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Cratbsa 1. MpeameT perynmpoBaHus Hactoawero PeaepanbHOro 3akoHa

1. HacTtoawmin @PepepanbHbli 3aKOH peryavpyet OTHOLWEHMA, BO3HMKAlOWMe B CBA3U C
pa3paboTKon, OOKAMHUYECKMMWU WCCNELOBAHUAMM, KANHUYECKUMMU UCCNEen0BaHUAMMW, 3SKCMEPTU3OM,
rocyfapcTBEHHOW pPerncTpaumnen, Nnpon3BoACTBOM, KOHTPOJIEM KAyecTBa, peanmsaumen, NnpuMeHeHnem,
XpaHeHWeM, TPaHCMOPTUPOBKOW, BBO3OM B Poccuiickyio Pepepaumio, BbIBO30OM U3 Poccuinckomn
depepaumn, YHUUTOXKEHUEM OUOMEOMULMHCKUX KNETOYHbIX MPOAYKTOB, NpeAHasHauyeHHbIX A5
NPOPUNAKTUKM, ANATHOCTUKU WU fleyeHua 3abosieBaHU WAM COCTOAHWUM MNaUMEHTa, COXPaHeHus
6epemMeHHOCTM U MeAMUMHCKOW peabunutaumm nauueHta (manee - obpalleHue 6MOMeAULMHCKUX
KNETOYHbIX MPOAYKTOB), a TaKXKe peryaMpyeT OTHOLWIEHMA, BO3HMKaloWMe B CBA3M C [OHOPCTBOM
610/10rM4YECKOro MmaTepmnana B LLeasx NpoM3BoACTBa BUOMEAULIMHCKMX KNETOYHbIX MPOAYKTOB.

2. [JelictBMe HacToAwero ®deaepanbHOro 3akKoHa He pPacnpoOCTPaHAETCS Ha OTHOLWEHWUS,
BO3HMKalOWMe Npu pa3paboTke U NPOU3BOACTBE NIEKAPCTBEHHbIX CPEACTB U MeAULMHCKUX U3aenui,
[OHOPCTBE OPraHOB W TKAHEW YeNoBEKa B LEeNsX UX TpaHCnAaHTauuu (nepecagku), 4OHOPCTBE KPOBU U
€e KOMMOHEHTOB, MPW UCNONb30BAaHUW MNOJIOBbIX KNETOK YesloBeKa B UefAX NpUMeHeHus
BCMOMOTaTe/IbHbIX PENPOAYKTUBHbIX TEXHONOIMIA, a TaKXe Ha OTHOLWEHUs, BO3HMKalowue npwu
0b6pallleHMM KNEeTOK 1 TKaHEN YeN0BEKa B HayUYHbIX U 06pa30oBaTe/ibHbIX LEensx.

CraTbA 2. OCHOBHbIE NOHATHUA, MCnoab3yemble B HACTOALLEM dDe/J,epaanOM 3aKOHEe

B HacToAwem denepanbHOM 3aKOHE UCMONb3YHOTCA C/ieaytolMe OCHOBHbIE MOHATUA:

1) 6MOMEAMUMHCKUA KNEeTOYHbIA MNPOAYKT - KOMMJIEKC, COCTOALWMMA M3 KAETOYHOM JINHUK
(KNeTouYHbIX NMHUIA) N BCMOMOraTe/bHbIX BELLECTB MO0 U3 KNAETOUYHOW SIMHUM (KNETOUHbIX NUHWUIA) U
BCMOMOTraTe/IbHbIX BELWEeCTB B COYETaHMM C MNPOWEAWNMN TFOCYAAPCTBEHHYIO  PEerMcTpaumio
NleKapCcTBEHHbIMM NpenapaTaMn AN MegULUMHCKOro NpUMeHeHun (ganee - NekapcTBeHHble Npenaparbl)
n (MNn) MegULMHCKUMWN U34eNNAMU;

2) peanusauma OMOMEAMUMHCKOrO K/AETOYHOrO MpoAyKTa - nepefadya OMOMEOUUMHCKOro
KNETOYHOro NPoAyKTa Ha BO3Me34HOM OCHoBe U (MKn) Ha 6e3Bo3me3gHOM OCHOBE;

3) ayTO/IOrMYHbIN OUOMEONLMHCKUI KNETOYHbIM MNPOAYKT - OUOMEAMUMHCKUA  KNeTOYHbIN
NPOAYKT, COAEep’Kalluii B CBOEM COCTaBe K/JETOUHYIO JIMHWUIO (KNETOYHble NIMHUMK), MOAYYEHHYIO U3
61oI0rMYeckoro maTepurana onpeneneHHoro YenoBeka, U NpegHasHayeHHbIA 414 NPUMEHEHMA 3TOMY
)K€ UesioBeKy;

4) annoreHHbii 6UOMEANLMHCKMIA KNETOUHbIN NPOAYKT - BUOMEAMLMHCKMIA KNETOUHbIA NPOAYKT,
coAepXalwmii B CBOEM COCTaBe K/AETOYHYIO JIMHUIO (KNeTOYHble JIMHWUKM), NONYYEeHHY U3
61o1I0rMueckoro maTepmana onpeaeneHHoro YenoBekKa, U npeaHasHavyeHHbIn An8 NPUMEHEHMA APYrUMm
noaam;

5) KOMBUHUPOBAHHbLIN BUOMEAULMHCKUIA KNETOUHbIA NPOAYKT - BUOMEAUUMUHCKUIA KNeTOYHbIN



NPOAYKT, COAEpP’KallMi B CBOEM COCTaBE K/ETOYHble JIMHWUMK, MO/yYeHHble U3 BMoIorMYeckoro
mMmaTepuana HeCKONbKUX loAen, U npeaHasHauYeHHbI ANA NPUMEHEHUSA OJHOMY U3 HUX;

6) obpasel, BUOMEANLMHCKOTO KAETOYHOrO MPOAYKTa - BUMOMEAMLMHCKUIA KNETOUYHbIM NPOayKT
UM ero 4acCrtb, nojsydyeHHble B UeNAX U3y4yeHuUA ero CBOVICTB, B TOM 4Yucne AnAa OuUeHKU KayecCTBa
6MomMeaMUMHCKOTO KNeTOYHOro NpoayKTa U ero 6esonacHocTy;

7) KNeTo4YHaA NTMHUA - CTaHAaPTU30BaHHAA nonyaaumna KNeTok o4HOro tuna ¢ BOCNpPomn3sBoAMMbIM
KNeToO4YHbIM COCTaBOM, MOJiydeHHaA nytem WU3bATUA U3 OpraHM3ma 4YesoBekKa buonornyeckoro
mMaTepkhana C nocneayrowmm KynbTuBnpoBaHMeEmM KNeTOK BHE OpPraHM3ma 4Ye/10BekKa,

8) BCnomoraTtenbHble BewWecTBa - BeleCcTBa HEOPraHWMYeckoro MAM  OpraHM4Yeckoro
NPOUCXOXKAEHNA, UCMNOJIb3yeMble MNP pa3paboTke M Npou3BoAcTBE OMOMEAMLMHCKOTO KNeTOYHOro
NpPoAyKTa;

9) 6uonormyecknin matepuan - GUONOTNYECKUE HKUAKOCTU, TKAHW, KAETKWU, CEKPETbI U NPOAYKTbI
KU3HEAeATeNbHOCTN 4YenoBeka, PU3MONOrMYEecKMe U MATONIOTMYECKUE BbIAENEHWUA, MA3KM, COCKOObI,
CMbIBbl, BMONCUIAHBIA MaTepuan;

10) noHop 6Monornyeckoro matepuana (fanee TakKe - AOHOP) - YESIOBEK, KOTOPbIM NPU KU3HU
npeaocTasmn 6MONOTMYECKUIA MaTepUan, AN YEOBEK, Y KOTOPOro BMONOrMyYecknii matepuman noay4veH
nocne ero CMepTu, KOHCTAaTUPOBAHHOW B MOpPSAAKE, YCTAHOBAEHHOM 33aKOHOAATE/NbCTBOM POCCUIACKOM
depepauny;

11) poHopcTBO 6MONOrMYECKOro MaTepuana - MpPOLEecc MNOCMEPTHOro NpefocTaBAeHuUs
6uonornyeckoro matepuana (ganee - NOCMepTHOE AOHOPCTBO) UAWN MPUNKMIHEHHONO NPEAOCTaBNEHUA
6uo1I0rMyeckoro matepuana (ganee - NPUKU3HEHHOE IOHOPCTBO);

12) HopmaTUBHaA AOKYMEHTauUsa Ha BUOMEANLMHCKUIA KNETOUYHbIA NPOAYKT - pa3pabaTbiBaemblii
npoussoguTenem 6GUOMEAMLMHCKOrO KJ/IETOYHOrO MPOAYKTa [OOKYMEHT, COAepXKaliui rnepeyeHb
nokasaTtenen KayecTBa GMOMEAMLMHCKOrO K/JETOYHOro MpoAyKTa, onpeaensieMblx MO pesynbTaTam
COOTBETCTBYIOLWMX 3IKCNEpTU3, U MHOOPMALMIO O MEeToZax KOHTPO/AA KayecTBa GUOMeaMLMHCKOro
KNETOYHOTro NPOAYKTa;

13) KauyecTBO 6MOMEAMULMHCKOrO KNETOYHOrO NPOAYKTa - COOTBETCTBME BUMOMEAMUMHCKOro
KNETOYHOro NPoAyKTa TpeboBaHMAM HOPMATMBHOW LOKYMEHTALMU HA BUOMEANLMHCKUIA KAETOYHbIN
NPOAYKT,

14) 6e3onacHOCTb BUOMEAULMHCKOTO KAETOYHOMO MPOAYKTA - XapaKTepUCTUKa BUMOMEANLNHCKOTO
KNETOYHOro MnpoAyKTa, OCHOBAaHHAaA Ha CPaBHUTENIbHOM aHanuse ero 3¢QPeKTUBHOCTM M pPUCKa
NPUYNHEHNA BPEAA *KMU3HM U 340POBbI0 YENOBEKA NPU €ro NPUMEHEHUN;

15) 3ddeKTUBHOCTD OMOMEAMUMHCKOrO KNETOYHOro MPOAYKTa - XapaKTepUCTUKA CTeneHu
NOJIOXKUTENIbHOTO BAMAHUA BUOMEANUMHCKOTO KJAETOYHOrO NPOAYKTa Ha TEYEHME, NPOLOIKUTENBHOCTD
3aboneBaHMA WAM COCTOSHMA NMBO Ha WX NpenoTBpalLleHMEe, Ha COXpaHeHWe b6epemMeHHOCTM, Ha
MeANUMNHCKYIO peabunmnTaumio NaumneHTa;

16) nNpPOTOKON KAMHUYECKOrO WCCAefoBaHMA OUOMEAMUMHCKOIO K/AETOYHOrO NpoayKTa -
OOKYMEHT, Onpeaenaiolmii  Leam KANHWUYECKOro WCCNeaoBaHna OUOMEAMUMHCKOTO  KNETOYHOTO
npoaykTa, $opmbl €ro opraHM3aLMmM U MeTOLONOINI0 NPOBEAEHMUSA, CTaTUCTUYECKME MeToAbl 06paboTKM
pe3ynbTaToB MCCNeA0BaHMA M Mepbl Mo obecrneyeHnto 6e30MacHOCTM MaLMEHTOB, Y4YacTBYIOWMX B
KMHUYECKOM UCCnefoBaHUM BUMOMEANLNHCKOTO KNETOYHOTO NPOAYKTa;

17) nHGOPMALMOHHbIW IMCTOK NALMEHTa - LOKYMEHT, B KOTOPOM B AOCTyMNHOM dopme M3N0xKeHa
MHPOPMALMA O KAMHUYECKOM MCCAefOBaHUUM OBUMOMEAMLMHCKOrO KNETOYHOIo NPOAYKTa, ero uensx,
NniaHe MNPOBEAEHMA M BO3MOMKHbIX PWUCKaX, COCTaBe OMOMEOMLMHCKOrO KAETOUYHOro MpPOoAyKTa M
COOEPKUTCA MNUCbMeHHoe A06pOBO/MIbBHOE cornacMe MauMeHTa Ha  y4vyacTMe B KJAMHUYECKOM
nccnenoBaHNN bUOMeANLMHCKOTO KNETOYHOTO NPOAYKTa;

18) peructpaumoHHoe yAocToBepeHue BMOMEIMUMHCKOTrO K/AETOYHOrO MPOAYKTa - AOKYMEHT,
noATBepXAaoWMit GakT rocyapcTBEHHOM perncTpaumm bMoMeaNUNHCKOTO KNETOYHOTO NPOAYKTa;

19) npousBoauTeNb BUOMELMULMHCKOTO KAETOYHOTO MPOAYKTA - OPraHM3aLms, OCyLLEeCTBAAOLWAA
npou3BoACTBO OMOMEANUMHCKOTO KAETOYHOrO MNPOAYKTa Ha OAHOW CTaAuMW, HECKONbKMX MU BCEX
CTaamMsaX TEXHOMOMMYECKOro NPOLLecca B COOTBETCTBUM C JIMLLEH3UEN Ha OCyLecTBAeHWE AeATeNbHOCTH
no NPou3BOACTBY BMOMEANULNHCKUX KNETOYHbIX NPOAYKTOB;

20) noboyHoe pelicTBME - peakuus oOpraHM3Ma YesloBeKa, CBA3aHHAA C MNPUMEHEeHUEM
6MOMEeANUMHCKOTO KNETOYHOMO NPOAYKTa B COOTBETCTBMM C MHCTPYKLUMEN MO €ro NPUMEHEHUIo;



21) HexenaTenbHasa peakums - HebnaronpuATHaA peakuus opraHM3ma YenoBeKa, KOTopana MOoXeT
6bITb CBA3aHa C NPUMEHEHNEM BUOMEANLIMHCKOrO KNETOYHOro NPOAYKTa;

22) cepbe3Has HexenaTeNbHas peakumsa - HebiaronpuATHaA peakuus OpraHM3ma YesioBeKa,
KOTOpasA CBfA3aHAa C MNPUMEHEHMEM OMOMEOMLMHCKOrO KAETOYHOro NpPOAyKTa B COOTBETCTBUM C
WHCTPYKLMEN NO ero NpUMeHeHUI0, NPUBEALIAA K CMEPTU, BPOMKAEHHbIM aHOMAAUAM UM MOPOKam
pa3suTMA IMbo npeacTaBastowlan cobon yrposy »KU3HU YyenoBeka, Tpebytowan rocnutaamsaummn anbo
npuBeALLaA K BPEMEHHOM yTpaTe TPYA0CNOCOOHOCTM UAM K MHBANULAHOCTY;

23) HenpeaBuAEHHAs HexKenaTeNbHas peakuusa - HebnaronpuaTHaa peakuus OpraHusma
YyesioBeEKA, KOTOPas CBA3aHa C NPUMeHeHneM BUOMEeANLMHCKOTO KNEeTOYHOIO NPOAYyKTa B COOTBETCTBUM
C NPOTOKO/JIOM K/JMHUYECKOFO WUCCAefOoBaHUA BMOMEAMUMHCKOrO KAETOYHOro NpoayKkTa, 6pouopoit
nccnefoBaTens WAM WUHCTPYKUMEN Mo ero NPMMEHEHUIO U CYLLHOCTb, TAMECTb W MUCXOA KOTOPOWN He
COOTBETCTBYIOT MHbOPMALUN O BUOMEANLMHCKOM KAETOYHOM MPOAYKTE, COAEPrKaLLENCA B YKa3aHHbIX
OOKYMEHTaXx;

24) danbcMdUUMPOBAHHBLIN  BUOMEANUMHCKUIN  KNETOUYHbIM  NPOAYKT - 6GUOMEeAULMHCKUIA
KNETOYHbIW NPOAYKT, NpeAHaMepPEHHO COMNPOBOXKAAEMbIN NIOXKHON MHbOPMaLMEN O ero cocTase U (1au)
npoussoguTene;

25) HepobpoKayecTBEHHbIM OUOMEAUUMHCKMIA  KNETOYHbIA MPOoAYKT - 6UOoMeaULMHCKUIA
KNETOYHbIA MNPOAYKT, He COOTBETCTBYIOWMIA TpeboBaHMAM HOPMATMBHOM AOKYMEHTauuMM Ha
6MOMEANUNHCKUIA KIETOUYHbIN NPOAYKT;

26) KOHTpadaKTHbIN BUOMEAULMHCKUIA KNETOUYHbIN MNPOAYKT - OMOMEAMUMHCKUIA KAETOYHbIN
NPOAYKT, HAXOAALLMICA B 06paLLEeHMM C HapyLeHNEM FPaXKaaHCKOro 3aKOHOA4ATeNbCTBa;

27) [OKNMHMYECKoe ucc/efoBaHUMe BUOMEAMLMHCKOTrOo K/ETOYHOro NpoAyKTa - 6Mosornyeckue,
MWKpPOBMONOrnMYeckme, UMMYHONOTMYECKME, TOKCUMKONOTrMYEecKne, dapmaKkonornyeckne, ¢usmyeckume,
XMMUYECKME U [pYyrMe UCCneaoBaHMA BUOMEeaULMHCKOTO KNEeTOYHOrO MPOAYKTa B LENAX BblfBAEHUS
cneundmryeckoro MexaHnama AencTBUA TaKoro NPoayKTa, NoyvyeHna AOKa3aTeNnbCcTB ero 6e30nacHoCTy,
KayectBa M 3OEKTUBHOCTM, MpPeALecTBYOWME KANHMYECKOMY MWCCAed0BaHUID OGUOMeAULMHCKOTO
KNETOYHOro NPOAYKTa;

28) KAMHMYECKoe ucc/efoBaHUMe 6UMOMEAMUMHCKOrO K/JAETOYHOro npoayKTa - u3ydyeHue
NPOGUNAKTUYECKUX, ANATHOCTUYECKMX, JieyebHbIX, peabuanTauMoHHbIX CBOWCTB OMOMELMULIMHCKOro
KNETOYHOro NPoAyKTa B NpoLecce ero NpMMeHeHUs YesioBeKy B LLenAX MoJyvYeHUa AO0Ka3aTenbCTB ero
6e3onacHOCTN N 3PpPEKTUBHOCTU, AaHHbIX O MOBOYHbIX AENCTBUAX TAKOrO NPOAYKTA U HexenaTesbHbIX
peaKkumsax, CBA3AHHbIX C €ro NpMMeHeHWem, a Takxe 06 sddekTe BlaMMoOeNCTBMA MUCCedyemoro
6MOMEANUMHCKOrO KNETOYHOro MpoAyKTa C APYrMMU BUOMEAMUMHCKMMMKU KNETOYHbIMU MPOAYKTaMMU,
JIeKapCTBEHHbIMM Npenapatamm U (M) MeaUUNHCKUMU U3AeNUAMU, NULLLEBbIMU NPOAYKTaMU;

29) MHOrOUEHTPOBOE K/AMHMYECKOE UCCNeAOoBaHME BMOMEAUUMHCKOrO KNETOYHOro NpOoAyKTa -
KNMHUYECKOE UCCNefoBaHNe BMOMEeAMUMHCKOro KAETOYHOro NpoAyKTa, NpoBoAMmoe B ABYX U 6onee
MeAUNLMHCKMX OpraHM3aumsax no eaMHOMY NPOTOKOY KAMHUUYECKOTO McCneaoBaHua bMomeaMUnMHCKOro
KNETOYHOro NPoAyKTa;

30) mexayHapoAHOE MHOFOLLEHTPOBOE KJ/AWHUYECKoe uccieaoBaHMe BuomeamuMHCKOro
KNEeTOYHOro MpoAyKTa - KAWHUYEeCKoe wucciefioBaHUe OMOMEAMLMHCKOrO KNETOYHOro MpPOAYKTa,
NpoBOAMMOE B PAas3/IMYHbIX CTPaHax No eaMHOMY MPOTOKO/lY K/AMHWYECKOro MccnenoBaHua
61MOMeANUNHCKOrO KNETOYHOTO NPOAYKTa;

31) nocTperucTpaumoHHOe KANHUYECKOe McciedoBaHne BMoOMeaNLMHCKOTO KEeTOYHOro NpoayKTa
- KAWMHMYEeCKoe uccnepoBaHMe OMOMEAMUMHCKOro K/AEeTOYHOro npoayKta, obpallieHue KOoToporo B
Poccuitickoit  Pepepaumm  ocywecTBAsAeTcs Nocie  rocyAapCTBEHHOM  pernctpaumm, B Lenax
AononHuTeNnbHoro cbopa AaHHbIX O ero 6e3onacHoCcT N 3PPEKTUBHOCTM, PacLUMPEHUs NOKa3aHUM K
NPUMEHEHUIO TaKOro BMOMEAUUMHCKOro KAETOYHOro NPOAYKTa, a TaKKe BblABNEHMA HeXKenaTeNbHbIX
peaKunit Ha ero NpMMeHeHue.

Cratba 3. MpuHUMNbI OCYWECTBAEHUA AeATenbHOoCTM B chepe obpalleHns 6uomeanLUHCKUX
KNETOYHbIX MPOAYKTOB

MpUHUMNAMN OCYLLECTBAEHMA AeATENbHOCTU B chepe obpalleHUs BUOMEANLMHCKUX KNETOUYHbIX
NPOAYKTOB ABAAIOTCA:



1) no6poBOIbHOCTL M 6€3BO3ME3AHOCTL AOHOPCTBA BUOOrMYECKOro maTepurana;
2) cobnoaeHme BpauebHoM TalHbl U MHOW OXPaHAEMOMN 3aKOHOM TalHbI;

3) HegONYCTUMOCTb KYNAU-NPOAaXKN BMONOrMYECcKoro maTepmana;

4) HepOMYyCTUMOCTb CO34aHMA 3MOPUOHA 4YesloBeKa B LEeNsX NpousBoAcTBa BMOMEANLUHCKUX
KNETOYHbIX NPOAYKTOB;

5) HemonycTMMOCTb WMCMNOJIb30BaHUSA ANnA  pa3paboTKM, NPoOM3BOACTBA W MPUMEHeHusA
OMOMEANUMHCKMX  KNETOYHbIX MNPOAYKTOB OMONOIMYECKOro martepuana, MOJYYEeHHOro  nyTem
npepbiBaHMA NpoLLECCA PA3BUTUA SMOPUOHA MAM NNOLA YENOBEKA MM HAPYLLEHWA TaKOro npoLecca;

6) cobnogeHne TpeboBaHMI BMoorMyeckon 6e3onacHoOCTU B LEAX 3alMTbl 340P0BbSA JOHOPOB
61oN0rMyeckoro matepuana, paboOTHUKOB, 3aHATbIX Ha MPOU3BOACTBE OMOMEAMLMHCKMX KNETOYHbIX
NPOAYKTOB, MeANUMHCKNX pabOTHUKOB, MALUMEHTOB U OKPY*KatoLen cpeapl.

Cratbs 4. MpUroToBAEHNE KNETOYHOMN INHUU

1. NpuroToBNEeHNE KNETOYHOM AMHWUK, NPesHA3HAYEeHHOM ANA NPOU3BOACTBA HBUOMEAMULIMHCKUX
KNETOYHbIX NPOAYKTOB, BKAOYAET B ceba noayvyeHne BMONOrMYECKOro matepuana, ero uccnegosaHue,
BblAeNEHNE M3 HEro K/eToK, UX Ky/NbTUBMPOBaHWME M MOAUdMKaLMI0O BHe OpraHM3ma 4enoBeKa,
noslyyeHMe CTaHO4APTM30BaHHOW MNONYAAUMW KNAETOK M OLLEHKY COOTBETCTBMA MOMYNAUMM KIETOK
cneumduKaLmMm Ha BGMOMEAUULMHCKMIA KNETOYHbIA MPOAYKT, COAEp’Kallei cBefeHWA, YCTaHOB/EHHbIE
cTaTbel 7 HacToAwero PeaepanbHOro 3aKoHa.

2. na NpuUroToBaeHUs KAETOYHOW JIMHUM UCMONb3YHOTCA UCKAOYUTENbHO KNETKU YeN0BEKa MU
yesioBeKa, B OTHOLWEHMM KOTOPOrO KOHCTAaTMPOBaHa CMepTb B MOpALKe, YCTaHOBJEHHOM
3aKoHoAaTenbcTBOM Poccuiickoit ®eaepauymm.

3. NonyyeHne M MCNoONb30BaHWE A8 NPOM3BOACTBA OUOMEAMLMHCKUX KNETOYHbIX MPOAYKTOB
61M0N0rMYEeCcKoro maTepuana HeyCTaHOB/EHHbIX /L, KOTOPble NO COCTOAHWUIO 340POBbA, BO3PACTY WM
WHbIM MPUYMHAM HE MOF/IM COOBLWNTL AaHHbIE O CBOEN IMYHOCTU, B OTHOLLEHMWN KOTOPbIX BNOCEACTBUN
KOHCTAaTUPOBaHa CMepTb B NOPAAKE, YCTAaHOBJEHHOM 3aKoHoAaTenbcTBOM Poccuitickoii depepaumm, un
Ha MOMEHT NoJiy4eHUA BUONOrMYeCcKoro matepumana AaHHble O IMYHOCTU KOTOPbIX HE YCTaHOB/EHDI, He
JonycKatoTes.

CtaTbsa 5. PazpaboTKa BUOMEANLMHCKMX KNETOUYHBIX NPOAYKTOB

1. Pa3paboTKka BMOMEANLMHCKMX KNETOYHbIX NPOAYKTOB npeAcTasaseT coboi npouecc co3aaHms
6MOMEANLMHCKOTO KNETOYHOro NPOoAYKTa U TeXHOIOMMK ero NPon3BoAcTBa.

2. ®uHaHcoBoe obecnedyeHne pas3paboTKM BUOMEAULMHCKUX KAETOUHbIX MPOAYKTOB MOMKET
OCYLLLECTBAATHLCA 3a CYET:

1) 6104KeTHbIX accUrHoBaHU peaepanbHOro 6oaXKeTa;

2) 61oAKeTHbIX accMrHoBaHM BloarKeToB cybbekToB Poccuiickon deaepaunu;

3) cpeacTs pa3paboTiMKOB BUMOMEANLMHCKNX KNETOYHbIX NPOAYKTOB;

4) MHbIX UCTOYHMKOB, He 3anpeLleHHbIX 3aKoHo4aTenbCTBOM Poccuitickon deaepaumm.

3. MpaBa pa3paboTunKka BUOMEANUMHCKOTO KNETOYHOIO NPOAYKTa OXPaHAKTCA B COOTBETCTBUM C
rpax4aHCKMM 3aKOHOA4ATENbCTBOM.

CraTba 6. JOKAMHMYECKoe nccnegoBaHme 6MOMEAMLI,MHCKOI'O KNIETOYHOro NPoAyKTa

1. [oknuHuyeckoe uccnefoBaHMe OMOMEAMUMHCKOTO KAETOYHOrO MNpoAyKTa MPOBOAMUTCA Ha
MOAENMPYEMbIX B OPraHmM3me KMBOTHbIX IMBO BHe }KMBOFO OPraHM3ma MaTo/IOrMYEcKUX npoleccax,
NPOTEKAOLWMX B OPraHM3Me YenoBeKka, U (MM) NaToNOrMYECKUX COCTOAHMAX YesIoBeKa, MPU KOTOpPbIX
npeanonaraeTcd NPUMEHATb paspabaTbiBaemblii BUOMEANLMHCKUIA KNETOYHbIN MPOAYKT, @ TaKKe Ha
MOAEeNsAX, MNO3BOMIAIOWMX BbIABUTb CNeUUPUYECKMN MEXaHU3M [eNCTBMA TaKoro MnpoayKTa, ero
3pPeKTUBHOCTb U H€30NaCHOCTb.

2. Mo pesynbTaTaM MNPOBEAEHHOrO AOKJAMHWYECKOro WcCcaefoBaHusa BUMOMEAMUMHCKOro
KNETOYHOro MpoAyKTa opraHM3aums, KoTopas NpPoBOAMIA AOKIUMHUMYECKOEe UcCcnenoBaHWe, COCTaBaseT
OTYET O [AOKJAMHWYECKOM WCCAeAOBaHUM OUOMEAMUMHCKOrO KAETOYHOro NpoAyKTa, CoAeprKalyumii



onucaHue, pesynbTaTbl U aHaN3 pe3y/bTaToB AOKAMHMYECKOTO UCCNeA0BaHUA, a TaKXKe 3aK/IoUYeHne o
BO3MOXHOCTU NPOBEAEHWNSA KNMHUYECKOTO UCCAea0BaHMA BUOMEANLMHCKOTO KIETOUHOIo NPOAYKTa.

