNETOYHbIX JIVHWUN, KNEeTOYHbIE JIMHWK,
npefHasHaYeHHble ANs NPON3BOACTBA BOMEAULIMHCKMX KIETOYHbIX MPOAYKTOB, 6MOMeanNLMHCKIE
KJEeTOYHbIe MPOAYKTbI JOJIKHbI XPaHUTLCS B YCI0BUAX 61106aHKOB, 0becrneynBatoLLMX COXPaHEHNE UX
B10NIOrMYeCcKNX CBOMCTB 1 NPEeAoTBPALLAOLLMX UX NHDULIMPOBAHKE U 3arpa3HeHme.

3. TpeboBaHUSA K OpraHn3aLnmn 1 0esTenbHOCT 61obaHKOB, a TakXXe NpaBuia XpaHeHUs 6MOIOrMYeckoro
MaTepuana, KJ1eToK Ajs NPUroTOBAEHUS KNETOYHbIX IMHWNIA, KNETOYHbIX JIMHWIA, NpeAHa3Ha4YeHHbIX ANs
NpPOV3BOACTBA BUOMEAULIMHCKMX KNETOYHbIX MPOAYKTOB, 6BUOMEANLIMHCKUX KIETOYHbIX MPOAYKTOB
yCTaHaB/MBAKOTCS YNOJHOMOYEHHbIM heaepasibHbIM OPraHOM UCMOSIHUTENIbHON BACTK.

CtaTbs 38. YHUYTOXEHNE HeBoCTpeboBaHHOM0 61MONOrnYeckoro MaTepuana, HeBoCTpeboBaHHbIX KETOK
AN NPUrOTOBEHUS KNETOYHbIX IMHWIA, HEBOCTPEOOBAHHbIX KNETOYHbIX JIMHWUA, NpefHa3HaYeHHbIX 415
NpPou3BOACTBa BUOMEANLNHCKUX KJIETOYHBIX MPOAYKTOB, HEBOCTPEBOBaHHbIX BUOMEANLNHCKUX KIIETOYHBIX
NPOaYKTOB

1. HeBocTpeboBaHHbIN Brosornyeckmin MaTepran, HeBoCcTpeboBaHHbIE KNETKM 415 NPUrOTOBIEHUS
KNETOYHBIX IMHWIA, HEBOCTPEOOBaHHbIE KNETOYHbIE IMHUK, MPeAHa3HaYeHHble A5 NPOU3BOLACTBA
6roMeaNLMHCKUX KNeTOYHbIX MPOAYKTOB, HeBoCTpeboBaHHbIe BrioMeaNLMHCKNE KNeTOYHbIE MPOAYKThI
noasexxaT YHUYTOXKEHMNIO B NOPSAAKe, YCTAaHOB/IEHHOM 3aKOHO4ATENbCTBOM B Chepe OXpaHbl 340POBbS.

2. ®anbcnrunpoBaHHbie BrioMegULMHCKNE KNeTOYHbIE MPOAYKThI NN Hef0bpOoKaYyeCTBEHHbIE
BroMeanUMHCKNE KNeTo4YHbIe MPOAYKThI nogaexxaTt n3baTuio 13 obpalleHnsa nNo peweHnto pegepanbHOro
opraHa UCNOJIHNTENbHON BAACTK, OCYLLECTBAAIOLEro (PYHKLUN NO KOHTPOJIIO U HaA30py B cdepe
34paBooxpaHeHus. MocnenyoLiee yHMYToXKeHne HanbCnULNPOBaHHbIX BOMEONLMHCKNX KNETOYHbIX
NPOAYKTOB NN HeH0bpOKa4YeCTBEHHbLIX BMOMEANLIMHCKMX KNETOYHbIX MPOAYKTOB OCYLLECTBASETCSA Ha
OCHOBaHWW pelleHns Bnagenbla buoMeanUNHCKOro KNeTOYHOro NPoAyKTa 1 (1an) peweHns
thefepanbHOro opraHa UCMOJIHUTENbHON BAACTM, OCYLLECTBAALWEro OYHKLUUN MO KOHTPOJIIO 1 HaA30py B
chepe 34paBOOXPAHEHNS, NN peLleHns cyaa.

3. KoHTpatakTHble BrioMeanLMHCKNE KNeTOYHbIE MPOAYKThI NoANeXaT N3bATUIO N3 obpalleHuns n
YHUYTOXEHWNIO MO peLleHnto cyaa.

4. TNopAaoK YHUYTOXEHUS PanbCMPULMpPOBaHHbIX BUOMEANLINHCKNX KNETOYHbIX MPOAYKTOB,
He06pOKa4eCTBEHHbLIX BUOMEANLMHCKNX KJTIETOYHbLIX MPOAYKTOB U KOHTPathaKTHbIX B1OMe ANLIMHCKINX
KJIETOYHbIX NMPOAYKTOB YCTaHaBAMBaeTcs NpaBuTenscTBoM Poccninckon ®egepaumn.

5. Pacxogbl, CBA3aHHbIE C YHUYTOXEHNEM (hasIbCUDULNPOBAHHbIX BMOMEONLNHCKNX KNETOYHbIX NPOAYKTOB,
He,El,OﬁpOKa'-IeCTBeHHbIX 6I/IOMeJJ,I/ILI,VIHCKVIX KNEeTOYHbIX MPOAYKTOB U KOHTpa(DaKTHbIX 6VIOMe)J,VILI,VIHCKVIX
KJIETOYHbIX NMPOAYKTOB, BO3MELLAOTCA UX BNagenbLamu.