3. MpaBuna npoBeAeHUA AOKJAMHUYECKMX UCCNeAoBaHUA BUOMEAULMHCKUX  KIETOUHbIX
NPOAYKTOB, BKAOYana TpeboBaHUA K KBaNUPUKALMM CMELMaNUCTOB U MaTepManbHO-TEXHUUYECKON base
Hay4YHbIX OpraHu3auuii, obpasoBaTe/bHbIX OpraHU3aUMii Bbicllero obpasoBaHMA, 0b6pasoBaTe/bHbIX
opraHuMsauuit  AONOJIHUTENbHOrO  NPOdeccMOoHasbHOrO  06pas3oBaHMA,  MHbIX  OpraHusauumn,
YCTaHaB/NMBAKOTCA NpaBuUIaMnN HaaNexallen NpakTUKM no paboTte ¢ BUOMEANLMHCKUMU KNETOUYHbIMU
NPoOAYyKTaMu, YyTBEPKAaeMbiMU deaepasibHbiM OPraHOM WCMOAHUTENbHOW BAACTWU, OCYLLECTBAAOLWMUM
dYHKUMM no BblpaboTKe U peanusaluu rocyaapCTBEHHOW MONUTUKM WU HOPMATUBHO-MPaBOBOMY
perynmpoBaHuio B cdepe 34paBoOXpaHeHusa (Janee - YNOAHOMOYEHHbIN deaepanbHbii opraH
NCNOSIHUTENbHOW BNACTH).

4. duHaHcoBoe obecneyeHne AOKAMHUYECKMX WCCAEAO0BaHUIN OUMOMEAUUMHCKMX KIETOUYHbIX
NPOAYKTOB MOXET OCYLLLECTBAATLCS 33 CYET:

1) 6104KEeTHbIX accUrHoBaHUN peaepanbHOro 6IoaXKeTa;

2) 6roAKeTHbIX accMrHoBaHM BloarkeToB cybbekToB Poccuiickont Peaepaunu;

3) cpeacTs pa3paboTyMKoB BUOMEANLMHCKUX KNETOYHbIX MPOAYKTOB;

4) NHbIX UCTOYHUKOB, HE 3anpeLLeHHbIX 3aKoHoAaTenbcTBOM Poccuickon deaepauymu.

Cratba 7. CneuuduKauma Ha BomMeaULMHCKMIA KNETOUHbIA NPOAYKT

1. Ha Kaxapih pa3paboTaHHbIN OBUOMEAMUMHCKUI  KNETOYHbIA MNPOAYKT, Npoweawmi
OOK/MHUYECKoe wuccnepoBaHue, pa3pabotyMkom 6OGUOMEAMUMHCKOTO KNETOYHOTo NpoAyKTa Wau
npoussogutenem  BMOMEAMUMHCKOTO  KNETOYHOTO  MPOAYKTa  COCTaBnsetca  crneunduKaums,
npeacrasasiollas cobon AOKYMEHT, coAepalluii cBedeHMA O Tune (ayToNIOrMYHbIN, anNoreHHbIN,
KOMBWHMPOBAHHbIN) BMOMEAMUMHCKOIO K/AETOYHOrOo MPOAYKTa, €ero KayecTBEHHOM COCTaBe M
KOJIMYECTBEHHOM COCTaBe, OMONOTMYECKUX U UHbIX X3apPaKTEPUCTUKAX KAETOYHOW JIMHWUK (KNETOYHbIX
JIMHUIA) 1 BUOMEANLMHCKOrO KNETOYHOro NPoAyKTa.

2. ®opma cneumduKaumm Ha OMOMEOMUMHCKMI  KNETOYHbIA NPOAYKT  YyTBEpXKAAeTca
YNOJIHOMOYEHHbIM beaepanbHbIM OPraHOM UCMOHUTENIBHOW BAACTU.

CraTbsa 8. locyaapcTBeHHan perucTpaums 6MoMmeanLMHCKMX KNETOUYHbIX NPOAYKTOB

1. MpounsBoacTBO, peannsauma, NPUMeEHeEHUE, XpaHeHWe, TPAHCNOPTMPOBKA, BBO3 B POCCUICKYIO
depepaunio, BbIBO3 U3 Poccuiickont Pepepaumn, YHUUTOXKEHUE OBUOMEANUMHCKMX KNETOYHbIX
NPOAYKTOB OCYLLECTBAIAIOTCA, €C/IN OHU 3aPErncTpMpPOBaHbl YNONHOMOYEHHbIM deaepasibHbiM OpraHom
NCNONIHUTENIbHOM BNacCTu.

2. FocyaapCTBEHHOM perncTpaumnmn nogear:

1) Bce bMOMeaMUMNHCKME KNETOYHble NMPOAYKTbI, BNepsble Noasexalme BBoay B obpalieHue B
Poccuiickoin Pepepaunu;

2) BUoMeaMLMHCKME KNEeTOUYHble NPOAYKTbI, 3apPEermcTpMpPOBaHHbIe paHee, B C/ly4ae U3MeHeHuUA
TUNa (ayToNOrMYHbIN, anforeHHbli, KOMBMHMPOBaHHbIN) BUOMEANLNHCKOTO KNeTOYHOro NPoAyKTa, ero
KauyecTBeHHOro cocTaBa U (MM) KoNMYEeCTBEHHOro COCTaBa (3a UCK/oYEeHWEeM COCTaBa BCMOMOraTe/lbHbIX
BelecTs), OMONOTMYECKUX U  UHbIX XapPaKTEPUCTUK KNETOYHOM AUHUKM  (KNETOYHbIX JIMHWUIK) U
61MOMeaMUMHCKOrO KNEeTOYHOTO NPOAYyKTa.

3. TocynapcTBEHHAA pernctpauns GUomeamnuMHCKOro KNEeTOYHOro NPoAyKTa OCYLLEeCTBASETCA No
pesynbTaTam:

1) GuomeANLMHCKOMN 3KCNepPTU3bl BUOMEANLNHCKOro KNETOYHOMO NPOAYKTa, BK/OYatOLWen:

a) aKcnepTusy KayecTBa BMOMEOULMHCKOTO KNETOYHOro NpPoAyKTa, B TOM YUCAE 3KCnepTusy
coctaBa 06pa3yoB 6MOMEANLMHCKOrO KNETOYHOro NPoAYyKTa M MEeTOZL0B KOHTPOA ero Kayectsa (aanee
- 3KCNepTU3a KayecTBa BUOMEANLMHCKOIO KETOYHOIo NPoAyKTa);

6) 3KcnepTM3y [AOKYMEHTOB AN MONAYYEeHUA paspelleHMA Ha npoBedeHMe KAMHUYECKOro
nccnefoBaHUsA 6MOMEANLMHCKOrO KNETOUYHOTO NPOAYKTa;

B) aKcnepTusy aPpPeKTUBHOCTN BUOMEANLMHCKOTO KNETOUYHOTO NPOAYKTa;

r) 3KcnepTMsy OTHOLLUEHMA OXMAAEeMOM NoAb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs



6MOMeANLMHCKOTO KNETOYHOTO NPOAYKTa;

2) 3TMYECKOM IKCMEepPTM3bl BO3MONKHOCTM  MPOBEAEHUSA  KAMHMYECKOTO  MCCefoBaHMA
6MOMeANUMHCKOTO KNETOYHOTO NPoAyKTa (ganee - aTMYecKan sKcnepTusa);

3) KAMHUYECKUX UCCNeLoBaHUI BUOMEMLIMHCKOTO KNETOYHOro NpoayKTa.

4. TocypapCTBeHHAA perucrpauma B6MOMEeaUUMHCKMX KNETOYHbIX MPOAYKTOB OCYLLEeCTBAAETCA
YNOAHOMOYEHHbIM desiepanbHbIM OPraHOM WMCMOJHUTENbHOW BAACTU B CPOK, HE MpPEeBbIAOWNA CTa
naTmgecaTm paboumx pJHen €O AHA NPUHATMA  33ABAEHMA O T[OCYAAPCTBEHHOM perncrpauuu
6MOMEAMUNHCKOrO KAETOMHOTo NPOAYKTa, MO0 B CPOK, HE NPEBbIWAIOWMA ABYXCOT NATULAECATU
pabounx AHen co AHA NPUHATMA 3aABAEHMA O FOCYLAPCTBEHHOW perncrpauum 6uomeamuMHCKOro
KNETOYHOro NPOAYKTa, B Cy4ae NPUHATUA YNOAHOMOYEHHbIM defepasibHblM OPraHOM UCMONHUTENBHOM
BNAaCTU pelweHuA O MOBTOPHOM NPOBEAEHUN OUOMEAMUMHCKOM 3KCNepTusbl BMOMEeAULMHCKOro
KNETOYHOro MPOAYKTA M (MAIM) 3TUYECKOW 3KCMepTM3bl B COOTBETCTBMM CO CTaTbel 19 HacToAwero
depepanbHOro 3akoHa. CpoK rocyiapcTBEHHON perncrpaumm 6MomegMLMHCKOro KNeToYHOro NpoAyKTa
NCYNCNAETCA CO AHA MPUHATUA YNOAHOMOYEHHbIM denepasbHbIM OPraHOM WCMOHUTENLHOM BAaCTU
3aABNEHMA O FOCYAaPCTBEHHOW pernctTpaumm 6MoMeanUMHCKOTO KAETOUYHORO NPOAYKTa C MPUNONKEHNEM
HEeOobX0AMMbIX AOKYMEHTOB A0 AHA BblAAYW PErncTpauMoHHOro yAOCTOBEPEHWA OGUOMEAMLMHCKOro
KNeTOYHOro npoayKTa. Bpemsa nposeaeHMA  KAMHUMYECKOTO  UCCAef0BaHUA  BUMOMEAULMHCKOro
KNETOYHOrO MPOAYKTa He Y4YUTbIBAETCA MNPU UCYUCAEHUW CPOKA FOCYLAPCTBEHHOW perMcTpaumum
6MOMeINLMHCKOTO KNETOYHOTO NPOoAYyKTa.

5. He ponycKkaeTca rocyaapcTBeHHan permcrpauma:

1) pasnuuHbix OUMOMEAMUMHCKMX KNETOYHbIX NPOAYKTOB MOA OAMHAKOBbIM  TOProBbIM
HAaMMEHOBaHMEM;

2) oaHoro 6MOMEAMLMHCKOrO K/AETOYHOro MNpPOAYKTa, BbIMYyCKAaeMOro MpousBoAuTeNemM nog,
pa3MYHbIMU TOPrOBbIMW HaMMEHOBAHUAMW U NPEACTABAEHHOIO HA FOCYAAPCTBEHHYIO PEerMcTpalmio B
BUAE ABYX U 6osiee BUOMEANLMHCKUX KNETOUYHbIX MPOAYKTOB.

6. YnonHomouyeHHbIM defepanbHbiIM OPraHOM WMCMOAHUTENbHOW BAACTM B YCTAHOBNEHHOM MM
nopsake no 3anpocy HOPUANYECKMX /UL, OCYLLECTBAAIWMX AeATeNbHOCTb npu  obpalueHnn
6MOMEANLMHCKUX KNETOUYHbIX NPOAYKTOB (Janee - cybbeKTbl 06palleHna 6UOMEeANLNHCKUX KNETOUYHbIX
NPOAYKTOB), B TMNWUCbMEHHOM WAM 3NEKTPOHHOW GopMe [aloTCA  Pa3bACHEHUA  MOJIONKEHUM
OOKYMEHTaLMW, CBA3AHHOMW C FOCYyAAapCTBEHHOM peructpaumen, a TaKkKe C OOKAMHUYECKUMU W
KAMHUYECKMMM UCCef0BaHUAMMN BUOMENLMHCKMX KNETOUYHbIX MPOAYKTOB.

Cratba 9. MNpeactaBieHne AOKYMEHTOB A/1A rOCYAapCTBEHHON perucrpaumm 6uomeamnuUMHCKOro
KNETOYHOro NpoAayKTa

1. Ans rocynapCTBEHHOM perucTpauumn 6uomeguLMHCKOro KAETOYHOrO NPoAyKTa opraHusaums,
obnazaroLan npaBamm Ha pesynbTaTbl AOKJAMHUYECKMX UCCNEA0BAHNA BUOMEONLMHCKOTO KAETOUYHOro
NPOAYKTa, KAMHUYECKUX WCCNef0BaHUN BOUOMEAMUMHCKOIO KNETOYHOro MpoaykTa M (uam) Ha
TEXHOJIOTUIO MPOM3BOACTBA BMOMEANUMHCKOrO KNETOYHOMO NPOAYKTa, UM YNOJHOMOYEHHOE eto Apyroe
fopugmyeckoe nvuo (ganee - 3aABUTE/Ib) NPenCcTaBAsET B YNOJHOMOYEHHbIA deaepasbHbli opraH
WCNONIHUTENbHOM BNACTU 3asB/IEHWE O FOCYAAPCTBEHHOW perucTpaunmn 6GMomMeamLMHCKOrO KNETOYHOTO
NPOAYKTa U UHble JOKYMEHTbI, N3 KOTOPbIX GOPMUPYETCA PEFUCTPALMOHHOE A0Cbe Ha BUOMEANLNHCKUIA
KNEeToYHbIA npoayKT. ®Popma 3aaABNEeHWA W NOPALOK NpPEeAcTaBAEHUA YKa3aHHbIX 3asaBAEHUA U
AOKYMEHTOB, BK/OYas 3TaMHOCTb NpeacTaBneHusA (418 6MOMEeAMUMHCKMX K/IETOYHbIX MPOAYKTOB, B
OTHOLUEHMM KOTOPbIX HE MPOBOAMAUCH KAMHUYECKME WCCNeaoBaHWA Ha TeppuTopumn Poccuiickol
denepaumn), yCTaHaBIMBAKOTCA YNOIHOMOYEHHbIM defepasibHbIM OPraHOM UCMONHUTENbHOM BACTY.

2. PerunctpaumMoHHoe [0Cbe Ha OUOMEAMUMHCKMIA KAETOYHbIA NpoayKT dopmupyetca wm3
cnefyowmx 4OKYMEHTOB:

1) 3aABNeHMe O rocyfapCTBEHHOM pPerncTpaLmnm 6MomMmeanNUMHCKOrO KNETOYHOIO NPOAYKT];

2) KonuAa [OKYMEHTa Ha pPYCCKOM f3blKe, 3aBEPEHHOro B YCTAHOB/JIEHHOM MNOPSAKE W
NnoATBEPKAAOLWEro NPaBOMOYHOCTb 3as8BUTENA NOAABATb 3asB/EHNE O rOCYAaPCTBEHHOW perncTpaumn
6MOMEeANLMHCKOTO KNETOYHOIO NPoAyKTa (40BEPEHHOCTD);

3) cneundmKauma Ha BUOMEAULIMHCKNIA KNETOYHbI NPOYKT;

4) NpOeKT HOPMaTUBHOM AOKYMEHTALMN Ha BUOMEANLMHCKNIA KNETOYHbIA NPOAYKT;



5) npoeKkTbl MaKeToB MNEPBMUYHOM YMNAaKOBKM W BTOPUYHOW YMaKOBKM 6BMOMEAULIMHCKOro
KNEeTOYHOro NPoAyKTa;

6) oTyeT O nNpoBEeAEHHOM [OK/JMHUYECKOM MWCCNef0BaHUUM OUOMEOULMHCKOTO KNeTOYHOro
NPOAYKTa;

7) NPOEKT NPOTOKONA K/IMHUYECKOro Ucc/ef0BaHNa BUOMeULMHCKOTO KIETOYHOIO NPOAYKTa;

8) NpoeKT pernameHTa NPoOn3BoACTBa BUOMELULMHCKOTO KETOYHOTO NPOAYKTa;

9) Konus NIMLEH3UM Ha OCYLLECTB/EHWE [eATeNbHOCTU MO MNPOM3BOACTBY OMOMEOULMHCKOTo
KNEeTOYHOro NPoAyKTa;

10) MHGOPMAUMOHHBIV IMCTOK MNaLUEHT];

11) wHpopmaumMa O CTPaxoBbiX BbINAATaX MaUMEHTaM, MPUBJEYEHHbIM K MPOBEAEHUIO
KNMHMYECKOTo nccnegoBaHmMa GUoMeaNLMHCKOTO KIETOYHOIo NPoAYKTa;

12) oTyeT O pesynbTaTax MeKAYHAPOAHbIX MHOIOLEHTPOBbIX KAMHUYECKUX WCCnenoBaHni
61MoOMeaMUMHCKOro KNEeTOYHOTO NPOAYKTa, YaCTb M3 KOTOPbIX NpoBeAeHa B Poccuninckoit depepaunu;

13) NPOEKT MHCTPYKLMM NO NPUMEHEHUIO BUOMEANLMHCKOTO KNETOYHOIO NPoAyKTa, CoAep Kallen
cneayrowme ceeeHus:

a) HaMmeHoBaHME BUOMEANLIMHCKOTO KNETOYHOIO NPOAYKTa;

6) TMN  6MOMEAMUMHCKOro  KNeTOYHOro  npoAykta  (ayTONOruuyHbIA,  anoreHHbIN,
KOMBUHMPOBAHHbIN);

B) KauyeCTBEHHblE M KOJIMYECTBEHHbIE XAPAKTEPUCTUKU KNAETOYHOW NIMHUKN (KNETOUHbIX NUHUN),
HAaMMEHOBaHMA U KOJIMYECTBO BCMOMOraTe/ibHbIX BELLEeCTB, BXOAAWMX B COCTaB HGUOMEAULMHCKOro
KNEeTOYHOro NPOAYKTa;

r) HaMmeHoBaHMA (MeXKaAyHapoaHbIe HEMATEHTOBAHHbIE, WY TPYNMUPOBOYHbIE, MU XMMUYECKKE)
M KONIMYECTBO JNI€KAPCTBEHHbIX MPEenapaToB, BXOAAWMX B COCTaB OMOMEOULMHCKOTO KNETOYHOro
NPOAYKTa;

[) HaMMeHOBaHUA MeANUMHCKUX U34ENININ, BXOAALMX B COCTaB BMOMEAMLMHCKOIO K/AETOYHOro
NPOAYKTa;

€) NoKasaHus K NPUMEHEHMUIO;

) NPOTUBOMNOKAa3aHUA K MPUMEHEHMUIO;

3) peXxum n cnocob NPUMeHeHns BUOMEANLNHCKOTO KAETOUYHOrO NPOAYKTA, NPOLO/IKUTENBHOCTD
neyeHus;

1) Mmepbl NPEAOCTOPOKHOCTU NPU NPUMEHEHUM BUOMEAMNLIMHCKOTO KNETOYHOro NPOAYKTa;

K) yKasaHue (npu Hanunuuu) ocobeHHOCTEN AENCTBUA BUOMEAULMHCKOTO KAeTOYHOro NpojayKTa
npu NepBOM ero NPMMeHeHnK;

N1) BO3MOKHble Nob6oYHble AeACTBMA NPU NPUMEHEHNUN BUOMEANLIMHCKOTO KNETOYHOIO NPOAYKTa;

M) COYeTaemMoCTb C WHbIMW BWAAMW JIeYEHUs, BK/OYAs COYETAEMOCTb C JIEKAPCTBEHHbIMMU
npenapatamm w (MAM) MeOUUUHCKUMW U3AENUAMU, OPYrMMU  BUOMEANUMHCKMMU  KNETOUYHbIMU
NPOAYKTAaMM, a TaKKe NULLEBLIMM NPOAYKTaMU;

H) CPOK rogHOCTM U yKasaHWe Ha 3anpeT NpUMeHeHUa BUoMeanLMHCKOrO KAETOYHOro NpoayKTa
No UCTEYEHUM CPOKA FrOAHOCTH;

0) 0COBEHHOCTM NPUMEHEHUs Yy AeTel, BepeMeHHbIX KEeHLIMH U XKeHLWUH B nepuos rpyaHoro
BCKapM/IMBaHMA;

n) gaHHble 0 CTabUAbHOCTU BUOMEAULMHCKOTO KNETOYHOro NPOAYKTa;

p) ycnosus xpaHeHUA BMOMEANLMNHCKOTO KNETOYHOTO NPOAYKTa;

14) peKkBM3UTbI [OKYMEHTOB, MOATBEP)KAANOWMX YNNaTy roCyAapCTBEHHOM MNOLWAWHbI 33
nposeseHne 3KcnepTmsbl 3PPeKTUBHOCTUM BMOMEAUMUMHCKOrO KAETOYHOro MPOAYyKTa M 3KCNepTu3bl
OTHOLUEHUS OXKMOAEMOWN MO/b3bl K BOSMOXKHOMY PUCKY MPUMEHEHUA BUOMEeAMUMHCKOrO KIeTOYHOro
NPOAYKTa, B OTHOLIEHWUM KOTOPOro MPOBEAEHbl MEXAYHAPOAHbIE MHOTOLLEHTPOBbIE K/AWHUYECKME
nccnefoBaHKUsA, YacTb M3 KOTOPbIX NpoBegeHa B Poccuitickon Pepepaunu;

15) [OKYMeHTbl, npeacTaBAsieMble B COOTBETCTBMM C 4acTblo 2 cTaTbu 18 HacToAwero
depepanbHOro 3akoHa.

3. 3asBuUTENDb BMpaBe NpeacTaBUTb N0 COOBCTBEHHOM MHULMATUBE AOKYMEHTbI, NoATBEpKAAtOWMe
ynnaty rocyAapCTBEHHOM MOWAMHBI 3@ MNpOBeAeHWEe 3IKCMepTM3bl KadecTBa bOuomeamuUMHCKOro
KNEeTOYHOro MNPOAYKTa, 3KCNepTU3bl AOKYMEHTOB A/A MNOJIyYeHMA paspelleHMa Ha npoBeaeHue
KIMHUYECKOro uccnenoBaHns BUOMEAMUMHCKOrO KNeTOYHOro NpoAyKTa W 3TUYECKOM 3KCnepTusbl,



3KcnepTnsbl 3¢GHEKTUBHOCTU BUOMEAMLMHCKOTO KAETOYHOro MNPOAYKTa W 3KCNEepTU3bl OTHOLUEHUS
OXMAaeMOWN NONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS BUOMEAMLMHCKOro K/AeTOYHOro NpoAayKTa, B
OTHOLUEHUM KOTOPOro MpPOBeAeHbl MeXAyHapoAHble MHOFOLEHTPOBbIE K/AMHUYECKME WUcCenoBaHus,
YyacTb M3 KOTOpbIX npoBeaeHa B Poccuiickoit Pegepaumnun, npu obpalleHMM 3a rocygapcTBEHHOM
peructpaumner 6MomMeaMUMHCKOIO KNeTOYHOro npoAykTa. B cnyyae HenpeactaB/ieHMs YKasaHHbIX
[OKYMEHTOB YNOJIHOMOY€EHHbIN desepasibHbIi opraH UCMOJHUTENBHOW BAacTU nposBepaeT ¢akT ynaaTbl
rocyaapcTBeHHOW MOLWANHbI Ha OCHOBAHWW MPEACTaBAEHHbIX 3aABUTE/IEM PEKBU3UTOB AOKYMEHTOB,
NnoATBep}KAaloLWmMx ee ynaaTy, C UCNosib3oBaHnem MHbopmaumnmn 06 ynnate rocyaapCcTBEHHOM MOLL/IUHDI,
coaepKaueiica B FlocyaapcTtBeHHON MHPOPMALMOHHOM CUCTEME O FOCYAAPCTBEHHbIX M MYHULMNANbHbIX
nnaTexKax.

4. He ponyckaetcA WCMNoNb30BaHME B KOMMEPYECKMX Uensax WHbopmaumm o pesysbraTax
OOKNMHUYECKUX UCCNeA0BaHNI BUMOMEMUUNHCKMX KNETOYHbIX MPOAYKTOB U KIMHMYECKUX UCCIe40BaHNMI
6MOMEANUMHCKMX K/IETOUYHbIX MNPOAYKTOB, MpPeAcTaB/eHHON 3asBuTeNeM Aasi rocyaapCTBEHHOM
pernctpaunn bBMomeanLMHCKOrO KNETOYHOro NpoayKTa, 6e3 ero cornacusa B TeYEHME LUECTU JIET C AaThbl
rocyaapcTBEHHOW perucTpaumm bMomeamMUMHCKOro KNeTOYHOro npoayKTa B Poccunitickoit depepaunu.

Cratbsa 10. PelweHue O Bblgaye 3KCNEPTHOMY YUYPEKAEHWIO M COBETY MO 3TUKEe 3aJaHuii Ha
npoBeAeHMe 3KCNepTM3 BUMOMEINUMHCKOTO KNEeTOYHOro NPoAyKTa

1. B TeyeHuMe naT paboumx AHEN CO AHA NPUHATUA 3aAB/IEHMA O rOCYAapPCTBEHHOW perucTpaumm
6MOMEeAMUNHCKOTO K/AETOYHOro MPOoAyKTa YMNOJIHOMOYEHHbIM deaepanbHbli OpraH MCMOJIHUTE/IbHOM
B/1aCTW NMPOBOAUT NMPOBEPKY MNOJHOTbI U AOCTOBEPHOCTM CBEAEHUN, COAEP KALUMXCA B NpeacTaBAeHHbIX
3aABUTENEM AOKYMEHTaX, M MPUHUMAET peLleHne O Bblaaye 3a4aHnsa Ha NpoBeaeHUe:

1) 6MOMEeaAMLMHCKOM 3KCNepTn3bl BUOMEANLMHCKOrO KAETOYHOro NPO/YKTa B YaCTU 3KCNepTU3bl
KayecTBa OMOMEAMLMHCKOIO KJAETOYHOrO MPOAYKTa, 3KCNEepTM3bl [AOKYMEHTOB A/A TMOJIy4eHus
paspelleHma Ha NPoBeAEHNE KANHUYECKOrO UCCneaoBaHMa BMomeanUMHCKOro KNEeTOYHOIO NPOAYKTa U
3TUYECKOM 3KCMEepTU3bl HA OCHOBAHMM AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 11, 13 yactn 2 ctatbmn 9
HacToAwero ®eaepasbHOro 3aKOHa;

2) BUOMEAMLMHCKOM 3KCNepTU3bl BUOMEANLNHCKOTO KIETOYHOro NpoAyKTa B YacTU 3KCMEepPTU3bI
3pPeKTMBHOCTM BUOMEONLMHCKOTO KNETOYHOrO MPOAYKTA WM 3KCNEepTM3bl OTHOLUEHWUSA OXKUOAemol
No/ib3bl K BO3MOXHOMY PUCKY NPUMEHEHUS BMOMEAMLMHCKOro KAETOYHOro NpojyKTa, B OTHOLIEHUM
KOTOPOro npoBeAeHbl MeXAYHapoAHble MHOrOLLEHTPOBblE KAMHUMYECKME WUCCNefOoBaHMA, 4acTb U3
KOTOpPbIX NpoBeaeHa B Poccminckon Pegepaumm, Ha OCHOBAHMM AOKYMEHTOB, YKa3aHHbIX B MyHKTax 1 - 6,
8,9, 12 n 13 yactun 2 ctatbk 9 HacToawero PegepanbHOro 3aKoHa.

2. YNoNnHOMOYEeHHbIN deaepanbHbi OpraH UCMOMHUTEIbHOM BNACTM YBEAOMAAET B MUCbMEHHOM
dopme 3aaBUTENA O NPUHATOM PELUEHUM, @ B C/ly4ae OTKA3a B OpraHmM3auum NpoBeAeHMA 3KCNepTus,
YKa3aHHbIX B 4acTM 1 HACTOALLEN CTATbW, - C YKa3aHMEM NPUYMH TAaKOro OTKasa.

3. B cnyyae BbIABAEHWA HEMOAHOTbl WMAW HEAOCTOBEPHOCTM CBEAEHWM, COAEPrKALLMXCA B
NpeacTaB/IeHHbIX 3aABUTE/IEM OOKYMEHTax, YNOoJIHOMOYEHHbIN peaepanbHblii opraH UCMNOJIHUTE/IbHOM
B/1aCTU HanpaB/AeT 3afBUTE/O 3anpoc 06 YyTOYHEHUU 3TUX CBEAEHMIA, KOTOPbIN MOKeT bbiTb nepesaH
YNONHOMOYEHHOMY MPEeACTAaBUTENIO 3aABUTENA JIMYHO MOA PACMMUCKY, HAMNpPaBAeH MO MoYTe 3aKa3HbiM
NMUCbMOM WM NepesaH B 3/IEKTPOHHOM dopme No TeIEKOMMYHMKALMOHHbIM KaHanam cBsisu. B cayyae
HanNpPaB/AEeHMA AAHHOTO 3aMpoca No NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NOJYYEHHbBIM MO UCTEYEHUMU
LIecTu AHel ¢ AaTbl HaNpPaB/eHMA 3aKa3HOro NUCbMa.