6. Bnageneu, 61oMeAMLIMHCKOrO KJIETOMHOIO MPOAYKTa A0JKEH NPEACTaBUTb B (hefepasbHbIi OpraH
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NCMOJIHUTENBHON BAACTU, OCYLLECTBASIOLINIA (YHKLMM MO KOHTPOJIIO U HaA30py B Chepe 34 paBoOXpaHeHNs,
LOOKYMEHT, MOATBEPXXAAOWMNIA (haKT YHNYTOXKEHUS BUOMEeANLIMHCKOrO KIETOYHOr0 MPOAYKTa, Un ero
3aBEPEHHYI0 B YCTAHOBIEHHOM MOPSAKE KOMMIO.

7. ®efepalibHblii OpraH UCMONHUTENbHON BNACTM, OCYLLECTBAAOWMNIA (YHKLMIU MO KOHTPOJIKO 1 HAA30py B
chepe 34paBoOXpPaHeEHNs, MPUHABLINIA peLleHne 06 YHUYTOXKEHUN BMOMEeNLIMHCKOrO KJeTOYHOro
NPOAYKTa, OCYLLECTBASET KOHTPOJIb 3@ UCMOSIHEHVEM YKA3aHHOI 0 PELLEHUS.

CtaTtbs 39. Oco6eHHOCTM OKa3aHNa MEANLMHCKON MOMOLLY C NPUMEHEHNEM BUOMEeANLNHCKNX KNETOYHbIX
NPOLYKTOB

1. MegnuUMHCKY0 NOMOLLb C NPUMEHEHNEM BMOMEONLNHCKNX KJIETOYHbIX NMPOAYKTOB MOrYT OKa3blBaTb
MeOnUnHCKne paboTHMKK, npoweane obyvyeHne No 4ONOJHUTENbHON NMPOeCCUOHaNbHOM NporpamMmme
(Mporpamme MOBbILLEHUS KBaANGMKaLUKX) MO BONPOCaM NpUMeHeHNs BUoMegNLNHCKNX KNeTOYHbIX
NpPoayKTOB, B TOM 4ucse B 06/1aCTn pereHepaTUBHOM MeanUnHbl. MprMepHble OONONHUTENbHbIE
npogeccnoHanbHble NPOrpamMmsbl (MPOrpaMMbl MOBbILLEHNS KBaAUdMKaLMM) No BONPOCaM NPUMEHEHNS
6roMeANLIMHCKUX KNeTOYHbIX MPOAYKTOB YTBEPXKAATCS YMNOJHOMOYEHHbIM (hegepabHbiM OpraHoM
NCMONHNTEIbHOW BJIACTW.

2. CaMmoCTOATE/IbHOE MPUMEHEHNE NMaUNEHTOM BMOMEANLMHCKMX KJIETOYHbIX MPOAYKTOB HE A0MYyCKaeTCs.
3. brioMeANUMHCKME KNIEeTOYHbIE MPOAYKTbI, B COCTaB KOTOPbLIX BXOASAT KJIETOYHbLIE IMHWUW, NOJYy4YEHHbIE N3
Bronornyeckoro matepmana goHopa 6monormyeckoro MaTepuana, UMeKLLEero NPOTNBOMOKa3aHUS,
BKJItOYEHHbIE B MepeYyeHb NPOTUBOMNOKa3aHMN (abCONOTHBLIX U OTHOCUTENbHbLIX) A5 NOJyYeHUS
Bronornyeckoro maTepuana oas nNponsBoAcTBa BUOMEANLNHCKMX KNETOYHbIX MPOAYKTOB, MOTYT BbITh
NPUMEHEHbI 119 JIeYeHNs TOIbKO CaMoro AoHopa 3Toro 6ruonornyeckoro matepuana (ayTonormyHoe
npUMeHeHue).

CtaTtba 40. HchopMauus o 6UoMeANLMHCKNX KNETOYHbIX MPOAYKTaxX

1. NHbopmaumsa o BuoMegMUNHCKUX KNeTOYHbIX MPOAYKTaX AOJHKHa COAEPXKaTbCA TObKO B
cnednann3npoBaHHbIX N30aHNAX, B TOM HKucie MOHOFpa(pVIﬂX, CMpaBOYHMKaAX, Hay4YHbIX CTaTbAX, AOKNaOaX
Ha KOHrpeccax, KoHepeHUMax, CUMNO3MyMax, Hay4HbiX COBETaXx, Ha Cneunann3mpoBaHHbIX CallTax B CETH
"MIHTepHeT", a TakXe B MHCTPYKLMAX MO NPUMEHEHWNI0 BMOMEANLNHCKNX KNETOYHbIX NPOAYKTOB U APYruX
NMH(OPMaLMOHHBIX MaTepuanax, npefHa3HavyeHHbIX 48 MeQULMHCKUX paboTHMKOB.

2. [lonyckaeTcsa ncnosib3oBaHme Nobbix MaTepuaabHbIX HOCUTENEN, MO3BOASIOWNX XPaHUTb, NepefaBaTth 1
MCMNOJIb30BaTb UHADOPMaLMIO 0 BUOMEANLIMHCKNX KNETOUYHbIX MPOAYKTax 6€3 nckaxxeHui.

CraTbs 41. MoHuTOpUHI 6e3o0nacHOCTV BMOMEANLNHCKNX KNETOYHbIX NPOAOYKTOB

1. BioMeaunLMHCKNE KNeTOoYHble NPOAYKThI, Haxoaswmecs B obpalleHnn B Poccuinckon ®enepaumm,
nognexat MOHUTOPUHIY 6e3onacHoCTH B Lenax BbiAaBeHNA BO3SMOXHbIX HEMAaTUBHbIX I'IOCJ'Ie)J,CTBI/II7I nXx
NPVMEHEHUS, KOTOPbIA NPOBOAMTCA hefepasbHbIM OPraHOM UCMOMHUTENbHOW BAACTU, OCYLLECTBASIOWNM
(OYHKLMM NO KOHTPOJIIO U Haa30py B chepe 34paBOOXPaHEHNS, B YCTAHOBIEHHOM UM MOPSAKE Ha
OCHOBAHWW CO0BLLEHNIA, NPEAYCMOTPEHHbIX YaCTAMU 2 U 3 HACTOALLER CTaTby.