4. 3assuTenb obasaH NpeacTaBUTb OTBET Ha 3anMpoc YNo/JIHOMOYEHHOro denepasibHOro opraHa
WCNO/IHUTENIbHON BJIACTM, YKas3aHHbIA B 4YacTM 3 HACTOSWEW CTaTbW, B CPOK, He MpeBbillatoLwmig
AeBsAHocTa paboumx gHen co gHA ero nonyyeHua. CpPoK, yKasaHHbIA B 4YacTM 1 Hactoswen craTbw,
NPWUOCTAaHABANBAETCA CO [AHS HaMNpaB/ieHMA 3asBUTE/NII0 3anpoca YNOJHOMOYEHHOro denepasnbHoOro
opraHa UCNOJIHUTENbHOM BNACTU A0 AHSA MOJYYEeHUA UM COOTBETCTBYIOLLErO OTBETA.

5. OcHoBaHMeM AnA 0TKasa B OpraHU3aumm aKCNepTus, NpeayCMOTPEHHbIX YacTbio 1 HacTosweln
CTaTbM, ABAAETCA NpeacTaBAeHne HeobxoAMMbIX JOKYMEHTOB B HEMOJIHOM obbeme, HenpeacTaB/ieHne
3aABMTENIeM B YCTAHOB/IEHHbIN CPOK OTBETa Ha YKas3aHHbIA B 4acTM 3 HacToAwel craTbM 3anpoc
yNnonHOMoYeHHOro  deaepanbHOro  opraHa  WUCNOAHUTENbHOM  BAacTM  AMBO  OTCyTCTBME B
NnpeacTaB/eHHbIX [AOKYMEHTAaxX WCYepnbiBaloWero nepeyvyHs Heobxogmmon wHbopMaumuM, KoTopas



[O/MKHA BbiTb OTpa)KeHa B HUX, a TaKKe OTCyTCTBME WMHbOopmauuu, NoATsep}Kaatolleri GpaKT ynnatbl
rocyaapcTBEHHOW MOLWAWUHbI 33 MNMPOBEAEHWE 3IKCMNEepPTMU3bl KayecTBa BUOMEAMLMHCKOrO K/IEeTOUYHOro
NPOAYKTa, 3KCMepTM3bl AOKYMEHTOB ANA MNOJAYYEHUA paspelleHUs Ha npoBeAeHME KAMHUYECKOro
nccnenoBaHMa OUOMEAMUMHCKOTO KAETOYHOro MNpOAYKTa, 3TMYECKOM 3KCNepTusbl, 3KCNepTu3bl
3pPeKTUBHOCTU BUOMEANUMHCKOrO KAETOYHOrO MNPOAYKTA W 3KCNEepPTU3bl OTHOLWEHMA OXKuaaemow
No/Nb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA BUOMEAULMHCKOrO KAETOYHOro NPOAYKTa, B OTHOLLIEHUU
KOTOPOro npoBeAeHbl MeXAYHAapOoAHble MHOIOLLEHTPOBbIE KAWMHMYECKME WCCNefOoBaHMA, 4acTb U3
KOTOpbIX NpoBeaeHa B Poccuiickoit ®epepaumm, npm obpalleHMm 3a rocyaapcTBeHHOW peructpauuen
6MomMeaMUNHCKOTO KNEeTOYHOro NpoAayKTa.

Cratbs 11. ®depepanbHoe rocydapcTBeHHOe 6logyKeTHOe yupexgeHue Mo  NPoBeAeHUIo
6UOMEANLMHCKOMN IKCNePTM3bl BUOMEANLIMHCKMX KNETOYHBIX NPOAYKTOB

1. BvomegMuUMHCKaA 3KCNepTM3a OUMOMEAUUMHCKUX  KAETOYHbIX MNPOAYKTOB MNPOBOAMUTCA
depepanbHbIM  rOCYAApPCTBEHHBIM — OIOAMKETHBIM  YUPEKAEHMEM, HAXO4AWMMCA B BeAEHUU
yno/sIHOMOYeHHOro defepasbHOro opraHa MCMONHUTENIbHON BAACTU M 0becrneymBatoLmMM UCNOSHEHME
NOSIHOMOYMIA 3TOro ¢eaepanbHOro OpraHa WMCMONHUTENbHOM BNACTM MO Bblgaye paspelleHnin Ha
npoBeAeHne KAMHUYECKMX WUCCNeAoBaHUA  OUOMEOMLMHCKMX KNETOYHbIX MpPOAyKTOB U (Mawn)
rocyapCTBEHHON perncTpauym BUOMEANUMHCKMX KAETOYHbIX NPOAYKTOB (Aanee - 3KcnepTHoe
yupexxgeHue).

2. JKCNepTHbIM yyYperKaeHNeM OCYLLECTBAAETCA KOHCY/IbTUPOBaHWE NO BOMPOCaM, CBA3aHHbIM C
npoBesAeHNEM LOKANHUYECKUX UCCAELO0BAHNN BUOMEOULNHCKMX KAETOUYHbIX NPOAYKTOB, KAMHUYECKUX
nccnegoBaHMM  OUOMEAUMUMHCKMX  KAETOYHbIX  MPOAYKTOB,  OMOMEAMUMHCKOM  3KCnepTusbl
OMOMEAMUMHCKMX  KNIETOYHbIX MPOAYKTOB, TOCY[APCTBEHHOW  perucTpaument  6MomeamuUMHCKMX
KNETOYHbIX NPOAYKTOB, B MOPSAAKe, YTBEPXKAEHHOM YNOAHOMOYEHHbIM denepasbHbIM OpPraHoOM
NCNOJIHUTENbHOM BNACTW.

Cratba 12. OpraHusauus npoBegeHua OUoMeanLMHCKON 3KcnepTusbl OMOMEeaULMHCKOro
K/IeTOYHOro NpoAayKTa

1. BMoMegMUMHCKan 3KcnepTMsa 6MOMeaMUMHCKOrO KAETOYHOro MpoAyKTa NpoBOAMTCA B ABa
aTana:

1) Ha nepBOM 3Tane NPOBOAATCA 3KCMEPTU3a KayecTBa BUOMEANUMHCKOrO KNETOYHOro NPOAYKTa M
3KCMepTM3a OO0KYMEHTOB AN NOJIYYEHUA paspelleHns Ha NpoBeAeHME KAMHUYECKOTO MCCAeAoBaHUA
6MOMEANLMHCKOTO KNEeTOYHOro NPOAYKTa, 32 UCKAOYEHNEM BMOMENLMHCKOrO KAETOYHOrO NPOAYKTa,
B OTHOLIEHMW KOTOPOro MPoBEeAEHbl MeXAYHapOoAHblE MHOTOLEHTPOBbIE KAWHMYECKUE UCCAeL0BaHUA,
YacTb M3 KOTOpPbIX NpoBegeHa B Poccuiickoit depepaumy;

2) Ha BTOpPOM 3Tane NPOBOAATCA 3KCNepTM3a 3PPEKTUBHOCTM NPUMEHEHUA BUOMEAMUMHCKOrO
KNETOYHOTO MPOAYKTa M 3KCMEepTM3a OTHOLWEHMA OXMAAeMOW MNo/b3bl K BO3MOMHOMY PUCKY
npMMeHeHUA 6MOMEAMLMHCKOrO KAeTOYHOro MpoAyKTa. YKasaHHble 3KCNepTM3bl NPOBOAATCA MO
pesy/nibTaTam KAMHUYECKUX UCCNef0BaHUIi BUOMEANLMHCKOTO KETOYHOTO NPOAYKTa.

2. bvomeaMUMHCKaa 3KcnepTuM3a OMOMEAMUMHCKOrO K/IeTOYHOro npoayKTa npoBoAuTCA
KOMMCCHEN 3KCNepPTOB 3KCNEPTHOTO yYperKaeHWs, Ha3HaYeHHOW PyKOBOAUTEIEM 3TOTO YUperKaeHus, Ha
OCHOBaHWWM 3afaHWA YMNOJHOMOYEHHOrO ¢enepasbHOro oOpraHa MWCMOJIHUTENbHOM BAACTM  Ha
nposegeHve BUOMEANLMHCKON 3KCNepTU3bl BMOMESULMHCKOrO KNeToOYHOro npoaykta. PykoBogutenb
3KCMEPTHOTO yypexkaeHua obecneunmBaeT Hagsexkallee nposBefeHue BMOMEIVUMHCKON 3KCnepTusbl
6MOMEANUMHCKOTO  K/IETOYHOrO NPOAYKTa B COOTBETCTBMM C  33JaHMEM  YMOJHOMOYEHHOIO
dbesepanbHOro opraHa WMCNOMHUTENbHOW BAAcTM M OPraHU3yeT MOATOTOBKY CBOAHOMO 3aK/OYeHus
KOMMCCHM 3KCMEPTOB IKCMEPTHOTO YUpeXRLEHMS.

3. B coCTaB KOMMCCMM 3KCMEPTOB MO XOA4ATalCTBY 3KCNepTa Ha OCHOBaHUWM pelueHuA
PYKOBOAMUTENA SKCMEPTHOrO yYperKaeHUa mMoryT 6biTb BKAOYEHbl B KayecTBe 3KCNEepTOB MHble vua, B
TOM uucne He paboTalowme B 3TOM 3KCNEPTHOM YUYPEXAEHWUWU, €CAM UX CheumanbHble 3HaHUA
HeobXxoAMMbl ANA NPOBEAEHNA SKCNEPTM3bl BUOMEANLMHCKOTO KAETOYHOrO NPoAYKTa.

4. MNMpu npoBeaeHMM BGUOMEAMLMHCKON 3KCMepTU3bl BMOMEAMLMHCKOrO KAETOYHOro NpPOAyKTa



3KCMEePT He MOXEeT HaxoAMTbCA B KaKoW-AM6O 3aBMCMMOCTM OT 3asBUTENs, NMLa, Ha3HauyMBLLEro 3Ty
3KCNepTU3y, WAN APYrUX 1L, 3aUHTEPECOBaHHbIX B pe3y/bTaTax bMoMeAMUMHCKOW 3KCNepTusbl
6MomMeaMUNHCKOTO KNEeTOYHOro NpoAayKTa.

5. Mpn nposeaeHn BGMOMEAMLMHCKOM 3KCNepTusbl BUOMEAULMHCKOrO KAETOYHOro MpoAyKTa
3KCMepT He BMpaBe CamMoCTOATeNbHO MUcTpeboBaTb Yy 3aABUTENA AOKYMEHTbl U (MAn) matepuansi,
HeobxoaMmble A1 NPOBeAEHUA IKCNepTU3bl. B c/iydyae HeQOCTaTOYHOCTU NPeAoCTaB/IEHHbIX KCMEPTy
JOKYMEHTOB M (MnM) maTepuanos A0S AaUM 3aKJOYEHUA 3KCNepT BrnpasBe MNOCTaBUTb BOMPOC O
npeaocTaBNeHUM emy HeobXxoAuMbIX [AOKYMEHTOB M (MAM) maTepuanoB nepes pPyKoBoAUTenem
3KCNEePTHOTO YYPEXKAEHUA, KOTOPbIA 0bpallaeTca C COOTBETCTBYHOLMM 3aMNpoCcCOM B YNOJIHOMOYEHHbIN
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BAACTU, BblAABLUMIA 3aaHNe Ha NpoBeAeHMe BUomMmeanLMHCKON
3KCNepTUsbl OGMOMEOMUMHCKOro K/JETOYHOro npoAyKTa. YMNO/NHOMOYEHHbIM deaepanbHbii  opraH
WCNOJIHUTENbHOWN BNIACTU B TEYEHME NATM paboumx gHen co AHA NOCTYNnJIeHMA 3anpoca PyKoBOAMUTENSA
3KCMEPTHOrO YYpeXKAEHUA HANPaBAAET B 3/IEKTPOHHOW WUAN NMUCbMEHHOW dopme 3aaBUTENI0 3anpoc O
NnpeaocTaBNeHUM OONONAHUTENbHbIX OOKYMEHTOB W (MAM) maTepuanoB C yBeAOM/EHUMEM O €ro
nosnyyeHuu. 3asBuTenb 06A3aH B CPOK, He MpEeBbIWAOWMA WecTUaeca T pabounx aHel co AHA
Nnosly4eHuMaA 3anpoca ynoJaHoMo4YeHHoro deaepasibHOro opraHa UCMNOJIHUTENIbHOM BAACTW, NPEeACTaBUTb
3anpoLLUEHHble AOKYMEHTbI U (MAK) maTepuanbl NM60 060CHOBaTb HEBO3MOMKHOCTb UX NpeacTaB/ieHus.
Bpema co AHs OTnpaB/eHMA 3anpoca WM A0 MOAYyYeHUs YMNOoSIHOMOYEHHbIM deaepanbHbIM OpraHoOM
WCNO/IHUTENbHON B/laCTU OTBETA 3aABUTENSA HA 3aNpPoOC HE YYUTbIBAETCA MPU UCYMCNAEHUU CPOKa
rocyaapcTBEHHOW perucTpaumm bMomeanUMHCKOro KNeTOYHOro NpoayKTa.

6. Pe3ynbTaTbl Kaxpgoro stana GuomeamuMHCKON 3KcnepTusbl BMOMEAMUMHCKOrO KAETOYHOro
NpoAyKTa obopPMIAIOTCA 3aK/II0YEHNEM KOMMUCCUMN SKCMEPTOB SKCMEPTHOTO yuperkaeHus. B 3aknto4yeHnm
KOMMCCUM 3IKCNEPTOB ISKCMNEPTHOFO Y4YpPEXKAEHMA YKaA3blBAKOTCA MNepeyeHb WCCnenoBaHWn, 06bem
NpPoOBeAEHHbIX KaKAbIM 3KCNEpPTOM WCCAeA0BaHWUM, YCTAaHOBJIEHHbIE KaXAbiM M3 HUX ¢aKkTbl U
cAoenaHHble B pe3ynbTaTe WUCCAeLOBAaHWI BbIBOAbI. DKCNEPT, MHEHME KOTOPOro He COBMaZaeT ¢
pelweHneM KOMMUCCUKN SKCMEPTOB 3KCMEPTHOIO YYPEXKAEHWs, BNPaBe BblpasnTb B NMCbMeHHOW dopme
CBOE MHeHWe, KOTopoe NpUobLLaeTca K 3aKNH04YEHMI0O KOMUCCUN SKCNEPTOB.

7. Npasuna nposeaeHUA BUOMELMULMHCKOM 3KCNepTusbl BUOMEANLMHCKUX KNETOYHbIX NPOAYKTOB
M GopMbl  3aK/OYEHUI KOMMCCUMM  IKCNEPTOB 3SKCMEPTHOIO  YYPENKAEHWUSA  yCTaHaBAMBAtOTCA
YNOJIHOMOYEHHbIM defepanbHbIM OpPraHOM UCMOAHUTEIbHOW BAACTU.

8. JKCnepTHOEe yupexaeHuMe HeceT OTBeTCTBEHHOCTb 3a cobnogeHWe npaBua NpPoBeAeHUA
61MoMeaNLMHCKOM 3KCNepTU3bl BUOMEANLIMHCKOIO KNETOYHOro NPOAYKTa U 3a Ka4ecTBO ee NpoBeAeHMs.

Cratba 13. TpeboBaHua, npeabaBAsemMble K 3KCNepTam Npu nposeaeHuM 6GMOMeAULMHCKOM
3KCNepTM3bl BUOMEAMLMHCKUX KNETOUHbIX MPOAYKTOB, NpaBa n 0683aHHOCTM 3KCNepToB

1. dKcnepTom NO NpoBeAeHW0 BUOMEAMUMHCKON 3KCNepTMsbl BUOMEAMLMHCKUX KNETOYHbIX
NPOAYKTOB ABNAETCA aTTeCTOBAHHbIA PabOTHWK 3KCMEPTHOrO YUYPEKAEHWUA, KOTOPbIA MMEET Bbicliee
MeaMLUMHCKoe, dapmaleBTUYecKoe, BeTepuHapHoe, bMonormyeckoe MaM Xxmummudeckoe obpasosaHue U
NPOBOAMUT OUOMEAULMHCKYIO 3KCMEepTU3y OMOMEAMULMHCKMX KAETOYHbIX MPOAYKTOB B MNopAdKe
MCMONIHEHUA CBOMX AO/IKHOCTHbIX 06A3aHHOCTEN.

2. TpeboBaHusa K npodeccmoHabHOM NOATOTOBKE 3KCMEPTOB M CTaXKy PaboTbl NO CneLmanbHOCTH,
NOpPSAAOK aTTecTaumMy 3KCNepToB, MNOPALOK (GOPMUPOBAHUA U AEATENbHOCTU KBaZMQUKALMOHHbBIX
KOMMCCHUIA YCTaHaBIMBAIOTCA YNOJHOMOYEHHbIM pefepasibHbiM OPraHOM UCMONHUTEIbHOW BNACTHU.

3. ATTecTauma 3KCNepToB Ha NPaBOo NPOBEAEHUA BUOMEANLMHCKOM 3KCNEPTU3bl BUOMEANLMHCKMX
KNETOYHbIX MPOAYKTOB OCYLLECTBAAETCA KBAMOUKALMOHHLIMA  KOMUCCUAMMU  YNOJHOMOYEHHOTO
dbenepanbHOro opraHa UCNONHUTENLHOM BIACTM HE peXKe YeM OOMH pas B NATb /eT.

4. IKcnepT Npu MpPOBeAEHUU OUOMEAWLIMHCKOW 3SKCNepTusbl OUOMEAMUMHCKUX KAETOYHbIX
NPOAYKTOB 0653aH:

1) npoBoAUTb UCCneAOBaHWE MNPeACTaBAEHHbIX emMy O6bEeKTOB MCCNeAO0BaHWA, AOKYMEHTOB U
(van)  maTtepuanos, OCYWECTBAATb OLEHKY npeanaraemblXx MeTOAO0B  KOHTPOASA  KayecTsa
6UOMEANLMHCKOTO KAETOYHOro NPOAYKTa, [AaBaTb 3aKAloYeHMe NOo MNOCTaBJAEHHbIM nepeg HUM
BOMPOCaM C COOTBETCTBYIOWMM OBOCHOBAaHMEM UM 3aKAOYEHME O HEBO3MOMKHOCTU MPOBeAeHUA UM
B6UOMEANLMHCKOMN 3KCNepTU3bl BUOMEANUMHCKMX KNETOYHbIX NPOAYKTOB, €C/IN NOCTaB/IeHHble BOMPOChI



BbIXOAAT 33 Npefenbl cneunanbHbiX 3HAHUIM aKkcnepTa AMbo ecnn 06bEKTbI CCnes0BaHNN, LOKYMEHTbI U
(unn) matepuanbl HeNpPUrogHbl WAM HeAOCTAaTOYHbl AN MPOBEAEHUA WCCAeAOBaHWMA W Jauu
3aK/IoYeHus;

2) obecneunTtb Haa/exallee XpaHeH e NpeacTaBaAeHHbIX 0ObEKTOB UCC/Ief0BaHNMN, AOKYMEHTOB U
(nnun) maTtepunanos.

5. 9kcnepT He BNpase:

1) npoBoAUTb OUMOMEAMUMHCKYIO 3KCNepTU3y OUMOMEAMUMHCKUX KAETOYHbIX MPOAYKTOB MO
obpaLLeHMI0 HENOCPEACTBEHHO K HEMY HOPUANYECKUX NN PUINYECKMX INL,

2) camocToATeNbHO cobupaTb MaTepuanbl ANA nNpoBegeHns OGUOMEOULMHCKON 3KCNepTU3bl
6MOMEeAMNUNHCKUX KNETOYHbIX NPOAYKTOB;

3) npoBoAUTb KOHCynbTaumMm B 06aacTM nNpodeccroHasbHON AeATeNbHOCTU BHe cayxebHoro
3apaHus;

4) pasrnawatb CBeAEHWs, KOTOpble CTAaAM emy W3BeCTHbl B CBA3M C MpPOBeAEeHUEM
6MOMEANUMHCKOM  3KCNEPTU3bl BUOMEAMUMHCKUX KNETOYHbIX MPOAYKTOB, a TaKXKe CBeAeHwus,
COCTaBAAOLLME rOCYAAPCTBEHHYIO, KOMMEPYECKYIO UM UHYIO OXPaHAEMYHO 3aKOHOM TaliHy.

6. Kaxgblil 3KcnepT, BXOAALMN B COCTAaB KOMWCCUW 3KCMEPTOB 3SKCMEPTHOrO Yy4dperKAeHus,
KOTOpPOI MOpy4YeHO npoBefeHME OUOMEANUMHCKON 3IKCNepTUsbl OUOMEAMUMHCKMX  KAETOYHbIX
NPOAYKTOB, HE3aBUCMMO M CAMOCTOATE/IbHO MNPOBOAWUT MUCCAE[0BaHMA, OLEHWBaeT pesy/bTaThl,
NoJly4eHHbIE UM JINYHO M APYTUMW 3KCNepTamn, n GopmMmyanpyeT BbiBOAbl OTHOCUTE/IbHO NOCTABNEHHbIX
BOMPOCOB B Npeenax CBOMX CneuynanbHbIX 3HAHUN.

Cratba 14. 3Tnyeckana skcnepTmnsa

1. 9TMYecKas aKcnepTn3a NPOBOAUTCA COBETOM MO 3TMKE, CO3A4aHHbIM B NOPAAKE, YCTAHOBNEHHOM
YNOJHOMOYEHHbIM denepanbHbiM OpraHOM UCMOAHUTENIbHOM BAACTH, B LEAAX Bbl4aun 3aKntodeHns ob
3TUYECKOoM 060CcHOBaHHOCTH BO3MOXHOCTH nposeaeHuA KAMHUYECKOTO nccaenoBaHuA
61MOMeMUMHCKOrO KNEeTOYHOTO NPOAYKTa.

2. 3KcnepTamu CcOBETa MO 3TUKE MOryT ObiTb npeacTaBUTENIN MEOULMHCKMX OpraHM3auui,
HAy4YHbIX OpraHWsaumin, obpasoBaTe/ibHbIX OpraHW3auMin Bbicero obpasoBaHMA, 0b6pasoBaTesIbHbIX
OpraHusaumMin  JonosHUTeNbHOro npodeccuoHanbHoro o06pa3oBaHMA, a TaKKe MpeacTaBUTenu
OOLLECTBEHHbIX OPraHM3aunin, PEenUrnosHbiX OPraHM3auMim M CPeacTB MaccoBOM WHPOPMAULUKU. ITK
3KCnepTbl He [AOJIKHbl HaxoguTbCA B KaKOM-IMOO 3aBUCMMOCTM OT 3anABUTENs U APYIUX nl,
3aMHTEPECOBAHHbIX B pe3ybTaTax 3TUYECKOM IKCNEPTU3bI.

3. OnnaTa ycAyr 3KCNepToB COBETAa MO 3TMKE OCYLLECTBAAETCA Ha OCHOBaHMM [A0OroBOpa,
3aK/IIOYEHHOTO MeXAay YNONHOMOYEHHbIM desepasibHbiIM OPraHOM UCMOHUTENIbHOM BNACTU, KOTOPbIM
CO34aH COBET MO 3TUKE, M IKCNEPTOM COBETa MO 3TMKE, 3a cyeT OlAKeTHbIX aCCUIrHOBAHUMN,
npeAycMOTPEHHbIX YNOAHOMOYEHHOMY desepanbHOMY OpraHy UCNOJHWUTENBHOW BNACTU, CO34aBLUIEMY
coBeT Mo 3TMKe, B deaepanbHOM OloaxKeTe Ha COOTBETCTBYIOWMI rofa Ha obecneyeHuwe ero
OeATeNbHOCTU, B pa3Mepax, yCTaHOB/IeHHbIX MNpaButenbcTtBom Poccuiickolt Geaepaumu.

4. DKcnepTbl COBETa MO 3TMKE HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 33aKOHOAATE/IbCTBOM
Poccuitckoin depepaumn.

5. CocTaB coBeTa MO 3TUKe, No/I0XKeHMe 06 3TOM coBeTe, MOPAAOK ero AeAaTesibHOCTH, TpeboBaHMA
K KBa/MdMKauMM M onbiTy paboTbl MO 3KCNEPTHOW OLEHKEe HayYHbIX, MEAULMHCKMX U ITUYECKUX
aCneKTOB KAMHWYECKUX UCCNef0BaHUN BMOMEAMUMHCKMX KNETOYHbIX NPOAYKTOB, NpeabaBafemble K
3KcnepTam CoBeTa MO 3TUKe, MOPALOK OPraHM3auun M NPOBEAEHUs 3TUYECKOW 3KCnepTu3bl, popma
3aK/N0YEHMA COBeTa MO 3TMKE YCTAHABAMBAKOTCA YMNOJHOMOYEHHbIM deaepanbHbiM  OpraHOM
WCNONHUTENbHOM BAACcTU. Yncno npeactaButeneil MeAULUNMHCKMX OPraHU3aumMii U Hay4YHbIX OpraHMu3aumit
He MOMKeT NPEeBbILLATb NON0BMHY OT 06LLEr0 YMCa SKCMEPTOB COBETA MO STUKE.

6. WHPopmauma o coctaBe coBeTa MO 3TMKe, MJaHax ero paboTbl U TeKyweh AeATeNbHOCTU
pasmellaeTca Ha oduuUMaNIbHOM caiTe YyNoAHOMOYEHHOro d¢enepanbHOro opraHa WMCNOJIHUTENbHOM
B/1aCTU B MHPOPMALMOHHO-TEIEKOMMYHMKAUMOHHON ceTn "WHTepHeT" (ganee - ceTb "MHTepHet") B
YCTaHOBJIEHHOM UM MopsAgKe.

7. 3TNYecKas 3KcnepTM3a, COCTaB/eHWEe COBETOM MO 3TUKE 3aK/OYEHUI O BO3IMOMKHOCTM WUAU
HEBO3MOYHOCTUN MPOBEAEHUA KIMHMUYECKOTO NCcCAefoBaHMA BUOMEULMHCKOTO KAETOYHOIo NPOAYKTa U



Hanpas/AeHMe 3TUX 3aKOYEHWUI B YNOSIHOMOYEHHbIV deaepanbHblii OpraH UCNOAHUTENIbHON BAACTU
OCYLLECTBAAOTCA B CPOK, HE NPEBbIWAWMIA TPULLATU paboumx AHel Co AHS NOoJyYeHUs COBETOM Mo
3TUKe 33a[aHMA YNOAHOMOYEHHOro defepanbHOro opraHa MCNONHUTENBHOM BAACTU U HEOHXO4MMbIX
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 11, 13 yactn 2 ctatbu 9 HacToAwero PeaepasbHOro 3aKoHa.

8. JlOKyMeHTbI, cogepKalimeca B permcTpaLMoHHOM A0Cbe U NOCTYNUBLUME B COBET MO 3TUKe AN
NpoBeLEeHMA STUYECKOM IKCNEPTM3bl B LLENSAX MOAYYEHUA Pa3pelleHMa Ha NpoBeAeHNE KAMHUYECKOTO
nccnefoBaHUA BUOMEOMULMHCKOIO KAETOYHOro MPOAYKTa, MOA/MeXKaT BO3BPATYy B YMNOJAHOMOYEHHbIN
denepanbHbIi OpraH UCMOIHUTE/IbHOM BNACTU.

Cratba 15. Jkcneptmsa KavyecTBa OMOMEAMUMHCKOrO K/AETOYHOrO MNpPOAYyKTa M 3KcnepTusa
OOKYMEHTOB 4/1A  NOMYYEeHMA paspelleHMAa Ha nNpoBefeHWe  KIMHMYECKOro  UccnefoBaHuA
6MOMeaMUNHCKOro KNEeTOYHOTO NPOAYKTa

1. 3KcnepTn3a KayecTBa BUOMEANULMHCKOTO KNETOYHOro NPOAYKTa, IKCNepTU3a AOKYMEHTOB AN
noJslydeHMA paspeLlleHna Ha NpPoBeaeHNE KANHUYECKOTO UCCNea0BaHNA BUOMEANLMHCKOIO KNETOYHOTO
NPOAyKTa, COCTaBAEHWE KOMWCCMEWN 3IKCMNEPTOB  3SKCMEPTHOrO  yYpeXOeHUA  3aK/J4YeHua o
NnoATBEPKAEHUN KauyecTBa BUOMEMLMHCKOTO KAETOYHOMO NPOAYKTa M BOSMOXHOCTM NMPOBEAEHMUA €ro
KIMHUYECKOTO UCCNeAO0BaHMA WAW O HEMOATBEP)KAEHMM KavecTBa OMOMEAMLMHCKOrO KNETOYHOro
NpPoAyKTa W HEeBO3MOXHOCTU MNpoBeAeHMA ero KAMHUYECKOro WcCnefoBaHuA, HanpasaeHue
COOTBETCTBYIOLLETO 3aK/OYEHMA B YMNOJIHOMOYEHHbIM deaepanbHbIi OpraH WUCMOJIHUTENIbHOMW BNACTU
OCYLLECTBAAIOTCA B CPOK, He NPEBbIWAMOWMIA cTa paboumx AHEW CO AHA MNOJYYEHWUA 3SKCMEepPTHbIM
yyperaeHMem 3afaHuA  yNosHOMOYeHHoro ¢denepasbHOro OpraHa WCMOAHUTENIbHOM BAacTM C
NPUNOXKEHNEM HeObBXOAMMBIX [AOKYMEHTOB, YKasaHHbIX B NyHKTax 1 - 11, 13 vactm 2 crtatbu 9
HacToawero PegepasibHOro 3aKOHa.