2. CybbekTbl obpalleHns BrioMegnLMHCKUX KNETOYHbIX NPoayKToB 0653aHbl HanpaBaaTh CO0OLLEHNS O
NoboYHbIX AENCTBUAX, HEXKENATENbHbIX PEAKLNAX, CEPbE3HbLIX HEXENATENbHbIX peakLusX,
HenpeaBUAEHHbIX HEXEeNaTeNbHbIX PeakLMaxX Npu NpMMeHeHUn 6MoMe AULIMHCKUX KNTETOYHbIX NMPOAYKTOB,
06 MHANBMAYANLHON HEMEPEHOCUMOCTH, OTCYTCTBUUN 3PEKTUBHOCTU BMOMEANLNHCKMNX KNETOYHbIX
NpPoAyKTOB, 06 0COBEHHOCTSAX NX B3aMMOLENCTBNA C IEKAPCTBEHHbIMU NpenapaTamu, MeauLUHCKUMI
N30ennsMU, NULLEBLIMU NPOAYKTaMN, APYrMMU BMOMEANLNHCKUMI KNETOYHbIMU NPOAYKTaMM, a Takxe 06
WHbIX haKTax 1 06CTOATENbCTBAX, NPEACTABNAOLINX YrPO3Y XU3HW WK 3[10POBbI0 YE/I0BEKA NP
NpUMeHeHUN BMOMELULNHCKNX KNIETOYHbIX NPOAYKTOB U BbISIBJIEHHbIX Ha BCEX 3Tanax obpalleHns
BroMeANLIMHCKNX KNeTOYHbIX MPOAYKTOB B Poccuinckon ®epepaumu.
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3. OpraHm3auum, oKasbiBatowme MeauLNHCKY0 NoMoLb 6epeMeHHbIM, poXKeHnLaM, poanIbHULAM U
HOBOPOXAEHHbIM, 06513aHbI HanpaBATb Co0bLLEHNS 060 BCEX CNyYanX POXAEHNA OETEN C BPOXKAEHHbLIMU
aHOMaNNSAMMN NN NOPOKaMUN Pa3BUTUSA B CNlyvae, €CAN B OTHOLLEHUN OOHOro N3 pognTenen Takux geten
paHee npn MeanumMHCKOM BMeLlaTeNbCTBE NPUMEHANTNCD 6I/IOMeJJ,I/ILI,VIHCKVIe KNeTo4YHble NPOAYKThI.

4. Bnagenblbl perncTpaunoHHbIX YAOCTOBEPEHUN BOMEONLMHCKNX KNETOYHbIX NPOAYKTOB, OpUanNYecKmne
JILa, Ha MSA KOTOPbIX BblAaHbl pPa3peLlleHns Ha NpoBeAeHNEe KIMHNYECKUX NCCef0BaHNi
6roMeaNLIMHCKUX KNeTOYHbIX MPOAYKTOB, MO0 YNOJHOMOYEHHbIE UMW APYrMe IOpUANYECKME NNLa B
paMkax obecrneyeHns 6e30nacHOCTN BMOMEANLIMHCKMX KIIETOYHbIX MPOAYKTOB B MOPAAKE, YCTAaHOBJIEHHOM
(hefepanbHbIM OPraHOM UCMOJIHUTENBHON BACTM, OCYLLECTBAAOWUM (YHKLUN MO KOHTPOJIO U HaA30py B
chepe 3apaBooxpaHeHus, 0b6sa3aHbl OCYLLECTBAATL NpueM, y4eT, 06paboTKy, aHaM3 n XxpaHeHune
NoCTynaloLWwmx B X agpec oT cybbekToB obpalleHns BroMeLnUMHCKNX KNETOYHbIX MPOAYKTOB 1 OPraHoB
roCyfapCTBEHHOW BAACTUN COOBLLEHUI 0 MOBOYHbLIX LENCTBUSAX, HEXeNlaTe bHbIX PeakLnsaxX, CEPbe3HbIX
HeXxenlaTe bHbIX peakunsax, HenpeasuaeHHbIX HeXXeNnaTeNbHbIX PeakUnsax Npy NpuMMeHeHnm
BroMeaNLIMHCKUX KNeTOYHbIX MPoayKToB, 06 0COBEHHOCTAX UX B3aUMOLENCTBUSA C JIEKAPCTBEHHbLIMA
npenapatamu, MEQULMHCKUMW N3OEMAMN, NULWEBLIMW NPOoAYKTaMK, gpyrumm brnomeguumHCKUMum
KNETOYHbIMW NPOAYKTaMu, 06 MHAMBMAYaNLHOW HEMEPEHOCUMOCTH, @ TakXKe 06 MHbIX (hakTax K
obcToATEeNbCTBAX, NPEACTaBAALNX YIPO3Y XKU3HM UK 300POBbI0 YenoBeka 1Mbo BANAIOWMX Ha
N3MEHEeHMNE OTHOLIEHMNS 0XXKMAAEMON MOJIb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUS BroMeANLIMHCKNX
KJIETOYHbIX NPOAYKTOB.

5. Mpw BbIABAEHUM MHGOPMALMK, NPEAYCMOTPEHHON YaCTbio 4 HACTOSALWEN CTaTbW, BNagenbLbl
perncTpaynoHHbIX y,EI,OCTOBepeHVII7I 6I/IOMe,EI,VILI,I/IHCKI/IX K/1€TO4YHbIX MPOAYKTOB, topuanveckmne nnua, Ha nMm4d
KOTOPbIX BblAaHbl pa3pelleHns Ha NpoBeAeHNe KINHNYECKUX NCCef0BaHNn BroMeanLMHCKNX KNETOYHbIX
NPOAYKTOB, MO0 YyNOJHOMOYEHHbIE UMK Apyrue puanyecke nnua o0ba3aHbl NPUHATL Mepbl,
HanpaBJIEHHbIE Ha YCTPAHEHME HeraTUBHbIX NOCAeACTBUN NMPUMEHEHNS TakMX BMOMeANLNHCKNX
KJIETOYHbIX NPOAYKTOB, NpeaynpeXxaeHne npuynHeHns Bpesa XXnsHu nam 340p0OBbI0 HYe0BeKa, 3alnTy
NauneHTOB OT NPUMEHEHNS TaKNX BMOMEONLMHCKNX KNETOYHbIX NMPOAYKTOB, Ha AOMNONHUTENbHbIA cOop
AaHHbIX 06 3hheKTUBHOCTY 1 0 6e30MacHOCTM Taknx BoMegNLMHCKNX KNETOYHbIX MPOAYKTOB.

CtaTtbsa 42. NpuocTaHOBNEHNE NPUMEHEHNS BUOMEANLIMHCKOrO KJIETOYHOI0 NpoayKTa

1. ®epepasibHblil OpraH UCMONHUTENBHOW BNACTU, OCYLLECTBAAILWNA (YHKLUN MO KOHTPOIO 1 HaA30py B
chepe 34paBOOXPaHEHUS, MPUHUMAET B NOpPAAKe, YCTAHOBEHHOM YNOJHOMOYEHHbLIM (hefepalibHbiM
OpraHoOM WCMONHUTENBHOW BNACTU, PELLEHME O MPUOCTAHOBIEHNN NPUMEHEHNS BMOMEANLNHCKOrO
KJIETOYHOr0 NpPoAyKTa:

1) npu nonyyeHnn nHpopmaLmm o NobOYHbIX AENCTBUAX, HE YKa3aHHbIX B UHCTPYKLMW MO NPUMEHEHNIO
H6roMeanLIMHCKOr0o KNIETOYHOI0 MPOAYKTA, CEPbE3HBIX HEXENATENbHbIX PeakLUsAX 1 HenpeaBuaeHHbIX
HeXxeNaTesbHbIX peakunsax, 06 ocobeHHOCTAX B3aumoaencTemsa bMomMeanuMHCKOro KNeTo4HOro NpoayKTa C
NneKapCTBeHHbIMU NpenapaTaMn, MeAULUNHCKUMK n3nennamMmmn, nnweBbIMA NpoayKTaMn, OPYyrumMmn
HroMeaNLIMHCKUMN KIETOYHbLIMY MPOAYKTaMU, KOTOPbIE MOTYT NPeACTaBASATb Yrpo3y XU3HU UK 340POBbIO
YesI0BEKa, a TakXXe 0 HECOOTBETCTBUM AaHHbIX 00 3phekTUBHOCTU BUOMENLIMHCKOrO KNeTOYHOI0
npoaykTa n o 6esonacHoCcTy BUOMEANLNHCKOrO KNEeTOYHOro NPOAYKTa AaHHbIM, COAEPXKaLLMMCS B
WHCTPYKLUMW MO ero NpUMeHeHNIO;

2) npn HENCNOJIHEHNN NN HeHaaneXalleM UCnosiHeHn BnagebUaMn pernctpauMoHHbIX yJJ,OCTOBepeHVIVI
BroMeanLMHCKUX KNETOYHbIX MPOAYKTOB, OPUANYECKUMN NLL@MM, Ha NMSA KOTOPbIX Bbl4aHbl pa3peLleHuns
Ha NpoBeAEHNE KINHNYECKNX UCCNeoBaHN BUOMEeANLIMHCKMX KNETOYHbIX MPOAYKTOB, NN
YMNOJIHOMOYEHHbIMU UMW OPYTrUMW KOPUANYECKUMN AntaMm 0653aHHOCTEN, YCTAHOBAEHHbIX YacTaMn 4 n 5
cTtaTbk 41 HacToawero ®enepasibHOro 3aKOHa;

3) B C/ly4ae BbIHECEHUS 3aKJIOYEHUS 0 HELOCTOBEPHOCTW Pe3yNbTaTOB KINHNUYECKOro NCCef0BaHMNS
HroMeanLMHCKOr0o KNETOYHOr0 NPOAYKTa, KOTOPOEe OCHOBAHO Ha pe3yJibTaTax NPOBEPKN MeANLNHCKON
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opraHu3auuu, NPOBOAMBLLIEN YKa3aHHOE KJIMHNUYECKOE UCCIe0BaHMe C HapyLLeHeM NpaBul Haaaexatllen
NpakTUKKU No paboTe ¢ GBUOMEAULNHCKUMI KNETOYHbLIMU NPOAYKTaMM, 1160 B C/lyHae HEBLIMOHEHUS
npeanucaHns no UToraM ocCyLLecTBeHNS BbIBOPOYHOro KOHTPOJIA KayecTBa BroMeANLIMHCKOrO KIeTOYHOrro
NpPooyKTa.