2. B TeuyeHMe wecTngecatn pabouymx gHel co AHA NONAyYeHMA 3aABUTESIEM OT 3KCMEPTHOTO
yypexaeHua yBeAOMAEHMA O MNOJIYyYeHUWM YKA3aHHbIM  JKCAEPTHbIM  yuyperkaeHuem 3a4aHuA
YNOJIHOMOYEHHOIO deaepanbHOro opraHa UCNOJIHUTENBHOW BAACTH, YKa3aHHOrMoO B Yactu 1 HacToAlwei
CTaTbu, 3aABUTENb NPeACTaBNAET B 3KCNEPTHOE y4yperkpeHue ANA NpoBefeHUA SKCNepTUsbl KayecTBa
6MOMEUUMHCKOrO KNETOYHOro NpoayKta obpasubl 6MOMEAMUMHCKOrO KNETOYHOIo MPOAYKTa,
KNETOYHOMN NNHUM (KNETOUYHbIX IMHUIA), MEAULMHCKUX U3Le/UIA, IeKapCTBEHHbIX NPEenapaToB, BELWecTs,
BXOAAWMX B COCTaB OMOMEAMLMHCKOrO KAETOYHOro MPOAYKTa, MPUMEHAemble Npu MpoBeAeHUU
3KCnepTusbl KayecTBa OMOMEAMUMHCKOTO KAETOYHOro MpoAyKTa MyTeM CPaBHEHUS C  HUMM
uccnegyemoro 6MomegMLUMHCKOrO K/JETOYHOTO NPOAYKTa, B KO/AMYecTBe, Heobxogumom Aans
BOCMNPOU3BEAEHMA METOL0B KOHTPOA KayecTBa BMOMEANUMHCKOTO KNEeTOYHOro NpPoAyKTa, B NOPALKE,
YCTAHOB/IEHHOM YNOJIHOMOYEHHbIM PpeaepanbHbIM OPraHOM UCMOIHUTENBHOM BNACTHU.

3. Mpu nonyyeHnn obpasLoB OMOMEAMULMHCKOrO KAETOYHOTO MNPOAYKTA M MHbIX 06pasLos,
YKa3aHHbIX B 4aCTW 2 HacTOALLEeM CTaTbM, IKCNEPTHOE y4YperKAeHWe BblAAeT 3aABUTE/NI0 [AOKYMEHT,
NnoATBEPXKAAOWMIA NONYYEeHNE YKA3aHHbIX 06pa3LLOB, M B CPOK, He MPEBbILAOWNN Tpex pabounx gHen
CO AHA NONYYEeHUs YKasaHHbIX 06pasLOB, yBegOMAET 06 3TOM YNONHOMOYEHHbIN desepanbHbli opraH
NCNOSIHUTENbHOM BNaCTW.

4. B cnyyae, ecnu 3aABAAEMbIA CPOK XpaHEHMA OUOMEAMLMHCKOrO KNETOYHOro NpPOoAyKTa
COCTaB/AET MeHee NATHAALATM CYTOK, 3KCMepTM3a KavyecTBa HMOMEAMLIMHCKOrO KNeTOYHOro npoayKTa
NpoBOAMTCA B NOPAAKE, YCTAHOBAEHHOM YNOJHOMOYEHHbIM desepasibHbiM OPraHOM UCMONHUTENIbHOWM
BNACTU, KOMUCCMEN SKCNEPTOB 3KCMEPTHOrO yYpexaeHua B MecTe NpousBoACTBa HBUOMeAMLMHCKOro
KNeTOYHOro MPOAYKTa C MCMONb30BaHMEM O6OpPYyAOBaHUA MPOM3BOAUTENA, NMPU ITOM 3aABUTENb B
TeYeHMe WecTUaAecATM paboumx AHel Co AHA NOAYYEeHMA OT IKCMEPTHOMO YYPEXKAEHUA, YKAa3aHHOro B
Yyactu 1 HacToALWeN cTaTbM, YBEAOM/IEHUA O NOAYYEHUU UM 33JaHUA YNONHOMOYEHHOro denepanbHOro
opraHa UCMNOJIHUTENbHOM BAACTU YBEAOMAET IKCNEPTHOE yUpexKAeHWe O TOTOBHOCTU K MPOBeAEeHUI0
SKCnepTusbl  KayecTBa OMOMEAMUMHCKOTO  KNEeTOYHOro  NpoayKTa B MecTe  MpoM3BOACTBA
6MOMeANLMHCKOTO KNETOYHOTO NPOoAYKTa.

5. YKasaHHble B YacTAx 2 1 3 HACTOALLEN CTaTbU CPOK ANA NPeacTaBAeHUA 3aasuTenem obpasLos
6MOMEAMNUNHCKOrO KNETOYHOTO NPOAYKTa WM MHbIX 0Opa3LoB M CPOK YBEAOMJIEHMA 3SKCMEPTHLIM
yupexgeHmem o6 3TOM YyMno/JHOMOYeHHOro ¢efepanbHOro opraHa MCMNOAHUTENIbHOM BAACTU He
BK/IIOYAIOTCA B CPOK NPOBEAEHMA KCNEPTMU3, MPEAYCMOTPEHHbIX YacTbio 1 HACTOALLEN CTaTbM.



6. IJKCNepTHbIM y4ypekaeHuem U3 00pasuoB KAETOYHOM JIMHUM  (KNETOYHbIX JIMHUIA),
NpeAcTaB/NeHHbIX Ha 3KCNEepTU3y KayecTBa OMOMEAMUMHCKOrO K/AETOYHOro MpPOAyKTa, COCTaBAseTcA
KONNEKLMA NOCTOAHHOIO XpaHeHUA 06pasL0B CTAaHAAPTU30BAHHbIX KAETOUYHbIX IMHMIA, GOPMUpPOBaHME,
NCNO/Ib30BaHME, XPaHEHME, YYET U YHUUTOXKEHME KOTOPOW OCYLLECTBAAIOTCA B NOPAAKE, YCTAHOBAEHHOM
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCMOAHUTENbHOW BAACTU.

7. [OKyMeHTbl, cofepKawmecs B PErucTpaLMOHHOM [0Cbe W MOCTYNUBLUME B 3IKCNEPTHOE
yupexgeHue aas npoBeLeHMA COOTBETCTBYIOLWMX ISKCMEPTU3 B LENAX MNOJYYEHMA paspelleHus Ha
npoBeseHMNE KIMHUYECKOTO WCCAefOoBaHUA OMOMEAMULMHCKOTO KAETOYHOro NpOoAyKTa, noajeKart
BO3BPaTy B YMNOJIHOMOYEHHbIN ¢deaepanbHblii OpraH WMCNOAHUTENbHOW BNACTU OAHOBPEMEHHO C
3aKNOYEHMEM MO pe3ybTaTaM 3TUX IKCNepTH3.

Cratbs 16. MonyyeHMe M OLLEHKA 3aKNOYEHUIA MO pesy/bTaTaM 3KCNepTM3, NPOoBeAeHHbIX B LEensx
BblJauYM paspeleHns Ha NPoBeAEeHWE KAMHMYECKOro Mcc/iefoBaHMsA BUOMEAULMHCKOTO KAETOYHOro
npoAayKTa

1. B cpoK, He npeBblWaloWmMn NATU paboumx AHel Co AHA NOJYYEHUA 3aK/OUYEHUA KOMMUCCUM
3KCMEPTOB 3KCNEPTHOIO YYPEKAEHMUA, YKaszaHHOro B Yact 1 ctatbu 15 Hactoawero PeaepanbHoro
3aKOHa, W 3aKNOYeHNA CoBeTa MO 3TMKE, YKa3aHHOro B Yacth 7 ctaTbu 14 Hactosuwero ®eaepanbHoro
3aKOHa, YMOJAHOMOYEHHbIM deaepanbHblit OpraH MCNONHUTENbHOW BAACTU OCYWECTBAAET OLEHKY
NOCTYNUBLUMX 3aK/NIOYEHUA ANsA  ONpedeneHUMs WX COOTBETCTBMA 33aJaHMAM Ha npoBegeHue
COOTBETCTBYIOLIMX IKCMEPTU3 U YBELOM/IAET 3afABUTENS B NMUCbMEHHON GOpMe O MpeacTaB/eHHbIX MO
pesy/ibTaTam NPOBEAEHHbIX SKCNEPTU3 3aKNHOUEHUSAX.

2. [pn nonyyeHuMn 3aKAOHYEHMA KOMMUCCMM  SKCMEPTOB IKCNEPTHOro  yypexgeHua o
noATBEPXKAEHUN KayecTBa BUOMEOULMHCKOTO KAETOUYHOrO NMPOoAYyKTa U BOSMOXHOCTU MPOBEAEHMA ero
KJMHUYECKOTO UCCNEAOBAHUA W 3aK/OYEHMS COBETAa MO 3TUKE O BO3MOMHOCTM MPOBEAEHUS
KNAMHUYECKOTO  UCCNenoBaHMA  OMOMEAMUMHCKOrO  KJAETOYHOrO  MPOAYKTA  YNOJHOMOYEHHbIN
denepanbHbIit opraH WCNOMIHUTENbHOM BAACTM MNPUOCTaHaB/AMBAET MNPOBEAEHUE FOCY[aPCTBEHHOM
pernctpaunn bMoMeaMUMHCKOrO KAETOYHOro MpPoAyKTa A0 Nogayu 3asaBUTesIemM B YNOJHOMOYEHHbIN
denepanbHblit OpraH WMCNONHUTENbHOW BNACTU 3aABAEHUA O BO30OHOBAEHUMWM TOCYLAPCTBEHHOM
pernctpaunn GMoMeanULMHCKOro KAeTOYHOro NPOAYKTa.

3. Mpu NOAYYEHMM 3aKAKOYEHMA KOMMUCCUM  IKCMEPTOB IKCMEPTHOrO  YUYPEKAEHMA O
HenoATBepKAEHUN KauyecTBa 6UMOMEANUMHCKOTO KAETOYHOTO NPOAYyKTa U HEBO3MOXKHOCTU NPOBEAEHUSA
€ro K/IMHMYECKOro MUCCNeAO0BaHUA MU 3aKNHOYEHUA COBETA MO 3TUKE O HEBO3MOMKHOCTU NpPOBeAeHUA
KAMHMYECKOro  MccnefoBaHUA  BMOMEAMUMHCKOrO  K/ETOYHOTO  MPOAYKTa  YNOJAHOMOYEHHbIN
denepanbHbIii OpraH UCNOHUTENbHOW BAACTM NPUHMMAET PeLLeHNe O NpeKpaLLeHUM rocyAapCcTBEHHOM
pernctpaunm 6MoMegnUUMHCKOro KAeTOYHOro NpoAyKTa u ysegomnset o6 3ToM B NMCbMeHHOW dopme
3aaBUTeNS.

CratbAa 17. PeweHne o Bblgade pa3pewieHnA Ha npoBegeHne KAMHUYECKOro uccnenoBaHuA
6MOM€AMLI,MHCKOFO K1€TOYHOro NpoAyKTa

1. na nonyyeHus paspeLleHns Ha npoBeaeHne KAMHUYECKOro UCCaefoBaHna BMoMeanLMHCKOTO
KNETOYHOTO MPOAyKTa 3afBUTE/b, MOJYYMBLUMIA B COOTBETCTBMM C 4acTbio 1 cTaTbu 16 HacTosLiero
denepanbHOro 3aKOHa YBEAOMJIEHME O BbIHECEHMM MO pPe3y/ibTaTaM 3KCMNEPTM3, YKa3aHHbIX B NyHKTe 1
yactu 1 ctatbm 12 HacToswero ®enepasbHOro 3aKOHa, 3aKAHYEHMA KOMUCCUMM SKCNEPTOB 3KCMEPTHOrO
YUPEKAEHUS O MOATBEPKAEHUM KayecTBa BUMOMEAMLIMHCKOIO KNETOYHOro MpOoAyKTa M BO3MOXKHOCTU
NPOBeAEeHNA €ero K/JAMHWYECKOrO WCCAeL0BaHWA M 3aK/OYEHUS COBETA MO 3TWKE O BO3MOMXKHOCTM
NpoBeAeHUsA KAMHMYECKOrO UCCNef0BaHUA BUOMEANLIMHCKOTO KIETOYHOro NPoAyKTa, NpeacTaBnseT B
YNOJIHOMOYEHHbIN deaepanbHbiit opraH UCNOJIHUTENIbHOWN BAACTU:

1) 3aABneHMe O BblAaye paspeleHna Ha npoBedeHME KAMHUMYECKOro WccaegoBaHuA
6UOMEANLMHCKOIO KNEeTOYHOIo NPOAYKTa;

2) 6powlopy uccnegosaTena, npeactasastolyto coboil CBOAHOE W3/0MKEHWe pe3ynbTaToB
AOK/NIMHUYECKOTrO  MCCNeaoBaHua 6MOMEeAMUMHCKOrO  KNeTOYHOro  NpoAyKTa W KAMHUYECKOro
nccneaoBaHUA 6UOMEANLMHCKOTO KNETOUYHOIo NPOAYKTa;



3) cBegeHus 06 onbiTe pPaboTbl UccienoBaTeNei Mo COOTBETCTBYIOLWMM CMEUManbHOCTAM M UX
onbiTe PpaboTbl MO NPOBEAEHUIO KNIMHNYECKUX UCCNeA0BaHUI BUOMEULMHCKUX KNETOUYHbIX MPOAYKTOB;

4) Konuio gorosopa 06a3aTe/IbHOTO CTPAXOBAaHWUA KU3HW, 340POBbA MALMEHTA, Y4acCTBYIOWErO B
KIMHUYECKOM  UCCNedoBaHMM  OUMOMEOMUMHCKOrO  K/IeTOYHOro MpoAyKTa (manee -  pgorosop
0653aTeNbHOr0  CTPAxOBaHWUA), KOTOPbIA 3aKAOYEH B COOTBETCTBMM C TWUMOBLIMW MPaBUIAMU
0653aTeNbHOr0  CTPaxXxOBaHMA  XKW3HW, 340POBbA MaLMEHTa, Y4YacTBYHOLWEro B  KJAMHWMYECKOM
nuccnegoBaHnMM  BMOMEAMUMHCKOTO  KNEeTOYHOro  MPOAYKTa, yTBepXgaembiMu  [paBUTENbCTBOM
Poccuitickoit depepaunn (manee - TMnoBble npaBuna 06A3aTeNbHOrO CTPaxoBaHMA), C YyKasaHUEM
CBEOEHUN O npepenbHOW YUCNEHHOCTM MNAUMEHTOB, YYacCTBYIOWMX B KAMHMYECKOM MCCNeL0BaHUU
6MOMeANLMHCKOTO KNETOYHOTO NPOAYKTa;

5) cBepgeHMA O MEAMUMHCKMX OpraHMsauuax, B KOTOPbIX Mpeanosiaraetca nposeaeHue
KIMHUYECKOTO MCCnefoBaHMA OUMOMEAMLMHCKOrO KNeTOYHOro npoAayKkta (MofHoe W COKpalieHHoe
HaMMeHOBaHWA, OPraHU3aLMOHHO-NPaBoBasa $OpmMa, MECTO HAXOXKAEHMUA, MECTO OCyLLEeCTBNEeHUA
aeAatenbHocTn, TenedoH, Tenedakc, agpec 3NeKTPOHHOM NoYTbl, cBeAeHUA 06 aKKpeaMTaLMmM Ha Npaso
NpoBeAEeHUA  KAWHWYECKUX UCCNeLOBaHUI  OUOMEAUUMHCKUX  KAETOYHbIX MPOAYKTOB  Kaaown
MeZANUMHCKON OpraHM3aumm);

6) cBeAeHMA O MNpPeAnonaraemblX CPOKAaxX MPOBEAEHUSA  KAWMHWYECKOrO  MUCCAefOoBaHMUA
6MOMeINLMHCKOTO KNETOYHOTO NPOAYKTa;

7) peKBu3UTbI AOKYMEHTa, NOATBEPKAAIOLWErO ynaaTy rocyAapCTBEHHOM MNOLWJIMHLI 33 BblAady
paspeLleHmns Ha NPoBeAEHME KNNHUYECKOTO NcCnea0BaHMA BUOMEANLMHCKOTO KNETOYHOTO NPOAYKTa.

2. B cpok, He npeBblWalOWMii NATU Paboumx AHEN cO AHA MNPUHATUA YKa3aHHbIX B 4Yactu 1
HACTOALLEN CTaTbM 3aABAEHMA U LOKYMEHTOB, YNONHOMOYEHHbIM desepanbHbli OpraH MCNONHUTENbHOM
BNACTU:

1) npoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU CBEAEHUN, COAEPKALUMXCA B NPEACTaB/IeHHbIX
3anABUTeNEM JOKYMEHTAX;

2) NpUHMMaeT pelleHWe O Bbldaye PaspelleHus Ha NpoBefeHWMe KAMHUYECKOro MCCneLoBaHuUsA
6MOMEANUMHCKOTO KNETOYHOIo NPOoAYKTa UM 06 0TKase B Bblgaye YKa3aHHOro pa3peLleHms;

3) yBegoMnsieT B NMUCbMEHHONW ¢opme 3aaBUTENA O MPUHATOM pelleHun (B cydae NPUHATUA
pelweHusa 06 o0TKase ¢ yKazaHMeM NPUYMH TaKOro OTKasa);

4) BbloaeT paspelleHne Ha npoBedeHWe KAWHWYECKOro WccaefoBaHuMA 6HuomeauLMHCKOro
KNETOYHOro NpoAyKTa B MOPAAKE, YCTAHOB/AEHHOM YMNOJHOMOYEHHbIM denepasbHbIM  OpPraHoOM
NCNOJIHUTENbHOM BNACTK.

3. B cnyyae BbIABAEHUA HEMNOJIHOTbI WAM HEeLOCTOBEPHOCTM CBEAEHWN, coAepiKalimxca B
NpeAcTaBNeHHbIX 3aABUTENEM AOKYMEHTaX, YNOJAHOMOYEHHbIW deaepasbHblii OpraH UCNOJHUTENbHOM
BNACTM HAMpPaBAAET 3aABMTENIO0 3aMPOC 06 YTOUHEHUM YKaA3aHHbIX CBeAEeHWI. [laHHbIA 3anpoc MOoKeT
6bITb NepefaH YNOAHOMOYEHHOMY MPeACTaBUTENO 3aABUTENSA JIMYHO MOA, PAcnNUCKy, HanpasieH Mo
noyTe 3aKasHbIM MUCbMOM UM NepPesaH B 3NEKTPOHHON popme Mo TENTEKOMMYHMKALMOHHbIM KaHanam
cBA3W. B cnyyae HanpasneHMA [AaHHOrO 3anMpoca MO Mo4YTe 3aKasHbIM MUCbMOM OH CYMUTAETCH
NOJIy4EHHbIM MO UCTEYEHUW LIECTM AHEN C AaTbl HAaNPaB/leHUs 3aKAa3HOIo NMUCbMa.

4. 3anBuTenb 06s3aH NPeacTaBUTb OTBET Ha 3anpoc ynosHOMOYeHHoro ¢enepasbHOro opraHa
WCNONHUTENbHOM BNACTWU, YKa3aHHbIM B 4acTM 3 HacToAWEeW CTaTbW, B CPOK, HE MPEeBbILLAOLLMIA
AeBAHOCTA paboymx AHelN co AHA NONyYeHMA AaHHOro 3anpoca. CPOK, yKa3aHHbIN B YacTW 2 HacToALLeN
CTaTbM, MPUOCTAHAB/AMBAETCA CO [AHA HaNpaB/ieHMA 3aABUTEN0 3anpoca  YNOJIHOMOYEHHOrO
denepanbHOro opraHa UCNONHUTENBHOW BNACTU A0 AHA NOMYYEHWUA UM OTBETA HA AaHHbIM 3anpoc.

5. OcHOBaHMAMM A8 OTKA3a B Bblgaye paspeLleHnsa Ha NpoBeAeHMe KIMHUYECKOro NccnefoBaHuA
6MOMEeINLIMHCKOTO KNETOUYHOrO NPOoAYKTa ABAAIOTCA HENpeacTaBAeHNe B NOJIHOM 06beme AOKYMEHTOB,
YKa3aHHbIX B 4acTW 1 HacToAWeNn cTaTbk, HENPEACTaBEHME 3aABUTEIEM B YCTaHOB/EHHbI CPOK OTBETa
Ha 3anpoc ynosHoMo4YeHHOro denepanbHOro opraHa UCMOAHUTENbHOM BAACTM, YKa3aHHbIM B YacTu 3
HacToAWEN CcTaTbW, WM HECOOTBETCTBME COAEpPKaHMA NPeACTaBNAEHHbIX 3aABUTENIEM [AOKYMEHTOB
TpeboBaHMAM HacTosiero deaepanbHOro 3aKoHa.

Cratba 18. dkcnepTn3za 3dpHEeKTUBHOCTU BUOMEANLMHCKOIO KAETOYHOro MPoAyKTa M 3KcnepTusa
OTHOLUEHMSA OXKMAAEMOMN MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSs BUOMEAMLMHCKOTO KJAETOYHOro
npoAayKTa



1. 3KcneptMsa 3dPEKTUBHOCTM OBUOMEAULMHCKOTO KNETOYHOro MpPOoAyKTa W 3KchnepTusa
OTHOLLEHUA OXKMOAEMOWN MO/b3bl K BOSMOMHOMY PUCKY MPUMEHEHMA BUMOMEANUMHCKOFO KAETOYHOro
NPOAYKTa, COCTAaBAEHME KOMMUCCMEN 3SKCMEPTOB 3SKCMEPTHOTO YUYPENKAEHUA 3aKNOYEHUN MO UX
pe3ynbTaTaM W HanpaBfeHMEe 3TUX 3aK/JOYEeHMI B  YNOJHOMOYEHHbIM deaepanbHbli  OpraH
WCMOJIHUTE/IbHOM BIACTU NPOBOAATCA B CPOK, HE MPEeBbIWAOWMA ABaALATM NATU paboumx AHen co AHA
NOJIy4EHMA IKCMEPTHLIM YyUYpeXKAEHMEM COOTBETCTBYIOLLENO 3a4aHMA YNOJHOMOYEHHOrO denepanbHOro
opraHa WUCMONHUTE/IbHON BNACTM C AOKYMEHTAMM, YKasaHHbIMW B NyHKTax 1 - 5, 13 yactn 2 ctatbu 9
HacTosawero ®enepanbHOro 3akKoOHa, WM OTYETOM O MNPOBEAEHHOM KJ/IMHUYECKOM WCCNefL0BaHWUM
61MOMeAMUMHCKOrO KNETOYHOTO NPOAYKTa.

2. ina npoBeaeHuMA yKasaHHbIX B YaCTU 1 HAaCTosALLEN CTaTbU SKCNEPTU3 3aABUTENb NpeaCcTaBAeT B
YNOJHOMOYEHHbIN deaepanbHblit opraH UCNOJHUTENIbHOW BNACTH:

1) 3anaBneHMe o BO30OHOBNEHMM FrOCYAaPCTBEHHOM perucTpaumm 6MomeauLMHCKOrO KNeTOYHOro
NpPoAyKTa U NPOBEAEHUN YKAa3aHHbIX B YaCcTU 1 HAcTosLLEN CTaTbU IKCNEPTU3;

2) nNpoeKTbl MaKeToB MEPBMYHON YMNAKOBKM U BTOPUYHOM YNAKOBKM BUOMEAULMHCKOro
KNEeTOYHOro MnpoAyKTa, npu HeobxoaMmocTn pAopaboTaHHble NO pesynbTaTaM MNPOBEAEHHOro
KNMHMYECKOTO nccnegoBaHMa BUOMEANLMHCKOTO KIETOYHOIo NPOoAYKTa;

3) oTYeT 0 NpoBeAEHHOM K/IMHUYECKOM UCC/Ie0BaHNN BUOMEANLMHCKOTO KETOYHOIO NPOAYKTa;

4) nNpPOEeKT WHCTPYKUUM MO MNPUMEHEHUIO OUOMEAULMHCKOTO KIETOYHOro NpoAyKTa, npu
HeobXoAMMOCTU A0pPaboTaHHbLIM NO pesy/nbTaTaM MNPOBEAEHHOrO K/JAMHMYECKOrO WCCiedoBaHUA
61MOMeAMUNHCKOrO KNETOYHOTO NPOAYKTa;

5) peKkBM3UTbl [OOKYMEHTOB, MOATBEPXKAAOWMX YNAaTy rOCyAapCTBEHHOM MOW/AMHbI 33
nposeseHMe 3KcnepTmsbl 3PPeKTUBHOCTM BMOMEAUUMHCKOrO KNETOYHOro MPOAYyKTa M 3KCNepTu3bl
OTHOLLEHUA OXKMOAEMOWN MO/b3bl K BOSMOMKHOMY PUCKY MPUMEHEHMA BUOMEANUMHCKOFO KAETOYHOro
NPOAYKTa Npu rocyfapCTBEHHOW perucrpaumm bMomeaMUMHCKOrO KNEeTOYHOro NpoAyKTa. 3aABuTENb
BrpaBe MpPeACTaBUTb MO COOCTBEHHOM WHWUMATMBE YKasaHHble AOKYMeHTbl. B cayvyae wux
HenpeaCcTaBAEeHUS YNOJHOMOYEHHbIA defepanbHbli opraH UCMNONHUTE/IbHON BAAcTU NpoBepsAeT ¢aKT
ynnaTbl rOCYy[apCTBEHHOM MOW/MHbI Ha OCHOBAaHWUM NPeACTaB/EHHbIX 3afABUTENIEM PEKBU3UTOB
OOKYMEHTOB, NOATBEPXKAAOWMX ee ynaaTy, C WCNo/Jb30BaHMemM WHpopmaumm 06 ynnate
rocygapcTBEHHOM MOW/WHLI, copepKawenca B [ocyaapcTBeHHOMW WHGOPMAUMOHHOM cucteme o
rocyapCcTBEHHbIX U MYHUUMNANbHbIX NAaTEMXKaX.

3. B CpOK, He npeBblllatoWMi NATU paboumx AHEN co AHA NPUHATUA 3as8BEHMA O BO30OOHOBAEHUU
rocyaapcTBEHHOM PerncTpaunm BUoMeaMLMHCKOro KNETOYHOrO NPOAYKTa C AOKYMEHTAMM, YKa3aHHbIMU
B YacTax 1 1 2 HacToALLEN CTaTbK, YNOJHOMOUYEHHbIV deaepasibHbli OpraH UCNONIHUTEIbHOW BaCTu:

1) npoBOAMT NPOBEPKY MOSHOTbI U AOCTOBEPHOCTU AaHHbIX, COAEPKALUNXCA B NPeacTaBNeHHOM
3anBUTE/IEM OTYETE O MNPOBEAEHMU KAMHUYECKOro WCC/NefoBaHUS OUOMEAULMHCKOrO KJAETOYHOro
NpoAayKTa;

2) NpUHUMaET pelleHne o0 BO30OHOBNAEHUU FOCYyAapCTBEHHOM perucrpaumMm 6uomeauuUMHCKOro
KNeTOYHOro NpoAyKTa U NpoBeAeHUM YKa3aHHbIX B YacTM 1 HacToALEen cTaTbM 3KCNepTU3 uamn ob oTkase
B BO30OHOBNEHWM TrOCYAAapPCTBEHHOW perncrTpauum 6UoMeaULMHCKOrO K/IETOYHOro MpoAayKTa W
NpoBeLeHMN YKa3aHHbIX SKCNepTus;

3) yBegomnAeT B NUCbMEHHOU dopme 3aAaBUTENA O MPUHATOM pelleHun (B ciydae NPUHATUS
pelleHns 06 oTKase - C yKazaHMeM NPUYMH TaKOro 0TKasa).