2. PefepalibHblil OpraH UCMOHUTENBHOW BAACTU, OCYLLECTBASIOWMNA (YHKLUN MO KOHTPOIO N HAaA30py B
chepe 34paBOOXPaHEHNs, Mo pe3ynbTaTaM MOHWTOPUHIa 6e3onacHOCT BOMEeAULMHCKNX KIIETOYHBIX
NPOAYKTOB pa3MelllaeT Ha CBOEM OhuLMaNbHOM CaliTe B ceTu "UHTepHeT" MHGOPMaLMIo 0 MPUHATOM
peLleHnn 0 MPUOCTAHOBEHNN NPUMEHEHUS BMOMEANLIMHCKOrO KJIETOYHOr0 NPOAYKTa U (Un) CBA3aHHOM C
HUM peLleHUn 0 BO3MOXHOM BO30OHOBIEHNM NPUMEHEHNSA BUOMEANLNHCKOr0 KETOYHOr0 NPOAYKTa.

CtaTtbsa 43. Nopanok BbiBo3a U3 Poccuiickon Pepepaunn bMoMeanUUHCKNX KIETOYHbIX NMPOAYKTOB
(HanmeHoBaHume B pepakuun ®egepanbHoro 3akoHa o1 04.08.2023 Ne 466-03)

. (HacTb yTpaTtuna cuny - ®egepanbHbii 3aKoH 0T 04.08.2023 Ne 466-D3)

. (HacTb yTpaTuna cuny - PegepasnbHblin 3akoH 0T 04.08.2023 Ne 466-03)

. (HacTb yTpaTtuna cuny - ®egepanbHbii 3aKoH 0T 04.08.2023 Ne 466-03)

. (HacTb yTpaTuna cuny - PegepasbHblil 3akoH 0T 04.08.2023 Ne 466-03)

. (HacTb yTpaTtuna cuny - ®egepanbHbii 3aKoH 0T 04.08.2023 Ne 466-D3)

. (HacTb yTpaTtuna cuny - ®egepanbHbii 3aKoH 0T 04.08.2023 Ne 466-D3)

. BbiBO3 BrioMegmMLUMHCKUX KNeTOYHbIX NPoAYKTOB M3 Poccminckon depepaunm ocywectensercs 6es
NPUMEHEHNS OrpaHNYeHNn, yCTaHOBAEHHbIX NpaBoM EASC 1 (Mnun) 3akoHOAATEIbCTBOM POCCMIACKON
depfepalm 0 BHELLHETOProBON AEATENbHOCTN, €CN UHOE HE YCTAHOBEHO MEXAYHAPOAHbLIMY
aorosopamu Poccuinckon denepaunn.

8. BbiBO3 BUIOMEANLIMHCKNX KNETOYHbIX MPOAYKTOB, NpeAHa3HaYeHHbIX 4J1 FTyMaHUTapPHON NOMOLLN
(copencTeus) nam NOMOLLM NMpKU Ype3BblHalHbIX CUTYaUnsax, n3 Poccninckon degepaumm ocyLecTBaseTCs B
nopsake, ycTaHoBfeHHOM paBuTeNbCTBOM Poccminckon ®epepaLumu.

1
2
3
4
5
6
7

CtaTbs 44.
(CtaTbsa yTpaTtuna cuny - ®egepanbHbiin 3akoH oT 04.08.2023 Ne 466-03)

Cratbsa 45.
(Ctatbs yTpaTuna cuny - ®efnepanbHbin 3akoH oT 04.08.2023 Ne 466-93)

CtaTtbsa 46. PefepanbHblil FOCYAAaPCTBEHHbIN KOHTPOJb (Hafa30p) B chepe obpaleHns GruomeanumMHCKNX
K1€TOYHbIX MPOAYKTOB

1. depepasnibHbI FOCYAAaPCTBEHHBIN KOHTPOb (Haa30p) B chepe obpalleHns buoMe AMLNHCKNX KNeTOYHbIX
NPOAYKTOB OCyLeCTBAAETCA hefepasbHbIM OPraHOM NCAOAHUTENBHOWN BNACTU, OCYLLECTBAAIOLLNM
(PYHKLMN NO KOHTPOJIIO 1N HaA30py B Chepe 34paBOOXPaHEHNS.

2. MpegmeTom enepanbHOr0 rocyaapCcTBEHHOO KOHTPOASA (Hag3opa) B chepe obpalieHns
BMOMeANLIMHCKNX KNETOYHbIX MPOAYKTOB ABASIOTCS:

1) cobniopeHune obs3aTenbHbIX TpeboBaHuin B chepe obpaleHns buoMe NUNHCKMX KNeTOYHbIX MPOAYKTOB,
BKJItOYaA:

a) cobnofeHmne yCTaHOBNEHHbIX HacTosAWw MM PefepasbHbIM 3aKOHOM U MPUHATBLIMW B COOTBETCTBMMN C HUM
WNHBIMW HOPMATMBHbLIMI MPaBOBLIMU akTaMu Poccuinckon ®epepaunm TpeboBaHUN K SOKANHNYECKMM
NCCNeNOBaHNAM, KIMHUYECKUM UCCIef0BaHNSAM, MPON3BOACTBY, peann3aunn, XpaHeHuo,
TPaHCMOPTUPOBKE, BbIBO3Y 13 Poccuninckon Genepauunn, NPUMEHEHNIO, YHUHTOXEHNIO BMOMEANLNHCKNX
KJIETOYHbIX NPOAYKTOB;

6) cooTBeTCTBME BMOMEONLMHCKNX KJIETOYHbIX MPOAYKTOB, HaxoAaWwmxca B obpalleHnmn, nokasaTensam
KayeCcTBa, yCTaHOBJIEHHbIM HOPMATMBHOWN AOKYMEHTaunen Ha 6MoMeANLIMHCKUN KNETOYHbIA NPOOYKT;

2) cobnoeHne MNLEH3NOHHbIX TPeEBOBAHNI K OCYLLECTBIEHNIO AEATEbHOCTM N0 NPOM3BOACTBY
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OrOMeANLIMHCKMX KNETOYHbIX MPOAYKTOB.

3. Mpwu ocylwecTBaeHUU heaepanbHOro rocy4apCTBEHHORO KOHTPONS (Haa3opa) B chepe obpalleHns
BroMeaMLIMHCKUX KNeTOYHbIX MPOAYKTOB MPOBOAATCA Clefytowme Buabl KOHTPOJIbHbIX (HaA30pHbIX)
MepPONPUATUIA:

1) noKyMeHTapHas NpoBepKa;

2) Bble3Has NpoBepKa;

3) BbIBOPOYHbLIN KOHTPO/b Ka4ecTBa;

4) NHCNEKUMNOHHBIN BU3UT;

5) HabnoneHne 3a cobnoneHmnem obs3aTenbHbIX TpeboBaHUN (MOHUTOPUHT 6€30MacHOCTH).

4. BHennaHoBbIN BLIOOPOYHLIN KOHTPOJIb Ka4eCTBa MPOBOANTCA B TOM YKCJie HA OCHOBaHWM NPOrpamMMbl
NpOBEpPOK.

5. MnaHoBbIN BLIGOPOUHLIN KOHTPOJ/Ib Ka4ecTBa B chepe obpalleHns BroMeAnLUNHCKNX KNeTOYHbIX
NPOAYKTOB He MPOBOAMTCS.

6. Hapsagy ¢ pewweHusmu, npegycMoTpeHHbIMU GefiepasbHbiM 3aKoHOM 0T 31 uona 2020 roga Ne 248-03 "0
roCygapCTBEHHOM KOHTPOJE (Haf30pe) U MyHMLMNaAbHOM KOHTposie B Poccuinckon ®egepauun”, no
pe3ynbTaTaM BbIOOPOYHOr0 KOHTPONS pefepasibHbIM OPraHoOM UCMONHUTENbHON BAACTH, OCYLLECTBAAIOLLNM
(OYHKLLMM NO KOHTPOJIIO 1 HaA30py B chepe 34paBOOXPaHEHUS, MPUHMUMAIOTCA CieayoLLme peLlleHuns:

1) o nanbHelwem obpalleHnmn cepun (NapTun) COOTBETCTBYOLLErO BOMEONLIMHCKOrO KNETOYHOM 0O
NPOAYKTa B C/lydae NOATBEPXKAEHUS NO pe3ybTaTaM NpoBeAEHHbIX UCMbITaHUA COOTBETCTBMSA KayecTBa
BroOMeANLIMHCKOr0 KIETOYHOI 0 MPOoAyKTa YCTaHOB/IEHHBIM TpeboBaHNAM;

2) 06 n3bATUN N3 rpakgaHckoro obopoTa cepmm (NapTuK) COOTBETCTBYHOLLEr0 BMOMEANLNHCKOr0
KNeTOYHOro NPOAYKTa B C/lyvae BbIIBAEHWA MO pe3ynbTaTaM NpoBeLeHHbIX UCMbITaHWA HECOOTBETCTBUS
KavecTBa 6MOMEAULMHCKOro KNeTOYHOr0 NPOAYKTa yCTaHOBAEHHbLIM TpeboBaHMAM;

3) o nepeBoae BMOMEANLNHCKOrO KNETOYHOIr0 NPOAYKTa Ha NOCEPUNHbLIN BbIBOPOYHLIA KOHTPOJIb Ka4ecTBa
B C/ly4ae NOBTOPHOIO BbISIBJIEHNSA HECOOTBETCTBMSA KayeCcTBa B1OMeaNUNHCKOro KIETOYHOro NpoayKTa
yCTaHOBEHHbIM TpeboBaHUAM U1 (Npy He0bX0AUMOCTK) 0 NpoBepKe CybbekTa obpalleHuns
BroMeanNLMHCKUX KNeTOYHbIX MPOAYKTOB. Pacxonbl, CBA3aHHbIe C MPOBeAEHNEM NOCEPMINHOIO BbIBOPOYHOrO
KOHTPOAS, OMJIaYnBaOTCa Npon3BoamMTeneM BMOMeaNLIMHCKOr0 KIETOYHOro NpoaykTa Anbo foepxatenem
1nn BnagesbLemM perncTpaLMoHHOro yaoCcToBepeHNS BMOMEeANLMHCKOrO KNeTOYHOr0 NPOAYKTa.

7. OpraHusaums 1 ocywecTBieHne genepasibHOro rocyaapCTBEHHOrO KOHTPONS (Haa3opa) B cdepe
obpaLleHns 6uoMeaNLNHCKUX KNEeTOYHBLIX MPOAYKTOB perynupytotca degepanbHbiM 3aKoHOM 0T 31 uons
2020 roga Ne 248-®3 "O rocygapCTBEHHOM KOHTPOJie (Haa30pe) N MyHMLUMNabHOM KOHTPOJIE B
Poccunckon ®epepaummn’.

8. MonoxeHwve o hefepanbHOM rocyfapCTBEHHOM KOHTpoJie (Haa3ope) B cdepe obpalleHuns
BroOMeANLIMHCKNX KNeTOYHbIX MPOAYKTOB yTBEpXXAAETCA MpaBnTensCcTBOM Poccuiickon ®epepaumm.
(CtaTbs B pepakunm deaepasibHoro 3akoHa ot 11.06.2021 Ne 170-93)

)
)
)
)

CtaTbs 46. MNMporpamMma NpoBepoK

1. B uensx opraHun3saumm BbIBOPOYHOro KOHTPOJIA KayecTBa BIOMEeANLMHCKOrO KIETOYHOr0 MPOLYKTa
hopMumpyeTCcs nporpamMma npoBepok.