4. B cnyyae BbISBAEHWUA HEMNONHOTbl WAW HELOCTOBEPHOCTM CBEAEHWUM, COAEpPrKALLMXCA B
NnpeacTaB/NeHHbIX 3aABUTENEM AOKYMEHTaX, YNOJHOMOYEHHbIM denepasibHbli OpraH UCMONHUTENBHOM
B/1IACTU HaAMpaBAsfeT 3aaBUTE/NI0 3anpoc 06 YTOYHEeHUM yKasaHHbIX cBegeHWi. [JaHHbIN 3anpoc MOXKeT
6bITb NepegaH ynoaHOMOYEHHOMY MPeACTaBUTENtO 3afBUTENSA JIMYHO MOoZ PacruCKy, HanpasiaeH no
noyTe 3aKasHbIM MMCbMOM UM NepesaH B 3/IEKTPOHHOM Gpopme No TeIEKOMMYHMKALMOHHbIM KaHanam
cBA3n. B cnyyae HanpaBneHMA p[aHHOrO 3anpoca MO MNo4YTe 3aKasHbIM MUCbMOM OH CYMTaEeTCs
Noly4eHHbIM N0 UCTEYEHMM LIECTU AHEN C AaTbl HAaNpPaBAEHWUA 3aKa3HOro NMcbmMa.

5. 3asButenb 06A3aH NpeAcTaBUTbL OTBET Ha 3anpocC yno/sHOMo4YeHHoro dezepanbHOro opraHa
WUCNONHUTENIbHON BNACTM, YKas3aHHbIM B 4acTW 4 HaAcTOAWEW CcTaTbW, B CPOK, He MpeBbillatoWuig
AeBAHoCTa pabounx AHel co AHA NoayYyeHusa AaHHOro 3anpoca. CpoK, yKasaHHbIN B YacTu 3 HacToALlel
CTaTbi, MPUOCTAHAB/AMBAETCA CO [AHA HanpaBleHWUs 3aABMTENI0  3anpoca  YNoJHOMOYEHHOro



denepanbHOro opraHa UCNOSIHUTENbHOM BAACTU A0 AHS NOYYEHMA MM OTBETA Ha AaHHbIM 3anpoc.

6. OCHOBaHMEM ANna OTKa3a B BO30OOHOBAEHUM roCyAapCTBEHHOM perncTpaummn bnomeamunMHCKoro
KNIETOYHOro MPOAyKTa M MPOBEAEHUM YyKas3aHHbIX B 4YacTM 1 HacToswein cTaTbM 3KCNepTus ABAAEeTCA
npeacTaB/ieHMe AOKYMEHTOB, YKa3aHHbIX B 4YacTax 1 M 2 HacToAweh crtaTbM, B HenosHom obbeme,
HenpeAcTaB/ieHMe 3aABUTE/IEM B YCTAaHOBJ/IEHHbIM CPOK OTBETA Ha YKa3aHHbIM B Yactu 4 HacToswen
CTaTbM 3aMpocC ynoJIHOMoYeHHOro peaepanbHOro opraHa UCMOJIHUTE/IbHOW BAacTU AMbo oTcyTcTBUE B
NpeacTaB/eHHbIX [AOKYMEHTAaxX WCYepnbiBaloWero nepeyHs Heobxoaumon wuHdopmauum, KoTopas
[O0/IKHa ObITb OTpaXKeHa B HUX, a TaKKe OTCyTCTBME MHbOopMauuK, noaTsep:Kaatoweinnt GakT ynnatbl
roOCy4apCcTBEHHOM MOWJ/MHLI 33 MNpPoOBeAeHME 3KcnepTusbl 3PEeKTUBHOCTM  BUOMEANLMHCKOrO
KNEeTOYHOIO0 MNpPOoAYyKTa M 3IKCMEepTU3bl OTHOLWIEHWA OXMAAEMOWN MO0J/b3bl K BO3MOMKHOMY PUCKY
npuMeHeHns BUOMEAMUMHCKOTO K/IETOYHOro MpOoAyKTa nNpu  rocyAapCTBEHHOM  perncrpaumuu
6MOMeaNUNHCKOrO KNEeTOYHOTO NPOAyKTa.

7. Jkcneptmsa 3PPEKTUBHOCTM OUMOMEAMUMHCKOrO KAETOYHOro NpoAyKTa W 3KchnepTusa
OTHOLLEHUS OXKMOAAEMOWN MOMb3bl K BOSMOXKHOMY PUCKY MPUMEHEHUA BUOMEAMLMHCKOrO K/IETOYHOro
NPOAYKTa, B OTHOWEHWM KOTOPOrO MPOBEAEHbl MEXAYHAPOAHblE MHOTOLLEHTPOBbIE K/AWHUYECKME
nccnenoBaHMA, 4acTb M3 KOTOpbIX npoBefdeHa B Poccuiickoint ®Pepepaumm, OCyWwecTBAAKOTCA Ha
OCHOBAHMWN OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 6, 8, 9, 12 n 13 vactn 2 ctatbu 9 HacroAwero
depepanbHOro 3aKoHa, B CPOK, YKa3aHHbIM B 4acTM 1 HAcTOALLEN CTATbW.

Cratba 19. T[loBTOpHOe npoBefeHUe BUMOMEAUUMHCKON 3KCNepTusbl 6BUomMeaULMHCKOro
KNETOYHOro NPoAyKTa 1 (UAK) STUYECKOM 3KCnepTm3bI

1. B cnydae HannumA B 3aKAHOYEHUN KOMUCCUM SKCMEPTOB SKCMNEPTHOrO YUPEXKAeHUA UK COBeTa
Mo 3TUKe MPOTUBOPEUYMUBBIX AaHHbIX, HEOBOCHOBAHHbLIX U (M/M) HEMOJIHBLIX BbIBOAOB, danbcudUKaLmm
BbIBOJOB HBUOMEAULMHCKON 3KCMEepTU3bl BUOMEANLMHCKOrO KNETOYHOro NpoAyKTa M (MAun) sTUYecKoi
SKCMepTu3bl, COKPbITUA OT YMNOJAHOMOYEHHOro denepanbHOro oOpraHa WCMNOJIHUTENbHOW BAACTU
OCHOBaHWA ANA OTBOAA 3KCMepTa BCAEACTBME €ro  3aMHTEePecoBaHHOCTM B pesy/bTaTtax
COOTBETCTBYIOLLEM 3KCNEPTU3bI, HANUUMA AaHHBIX O MPAMOM /IMB0 KOCBEHHOM BMeLLaTeNbCTBE B
NPOLLECC COOTBETCTBYIOLLEM 3SKCMNEepTU3bl /ML, HE YYacTBYIOWMX B ee MNPOBEeAEHMM, HO OKa3aBLUMX
BAUSAHME Ha MPOLECC M pe3y/nbTaTbl €e MNPOBEAEHMA, YNOJHOMOYEHHbIM deaepasnbHbiM OpraHom
MCNONHWUTENbHOM BNACTM Ha3HayaloTcA NoBTOpHaa 6GMomeauuUMHCKaa 3Kcneptusa 6GuomeamuMHCKOro
KNETOYHOro npoaykta M (MAM) NoOBTOpHaA 3TMYecKaa 3Kcneptusa. O6bem MNOBTOPHOM IKCNEPTU3bI
onpeaenseTcs ynosHoMo4YeHHbIM deaepasibHbIM OpraHoOM UCMOAHUTEIbHOM BAaCTU.

2. ToBTopHas 6UOMeaAMUMHCKaa 3KcnepTM3a 6BUMOMEAMUMHCKOTO KNETOYHOro MPOoAyKTa
NpPoBOAMTCA B CPOK, YCTAaHOB/EHHbIA YNONHOMOYEHHbIM deaepasibHbiM OpPraHOM WCMOAHUTENbHOM
BNACTU U He NpPeBbILIAoLLMIA CTa paboumx AHEeN co AHA NOMYyYEHMA SKCMEPTHbIM yupexaeHnem 3aaaHuns
Ha npoBeAeHne NOBTOPHON BUOMEANLIMHCKOM 3KCNepTM3bl BUoOMeAMLMHCKOrO KNeTOYHOro NpoayKTa, a
MOBTOPHAaA 3TMYECKan 3KCNepTu3a - B CPOK, He MpesBblllalowmnii NATHaAUATM paboumx AHel co AHA
no/lydeHMA COBETOM NO 3TUKE 3a[aHUA Ha NPoBeAeHMEe NOBTOPHOM STUYECKOM SKCNEePTU3bI.

3. DKCnepTbl KOMUCCUU IKCMEPTHOrO YYpeKAeHUA W YjeHbl COBeTa MO 3TUKE, B OTHOLUEHUU
KOTOPbIX YCTaHOB/EHbl 0BCTOATENbCTBA, YKa3aHHble B YacTW 1 HacTosWel cTaTbM, He AOMNycKaloTcsa K
npoBeAeHMI0 NOBTOPHbIX SKCNEpPTU3.

4. ®duHaHcoBoe obecneyeHne nNpoBeAeHUs MOBTOPHOW BUOMEAMLMHCKOM  3KCNepTusbl
6MOMEANLMHCKOTO K/IETOYHOro NPoAyKTa OCYLLECTBAAETCS 3a CYeT CPeAcTB, NOyYeHHbIX 3KCNEepPTHbIM
yuypexKaeHuem oT NPUHOCALLEN A0X04, AeATeNbHOCTH.

Cratba 20. PeweHune o I'OCY,EI,apCTBEHHOlL/'I perncrpauunm 6MOM€AVILI,VIHCKOI'0 KNI€TOYHOIo NPoAyKTa

1. B cpoK, He MpeBblIAOWMIA NATU Pabounx AHeN co AHA MOoAYyYeHMs 3aKIYeHUA KOMUCCUU
3KCMEPTOB 3KCMEPTHOrO yUYPEKAEHMA NO pesyabTaTam 3KCnepTusbl 3hpdeKTMBHOCTU BUOMeaNUMHCKOrOo
KNETOYHOTO NPOAYKTa W 3KCNEepTM3bl OTHOWEHWUA OXMAAEMOM MONb3bl K BO3MOMHOMY PUCKY
NpMMeHeHUA B6UOMEAMUMHCKOrO KAETOYHOro NPOAYKTa, YMNOAHOMOYEHHbIM deaepanbHbli opraH
NCMNONHWUTENbHOW BNACTK:

1) ocywiecTBAAeT OLEHKY MOCTYMMBLUMX 3aKAHOYEHMI NO pe3ynbTaTam NPOBEeAEeHWMA YKa3aHHbIX



3KCNepTU3 AnAa onpeaeneHUs COOTBETCTBMA 3TUX 3aKNOYEHMUI 3aZlaHMI0 Ha MNPOBeZleHME YKa3aHHbIX
3KCNepTus;

2) NpuUHUMaET pelleHne O TroCy[JapCTBEHHOW perncrpauum 6UoMeauLMHCKOro KAeToYHOro
NpoAyKTa namn ob oTKkase B rocy4apCcTBEHHOM perncrpaumm 6uomeamuMHCKOro K1eTOYHOro NpPoayKTa;

3) BHOCUT NPU MNPUHATUM pPeELIeHUs O TOCYyAaPCTBEHHOW perucrpaumMm 6MomeauLMHCKOro
KNeTOYHOIo MNPOAYKTa AaHHble O 3apPerncTpupoBaHHOM OUOMEAMLMHCKOM KNeTOYHOM MNpoAayKTe B
roCyAapCTBEHHbIN peecTp OUMOMEAUUMHCKUX  KAETOYHbIX MPOAYKTOB W  BblAaeT  3aaBUTEo
PErncTpaunMoHHOE YAOCTOBEPEHME OUOMEAMLMHCKOTO KNETOYHOro MnpoAyKTa, ¢opma KOTOporo
YTBEPXKAAETCA YNOAHOMOYEHHbIM deaepasbHbiM OPraHOM WCNOJAHUTENIbHOM BAACTW, COr/1acoBaHHbIE
cneumduKaumio Ha OUOMEAMUMHCKMA  KNETOYHbIM MNPOAYKT, WHCTPYKUMIO N0  MPUMEHEHUIO
6MOMEANUMHCKOrO KNETOYHOro MpOoAyKTa, HOPMATUBHYIO [OOKYMEHTauMio Ha OGuomeguuMHCKUA
KNETOYHbIA MPOAYKT UAM B C/Ay4Yae MPUHATUS pelleHMa o6 OTKase B rocygapCTBEHHOW perncrpaumnm
6MOMEeaMUMHCKOrO KAETOYHOro MNpoAyKTa yBeAomaseT ob 3Tom B NUCbMeHHOM dopme 3aaBuTens ¢
yKasaHMeM NPUUYNH TaKoro OTKasa.

2. OcHoBaHMeM A/a MPUHATUA YNONHOMOYEHHbIM defepanbHbiIM OPraHOM MCMONHUTENIbHOM
B/1aCTU pelleHma ob OTKase B rocyapCTBEHHON perncrpaumm 6MomeanLMHCKOro KNeTOYHOro NpPoayKTa
ABNAETCA BbIHECEHHOE MO pe3y/bTaTamM 3KCNEepTM3, YKasaHHbIX B 4Yactu 1 ctaTbM 18 HacToswero
denepanbHOro 3aKoHa, 3aK/OYEHME KOMWUCCUM 3SKCMEepPTOB 3KCMNEPTHOrO YYPENKAEHUS O TOM, 4TO
30 PEKTUBHOCTb pPErucTpupyemoro 6MOMeaUUMHCKOrO KJETOYHOro MpOoAyKTa He NoATBepXAeHa
No/Iy4eHHbIMW AAHHBLIMM UM PUCK NPUYMHEHUA Bpeda 340PO0BblO YE/IOBEKA BCAeACTBME NMPUMEHEHUA
6MoMeaMUMHCKOTO KNIeTOYHOrO NpoAyKTa npesbiwaeT 3¢pPEeKTUBHOCTL €ro NPUMEHEHUS.

CraTtba 21. PeructpauMoHHOe ya0oCTOBEpPEHME BMOMEANLIMHCKOTO KNETOYHOIO NPOoAYKTa

1. PerucrpaumoHHoe yaocToBepeHne O6MOMEAMUMHCKOrO KIETOYHOro NpoAyKTa Ha Bhepsble
pernctpupyemoln B Poccuiickoit ®Pepgepaumm GMOMEANUMHCKUA KAETOYHbIM MNPOAYKT BblAAETCA CO
CPOKOM LEeNCTBUA NATL NET.

2. Mo wuCTeYeHMM VYyKa3aHHOroO B 4YacT 1 HacToswen CTaTbM CPOKA CPOK AencTeua
PerucTpaLnoHHOro yaoCToBepeHUs BUOMEANLMHCKOrO KNETOYHOro MPOoAyKTa NPOANEBAETCA KaxKable
NATb NET NPU YCIOBUM NOATBEPKAEHUA €ro rocy4apcTBEHHON perncTpaLmu.

3. B cnyyae BHeceHMAa B COOTBETCTBUM CO CTaTbel 23 Hactoawero PepepanbHOro 3aKoHa B
OOKYMEHTbI, coAepiKallmecs B PerucTpaumMoHHOM [LOCbe HA 3aperncTpUpoBaHHbIN BUOMEAULIMHCKUIA
KNETOYHbIA MPOAYKT, WM3MEHEHMWM, 3aTParnBalOWMX CBEAEHMA, OTPaXKEHHble B PErmcTpaLMoHHOM
YyA0CTOBEPEHUM OUMOMEAMLIMHCKOTO KAETOYHOrO NPOAYKTa, YNOJHOMOYEHHbI depepasnbHbli opraH
WCNONIHUTENbHOM BAACTU  BbIAAET HOBOE PErUCTPALMOHHOE YyAOCTOBEpPEHUE OUOMEANLMHCKOTO
KNETOYHOro NPOAYKTa C y4ETOM U3MEHEHUNA.

4. 3a Bblgayy pPerncTpaumoHHOro YAOCTOBEPEHUs OMOMEOMULMHCKOIO KNETOYHOro NpoAyKTa
B3MMaEeTCA rOCyZapCTBEHHas MOW/AMHA B pasmepe W NOpsAKe, KOTopble  YCTaHOBAEHbI
3aKoHoAaTenbcTBOM Poccuitickoit depepaumm o Hanorax u cbopax.

5. OpraHusaums, Ha UMs KOTOPOW BblAaHO PErnCTPaLMOHHOE ya0CcTOBEpeHNEe BUOMENLMHCKOTO
KNeTOYHOro MPOAYKTa, ABAAETCA BAAAE/IbLEM PErncTPaLMOHHOIO yaocToBepeHUAa HBuomeamLMHCKOro
KNeTOYHOro NpoAayKTa.

6. B cnyyae yTpaTtbl MAM NOBPEXAEHUA PErUCTPALMOHHONO yAoCToBepeHUA BMomeaULMHCKOro
KNETOYHOro NpoAyKTa MO MUCbMEHHOMY 3aABAEHUIO BAAAENbLA PErucTpaumMoHHOro yA0CTOBEPEHMA
6MOMENUMHCKOTO KNETOYHOTO MPOAYKTA MAM YNOJHOMOYEHHOrO MM AMua O Bblaaye ayb6amMKaTa
PerucTpaLMoHHOrO YAOCTOBEPEHUA OUOMEAMLMHCKOrO KAETOYHOro MNpoAyKTa YNOAHOMOYEHHbIN
denepanbHbIit OpraH UCNONHUTENBHOW BAACTU B CPOK, HE NpeBblLUatoLWLnit Aecatn paboumx aHen co aHA
MOCTYN/IeHUsA  TaKOro  3asABfeHMA, BblgaeT  Ay6/MKAT  PernmcTpauMoHHOrO  yAOCTOBEpeHUA
6MOMEeNLMHCKOTO KAETOYHOro NpoaykTa. 3a Bblgadvy Ayb6avKaTa permcTpaumMoHHOro yAOCTOBEPEHUs
6MOMEANUMHCKOTO KNEeTOYHOro NpoAyKTa B CBA3WM C YyTpaTol WM MOBPEXAEeHMEM [AHHOro
PErvcTPaLMoOHHOrO y40CTOBEPEHUS B3MMAETCA rOCyAapCTBEHHaA MOW/MHA B pasMepe U MOopsaKe,
KOTOpble YyCTaHOB/IEHbl 3aKOHOAaTeIbcTBOM Poccuiickoi Peaepaunn o Hanorax n cbopax.

Cratba 22. lNoAaTBEpAeHWEe rocyAapCTBEHHOW perucrpaunmnm 6UoMeanLMHCKOTO KAETOYHOro



npoAayKTa

1. MoaTtBep:kaeHWe TroCyAapCTBEHHOW perucTpaumm 6UMoMeaMUMHCKOrO K/ETOYHOro MpoAyKTa
OCYLLECTBNSETCA NpM Bblgaye pPerncTpaumMoHHOro YAOCTOBEPEHUs BMOMEAULMHCKOrO KJ/IETOYHOro
NpoAyKTa B CAyyae, YKa3aHHOM B 4acTtu 2 ctatbk 21 HacTtoAwero PenepanbHOro 3akoHa, B CPOK, He
npesbiWaloWnii aeBaHoCcTa pabouynmx AHEM cO AHA MOJyYeHUs YNOJHOMOYEHHbIM deaepanbHbIm
OPraHOM MCMOJIHATENIbHOW BAACTM 3asB/IEHUSA O NOATBEPXKAEHUM TOCYAaPCTBEHHOW perncrpauuu
6MOMEANUMHCKOTO  K/IETOYHOrO MNpoAyKTa C  YKasaHMeM B HEM PEeKBUSUTOB JOKYMEHTa,
noATBEPXKAAOWEro ynaaty rocygapCTBEHHOM MOWJ/MHbI 33 MNOATBEPKAEHME TOCYAapPCTBEHHOM
perucTpaunmn 6MomeanNuUMHCKOro KNeTo4YHOro NpoayKTa.

2. NoAaTtBep:KAeHME TOCyAapCTBEHHOW perncrTpauum 6MomMeamuMHCKOrO KAEeTOYHOro MpoAyKTa
OCYLLECTBAISIETCA NO pe3ynbTaTaM 3KCMEePTU3bl OTHOLIEHUA OXMAAEMOWN NONb3bl K BO3MOXKHOMY PUCKY
npuUMeHeHns OMOMEAMUMHCKOrO K/JETOYHOro MpoAyKTa, MPOBOAMMOM Ha OCHOBAHWKM  AaHHbIX
MOHMUTOPUHIa 6e3onacHoCTM BUOMEeANUMHCKOrO KNETOYHOro NPOoAYKTa, OCYLECTBIAEMOro BAaae/buem
pPerncTpaunoHHOro yaocToBepeHus bMomMmeanLUMHCKOro KNeTOYHOMo NpoayKTa U dpeaepasnbHbIM OpraHom
WUCNONIHUTENbHON  BNACTU, OCYLLECTBAAIOWMM (GYHKUMM NO KOHTPOAKO WU Haasopy B cohepe
3/1paBOOXPaHEHMA, B COOTBETCTBMM cO cTaTbel 41 HactosAwero PenepanbHOro 3aKoHa, a TaKXke
3KCNepTU3bl KayectBa BMOMEAMUMHCKOrO KNETOYHOro MpPOoAyKTa, MPOBOAMMOW B C/y4ae BHECEHUS
N3MEHEHMUWN B HOPMATUBHYIO JOKYMEHTALMNIO HA BUMOMEAMULMHCKUIA KNETOUHbIN NPOAYKT.

3. K 3aABneHuto o MNOATBEPKAEHUWU TOCYAAPCTBEHHOW perucTpaumMm 6MomeauUMHCKOro
KNETOYHOro NPOoAyKTa NpuaaratloTca AOKYMEHT, CoAepKaluunii pesyibTaTbl MOHUTOPUHIA 6€30MacHOCTH
6MOMEAMUMHCKOIO  K/IETOYHOro MNPOAYKTa, OCYLWeCTBASEMOro BJAfe/IbLEeM  PEFrUCTPALMOHHOIO
YAOCTOBEPEHUA  OMOMEOMLMHCKOIO  KJETOYHOro  npodykra, no  ¢opme,  yCTaHOBAEHHOW
YNOJIHOMOYEHHbIM  defepanbHbIM  OpPraHOM  WUCMOJIHUTENbHOM BAACTW, U KOMWUA  JIMLLEH3UM Ha
OCYLLECTB/IEHWNE AeATe/IbHOCTU MO NPOU3BOACTBY BUOMEAULMHCKUX KNETOUYHbIX MPOAYKTOB.

4. HopmaTMBHas AOKYMEHTaUMA Ha BMOMEANUNHCKUIA KNETOUYHbIA MPOAYKT, MPOEKT UHCTPYKLUK
Nno NPUMEHEHUI0 BUOMEULMHCKOTO KAETOYHOro NpoAayKTa, NPOEKTbl MAaKETOB NEePBUYHON YNAKOBKU U
BTOPMYHOM YMaKOBKM OUOMEAMUMHCKOrO K/IETOYHOro MNPOAYKTa MPUAaratoTca K 3anaBNEHUI0 O
NoATBEPXKAEHUN TOCYAAPCTBEHHOM pernctpaumm b6MomMeauuUMHCKOTO KNETOYHOro MpoAayKTa TONbKO B
C/Nlyyae, ec/iv B HUX BHOCATCA U3MEHEHMUS.

5. C 3asBfeHMEM O TMOATBEPKAEHUN T[OCYOapPCTBEHHOW peructpauum 6uMomeamumHCKOro
KNETOYHOro NpoAyKTa BAadefel, perncTpauyoHHOro yAO0CTOBEpeHMA BMOMeAMUMHCKOrO KNeTOYHOro
npoAyKTa BrnpaBe No co6CTBEHHOW MHUUMATUBE NPeAcTaBUTb AOKYMEHT, MOATBEpXKAaloWmii ynnaTy
rocy4apcTBEHHOM MOLU/IMHBLI 33 MOATBEPKAEHWE FOCYAapPCTBEHHOM perucrpaumMm 6uomeauuMHCKOro
KNeTOYHOro npoaykTa. B cnyyae HenpeacTaBneHMA YKa3aHHOMO AOKYMEHTa  YNOJIHOMOYEHHbIN
desepanbHblit  OopraH WUCMNONAHUTENBHOW BNAaCTM Ha OCHOBAaHWW MPeACTaBAEHHbIX BAaAeNbLEM
pPerncTpaunMoHHOro yaocToBepeHna 6MoMeaNLNMHCKOrO KAETOYHOro NPoAyKTa PEKBU3UTOB YKa3aHHOro
OOKYMeHTa npoBepAeT ¢aKT ynaaTbl rocygapcTBEHHOM MOLWANHBI C UCMO/Ib30BaHWEM MHpopmMaLmn 06
ynnaTe rocygapCcTBeHHbIX NOLIMH, codepsKallenica B focyaapcTBeHHON MHPOPMALMOHHON cucTeme o
rocyaapCcTBEHHbIX U MYHULMNANbHbIX NAaTEMXKax.

6. B TeueHuMe pecaTm paboumx gHeM €O AHA NPUHATUA 3aAB/EHMA O MNOATBEPKAEHUM
rocyfapcTBEHHOM perucTpaumm BUoMeanUMHCKOrO KNETOYHOro NPOAYKTa U AOKYMEHTOB, YKa3aHHbIX B
YacTu 3 HACTOALLLEM CTaTbW, YNOJHOMOYEHHbIV deaepasibHbl OpraH UCMOIHUTEIbHOW BacTu:

1) npoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU CBEAEHUN, COAEPMKALLUNXCA B NPeACcTaBAEHHbIX
3anBUTEIEM SOKYMEHTaX;

2) HanpaenseT B deaepanbHbli opraH UCNOJHUTENbHOM BAACTU, OCYLLECTBAAOWMNI GYHKLMN NO
KOHTPOJII0 M Haa30py B cdepe 34paBOOXpPaHEHUS, 3anpoc O NpeacTaBieHMM pPe3y/ibTaTOB MOHUTOPUHIA
6e30nacHOCTN BUOMEANLMHCKOTO KAETOYHOrO NPOAYKTa, KOTOPbIM A0/XKEH OblTb UCNONHEH B TeyeHue
NATU pabounx AHEN Co AHA ero NoJlyYeHus;

3) NpUHMMaEeT pelleHMe O NpoBeaeHMU UAK 06 OTKase B NPOBEAEHUU SKCNEPTU3bl OTHOLLEHUS
0XMAaeMOMN NONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS BUOMEAMLMHCKOro KAeTOYHOro NpoayKTa, a
TaKXKe 3KCnepTusbl KadyecTBa OMOMEAMUMHCKOrO KNETOYHOro MpoAyKTa, MNPOBOAMMOWM B Cay4yae
BHECEHUS U3MEHEHWNIN B HOPMATUBHYIO IOKYMEHTALMIO Ha BUOMEANLNHCKUIA KNETOUHbIN NPOAYKT;

4) yBeaoMnAeT B NUCbMeHHOM dopme Bnagenblia PerucTpauMoHHOrO  yA0CTOoBepeHus



6MOMEANUMHCKOTO KNETOYHOIO NPOAYKTa O MPUHATOM pPeLIeHUMU (B caydYae NPUHATUS pelleHus o6
OTKa3se B NPOBEeAEHMM COOTBETCTBYIOLLEN SIKCNEPTU3bI C YKAa3aHUEM MPUUYMH TaKOTO OTKa3a).

7. B cnyyae BbIABAEHMA HEMOJHOTbI MAM HEAOCTOBEPHOCTU CBEAEHWUN, COAEpMKaLMXCA B
NpeacTaBNEHHbIX BAAAENbLEM PErUCTPALMOHHOIO YyA0CTOBEPEHUA OUMOMEOMULMHCKOTO KNEeTOYHOrO
NPOAYKTa AOKYMEHTAX, YNONHOMOYEHHbIN peaepanbHblii opraH UCNOAHUTENbHOW BAACTM HanpaBAseT
BNafeNbly PErncTPaLMOHHOrO yaoCcToBepeHns HBUOMEOMLMHCKOIO KAETOYHOro MpoayKTa 3anpoc o6
YTOUHEHUW YKa3aHHbIX cBegeHMW. [aHHbIM 3anpoc MoOXKeT ObITb nepefaH YNOJHOMOYEHHOMY
npeacTaBuTeNnto BAafenbla PerncTpaumMoHHOro YAOCTOBEPEHUA OMOMEAMUMHCKOrO KNEeTOYHOro
NPOAYKTa IMYHO NOA PaCcnMCKy, HanpasaeH No No4yTe 3aKasHbIM NMUCbMOM UKW NepesaH B 3N1EKTPOHHOM
dopme MO TeNEKOMMYHUKAUMOHHBIM KaHanam CBA3W. B cnyyae HanpaBnaeHuWsa [aHHOro 3anpoca no
noyTe 3aKasHbIM MMCbMOM OH CUMTAETCA MOJIYYEHHbIM NO UCTEYEHWUN LLIECTU AHEN C AaTbl HanpaBAEHUA
3aKa3Horo nucbma.