2. lns uenen peanusauny NPOrpaMMsl MPOBEPOK NPON3BOAUTENN BUOMEAULNHCKNX KJIETOYHbIX MPOAYKTOB
npefocTaBnsaoT B efiepasibHbll OpraH UCMOHUTENbHON BAACTU, OCYLLECTBASALWNA (QYHKLAN N0
KOHTPOJIO M HAaZ30py B chepe 34paBOOXPaHEHNS, CBeleHUs 0 Cepuax, napTusax buoMeanLMHCKIMX
KNeTO4YHbIX MPOAYKTOB, NOCTynaLwumx B obpaLleHne B Poccuinckon degepaLum, B NopsaKe, COCTaBe U
obbeme, yCTaHOBEHHbIX hefiepasibHbIM OPraHOM UCMOMHUTEbHON BAACTH, OCYLLECTBASIOLWNM PYHKLAN
Mo KOHTPOJIIO 1 HaA30py B chepe 34paBoOXpPaHEHUS.

3. MporpamMmMa NpoBepok hopMMpyeTCs Ha KaneHaapHbI rog Ao 30 nekabps roga, NnpeawecTBYOLWEro
rofy nposegeHns BbI6OPOYHOro KOHTPONA. B cnyyae HacTynneHus cobbiTi, yKasaHHbIX B NOAMNYHKTax "6"
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1 "B" NMyHKTa 2 YacTn 4 HaCTOSALWEN CTaTby, YNOJHOMOYEHHbBIM (hefiepasibHbIM OPraHOM UCMONHUTENbHON
BJIACTU, OCYLLECTBASAOLWMM (PYHKLIMM MO KOHTPOJIIO 1 Hag30py B chepe 34paBOOXPAHEHUS, B CllyYae
HeobXx0A4MMOCTIN BHOCATCSA COOTBETCTBYIOLLME N3MEHEHWS B MPOrpamMMy NpoBepok. MeponpmaTtunsa MoryT
BKJ1tOYATbCSA B MPOrpamMmy NPOBEPOK C YH4ETOM HapyLUEHWIA, BbISIBAEHHbIX B PaMKaX KOHTPOJIbHbIX
(HaA30pHbIX) MEPONPUATUIA 3@ NPebIAYLLNA ro4,.

4. MporpamMma rnpoBepoK COAEPKUT:

1) nepeyeHb BMOMEANLNHCKMNX KNETOYHbIX MPOAYKTOB, 0TOOp 06pa3LoB KOTOPbIX ByAeT OCyLWecTBAATLCS B
paMKax BbIBOPOYHOIro KOHTPOJIS, DOPMUPYEMBIN C YHETOM Pe3ybTaTOB FOCYAapCTBEHHONO KOHTPOSA
(Hap3opa) B chepe obpalleHns BMOMeANLNHCKUX KNETOYHbIX MPOAYKTOB 3a rof, NpeaLlecTBY WM rogy
nposefeHns BbIBOPOYHOro KOHTPOSIS;

2) cobbiTre, HAaCTyNAEHNEe KOTOPOro ABASETCS OCHOBAHMEM AN OCYLLECTBEHNS BbIBOPOYHOr0o KOHTPOJIA U
KOTOPbIM SIBASIETCSA:

a) NoJiy4eHne CBedeHun, npeaocTaBasgeMblX B COCTaBe 1 06beMe, yCTaHOBJIEHHbIX (hefiepasibHbIM OPraHoM
NCMONHUTESIbHOWN BJIACTW, OCYLLECTBASAOWMM (PYHKLMIM MO KOHTPOJIO 1 Haa30py B chepe
3[paBOOXPaHEHUS, 0 cepmax, NAapTUAX BMOMeANLNHCKNX KJIETOYHbIX MPOAYKTOB, MOCTYMaloWmX B
rpaxkgaHckun 06opoT B Poccuinckon depepauni, yKasaHHbIX B MyHKTe 1 HaCTOALLEN YacTu,
OopraHu3aumnsmMmn, oCyLLeCTBAAOLWUMN NPOM3BOACTBO BMOMEONLNHCKNX KIETOYHbIX NPOAYKTOB B
Poccninckon ®degepaunu;

6) nonyyeHme NocTynawLen B NopsaKke, yCTaHOBAEHHOM CTaTbeln 41 HacToswero denepasibHOro 3akoHa,
nHopmaLum 0 NoBOYHbIX AENCTBMAX, HEXXENATENbHbIX PEAKLNSAX, CEPbE3HbIX HEXENATENbHbIX PeakuusXx,
HenpeaBUAEHHbIX HEXEeNaTe bHbIX peakumax Npu NpuMeHeHnn 6MoMeaNLNHCKUX KIETOYHbIX NPOAYKTOB,
06 MHAMBUAYaSIbHON HEMEPEHOCUMOCTW, OTCYTCTBUN 3OHEKTUBHOCTY BUOMEANLIMHCKMNX KNETOUHbIX
npoayKToB, 06 0COBEHHOCTAX NX B3aUMOLENCTBUS C JIEKAPCTBEHHbLIMY NMpenapaTamMn, MeaANLUNHCKUMM
n3penusaMu, NULLEeBbLIMU NPOLYKTaMK, APYrMMy BMOMEANLNHCKUMI KNETOYHbIMU NPOAYKTaMM, a Takxe 06
WHBbIX haKTax 1 06CTOATENbCTBAX, MPEACTABASAIOLMX YIPO3Y XXU3HWN K 3[0POBbI0 YenoBeka anbo
YKMBOTHOIO NPW NPUMEHEHNN BMOMEANLNHCKNX KNETOYHbIX MPOAYKTOB U BbISIBJIEHHbIX Ha BCEX 3Tanax
obpalLeHnsa bnomMeanLUNHCKMX KNETOYHbIX NMPOAYKTOB B Poccuinckon degepaunn n opyrux rocygapcreax;
B) NoJsly4yeHne B COOTBETCTBMM C PefepasibHbiM 3aKoHOM OT 31 miona 2020 roga Ne 248-03 "0
roCyfapCTBEHHOM KOHTPOJIE (Haf30pe) U MyHMLUMMNaAbHOM KOHTpose B Poccuiickon degepaunn” ceegeHun
0 NPUYUHEHNN Bpeda Uan 06 yrpo3e NpUYMHEeHUs Bpeaa XnU3HKW, 300P0BbI0 FpaXdaH.