8. Bnageney pervcTpaumMoHHOro YyAo0CTOBEPEHUA OUOMEAMUMHCKOrO K/AETOYHOrO MpOoAyKTa
006M3aH npeacTaBuUTb OTBET Ha 3aMnpoc YNOJHOMOYEHHOro ¢eaepanbHOro OpraHa WCNONHUTENbHOM
BNACTW, YKA3aHHbIN B YacTW 7 HACTOALLENM CTaTbW, B CPOK, He MPEeBbIWAOWNN AeBAHOCTa pabounx aHen
CO [AHA noayyYeHua paHHoro 3anpoca. CpOK, YKasaHHbIM B 4acTM 6 HacToAweWn CcTaTby,
NPWOCTaHABAMBAETCA CO [AHA  HAnNpaB/leHMA  BAaZesibly  PErncTpauMoHHOINo  YAOCTOBEPEHUA
6MOMENUMHCKOTO  K/AIETOYHOrO MPOAYKTa 3anpoca YNO/NHOMOYEHHOro ¢enepasbHOro OpraHa
WCNONIHUTENbHOM BAACTU A0 AHA MONYYEHUA MM OTBETA HA AAHHbIM 3aMnpoc M He y4uTbiBaeTca Mnpwu
MUCYMCNEHUM CPOKA NOATBEPHKAEHWUS TOCYHAPCTBEHHOM perncTpauum 6MoOMeaULUMHCKOrO KNETOYHOrO
npoAayKTa.

9. OcHOBaHMEM pA/Aa OTKasa B MNPOBEAEHMW 3SKCMEPTU3bl OTHOLIEHUA OXKWUOAEMOM MOAb3bl K
BO3MOXHOMY PWCKY MPUMEHEHUs OUOMEAMUMHCKOTO K/JAETOYHOro npoayKkTa W (Mam) sKcnepTussbl
KauyecTBa BUOMeANLMHCKOTO KAETOYHOrO NPOAYKTa ABNAETCA NpeacTaBieHNne LOKYMEHTOB, YKa3aHHbIX B
yactax 1, 3 n 4 HacToAwen cTatbM, B HENOJIHOM obbeme, HenpeacTaB/iieHNe B YCTAaHOBAEHHbIA CPOK
OTBETa HA YKAa3aHHbIM B YacTM 7 HacToAWelM CTaTbW 3aNpoC YNOJHOMOYEHHOTo denepasbHOro opraHa
NCNOJIHUTENbHOMN B/1IAaCTU NGO OTCYTCTBME B NPEACTaBAEHHbIX AOKYMEHTAX UCHEPNbIBAOLWMX CBEAEHUN,
KOTOpbIe AOJIKHbI ObITb OTPaXKeHbl B HUX, @ TaKXKe OTCYyTCTBUE MHPOPMALLMKM, NOATBEPKAAIOLLEN yNNaTy
rocy4apcTBEHHOM MOLW/MHbI 33 MOATBEPKAEHWE FOCYAAPCTBEHHOM perucrpaumMm 6uomeauLmMHCKOro
KNETOYHOro NPOoAYyKTa.

10. 3KcnepTv3a OTHOLWEHMA OXWMAAEMOW MOAb3bl K BO3MOMHOMY PWUCKY MNPUMEHEHUS
6MOMEANUMHCKOTO KJAETOYHOrO NPOoAyKTa U (MAK) aKcnepTU3a Kavyectsa BUOMeAMLIMHCKOrO KeTOYHOro
NPoAyKTa MPOBOAATCA HAa OCHOBAHWW AOKYMEHTOB, YKasaHHbIX B 4acTax 3, 4 U MNyHKTe 2 4yactn 6
HacToALWEN CTaTbW, B MOPAAKeE, YCTAaHOBAEHHOM cTaTbaMm 15 1 18 HacTosawero PeaepanbHOro 3aKoHa, €
YYETOM CPOKa, YKa3aHHOro B 4acTu 1 HacToALWen cTaTbu.

11. OcHoBaHMEM ANA NPUHATMA pelleHns o6 OTKase B NOATBEPKAEHUM TOCYLAPCTBEHHOM
perucTpauumn BMOMEeSMULMHCKOTO KAETOYHOro NpoAyKTa ABNASETCA BblHECEHHOE NO pe3y/bTaTam
3KCMNepTU3, YKa3aHHbIX B YaCTM 2 HACTOALLEN CTaTbW, 3aKNHOYEHME KOMMCCUM IKCMEPTOB SKCMNEPTHOrO
YUYpEeKAEHMA O TOM, YTO KayecTso U (Man) apPpeKTMBHOCTL BUOMEANLMHCKOTO KNETOYHOTO NPOAYKTa He
noAaTBepPXKAEHbI NOMYYEHHBIMU AaHHbIMKU U (MAKN) PUCK NPUYMHEHWs Bpesa 340POBbIO YesloBeKa
BC/eACTBME NPUMEHEHUA BUOMEAMLIMHCKOTO KNETOUYHOro NPoAyKTa NpeBbiwaeT ero 3GpPpeKTMBHOCTD.

12. B nepuwog npoBeneHWA npoueaypbl MNOATBEPMKAEHUA [OCYAAPCTBEHHON perncTpaumm
61MOMeANLMHCKOrO KNEeTOYHOro NpoayKTa ero obpaleHune B Poccuiickoit ®epepaLumm npoaoaKaeTca.

CraTtbs 23. BHeceHWe M3MEHEHUI B AOKYMEHTbI, COAEprKalMeca B PerncTpaLmMoHHOM LoCbe Ha
3aperncTPUPOBaHHbI BUOMEANLMHCKNI KNETOYHbIA NPOAYKT

1. B uensax BHECEHUA U3MEHEHWUN B AOKYMEHTbI, COAEPKALMECA B PErMCTPALMOHHOM [0Cbe Ha
3aperncTpupoBaHHblii  BMOMEAUUMHCKMIA  KNETOYHbI  NPOAYKT, BNadenel, PerucTpauyoHHOro
y[ocToBepeHna OUOMEOULMHCKOIO  KAETOYHOIO MPOAYKTa MpeacTaBaseT B YNOJHOMOYEHHbI
denepanbHbli OpraH UCNOAHUTENbHOW BNACTM 3aABNEHME O BHECEHWM TaKUX M3MeEHeHUi no ¢opme,
YCTaHOB/IEHHOWM YNOJIHOMOYEHHbIM defepanbHbIM OPraHOM UCNONHUTENIbHOW BAACTU, M NPUIOKEHHbIE
K HEMY M3MEHEHMSA B YKa3aHHble JOKYMEHTbI, @ TaK¥Ke AOKYMEHTbI, NoATBepKaatolme HeobxogMmMocTb
BHECEHMSA TAaKUX U3MEHEHUIA.



2. bBuomeamMuUMHCKas 3KcnepTM3a 6BUOMEULMHCKOTO KIETOYHOro MPOAYKTA B YacCTM 3KCMEepPTU3bl
KayecTBa OMOMEAMUMHCKOrO KNEeTOYHOro npoaykta, W (mam) 3kcneptusbl  3OGEKTUBHOCTU
6MOMEANUMHCKOTO K/IETOYHOro NpoAyKTa, U (MAM) 3KcnepTM3bl OTHOLWEHMA OXMAAEMOM NO/b3bl K
BO3MOXHOMY PUCKY MPUMEHEHMA BUOMEAMUMHCKOrO KNETOYHOrO NpOoAyKTa MPOBOAMTCA B Cayyae
BHECEHUA  M3MEHEHWI B  [OKYMEHTbl, COAeprKalmecA B  pPErucTpauMoHHOM  A0Cbe  Ha
3apermcTpUpPoBaHHbI BMOMEeANLNHCKNIA KNETOYHbIN NPOAYKT, B OTHOLEHUN:

1) cBegeHW, YKa3aHHbIX B WHCTPYKUUU MO MPUMEHEHUIO BUOMEAMUMHCKOTO K/AETOYHOro
NPOAYKTa U NpeaycMOTPeHHbIX noanyHKkTamu "e" - "m" nyHkta 13 4Yactm 2 ctatbM 9 HacToAlero
denepanbHOro 3aKoHa;

2) mecTa Nnpon3BoACTBa BUOMEANLMNHCKOTO KNETOYHOIO NPOAYKTa;

3) nokasaTtenen Kavectsa U (MAM) METOAOB KOHTPOAA KayecTBa HMOMEAMUMHCKOTO KNETOYHOro
NPOAYKTa, COAEPHKALLMXCA B HOPMATUBHOMN AOKYMEHTAUMM Ha BUOMEANLMHCKMI KNETOUHbIN NPOAYKT;

4) cpoka rogHoCTN BUOMEANLMHCKOTO KNETOYHOIO NPOAYKTA.

3. Bnageney pervcTpaumMoHHOro YyA0CTOBEPEHUA OUOMEAMUMHCKOrO K/AETOYHOrO MpOoAyKTa
Hapsady C 3asB/ieHMEM W AOKYMEHTaMM, YKa3aHHbIMM B 4YacTu 1 HacToAwel cTaTbM, npeacTaBaseT
PEKBU3UTbI AOKYMEHTA, MOATBEPNKAAOLWLEr0 YnaaTy roCyAapCTBEHHOM MOWAMHbLI 338 BHECEeHWe B
OOKYMEHTbI, coAepiKallmecs B PerucTpaumMoHHOM [OCbe HAa 3aperncTpUpoBaHHbIN BUOMeAULIMHCKUIA
KNETOYHbIM  MPOAYKT, W3MEHeHUM, Tpebywowmx nposeaeHns OUOMEAULMHCKOM  3KCnepTusbl
6MOMEANUMHCKOTO KJETOYHOIO MPOAYKTA, MAN PEKBM3UTbI AOKYMEHTa, MOATBEPXKAAIOWEro ynaaty
rocyapCTBEHHOM MOLWANHbLI 32 BHECEHME B AOKYMEHTbI, COAEPKALLMECA B PErUCTPALNMOHHOM A0Cbe Ha
3aPerncTPUPOBaHHbI BUOMELULMHCKMIA KNETOUYHbIN NPOAYKT, U3SMEHEHUN, He TpebyowWwmx NpoBeaeHNA
bromeaMUNHCKOM 3KCNepTUsbl BUOMEAULIMHCKOTO K/IETOYHOro Npoaykta, AMbo Brnpase NpeactaBuTb
YKasaHHble [AOKYMEHTbl MO COOGCTBEHHOM WHMUMATMBE. B cnyyae HenpeactaBieHWs BAaLEe/bLEM
PEerncTpaLnMoHHOro yaocToBepeHna BMoMeaNUMHCKOrO KNETOYHOMO NPOAYKTA YKa3aHHbIX JOKYMEHTOB
YNO/IHOMOYEHHbIN  defiepasnbHblit  OpraH  MCMOMHUTE/NIbHOW  BAacTU  npoBepaeT ¢akT  ynaaThl
rocyfapcTBEHHOM NOLWJ/IMHbI HAa OCHOBAHWW PEKBU3MTOB AOKYMEHTa, NOATBEPKAAIOLLErO ee ynaaTy, C
ucnosb3oBaHMem UMHPopmaumm 06 ynnaTe roCyAapCTBEHHbIX MOLWAWH, CcoAep:Kalwencs B
locypapcTBeHHOM MHPOPMALMOHHON CUCTEME O FOCYAAPCTBEHHbLIX U MYHULMMAbHbIX NaTeXax.

4. B TeyeHne NATU paboumx gHeln co AHA NOCTYNAEeHUs YKasaHHbIX B 4acTM 1 HacToALweNn cTaTbu
3aAB/IEHMA N LOKYMEHTOB YNOJIHOMOYEHHbIV desepasibHbI OpraH UCNONHUTENbHOW BAACTU:

1) npoBOAMT NPOBEPKY MNOAHOTbI U JOCTOBEPHOCTU CBEAEHWUN, COAEPKALLUMXCA B NPEACTABAEHHbIX
BNAfENbLEM  PErncTPaLMOHHOTO  yA0CTOBEPEHMA  OMOMEOMUMHCKOTO  K/AETOYHOro  NpoayKTa
OOKYyMeHTax;

2) NPUHMMAET peLleHre O NPOBEAEHNM YKa3aHHbIX B YaCTU 2 HACTOSLLEN CTaTbW COOTBETCTBYOLLMNX
3KcnepTn3 BMOMeANUMHCKOTO KNETOYHOIO NPOAYKTA NN 06 OTKA3e B UX NPOBEAEHMM;

3) yBemomnser B NUCbMeHHOW ¢opme BAageNbLa pPEerncTpaumMoHHOTO  YA0CTOBEPEHUA
6MOMEANUMHCKOTO KNETOYHOIO MNPOAYKTa O MPUHATOM PeLleHUM (B caydae NPUHATUS pelleHus o6
OTKa3se B NPOBEAEHMM COOTBETCTBYIOLLEN SKCNEPTU3bI C YKA3aHUEM MPUUYMH TAaKOro OTKa3a).

5. B cnyyae BbIABNEHUA HEMNOJIHOTbI MAWM HEAOCTOBEPHOCTU CBEAEHWI, COAEPNKALLMXCA B
NpeACTaBNeHHbIX BAALENbLEM PEFUCTPALUMOHHOIO YAOCTOBEPEHUA OUMOMEAMUMHCKOrO KNETOYHOro
NPOAYKTa AOKYMEHTAax, YNOJHOMOYEHHbIN deaepasnbHbli OpraH MCNOAHUTENbHOW BAACTU HanpasaseT
BNafeNblly PerucTpaumMoHHOro yaoCcToBepeHUA BUOMEAMLMHCKOrO KAETOYHOro MpoAykTa 3anpoc ob
YTOYHEHUWN YKa3aHHbIX CBeAeHWN. [laHHblA 3anpoc MoXKeT ObiTb nepefaH YNOJHOMOYEHHOMY
npeacTaBUTENtO BAafesbla PerucTpaumMoHHOro  yaoCTOBEpPEHUA BUOMEAMUMHCKOTO  KNETOYHOro
NPOAYKTa IMYHO NOA PACNMCKY, HaNpaBaeH Mo NoYTe 3aKasHbIM MMCbMOM WM NepesaH B 3N1EKTPOHHOWN
dbopme Mo TeNeKOMMYHWKALMOHHbIM KaHafam CBA3W. B cnyyae HanpaBneHMs OaHHOMO 3anpoca no
noyTe 3aKasHbIM MMCbMOM OH CYMTAETCA MOJIYYEHHbIM MO UCTEYEHUW LLIECTU AHEN C AaTbl HanpaBAeHUA
3aKa3Horo nucbma.

6. Bnageney perucTpauMoOHHOrO YAOCTOBEPEHUA OUOMEAMUMHCKOrO K/AETOYHOrO MpoAyKTa
0653aH NpeacTaBUTb OTBET Ha 3anpoc YNOJHOMOYEHHOro ¢eaepasbHOro opraHa WMCMNOHUTENbHOM
BNACTW B CPOK, HE NPeBbILAoWMNIi geBAHOCTA pabounx AHeN Co AHA NoAyYeHUs gaHHOro 3anpoca. Cpok,
YKa3aHHbIM B 4acTM 4 HacTosAweln CcTaTbW, NMPUOCTAHABAMBAETCA CO AHA HanpasBiAeHWa Bragenbly
PEruCcTPaLMOHHOIO  YyAOCTOBEpPEeHUs 6uomeAMLMHCKOro KNETOYHOro npoaykTa 3anpoca
yno/siHomo4eHHoro denepasbHOro opraHa MCMOHUTE/IbHOM BAAcTU 4O OHA MOJIYYEeHWs MM OTBETa Ha



[AaHHbIM 3aNpPoC U He YYUTbIBAETCA NPU UCUYNCNEHUN CPOKA NPUHATUA PELLEHMA O BHECEHUN U3MEHEHWI
B AOKYMEHTbI, COAEpPKaLUMecs B PerncTpauMoHHOM A0Cbe Ha 3apPerncTpupoBaHHbIN BMOMEANLNHCKNIM
KNETOYHbIA NPOAYKT.

7. YKa3aHHble B YacTM 2 HACTOALLEN CTAaTbW IKCMEPTU3bl NPOBOAATCA B NOPAAKE, YCTAHOBIEHHOM
ctatbammn 15 n 18 HactoAwero PenepanbHOro 3aKOHA, C YY4ETOM CPOKa, YKasaHHOro B 4Yactm 10
HaCcTosLLLEeN cTaTbu.

8. B cpoK, He npeBblWaloWMn NATM paboumx AHEN co AHA NOJIYyYeHMA 3aKIHUYEHUA KOMUCCUM
3KCMEPTOB 3KCMEPTHOIO YYPEXKAEHUA MO pe3ysbTaTaM YKas3aHHbIX B YacTM 2 HACTOALWLEW CTaTbu
3KCMepTU3 B OTHOWEHUW NPEenNOXKEHHbIX W3MEHEHUW, YMNOJHOMOYEHHbIN denepanbHbli OpraH
NCNOSIHUTENbHOW BNACTHU:

1) ocywecTBAsieT OUEHKY MNOCTYNMMBLUMX 3aKNOYEHUI KOMMUCCMM 3IKCMEPTOB 3SKCMEPTHOrO
YYperKgeHua pansa onpeaeneHns WX COOTBETCTBMA 3a4aHMAM Ha MpPoBeAeHWe COOTBETCTBYIOLLMX
3KCNepTns;

2) nNpPWUHMMAET peleHMe O BHECEHMUM W3MEHEHMIA B [AOKYMEHTbl, cogep:Kalmeca B
PernmcTpauMoHHOM AOCbE Ha 3apPerncTPUpPOoBaHHbIA BUOMEAUUMHCKMIA KNETOYHbIM NPOAYKT, UAn 06
OTKa3e BO BHECEHWNWN TaKUX USMEHEHWI;

3) BHOCUT B rocyAapCTBEHHbIN peecTp BUOMEAMUMHCKUX KNETOYHbIX NPOAYKTOB Ha OCHOBaHUM
pelweHns O BHECEHUMUM WM3MEHEHUN B [AOKYMEHTbI, COAEprKalimecs B PerucTpaumoHHOM A0Cbe Ha
3aperncTPUpPOBaHHbI BUOMEANLMHCKNI KNETOYHbIA NPOAYKT, HE06X0AMMblE U3MEHEHUS;

4) BblgaeT HOBOE PEerucTpaLMoHHOe yaoCTOBEPEHNE BUOMEANUMHCKOrO KAETOYHOro NpoayKTa B
C/ly4ae U3MEHEHUA COAEpPrKALLMXCA B HEM CBEAEHWI, NPU 3TOM paHee BblAaHHOE PerncTpauuoHHoe
Yy40CTOBEPEHME U3bIMAETCSA.

9. OcHOBaHMEM ANA NPUHATUA YNONHOMOYEHHbIM peaepanbHbIM OpraHOM pelleHus 06 oTkase BO
BHECEHMM U3MEHEHWA B  [OOKYMEHTbl, COAEep’KaliMeca B  PErncTpauMoHHOM  AOCbe  Ha
3apPerucTpUpPoBaHHbIA BMOMEANLMHCKUIA KAETOYHbIN MPOAYKT, ABMSAETCA BbIHECEHHOE MO pe3y/ibTaTam
3KCMEepPTU3, YKa3aHHbIX B YacTU 2 HACTOALLEN CTaTbW, 3aKJAHOYEHME KOMMCCUM IKCNEPTOB 3KCMEPTHOrO
YUYPEXKIAEHUA O TOM, YTO B C/ly4ae BHECEHUA TaKUX U3MEHEHMUIN BO3MOXHbI CHUMKEHWE KadyecTBa U (1am)
3 EKTUBHOCTU BMOMEAMUMHCKOTO KAETOYHOrO MPOAYKTa WM (MNM) NPEBbIEHUE PUCKA NPUYMHEHUS
BpeAa 34,0pO0Bblo YeNOBEKA BC/IeACTBME NPUMEHEHNA BUOMELMLUMHCKOIO KNETOYHOIo NPOAYKTa Haz ero
3pPeKTUBHOCTLIO.

10. B cnyvyae BHeCeHMA B [AOKYMEHTbl, COAeprKkaliMeca B PerMcTpaumMoHHOM [0Cbe Ha
3aPEerncTPUPOBaHHbIA BUOMEANLMHCKUIN KNETOUYHbIA NPOAYKT, U3MEHEHWM, YKa3aHHbIX B 4acthn 2
HacToAlWen CcTaTbW, MNPUHATUE pPELIEHUA O BHECEHUM TaKUX W3MEHEHW (BKAOYasi BHeceHue
COOTBETCTBYIOLMUX U3MEHEHUN B rOCYAAPCTBEHHbIA peecTp BMOMEAMUNHCKUX KIETOUYHbIX NPOAYKTOB)
nnu 06 oTKase B UX BHECEHMU OCYLLECTBNAETCA B CPOK, HE NpeBbllLaloLWNi AeBAHOCTa paboumx gHen co
OHA NPUHATMA YNOJIHOMOYEHHbIM deaepanbHbiM OPraHOM WCNOJIHUTENbHOM BNACTUM 3aABAEHMA O
BHECEHWUU TaKNX USMEHEHUIA.

11. MpuHATME pelleHMA O BHECEHUW W3MEHEHMI (BKAoYaa BHECEHUE COOTBETCTBYIOLLMX
M3MEHEHUN B rOCYAapCTBEHHbIN peecTp bMoMeaULMHCKMX KNEeTOUHbIX NPOAYKTOB) UAM 06 OTKase B UX
BHECEHUM B [OOKYMEHTbl, CoAep’Kalmeca B PErucTpauMoOHHOM A0Cbe Ha 3aperucTpupoBaHHbIN
6MOMEANUMHCKUIA  KNETOYHbIN MNPOAYKT, B OTHOLIEHWUM CBeAEHWUA, He Tpebylowmx npoBeaeHus
3KCMEepPTU3, YKasaHHbIX B YacTWM 2 HacTosALWeN CTaTbW, OCYLLECTBASETCA B CPOK, HE MpPeBbILAoLWmit
TPMALATU pabounx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM UCNOIHUTENbHOM
B/1ACTU 3aBNIEHNA O BHECEHUWN TAKUX N3SMEHEHUA.

12. Ob6paweHne 6MOMEULMHCKOrO KNETOYHOro NPOAYKTa, NPOU3BEAEHHOro A0 A4aTbl NPUHATUSA
YNOJHOMOYEHHbIM dpeaepasbHbIM OPraHOM UCMOIHUTE/IbHOM BNACTU pPeLleHns 0 BHECEHUN U3MEHEHUN
B LOKYMEHTbI, COAEpP KALLMECHA B PErMCTPALMOHHOM A0Cbe Ha 3aperncTpupoBaHHbIi BUoMeanUMHCKNI
KNETOYUHbIM NPOAYKT, a TaKKe NPOoM3BeLEeHHOro B TeYeHNe CTa BOCbMUAECATM KaneHgapHbIX AHen nocne
0aTbl NPUHATMA YMNO/JHOMOYEHHbIM ¢deaepasibHbIM OpPraHOM WCMOJIHATENbHOM BAACTU YKa3aHHOro
pelleHns, 4ONYyCKaeTca A0 UCTEYEHMA ero CpoKa roaHoOCTH.

CraTtba 24. OTmeHa rocy4apCTBEHHOMN perncTpaumm 6MoMeanLMHCKOro KNEeTOYHOro NPoAyKTa

PeweHne 06 oTMeHe rocygapCTBeHHOW pernctpaunm GMomeamnuUnMHCKOro KAeToYHOro NpoayKta u



NCKNOYEHUN BUOMEANLMHCKOTO KIETOYHOro NPOAYKTa M3 rocyAapCTBEHHOrO peecTpa buomeanLMHCKUX
KNETOUHbIX MPOAYKTOB NPUHMMAETCA YMNOJHOMOYEHHbIM deaepanbHbiIM OPraHOM MCMONHUTEIbHOM
B/1AaCTW B C/ly4ae:

1) npeacrasnenus deaepanbHbIM OpPraHOM UCNONHUTENBLHOW BNACTU, OCYLLECTBAAOLNM GYHKLUN
Mo KOHTPO/IIO U HaA30py B chepe 34paBOOXPAHEHMA, 3aKNOYEHNA O PUCKE MAK 06 yrpose 340pOBbIO,
YKU3HM 4YenoBeKa npu MPUMEHEHUU BUOMEAMLMHCKOIO KAETOYHOro MNPOAYKTa, MPEBbLIWAKWMX €ero
3pPEeKTUBHOCTb, NO pe3ybTaTaM OCYLLECTBAAEMOro UM MOHUTOPUHIa 6e3onacHOCTM BMoMeANLIMHCKOTO
KNIeTOYHOro NPOAYKTa;

2) nopaun BnadenbLEM PerucTpaLyMoHHOro yAoCTOBEPeHUA BMOMEAMLIMHCKOTO KAEeTOUYHOro
NpoAyKTa 3aaAB/ieHnss 06 OTMeHe roCyAapCTBEHHOM pernctpaumMm O6MoMeaULMHCKOIO KJIETOYHOro
NpoAyKTa;

3) NpMHATMA YNONHOMOYEHHbIM deaepanbHbiM OPraHOM WMCMOJIHUTENIbHOW BacTM pelleHns ob
OTKase B NOATBEPKAEHMM rOCYyAaPCTBEHHOW perncrTpaunm BuomeamnuMHCKOro KNeTOYHOro NpoayKTa no
WUCTEYEHUN CpPOKa [AEeWNCTBUA PErMcTPaLMOHHOIO YA0CTOBEPEHUA OUOMEANUMHCKOTO K/ETOYHOTO
NpoAayKTa;

4) HenpeacTaBNneHUs 3aABuTeNem MHPopmMauMM, KOTOpadA MOXKET nMnoBJeyb 3a cobol
HEeobX0AMMOCTb BHECEHWUA B PErmcTpaLMOHHOE A0Cbe Ha 3aperucTpMpoBaHHbIN BUOMEANLMHCKUIA
KNETOYHbIW NPOAYKT MU3MEHEHWI, YKa3aHHbIX B YacTu 2 cTaTbk 23 HacToswero desepasbHOro 3aKoHa, B
TeYeHue TPUALATN pabounx AHEN Co AHA HACTYNAEeHUA TaKUX USMEHEHUN;

5) BblHECEHWS CYAOM pPeELWEeHWA O HapylweHMM npasB npaBoobnagaTens Ha pesynbTaThl
WHTENNEeKTYya/IbHOM AeATeIbHOCTU Npu 0bpalleHUn BUomeanUUHCKUX K/1ETOYHbIX MPOAYKTOB.

CraTba 25. FocyaapCcTBEHHbIN peecTp BuoMmeaANLMHCKUX KNETOUYHbIX MPOAYKTOB

1. TocynapcTBeHHbIN peecTp BUOMEAULIMHCKMX KNETOUHBIX NPOAYKTOB BEAETCA YNOJHOMOYEHHbIM
dbenepanbHbIM OPraHOM UCTMOJTHUTE/IbHOM BAACTH.

2. TocyaapcTBeHHbIV peecTp OUOMEAMUMHCKUX KNETOYHbIX MPOAYKTOB COZEPXKMT nepeyeHb
6UOMEANUMHCKMX KNETOYHBIX NPOAYKTOB, NPOLIEALLNX FOCYAAPCTBEHHYIO PEFUCTPALMIO, U CAeAyIOLLYIO
MHbOPMaLmIo:

1) HaMmeHoBaHWE BUOMEONLMHCKOTO KNETOYHOTO NPOAYKTA;

2) TMn  6MOMEOMUMHCKOrO  KJAETOYHOTrOo  MNpOoAyKTa  (ayTO/NOTMYHbLINA,  aNJOreHHbIN,
KOMBUHMPOBAHHbIN);

3) HaMMeHoBaHMWe BAageNblLa PEFMCTPALMOHHOIO YA0CTOBEPEHNA BUOMEANLIMHCKOrO KNETOYHOIO
NPOAYKTa;

4) HauMeHoOBaHWeE N aapec NPou3BoAMTENA BUOMEANLMHCKOIO KNEeTOYHOro NPOoAYKTa;

5) KomoBoe o0603HauyeHWe KNETOUYHOW AUHUKM (KNeTOYHbIX J/IMHMIA), BXOAAWEN B COCTaB
6MOMEANLMHCKOTO KNEeTOYHOro NPOAYKTa;

6) HaMMeHOBaHMA (MeXAyHapoAHble HENATEHTOBAHHbIE, UAWU FPYNNUPOBOYHbIE, UAN XMMUYECKUE)
NleKapcTBEHHbIX MpenapaTos, BXOAAWMX B COCTaB BMOMEAMUMHCKOrO KNeTOUYHOro MpoAayKTa, Homep
HOPMaTMBHOM AOKYMEHTaUMW;

7) HauMeHOBaHUA MEAMUMHCKUX U34eNni, BXOAALWMX B COCTaB BUOMEAMUMHCKOIO KNETOYHOro
NPoAyKTa, HAMMEHOBAHME U HOMEP HOPMATUBHOW JOKYMEHTALMK;

8) CpoK rogHOCTN BUOMEANLMHCKOTO KNETOYHOTO NPOAYKTA;

9) ycnoBus xpaHeHUs 6UOMEANLMHCKOTO KNETOYHOTO NPOAYKTa;

10) noKasaHMA U NPOTUBOMNOKA3aHNA K NPUMEHEHNI0 BUOMEANLMHCKOTO KNETOYHOTO NPOAYKT];

11) nobouHble fencTBus BUOMEAMNLMHCKOTO KIETOYHOTO NPOAYKTa;

12) pata rocyfapCTBEHHON pernctpauum 6GMOMeAMLMHCKOrO KNeTOYHOro npoAyKTa MU ero
PEerncTpaunoHHbI Homep;

13) pata 3aMeHbl PerncTpaLMoOHHONO YA0CTOBEPEHUA BUOMESUUNHCKOTO KJAETOYHOIO MPOAYKTa,
JaTa NOATBEPKAEHMA rOCYyAapCTBEHHON peructpauumn 6MomMeanLMHCKOrO KNETOYHOro NpoayKTa, AaTa
OTMeHbI roCyAapCTBEHHOM pernctpaunmn 6MomeanUMHCKOrO KNeTOYHOIo NPoAyKTa.