(LononHeHune cTaTben - PeaepasibHblil 3aKoH 0T 11.06.2021 Ne 170-93)

CtaTbs 47. OTBETCTBEHHOCTb 3a HapylleHne 3aKoHoaTenbCcTBa Poccminckon depepauun 06 obpalyeHnm
BMOMEeAULIMHCKIX KNETOYHBIX MPOLYKTOB

HapyLlueHne 3akoHogaTenscTBa Poccuinckon ®enepaumm 06 obpalieHnn BMoMeaNLNHCKINX KNETOUYHbIX
NPOAYKTOB BneYeT 3a cobon HacTynsieHne OTBETCTBEHHOCTU B COOTBETCTBUM C 3aKOHOA4ATEbCTBOM
Poccuinckon ®epepaumu.

CTtaTbs 48. Bo3MellleHne Bpeaa, NPUYNHEHHOT 0 XXU3HU 11 300POBbI0 rPaXk[iaH BCIeACTBUE NPUMEHEHUS
BroMeANLIMHCKUX KNETOYHbIX MPOOYKTOB

1. Npon3BoanTENb BUOMEANLIMHCKOrO KIETOYHOr0 NpoaykTa 0653aH BO3MECTUTb Bpes, NPUYUHEHHBbI
)KU3HW, 3[10POBbIO FPaXK[aH BCNeACTBIE NPUMEHEHNS BUOMEANLMHCKOrO KIEeTOYHOro NpoayKTa, ecu
[0Ka3aHO Ha/nyne OIHOro U3 ciedytoLnmx 0b6CToATeNbCTB:

1) 6UOMEeANUMUHCKUIA KNETOYHBIA NPOAYKT MPUMEHSIICA MO Ha3HAYEHNIO B COOTBETCTBUM C MHCTPYKLMEN MO
NpUMEHEeHU0 6UOMEANLIMHCKOrO KIETOYHOM0 NPOAYKTA M MPUYMHON Bpeaa XU3HU, 300PO0BbI0 rpaXKaaH
SBUNOCh NPUMeEHeHNe HelobpoKa4YecTBEHHOro BUOMEeANLIMHCKOrO KNETOYHOM0 NPOAYKTa;

2) NPUYMHOI Bpeaa XU3HM, 3[0POBbI0 FpaXkaaH sBUAaCk HEJOCTOBEPHAs NHAOPMALINS, COOEPXKaLLAsnCs B
WHCTPYKLMMN MO NPUMEHeHN0 BUOMeANLMHCKOro KJAeTOYHOro NpoayKTa.
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2. OpraHu3auus, B KOTOPOI NpUMeHSeTCs BMOMEeAULIMHCKIIA KNEeTO4HbIA NPOAYKT, 0653aHa BO3MECTUTb
BpeA, NPUYUHEHHBIN XU3HW, 300POBbLI0 FPaXxAaH BCAeACTBME NPUMEHEHNS BUOMEANLNHCKOMO KIETOYHOMO
NPOAYKTa, eCNN [OKa3aHo, YTO MPUYMHON Bpefa U3HU, 340POBbI0 rPaXKAaH SBUIOCL NMPUMEHeHne
H6roMeaNLIMHCKOr0o KNIETOYHOI0 MPOAYKTa C HapyLLUEHUEM MHCTPYKLUN MO €ro NPUMEHEHMIO.

3. Bo3melleHue Bpefa, NPUYNHEHHOMO XKN3HW, 3L0POBbI0 FpaXKAaH BCAELCTBNE NPUMEHEHNS
BMOMeaNLIMHCKOro KNeTO4YHOro NPoAyKTa, OCYLLEeCTBASETCS B COOTBETCTBUN C 3aKOHOAATEbCTBOM
Poccuiickon ®epepaumm.

CtaTbs 49. [Mopagok BCTYMJIEHMA B CUy HacToalwero defepanbHOro 3akoHa

1. HacTtoswmin ®degepanbHbiil 3aKOH BCTynaeT B cuay ¢ 1 sHBapa 2017 rofa, 3a NUCKJIIOYEHNEM MOJIOXKEHUN,
L1 KOTOPbIX HAacTosALWen CTaTbeN YCTAHOBJIEH UHOW CPOK BCTYMJIEHUS UX B CUAY.

2. 4acTb 2 v NyHKT 2 YacTu 5 ctateun 35 HacToswero defepasibHOrO 3aKOHa BCTYNatT B Cuy € 1 aHBaps
2018 ropa.

Mpe3npeHT Poccuinckon ®epepauuu B.NyTnH

MockBa, KpemJib
23 nioHa 2016 roga
Ne 180-03
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