3. MNopAagoK BeaeHWa rocyAapcTBEHHOTO peectpa 6MOMEAMLMHCKMX KAETOUYHbIX NPOAYKTOB
YyTBEPKAAETCA YNONHOMOYEHHbIM deaepanbHbiM OPraHOM UCMONHUTENbHOM BAACTY.



Cratba 26. O6kanoBaHue pelueHWA 06 OTKase B BblAade paspelleHMs Ha nposBedeHue
KAMHMYECKOro McciegoBaHMs BUMOMEAMUMHCKOrO KAETOYHOro NPOoAyKTa Wau pelleHus o6 oTKase B
rocyapCcTBEHHOM perncrpaumm 6MoMeaMUMHCKOrO KNETOYHOMO NPoAyKTa

PeweHune ynosiHOMOYEHHOro peaepasibHOro opraHa UCNONHUTENLHOW BAAcTM 06 OTKase B Bblaaye
paspelleHnss Ha NpoBeAeHNe KAMHUYECKOro MCCNeaoBaHua 6MOMeAMLMHCKOrO KNEeTOYHOro MpoayKTa
UAn peweHre o6 OTKase B rocyAapCTBEHHOM peructpauum GUOMEeANLMHCKOrO KJAETOYHOro MPOAYKTa,
3aKNHOYEHME KOMMUCCUM IKCMEPTOB 3KCMEPTHOrO YUPEKAEHUA UM 3aK/l0YeHNe COBeTa No 3TUKE MOryT
6bITb 063Ka10BaHbI B NOPAAKE, YCTaHOBAEHHOM 3aKOHOAaTeIbcTBOM Poccuiickon Peaepauun.

Cratba 27. WHbopmaumsa, CBA3AHHAA C OCYLECTB/IEHWEM T[OCYAAPCTBEHHOM pPerucrpauun
6MOMEANLMHCKOTO KNeTOYHOro NpoayKTa, MHGOopMaumMa O 3apPerncTpMpoBaHHbIX BUOMEAULMHCKUX
KNETOYHbIX MPOAYKTaX U BUOMEANLMHCKMX KNETOYHbIX NPOAYKTAX, UCKAIOUYEHHbIX U3 TOCYAapPCTBEHHOMO
peecTpa 6UOMEANUMNHCKMX KNETOUYHbIX MPOAYKTOB

1. YNnonHOMOYEHHbIN ¢eaepanbHbii OpraH MCMOJHUTENIbHOM BAACTU pPa3sMelaeT Ha CBOEM
obmumanbHom cate B cetu "UHTepHeT" WHPoOpMaLMIO, CBSI3AHHYID C  OCYLLECTBAEHUEM
rocyaapcTBEHHOM perncrpaunm BUoMmeamnuMHCKUX KNEeTOUYHbIX NPOAYKTOB, B TOM YMUC/ie C NpoBedeHNEM
6MOMEeANUMHCKON 3KCNepTM3bl BMOMEAUUMHCKUX KNETOYHbIX MPOAYKTOB W 3TMUYECKOM 3KCMEepTU3bI,
MHOOPMALUMIO O 3aPErUCTPUPOBAHHBIX BMOMEAMUMHCKUX KNETOUHbIX MPOAYKTaX M 6UoMeaULUHCKUX
K/IETOYHbIX MPOAYKTAX, WCKAOYEHHbIX W3 FOCyAapCTBEHHOro peectpa bMomMeauMUMHCKUX KIETOYHbIX
NPOAYKTOB, HE MO34HEee 4Yem 4epe3 nATb pPabounmx AHel Co AHA MOJIyYeHUs YNOJIHOMOYEHHbIM
depepanbHbIM  OPraHOM WCNONHUTENbHON BAACTU 33AABNEHMA O TOCYAAPCTBEHHOW perucTpaumm
6MoMeaMUNHCKOTO KNETOYHOro NPoAyKTa.

2. NopaaokK pasmelLeHns YKa3aHHOM B YacTu 1 HacToAwel cTaTbn MHPOpMaAL MM yCTaHaBANBaETCA
YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCMOAHUTENIbHOW BAACTU.

Crtatba 28. OpraHusauua NpoBeAeHUs KINHUYECKUX UCCNeq0BaHNI BMOMEAULIMHCKNX KNETOUYHbIX
NPOAYKTOB

1. OpraHus3aumio nNpoBeAgHUA KAMHUYECKUX WCCNeaoBaHUA BUOMEAULMHCKUX  KAETOUHbIX
NPOAYKTOB BNpaBe OCYLLECTBAATb OpraHu3auma, obnagatollas npaBammn Ha pesynbTaTbl AOKNAMHUYECKUX
nuccnegoBaHUin  BUoOMeANLMUHCKOro KNETOYHOrO  MpOAyKTa, KAMHUYECKUX  MCCea0BaHUi
6MOMEANLMHCKOTO KAETOYHOrO NPOAYKTa M (MAKM) Ha TEXHONOrMIo NpPou3BoAcTBa BUOMeAMLMHCKOro
KNETOYHOro NpPoAayKTa, Uau ynosHOMOYEHHOe elo lopuanyeckoe nmuo, obpasosaTesibHaa opraHM3auma
Bbiclero o6pa3oBaHMA, obpa3oBaTeNbHaA oOpraHUsauMa AOMOJAHUTENbHOTO NPOGEeCcCUOHANbHOIo
obpa3oBaHKA, Hay4yHaa opraHu3aums.

2. OpraHu3aumu, yKasaHHble B 4acTM 1 HacToAwen cTaTbu, MOTYT NPUBAEKATb K OpraHv3aumu
NpoBeAeHUA KIMHUYECKMX UCCAeA0BaHUIA BUOMEANLIMHCKUX KNETOYHbIX NPOAYKTOB UHbIE opManYeckme
/ML HE3aBUCMMO OT MX OPraHN3aLMOHHO-NPaBoOBOM GOpPMbl M GOPMbI COBCTBEHHOCTH.

3. ®uHaHcoBoe obecneyeHue nNpPOBEAEHMA KAMHWYECKOro uccaefoBaHMA 6BMoMeaULMHCKOro
KNEeTOYHOro NPoAyKTa OCYLLECTBAAETCA 3a CYET:

1) 6r04KeTHbIX accUrHoBaHU peaepanbHOro 6oaXKeTa;

2) 6roarKeTHbIX accMrHoBaHMin BloarkeToB cybbekToB Poccuiickon Pepepaunu;

3) cpeacTB opraHM3aumii, MOAYYMBLUNX pPa3peLleHMe Ha OpraHM3aLmio NPOBeAEHUA KIMHUYECKOTO
nccnenoBaHna BUoMegULMHCKOTO KeTOYHOro NPOAYKTa;

4) MHbIX UCTOYHMKOB, He 3anpeLleHHbIX 3aKoHo4aTeNbCTBOM Poccuiickol deaepaumu.

4. KAWHWYECKMe uccnefoBaHUsA OUOMEOMUMHCKUX KAETOYHbIX NPOAYKTOB NPOBOAATCA Ha
OCHOBaHWW pa3pelleHna Ha NPoBeAEHME KIMHMYECKOTO UCCNe0BaHMA BUOMeAMLIMHCKOTO KeTOYHOro
NPOAYKTa, BblAAHHOIO YNOJHOMOYEHHbIM deaepasnbHbIM OpPraHOM UCNOAHUTENIbHON BAAacTU B NOPALKE,
yCTaHOB/IEHHOM cTaTbaMM 16 1 17 HacToAwero ®eaepanbHOro 3aKoHa, M Hanpas/eHb! Ha:

1) ycraHoBneHne 6e30nacHOCTM U (MAM) NEpPeHOCUMMOCTU BUOMEANLMHCKUX  KAETOUHbIX
NPOAYKTOB, B TOM YNC/ie BbiiBAeHMEe NOBOYHbIX AeACTBUIN NPU UX NPUMEHEHWN;

2) yctaHoBneHue 6e30nacHOCTU M 3GGEKTUBHOCTN BUOMEAULMHCKMX KNETOUYHbIX MPOAYKTOB, B



TOM 4ucae noadop ONTUMANbHbIX AO03UMPOBOK OMOMEAMLIMHCKOTO KAETOYHOrO NPoAyKTa M KypcoB
NledeHuns, AN NauMeHTOB C onpeaeneHHbIMKU 3abo1eBaHUAMY;

3) BbiABNeHMEe 0COBEHHOCTel B3aMMOAENCTBMA BUOMEAULMHCKUX KAETOUYHbIX MPOAYKTOB C
NIEKAPCTBEHHbIMW MpenapaTtamy, MeAUUMHCKUMU U3AeUSMU, MULLEBLIMM MNPOAYKTaMMK, APYTMMMU
bMomMeaMUNHCKMMM KAETOYHbIMM NPOAYKTaAMMU;

4) n3yyeHMe BO3MOMKHOCTU pPacCLIMPEHMA MOKa3aHU ANA NPUMEHEHUS 3apPerucTPUPOBaHHbIX
6MoMeAMUNHCKUX KNEeTOUYHbIX NPOAYKTOB.

5. YnonHomoueHHbIN peaepasibHbliA OpraH UCMOJIHUTE/IbHOW BNAcTU BeAeT B YCTAHOB/IEHHOM UM
nopsaKke peectp BblAaHHbIX pPaspeleHnit Ha NpPoBeAeHUEe  KAMHUYECKMX  WUCCef0oBaHWM
6MoMeAMUNHCKUX KNEeTOUYHbIX NPOAYKTOB.

6. B ciyyae, ecnm KAMHMYECKOe WUccneaoBaHMe OMOMEAMUMHCKOro K/AETOYHOro MpoAyKTa
NnpoBOANTCA ANA TOCYyAApCTBEHHOM pPerucTpaumm 3TOro NpoAyKTa, roCyAapCTBEHHas MOoW/MHA 3a
npoBeAeHME IKCNEepPTU3bl KayecTBa BUOMEANLMHCKOrO KNETOYHOTO NPOAYKTa, SKCMEePTU3bl AOKYMEHTOB
AN MONYYEHUA pas3pelleHMa Ha MNpoBeAeHMe KAMHUMYECKOro uccnegoBaHMa 6HGUOMeaULMHCKOro
KNEeTOYHOro MnpoAyKTa WM 3TUYECKOW 3KCNepTM3bl ynJayMBaeTca OAHOKPAaTHO npu obpalweHun 3a
rocyaapcTBEHHOW perucTpaumet BUoMeaMLMHCKOrO KNEeTOYHOro NpoayKTa.

7. KnuHunyeckoe mccnegoBaHne 6GMOMEAMLMHCKOTO KAETOYHOro NPoAyKTa NpoBoAMTCA B OAHOM
WUNN HECKONbKUX MEeOUUMHCKUX OpraHM3auMaxX, aKKpeauTOBaHHbIX YNOAHOMOYEHHbIM deaepanbHbim
OpraHOM WCMNONIHUTENIbHOM BAACTM B MOpPAAKe, YCTaHoBAeHHOM [lpasBuTenbctBOomM Poccuiickoi
depepaunn, B COOTBETCTBMM C [OOrOBOPOM O TMNPOBEAEHUM  KAMHUYECKOTO  UCCNen0BaHUA
6MOMEMUMHCKOrO KAETOYHOrO NPOAYKTA, 3aKAYaeMbiM  MEXKAY OpraHusaumen, nosyyvmBeLLEN
pa3pelieHme ynosHOMOYEHHOro ¢enepasbHOro OpraHa WMCNOJHUTENbHOW BAACTM Ha npoBeneHue
TAKOro UccnefoBaHMA, N YKasaHHOM MeANLMHCKON OpraHu3aumnen.

8. [loroBop O MpPOBEAEHUM KAWHUYECKOrO WccnenoBaHMAa OUOMEOUUMHCKOrO K/ETOYHOro
NPOAYKTa AO/MKEH CoaepKaTb:

1) HaMmeHoBaHMA CTOPOH AOTOBOPA;

2) ycnoBuA U CPOKKU NPOBeAEeHNN KAMHUYECKOTO UCCNea0BaHus;

3) onpeaeneHve o6LEN CTOMMOCTM MPOrPamMMbl KIMHUYECKOTO UCCAEAOBaHMA C YKasaHUem
CyMMbI, NpefHa3Havatowenca Ana BbINAAT MccnenoBaTensiMm M COMCCnenoBaTensiMm, HasHaYaemblm B
COOTBETCTBMM C YacTblo 1 cTaTbk 29 HacToAwero PenepanbHOro 3aKOHa;

4) onpeaeneHune Gopmbl U NopAAKa NPeACTaBAEHUA Pe3Y/IbTaTOB KIMHUYECKOTO UCCNeA0BaHUSA.

9. TlepeyeHb MEOUUMHCKUX OPraHu3auun, WMeLWMX MnNpaBo NPoOBOAUTb  K/IMHUYECKUE
nccnefoBaHUA OGUMOMEAMUMHCKMX KNETOYHbIX MPOAYKTOB, W pPeecTp BblAaHHbIX paspeleHnin Ha
NpPoBefleHNE KANHUYECKUX WCCNeJO0BaHUN OUMOMEAMUMHCKMX KAETOUYHbIX NPOAYKTOB pa3mellatoTcs
YNONHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTENbHOM B/1IAaCTU B YCTAHOB/IEHHOM MM MOPSAKE Ha
cBOeM odpuuManbHOM caiTe B ceTh "UHTepHeT".

10. MNpoun3BoAcTBO BMOMEAMLMHCKOrO KNETOYHOrO NPOoAYKTa ANA NPOBEAEHUA €ro KANHUYECKOro
nccnenoBaHMA OCYLLECTBASETCA C UCNOJ/Ib30BAHNEM TEXHOJIOTMU, ONMCAHHOM B PErMCTPaLMOHHOM A0Cbe
Ha 6MOMEANLIMHCKMIA KIETOUYHbIN MPOAYKT.

11. KnuHuuyeckMe uccnegoBaHMA OUOMEAULMHCKMX KAETOUYHbIX NPOAYKTOB NpPOBOAATCA B
COOTBETCTBUMM C MNpPaBMUIAMWU HaA/NEXKaLLlel KAMHUYECKOW MPaKTUKM OBUOMEAMUMHCKUX KNETOYHbIX
NPOAYKTOB, YTBEPKAEHHBIMW YNOJHOMOYEHHbIM dpeaepanbHbIM OPraHOM UCMOIHUTENbHOM BACTL.

12. B Poccuiickon ®Pepepaumm B COOTBETCTBUM C MENKAYHAPOAHbIMW AOroBopamu Poccuiickomn
depepaunn, a B cnydyae OTCYTCTBUA MeXAyHapoaHoro aorosopa Poccuiickon deaepaumm - Ha ocHoBe
NPUHLMNA B3aWMMHOCTM MNPMU3HAKOTCA Pe3y/bTaTbl KJAMHMYECKUX WCCNefoBaHUN BUoMeaNLMHCKUX
KNETOYHbIX NPOAYKTOB, NPOBeAEHHbIX 3a Npegenammn Poccuiickoin deaepaumm.

CraTba 29. I'Iposep,eHme KIMHNYEeCKOro nccnegoBaHuA 6I/ION\EAVILI,I/IHCKOI'O KNEeTOYHOro NnpoAaykKTa

1. Pykosoautenb Me,CI,VILI,MHCKOﬁ OopraHusauuun, B KOTOpOVI nposoanTCA KJAUHUYECKOE
nccnegosaHue 6VIOM€,£I,VIL],VIHCKOFO KN1eTO4YHOro npoAayKTta, Ha3Ha4aeT uccaenoBatenda, OTBETCTBEHHOIO
3a nposegeHMe TaKoro uccnengosaHuAa, uMmerowero neqe6Hyro cneunanbHOCTb, COOTBETCTBYHOLLYHO
npod)mmo 3aboneBaHus unn COCTOAHUIO, ONA NnedyeHumA KOTOpbIX npeaHa3Ha4veH 6VIOM€LI,VIL],VIHCKVI[;I
KNeTOYHbIN NPOAYKT, B OTHOWWEHMU KOTOPOro nposoauUTCA KAMHUYECKOoe uccnenoBaHue, CO CTaxem



paboTbl MO NporpaMmmam KAMHUYECKUX UCCNeA0BaHNA HE MEHEee YeM NATb NeT (ganee - uccienoBaTtesnb)
M MO ero npeasio’KeHUI HasHavyaeT couccefoBaTesnield M3 4Yucna Bpayeil 3TOW  MegULMHCKOM
opraHusaumu (ganee - comccnegoBatenu).

2. UccnepoBaTtenb ocywlecTBnseT BblbOp MaLMeHTOB, KOTOpble MO MEeAUUMHCKMM MOKa3aHUAM
MOTYT 6bITb MPMB/IEYEHbI K Y4aCTUIO B KAMHUYECKOM WMCCNef0BaHUN BUOMEAMLMHCKOrO K/IETOYHOro
npoaykTa.

3. WccnepoBaTenlb M couUcCAenoBaTenn [AOJIKHbl  ObiTb  O3HAKOMAEHbI C pe3y/nbTaTamu
OOK/IMHNYECKOTO  MUCCNefoBaHMA OMOMEANUMHCKOTO K/AETOYHOro MpoAyKTa, CoAeprKalumunca B
cneumdurKaunum Ha BMOMEAMUMHCKUIA KNETOYHbIM NPoAyKT U Bpolope uccieaoBatesia, NPOTOKO/IOM
KJIMHUYECKOTO  UcCnefoBaHMA  OBMOMEAMLMHCKOrO  K/IETOYHOro  MpogyKTa,  pa3paboTaHHbIM
opraHu3aumer, OCYWEeCTBAAIOWEN  OpraHU3auuilo  NPOBEAEHUA  KAMHWYECKUX  UCCNen0BaHWUiM
OUOMEANUMHCKMX KNETOYHbIX MPOAYKTOB, WAW WUHbIM OPUANYECKMM /INLOM, MPUBIEKAEMbBIM K
OopraHu3aumMm NPoBEAEHUA KAMHUYECKOTO UCCAeAO0BaHMA BUOMEANLMHCKOrO KAETOYHOrO MPOoAYyKTa, U
APYTMMM MaTepuanamm Takoro MccnefoBaHus.

4. PykoBoauTENb MEAMUMHCKOM OpraHusauuu, B KOTOPOM NPOBOAUTCA  KJAMHWYECKoe
uccnegoBaHne BMOMESULMHCKOTO KNETOYHOro NPOAYKTa, B CPOK, He MPEBbIWAOWMA Tpex paboumnx
OHel Co AHA Hayana npoBefeHuA KAMHWYECKOro WccaenoBaHua OUMOMEAMUMHCKOTO KNeTOYHOro
NpoayKTa, coobwaeTr O Hayajne MPOBEAEHUS K/JAMHWYECKOTO WccnegoBaHWa OBUomeguLMHCKOro
KNETOYHOro NPOAYyKTa B YNOJHOMOUYEHHbIV dpesepanbHbl opraH UCNOAHUTENbHOM BAACTU, BblAABLUNIA
paspeLlleHre Ha NpoBeaeHNe KIMHUYECKOro UCCIef0BAHMA, MO YCTaHOBAEHHON UM dopme.

5. OpraHusaumu, OCyLecTBAAIOWME OpraHM3aLMio MPOBEAEHUA KAMHUYECKOro MccnenoBaHus
6MOMEANLMHCKOTO KNETOYHOro NPOAYKTa, B C/lyYae HEOBXOAMMOCTU BHECEHNA U3MEHEHWUI B MPOTOKO/
K/IMHWUYECKOTO UCCNeaoBaHUsAs OUMOMEAMLUMHCKOrO KAETOYHOrO MNpoAayKta coobuwawT o6 3tom B
YNOJHOMOYEHHbIN defepanbHblil  OpraH WUCNOAHUTENbHOW BAACTW, BbI4ABLUWI pa3pelleHre Ha
npoBeaeHne KAMHUYECKOro NccaeaoBaHnsa, No ycTaHoBAeHHOW um dopme.

6. B cpoK, He npeBbiWalowWmii TPUALATU pabounx AHEN CO AHS NOJIYYEeHMA YKa3aHHOro B 4actu 5
HACTOALLEN CTAaTbU COOOLLEHUA, YNOJHOMOYEHHbIN deaepanbHbli OpraH WMCNOAHUTENbHOW BAACTM
paccmaTpuBaeT 3TO COObLEeHNE B YCTAHOBEHHOM MM MOPAAKE M NPUHUMMAET pPelleHne O BHeCceHuu
N3MEHEHW B MPOTOKOJ KIMHMYECKOTO UCCNea0BaHNA BUOMEANLIMHCKOTO KNeTOYHOro NpoayKTa uam ob
OTKa3ze BO BHECEHMM TaKUX U3MEHEHMUI C YKasaHMeM MPUYMH OTKasa. OCHOBaHMAMW ONS MPUHATUA
peweHns 06 OTKase BO BHECEHUM W3MEHEHMIA B MPOTOKO/ KAMHUYECKOIO UCCNeaoBaHMA
6MOMEANUMHCKOTO KNETOYHOTO MPOAYKTA ABAAIOTCA NpPeACTaBNeHUEe CBeAEHWUA, NPeayCMOTPEHHbIX
YyacTblo 5 HacToAwen cTaTbM, B HEMONHOM 0bObeme M (MAM) HanMuMe pUCKa NPUYUHEHMA Bpesa
3/10POBbI0 MAUMEHTA, YYACTBYHOLLEIO B KJAMHUYECKOM UCCNEA0BAHUN, BCNEACTBME U3MEHEHMA YCNOBUI
€ro npoBeaeHus.

7. KnuHuuyeckoe wuccnepoBaHve OUMOMEAMUMHCKOTO KNETOYHOTO NPOAYKTA MOXKeET OblTb
NPWOCTAaHOBNEHO WM NPEKPALLEHO, €C/IN B MPOLLECCe ero npoBefeHus obHapyXeHa onacHOCTb AAA
YKU3HW, 340P0OBbA MaLMEHTOB. B ciyyae BOZHMKHOBEHUA OMACHOCTU A5 YKU3HW, 340POBbA NaLMEHTa,
Y4YacTBYIOWEr0 B K/JAMHWYECKOM  UCCNefOoBaHMM  OMOMEAMUMHCKOTO  KNETOYHOTo  NPOAYyKTa,
uccneposatenb U (MnM) comccnepoBaTenn 06s3aHbl NPOMHPOPMUMpPOBATL 06 3TOM pyKoBOAMTENA
MeNUNHCKON OpraHu3aumm, B KOTOPOM NPOBOAUTCA KAMHUYECKOE UCCiefoBaHUe BUoOMeaMLMHCKOro
KNeTOYHOro NPOAYKTa, U (MAKn) opraHM3aLmio, NOYYMBLLYIO paspeLleHne Ha NPoBeaeHNE KIMHUYECKOro
nccnenoBaHNAa BUOMEANLMHCKOTO KNeTOYHOro NpoayKTa. PelleHne o NpuMoCTaHOBAEHUMN KAMHUYECKOTO
uccnenoBaHna HGUOMeaMLMHCKOrO KAETOYHOrO NpoAyKTa MPUHUMAET PYKOBOAUTENb MEeAMLMHCKON
opraHu3aumMn, B KOTOPOM NPOBOAUTCA KAMHUYECKOe uccaefoBaHMEe OGUOMEAULMHCKOrO K/AeTOYHOTro
npoaykTa. PeweHve 0 nNpeKpaweHUn TaKoro WCCNefoBaHWA  MPUHMMAET  YNOJHOMOYEHHbIN
denepanbHblit opraH MCMNONHWUTENIbHOM BNACTM HA OCHOBAHWWM coObLEeHMA B MUCbMeEHHON dopme
pyKoOBOAUTENA MEAMLMHCKOMW OpraHusauuu, B KOTOPOM NPOBOAMUTCA KAMHWYECKOE uWcciefoBaHue
6MOMENUMHCKOTO K/AIETOYHOrO MPOAYKTa, WAM  OpraHuM3aumu, MOAyYMBLUEN paspelleHne Ha
npoBeaeHne KAMHNYECKOTrO UCCNef0BaHNA BUOMEONLMHCKOTO KETOYHOIO NPOAyKTa.

8. B CpoOK, He npeBblWaoWmUi NATM pabounx gHel co AHA 3aBepLUeHUs, NPUOCTAHOBIEHUA UK
NpPeKpaLweHna KAMHUYECKOro nUccieoBaHnsa bBUoOMeaMLIMHCKOTO KAETOYHOro NpoayKTa, coobuieHne o6
3TOM HamnpaBAsAeTca MeAUUMHCKMMM  OpraHmM3aumMsamun, B KOTOPbIX MPOBOAUTCS  KIMHMYECKoe
nuccnegoBaHne HMOMeAMLMHCKOrO KAETOYHOro MPoAyKTa, B YNOJHOMOYEHHbIM deaepanbHbiii opraH



WCMNOJIHUTEIbHOM BNACTU MO YCTaHOBAEHHON UM popme.

9. YnonHomoueHHbIn deaepanbHblit OpraH WMCNOAHUTENIbHON BAACTM pasMellaeT Ha CBOEM
oduumanbHom canTe B cetnm "WHTepHeT' cooblieHMe O 3aBeplieHUN, MPUOCTAHOBAEHUU WU
NPeKPaLLEHNN KAMHUYECKOTO McCnenoBaHMA BUOMEAMUMHCKOTO KAETOYHOro MNPOAYKTAa B CPOK, He
NpeBbIWaoWNiA NATM Pabounx AHEN CO AHS ero NnosyyYeHus, B YyCTaHOBIEHHOM UM NopsaaKe.

10. YnonHomMouYeHHbI denepanbHbii OpraH WCMNOAHUTENbHOM BAAcTM B COOTBETCTBMM C
YTBEPKAEHHBbIM MM MOPAAKOM OCYLLECTBAAET BeaeHWe OCYyAapCTBEHHOro peecTpa MccaeaoBaTenen,
KOTOPbIA NOANEXUT pasMeLLeHUt0 Ha opULMaNbHOM CanTe YNOJHOMOYEHHOTO denepanbHOro opraHa
WCNONHUTENbHON BNnactTu B ceTn "MHTepHeT" 1 coaepKut aaHHble 06 uccneposartene (bamuaua, ums,
OTYECTBO, MeCTO PaboTbl, 3aHMMAEMAA AOKHOCTb, CMELMaNbHOCTb, CTaXK PaboTbl MO nNporpammam
KNMHUYECKUX UCCNeaoBaHUN, nepeyeHb KAMHUYECKUX UCCNenoBaHui (B TOM uncie BuomeauLMHCKUX
KNETOYHbIX MPOAYKTOB), B KOTOPbIX OH MPUMHMMAN YyyacTMe B KayecTBe WCCAeaoBaTens Wau
couccnenoBaTtens, u nepmoapl ero y4actus).

11. OTtuyeT 0 pesynbTaTax KAMHUYECKOTO UCC/ed0BaHNA BUMOMEMUMHCKOrO KAETOYHOro NpoayKTa
COCTaBNSIETCA  OpraHM3aumMen, OCYLLECTBAAIOWEN  opraHM3aumio  NpoBedeHMA  KIMHWYECKoro
nccnefoBaHUs 6MOMEAMUMHCKOrO KNAETOYHOro NpoAyKTa, U NpeacTaBAAeTcs B YNOJHOMOYEHHbIN
denepanbHblit OopraH WCNONHUTENLHOW BAAaCTWU, BbIAABLIMK paspelleHMe Ha MpoBedeHue 3Toro
NccnefoBaHUA, B CPOK, HE MPEBbLIWAOWNA Tpex MecALEeB CO AHA ero 3aBepLleHns, NPUOCTaHOBEHMUA
WAWU  NpeKpaweHus, B MNopsaaKke, YCTAHOBAEHHOM YMNOJHOMOYEHHbIM desepanbHbiIM  OpraHoOM
NCNOSIHUTENIbHOWN BNaCTM.

12. Nopagok BbiBo3a U3 Poccuiickoit ®egepaumm 6BMONOrMYECKOro matepuana, NnoJiy4eHHOro npu
NpoBeLeHUN KINHUYECKOTO UCCNef0BaHMA BMOMEANUMHCKOTO KETOYHOIo NPOAYKTa, A1A ero U3yyeHusn
B LEeNAX [AHHOIo K/JAWMHMYECKOro uccnenoBaHMA ycTaHaBamsaeTca [MpasutennctBom Poccuiickoi
depepauun.

Cratba 30. Me)kayHapoAaHOE MHOrFOLEHTPOBOE K/AMHMYECKOE UccnesoBaHMe GMoMeauLMHCKOro
KNETOYHOrOo NpPOAYKTa, MNOCTPErUCTPALMOHHOE KIMHUYEeCcKoe uccnegoBaHMe HGUoMeanLMHCKOro
KNeTOYHOro NpoAayKTta

1. MexayHapogHOoe MHOMOLLEHTPOBOE K/MHUYECKOe UccneaoBaHue 6MomeanuUMHCKOro
KNeToyHoro npodykta B Poccuiickoit ®deaepauun  MAM  NOCTPErUCTPALMOHHOE  KAMHMYECKoe
nccnegoBaHue 6MOMEUUMHCKOrO KNETOYHOro NPoAyKTa NPOBOAMTCA Ha OCHOBAHWWM pPaspeLleHusa Ha
npoBeAeHNe KAUHUYECKOro MCCNeaoBaHUA 6MOMEAMLMHCKOrO K/AEeTOYHOro MPOAYKTa, BblAaHHOMO
YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM MCMNONHUTENbHOM BAAcTU MO pe3y/bTaTam 3KCNePTU3bl
KayectBa OMOMEAMUMHCKOTO K/AETOYHOrO MPOAYKTa, 3KCNEPTU3bl AOKYMEHTOB AAA MNOAYYEHUS
paspeleHnss Ha MNpPOBEAEHWE MeXAYHAapPOAHOr0 MHOTOLLEHTPOBOrO KAMHWYECKOTO WCCef0BaHuA
6MOMEANLMHCKOTO KAETOYHOro NPOAYKTa WMAM MOCTPErMCTPALMOHHOMO KAMHUYECKOTo MCCaefoBaHuA
6MOMEANLMHCKOTO KNETOYHOIo NPOAYKTA M 3TUYECKOW 3KCNepTUsbI.

2. [Ona nonydeHus paspelleHMa Ha NpoBeAeHWe MEeMKAYyHapOoAHOro MHOrOLEHTPOBOro
KAMHMYECKOro MccienoBaHMs B6MOMEAMLMHCKOTO KAEeTOYHOro MPOoAyKTa MAW MOCTPErncTpaumoHHOro
KAMHWMYECKOro  MuccnefoBaHus  OMOMEAMUMHCKOrO  K/JETOYHOTO  MPOAYKTa  OpraHusauus,
OCYLLECTBAAIOWAA OPraHU3aumMilo MNpoBeAeHUA KJAMHWYECKOTo WUCCefoBaHMA BUOMeaNUMHCKOTOo
KNETOYHOTO NPOAYKTa (Janee B HACTOALWLEM CTaTbe - 3afBWUTE/b), NPEACTaBAAET B YNOJHOMOYEHHbI
depepanbHbIvi OpraH UCMONHUTE/IbHOW BNACTU CeAytoLLMe AOKYMEHTbI U CBeAeHUA:

1) 3asBneHVWe O Bblgaye paspelleHuA Ha MNPOoBeAeHWE MEXAYHAPOLHOTO MHOTOLLEHTPOBOro
KJMHWUYECKOro MCcC1ef0BaHMsA BUOMEANLIMHCKOTO K/AETOYHOrO MPOoAyKTa MAM NOCTPErncTpaumoHHOro
KJMHWMYECKOro nccief0BaHna BUOMeANLMHCKOTO KETOYHOTO NPOAYKTa;

2) PEeKBM3UTbI LOKYMEHTA, NOATBEPXKAAIOWEro ynaaTy rocyfapCTBEHHOM MOLWAWHbLI 3@ Bblgady
paspelweHns Ha MNpPoOBeAEeHUE MeXAYHAapPOAHOr0 MHOTOLLEHTPOBOIO KAMHUYECKOTO WCC/Ief0BaHuUsA
6UOMEANUMHCKOTO  KNETOYHOro NPOAyKTa WAM 33 Bblgayy paspeleHna Ha nposeaeHue
NOCTPErMCTPALMOHHOMO KANMHUYECKOTO MCCNeaoBaHUA BUOMEANLMHCKOrO KAeTOYHOro NpoaykTa, Anbo
caM 3TOT AOKYMeHT (No cobCTBeHHOW WHWUMaTMBe). B cayyae HenpeAacTaBAeHWA 3TOr0 AOKYMEHTa
YMOAHOMOYEHHbIN deaepanbHblii OpraH WCMOAHUTENbHOM BAACTM Ha OCHOBaHWM MNPeACTaBAEHHbIX
3aABUTENEM PEKBMU3UTOB 3TOTO AOKYMeHTa nposepsAeT GaKT ynnaTbl rocygapcTBEHHOW MOWAMHbI C



ucnonb3oBaHnem uMHbopmaumMmM 06 ynnate  rocy4apCTBEHHbIX MOLWJWH, coAeprKalieiica B
locyaapcTBeHHOM MHPOPMALLMOHHOM CUCTEME O FOCYAAPCTBEHHbIX M MYHULMMANbHbIX MAATEXaX;

3) oT4eT 0 AOKAMHUYECKUX UCCNef0BaHUAX BMOMEONLMHCKOTO KAETOYHOro MPOAyKTa U OTYET O
NPOBEAEHHbIX PaHee K/JAMHUYECKUX WUCCNefoBaHUAX OUMOMEAMLMHCKOrO KNETOYHOro npoaykta (npu
Hanuumm);

4) NpPOEKT NPOTOKO/A MENKAYHAPOLHOITO MHOTOLEHTPOBOIO K/MHUYECKOTO WCCAef0BaHUA
6UOMEANLMHCKOTO KNETOYHOIO NPOAYKTa WM MOCTPErncTPaLMOHHOIO KAMHWYECKOTO UCCAefoBaHUA
6UOMEANLMHCKOTO KNETOYHOIO NPOAYKTa;

5) 6powitopa uccnenosartens;

6) MHGOPMALMOHHBIV INCTOK NALMEHT];

7) cBepeHus o6 onbiTe paboTbl UcCNeaoBaTENEN MO COOTBETCTBYIOWMM CMEUManbHOCTAM U UX
onbiTe paboTbl N0 NPOBEAEHUIO KIMHUYECKUX UCCNeA0BaHNI BUOMEULMHCKUX KNETOUYHbIX MPOAYKTOB;

8) cBegeHMA O MEAMUMHCKMX OpraHusauuax, B KOTOPbIX Mpeanosiaraetca nposeaeHue
KMHUYECKOTO WCCNeaoBaHMA OMOMEAMUMHCKOrO KNeTOYHOro NpoAyKTa (NosHOe M COKpaleHHoe
HaMMeHOBaHMWA, OpraHM3aUMOHHO-NPaBoBas GOpMa, MECTO HAXOMKAEHMA UM MECTO OCYLLECTB/EHUA
aeAatenbHocTn, TenedoH, Tenedakc, agpec 3NeKTPOHHOM NoYTbl, cBeAeHUA 06 aKKpeauTauMmM Ha Npaso
NpoBeAEeHNA  KAMHWYECKUX UCCNefOBaHUI  BUOMEAUUMHCKUX — KAETOYHbIX MPOAYKTOB  KaxKaoM
MeANUNHCKON OpraHM3aumm);

9) npeagnonaraemble CPOKW MPOBEAEHUA KNMHMYECKOTO WCCAeaoBaHua BMomeguuLMHCKOro
KNETOYHOTO NPOAYKTa;

10) Konusa goroBopa 06A3aTENbHOIO CTPAX0OBaHWUA, 3aK/HOYEHHOTO B COOTBETCTBMM C TUMOBbLIMM
npasuiamu 006A3aTeNIbHOTO CTPAXOBaHWsA, C YKa3aHMEM MNpefesibHOM YMC/IEHHOCTM MNaLMEHTOB,
YYaCTBYIOLLMX B KIMHUYECKOM UCCNEL0BAaHNM BUOMEANLIMHCKOTO KJIETOYHOTO NPOAYKT];

11) nHdpopmaumsa o coctaBe BUOMEINLNHCKOTO KNETOYHOTO MPOAYKTA;

12) [OKYMEHT, COCTaB/IEHHbIM MpousBoauTeNeM OUOMEIULMHCKOTO KAETOYHOIO MpPOoAyKTa W
COAEpMKaLLMI CBEAEHUA O KaYecTBEHHOM COCTaBe, KOJIMYeCTBEHHOM COCTaBE U MHble XapPaKTEPUCTUKM
OUOMEANLMHCKOTO  KJETOYHOTO  MPOAYKTA, MPOU3BELEHHOrO AN MPOBEAEHUA  KAMHUYECKUX
nccneaoBaHuUmn.

3. B CpoOK, He npeBblWatoWmMn NATU pabounx gHel co AHA NpeacTaBAeHMA YKa3aHHbIX B 4acTu 2
HaCTOALLEN CTAaTbU AOKYMEHTOB U CBEAEHWUIN, YNOJHOMOYEHHbIV desepasibHblii OpraH UCMONHUTENbHOM
BNACTU:

1) npoBOAMT NPOBEPKY MNOAHOTbI U AOCTOBEPHOCTU CBEAEHWUN, COAEPIKALLUMXCA B NPEACTABIEHHbIX
3anABUTENEM JOKYMEHTAX;

2) NpUYHMMAET pelleHne O NPOBEAEHUN IKCNEepTU3bl KayecTBa OGMOMEAMULMHCKOrO KAETOYHOro
NPOAYKTa, 3KCNepTU3bl AOKYMEHTOB AN NOJYYEHUA paspeLleHMs Ha NPOBeAEeHUE MEKAYHapoAHOro
MHOTOLLEHTPOBOrO  KJAMHUYECKOTO UCCef0BaHUA OMOMEOMLMHCKOIO KAETOYHOrO MpPOoAyKTa MK
NOCTPErUCTPALMOHHOIO KAMHUYECKOFO WMCCNeaoBaHMA OUOMEAMUMHCKOTO KNETOYHOro MPOAYKTa M
3TUYECKOWM 3KCNepTU3bl IMH60 06 OTKase B NPOBEAEHMM YKA3AHHbIX IKCNepTUs;

3) yBegoMnsAeT B NUCbMEHHON ¢opme 3a8BUTENA O MPUHATOM pelleHun (B c/iydae NPUHATUA
peleHunsa 06 oTKase B NPOBEAEHUN COOTBETCTBYIOLLLEM SKCNEPTM3bI YKa3bliBaeT NPUYMHbI TAKOTrO 0TKa3a).

4. B cny4yae BbIIBAEHUA HEMOSHOTbl WMAM HeLOCTOBEPHOCTM CBEAEHWN, coAepKalimxcAa B
MaTepuanax, NpeacTaBAeHHbIX 3aABUTENEM, YNTONHOMOYEHHbIN deaepanbHblil OpraH UCNOIHUTENbHOM
BNACTM HAMNpaBAAeT 3aABMTENI0 3anpoc 06 YyTOUHEHMM YKa3aHHbIX CBeAeHWN. [laHHbIA 3anpoc MoKeT
6bITb NepefaH YNONHOMOYEHHOMY MPeACTaBUTENIO 3aABUTENA JIMYHO MOJA, PAcnuUcKy, Hanpas/ieH Mo
noyTe 3aKasHbIM MUCbMOM UM NepesaH B SNEKTPOHHON popme Mo TETIEKOMMYHUKALMOHHbIM KaHanam
cBA3WU. B cnyyae HanpaeneHMA [AaHHOrO 3ampoca MO Mo4YTe 3aKasHbIM MUCbMOM OH CYMTaeTCA
NoJly4eHHbIM MO UCTEYEHWUN LIECTM AHEWN C AaTbl HaNpPaBAEHUA 3aKa3HOTo NMCbMa.

5. 3aasutenb o06A3aH NpeacTaBUTb OTBET HA 3aMPOC YNOJHOMOYEHHOrO ¢eaepanbHOro opraHa
WCNONIHUTENbHOM BNACTU B CPOK, HE NpeBblWaloWmii AeBAHOCTa Paboyumx AHel co AHA MOAyvYeHus
AaHHoro 3anpoca. Cpok, YKasaHHbIA B 4acTM 3 HACTOAWEN CTaTbW, MPUOCTAaHAB/MBAETCA CO AHA
HanpaB/fieHMs 3aABUTEN0 YKA3aHHOrO B YacTM 4 HacToAllel cTaTbM 3anpoca YnoJIHOMOYEHHOro
denepanbHOro opraHa UCMOHUTENIbHOM BNACTU 40 AHA NOJYYEeHUS UM OTBETA Ha AAaHHbIA 3anpoc U He
YUYUTbIBAETCA MNPU  WUCYUC/IEHUM CPOKA MPUHATUS  YNOJHOMOYEHHbIM denepanbHbIM  OpraHom
NCMNOJIHUTENbHOM BNACTU peLleHns O NpoBeaeHNN IKCNepTM3bl KauecTBa BMOMEANLMHCKOTO K/IETOYHOro



NPOAYKTa, 3KCNEepPTU3bl AOKYMEHTOB ANS MOJYyYEeHUs paspelleHMa Ha MpoBeAeHUe MeXAayHapoaHOro
MHOTOLEHTPOBOrO KAMHUYECKOrOo WCCNeaoBaHUA 6GUOMEAMLMHCKOTO KAeTOYHOro MnpoayKTa Wau
NOCTPErncTPaLMoHHOIO KAIMHNYECKOTO Uccaea0BaHnA buomeaMUMHCKOro KNeTOYHOro NPoAyKTa.

6. OcHoBaHueEM ANA OTKa3a B NpoBeaeHUN SKCNepTU3bl KavyecTBa 6VIOM€LI,VILI,VIHCKOFO KNeTovyHoro
NPOAYKTA, 3KCNepTU3bl AOKYMEHTOB /1A MOJIyYEHUA paspelleHna Ha npoBedeHue mexXAyHapoaHOro
MHOIOLeHTPOBOIro KJIMHUYECKOro wunccnenosaHuUA 6VIOMG,LI,VILI,VIHCKOFO KNeTO4YHOro npoAaykta wWaun
NOCTPErncTpaunoHHOro KanHuM4Yeckoro wuccaeanoBaHuA 6VIOM€LI,VILI,VIHCKOFO KNeTO4YHOro npoAayKTta wu
3TMYECKOM IKCNEepPTU3bl ABAAETCA NpeacTaBieHne AOKYMEHTOB, NpeayCMOTPEHHbIX YacTblo 2 HacToALEeN
CTaTbM, B HENoaHOM obbeme, HenpeacTaBAEHNEe B YCTAHOB/IEHHbIM CPOK OTBETa Ha YKa3aHHbIN B YacTu 4
HacToAWEeN CTaTbM 3aMpPoOC YMNOJHOMOYEHHOro ¢eaepanbHOro opraHa MCNOHUTENIbHOW BRactu Anbo
OTCYTCTBME B MPEACTaBNEHHbIX OOKYMEHTaxX CBEeAEHMN, KOTOpble AOJIKHbl ObiTb OTpakeHbl B HUX, a
TaKKe OTCyTCTBME MHPOpMaLMW, NOATBEPKAAOWEN YNAaTy rocyAapCTBEHHOW MOLWJ/IMHbLI 33 Bblaauy
paspeleHma Ha npoBefAeHME MeXAYHapOoAHOrOo MHOMOLEHTPOBOro K/AMHWYECKOro uccnenoBaHun
6MOMeaNUMHCKOrO KNETOYHOro NPOAyKTa WAWU paspeLlleHuns Ha npoBeaeHMe MOCTPEerncTpaumoHHoro
KAMHUYECKOTo nccnegoBaHMa GBUOMeANLMHCKOrO KIETOYHOIo NpoAayKTa.

7. MpoBeaeHne 3aKCNepTM3bl KayecTBa BUOMEAULMHCKOrO KNEeTOYHOro NpOoJAyKTa, 3KCnepTusbl
OOKYMEHTOB [A/1A MNONYyYeEHMA paspelleHna Ha MNpoBeAeHUE MeXAYHapOoAHOro MHOFOLEHTPOBOrO
KNMHUYECKOTO MccnenoBaHUAa 6UOMEANLMHCKOIO K/AETOYHOro NpoayKTa MAW MOCTPEerncTpaumoHHOro
KNMHUYECKOTO MccnenoBaHUA BUOMEANLMHCKOIO KAETOYHOro NPOoAyKTa U 3TUYECKOW 3KCMepTusbl U
BblJaya paspeleHnss Ha MpoBedeHMe MeXAYyHapoAHOro  MHOTOLEHTPOBOrO  K/JMHUYECKOTo
nccneaoBaHMa GUOMEANUMHCKOTO KAETOYHOro MPoAyKTa WM MOCTPErucTPaLUMOHHOIO KJAMHMYECKOro
nccnefoBaHUA BUOMEeANLMHCKOTO KNETOYHOIO NPOAyKTa OCYLLECTBAAIOTCA B COOTBETCTBMM CO CTAaTbAMM
14 - 17 HacToAwero ®PeaepanbHOro 3akoHa.

8. PeweHns o6 oTKkase B MpOBEAEHUM 3IKCMEepTU3bl KayecTBa OMOMEOMUUMHCKOro KAETOYHOro
NPOAYKTa, 3KCMNEPTU3bl AOKYMEHTOB AN MOJIyYEHUSA Pa3pelleHnsa Ha NPOoBeAeHUE MeXAyHapoAHOro
MHOTOLEHTPOBOIO K/IMHWMYECKOTO MWCC/IeA0BaHNA OMOMEAMUNHCKOTO KJETOYHOrO MNpoAyKTa Wau
NOCTPErncCTPpaumMoHHOro KAMHUYECKOro wuccanenoBaHuA 6VIOM€,EI,VILI,VIHCKOFO K/IETOYHOIo nNpoAyKTa M
3TUYECKOM 3KCMepTU3bl U B Bblaye paspeLlleHnn Ha NpoBeLeHMe MeXAyHapoAHOro MHOFOLLEHTPOBOrO
KAMHNYECKOoro mnccneanoBaHuA 6VIOM€,£I,VILI,VIHCKOFO KNIETOYHOro npoAykta Unnm nocTtperncrtpaymoHHoOro
KAMHUYECKOTO McCnenoBaHMa BUMOMEAMUMHCKOrO KNEeTOYHOro MpoAyKTa MoryT ObiTb 06)KanoBaHbl B
nopsake, ycTaHOBNEHHOM 3aKOHOAaTeNbCTBOM Poccuiickon deaepaunim.

Cratba 31. MNpaBa NaumeHTa, y4acCTBYIOLLEro B KAMHUYECKOM UCC/Ie[0BaHUN 6VIOM€,EI,MLI,MHCKOFO
KNeTOYHOro NpoAaykKTa

1. YyacTve naumeHTa B KAMHMYECKOM MCCnefoBaHUM BUMOMEAMUMHCKOrO K/ETOYHOro NpoAyKTta
ABNAeTCA O06POBOJIbHLIM W MOATBEP)KAAETCA €ro MoAMNUCbI0 WMAM  NOAMUCbIO €ero 3aKOHHOro
npeacrasmTena Ha UHGOPMaLLMOHHOM JIUCTKE NalMeHTa.

2. NMauneHT AN ero 3aKoHHbIN NpeacTaBUTEeNb A0/MKEH 6biTb MHGOPMUPOBAH B MUCbMEHHOM
dopme:

1) o 6oMegMLMHCKOM KIETOYHOM MPOAYKTE;

2) 0 uenn U NPoAONKUTENBHOCTM KAMHUYECKOrO UCCefoBaHUA BUOMEANLMHCKOTO KETOYHOTo
NpPoAyKTa;

3) o rapaHTMAX KOHOUAEHUMANBHOCTM Y4aCTUA B KNIMHUYECKOM UCC/IeL0BaHNN BMOMeaULMHCKOro
KNETOYHOro NPOAYKTa;

4) 06 ycnoBmAX y4acTus B KIMHNUYECKOM UCC/ief0BaHNM BUOMEANLMHCKOTO KNeTOYHOTO NPOAYKTa;

5) 06 oxxngaemoit apdeKTMBHOCTN BUOMEANLMHCKOTO KNETOYHOIO NPOAYKTa, a TaKKe O CTeneHu
PUCKa, KOTOPOMY MOMKET MOABEPrHYTbCA MaLMEHT B CBA3M C YYaCTUEM B KAMHUYECKOM UCCeLOBaHUK
61MOMeaMNUNHCKOrO KNEeTOYHOTO NPOAYKTa;

6) 0 AencTBMAX NauMeHTa B c/ydae HenpeasuAeHHbIX 3GGDEeKTOB BAUAHUSA BMOMEAMLMHCKOro
KNETOYHOro NPoAyKTa Ha COCTOAHUE ero 340P0BbS;

7) 06 ycnoBuax 06a3aTeNIbHOIO CTPaxoBaHMA }KU3HWU U 340P0BbA NaLUEHTa.

3. MauMeHT WAM ero 3aKOHHbIA NpeAcTaBUTE/Nb MMEET NpaBo OTKasaTbCA OT yvyacTus B
KNMHUYECKOM MCCNea0BaHUM BUOMEAULIMHCKOrO KAETOYHOro NpoAyKTa Ha Nboli ctagum nposeaeHus



TaKoro ucciefoBaHus.

4. lpoBeAeHUWE KAMHUYECKOro WccneaoBaHUa 6GUOMEAULMHCKOrO KAeTOYHOro MpoAayKTa C
y4yacTMeM B KaQ4yecTBe MaLMeHTOB AEeTel JONYCKAeTCA TONbKO C MMCbMEHHOFO A06p0oBOALHOMO cornacus
nx poautenen. [leTm moryt paccMaTpmMBaTbCA B KAyecTBe MaLMeHTOB TAKOro MCCAeA0BaHMA B CAyYae,
ecnn ero nposegeHne Heobxoaumo ana nevyeHua 3abonesaHuna y AaHHoro pebeHKa. B aTux cnyyasax
TaKoe WuccnefoBaHWE MOXKET OCYLLECTBAATbCA HA OCHOBAHUM pEeLIeHMA KOHCUMAWMYMA Bpadew,
co3aaBaemoro B cootBeTcTBMM ¢ PepepanbHbiM 3akoHOM OT 21 Hoabpsa 2011 roga N 323-d3 "0O6
OCHOBaX OXpaHbl 340p0BbA rpaxaaH B Poccuinickon Pegepaumn”, o BO3MOXKHOCTM ydacTma pebeHKa B
KNAMHUYECKOM MUCCNefoBaHUN BMOMEAMUMHCKOrO KAETOYHOrO MPOAYKTA M NPU YCAOBUM, YTO TaKOMyY
nccnef0BaHUIO NPeALWecTBOBANAO UCCAef0BaHME AAHHOTO BMOMEANUMHCKOrO KNETOYHOIO NPOAYKTa Ha
COBEpPLUEHHO/IETHUX rParkAaHax, 3a UCKIOYEHUEM C/lyYaeB MPOBeAEeHUs KJANHUYECKOro MccieaoBaHmn
6MOMEANUMHCKOrO  KNEeTOYHOro  MpoAyKTa, npegHasHayeHHoro Ana  JiedeHua  3abonesBaHui
NCKNIOUYUTENBHO Y AeTei.

5. [JonyckaeTca npoBegeHue KAMHUYECKOro WCCiedoBaHUs OGUOMEOULMHCKOIO KJ/IETOYHOro
NPoAyKTa C y4aCTUEM B KayecTBe MauMeHTa /iMua, NPU3HAHHOIoO B YCTAaHOBJ/IEHHOM 3aKOHOM MopsAaKe
HefeecnocobHbIM MAM OrpaHMYEHHO AeecrnocobHbIM, C MMCbMEHHOro A06pPOBOILHOIO cornacua ero
3aKOHHOro npeactaBuTens. PeweHne o BO3MOXKHOCTM y4acTUA YKa3aHHOTO IMLA B TAKOM KNMHUYECKOM
nccnefoBaHUM NPUHUMAET KOHCUIMYM BPayeld, B COCTaB KOTOPOro BXOAAT Cneunanmctbl no npodunto
3aboneBaHuA NauMeHTa.

6. 3anpelwaeTca NpoBeAEHWE KAMHUYECKOrO WccnedoBaHUA OUOMEAMUMHCKOro KNeTOYHOro
NPOAYKTa C y4acTMeM B KayecTBe NauMeHTOB:

1) neTein-cnpoT N AeTen, ocTaBLUMXCA Be3 nonevyeHMsa poauTeneu;

2) XeHWUH B nepuog 6epeMeHHOCTM, POAOB, EHLMH B Nepuos rpyAHOro BCKapM/IMBaHUSA, 3a
WCKNIOYEHNEM C/TY4AEB, €C/IM COOTBETCTBYIOLLMUIN METOA NeYeHnsa npeaHasHadyeH gna sTUX NaUUEHTOB U
NpW YCA0BMM NPUHATUA BCEX HEOBXOAMMbIX MEP MO UCKIIOYEHUIO PUCKA NPUYMHEHMA BPeaa KEHLNHE B
nepuog 6epemMeHHOCTH, POAOB, KEHLUNHE B MEPMOL FPYAHOIO BCKAPMIMBAHUA, Naoay Uan pebeHKy;

3) BOEHHOCAYXKALLMX, 33 WUCKAOYEHUEM C/ly4aeB MPOBEAEHMA KAMHUYECKOro WccenoBaHuA
6MOMEeMUNHCKOrO KIETOYHOIo NPOAYKTa, CrneumManbHO pa3paboTaHHOro A1a NPUMEHEHUA B YCIOBUAX
BOEHHbIX AENCTBUM, Ype3BbI4aMHbIX CUTYaUM, NPOPUNAKTUKN U neveHnA 3a60eBaHN U NOpPaXKeHU,
MOJIyYeHHbIX B  pe3ynbTaTe BO3AENCTBMA  HEONAronpuATHLIX  XMMWYECKMX, BMON0rnMYecKux,
paanaumoHHbix daKkTopoB. KnanHMYeckoe wuccnefoBaHUe TaKoro 6MOMEAMUMHCKOrO KNETOYHOro
NPOAYKTa MOXKeT NPOBOAMTLCA C YYaCTUEM B KayecTBe NaLUMeHTOB BOEHHOC/YKALLMX, 33 UCKAOYEHMEM
BOEHHOCNYKALLMX, NPOXOAALLMX BOEHHYI CAyXOy no npusbiBy, C cobaogeHnem TpeboBaHWUM,
YCTaHOB/IEHHbIX HacToAWMM PeaepanbHbIM 3aKOHOM B OTHOLIEHUW FPaKAaHCKUX Nl

4) coTPYAHWKOB NPAaBOOXPAHUTENbHbIX OPraHoB;

5) nnu, oTbbiBalOLWMX HAaKa3aHWe B MecTax JIMWEeHNs cBobOAbl, a TaKKe NuL, HaxoAALWMXCA nog,
CTpaken B cNeACTBEHHbIX M30NATOPAX.

Cratba 32. 0Ob6s3aTtenbHoe CTpaxoBaHuMe XW3HKU, 340pPOBbA NAUUEHTA, Y4acCTByHOLLENO B
KIMHN4YEeCKOM nccneagoBaHnm 6VIOMELI,MLI,VIHCKOFO KN€TOYHOro NpoAykKTa

1. OpraHusaums, MONYYMBLUAA paspelleHne Ha OpraHM3auuMio NpoBeAeHUsn KANHUYECKOro
nccnenoBaHna BUoMeaMLMHCKOTO KAETOYHOro NpoayKTa, o6sa3aHa B KayecTse CTpaxoBaTes CTpaxoBaTb
PUCK MPUUYMHEHUA Bpena KWU3HKW, 340POBbID MNaLMeHTa B pesyabTaTe NPOBEeAEHMS KAMHUYECKOro
nccnenoBaHna BUOMeAMLMHCKOrO KAETOYHOro NMPOoAYKTa 3a CBOM CYET NyTem 3aK/IyeHua A0roBopa
0653aTeNbHOro CTPaxoBaHuA.

2. ObbekTOM 0653aTeNbHOro CTPaxoBaHMA ABAAETCA WMMYLLECTBEHHbIM WHTepec nauuMeHTa,
CBA3aHHbIA C NPUYMHEHMEM BpPeAa KWU3HM, 3[0POBbI0 MaUMeHTa B pe3yabTaTe MpoBeAeHus
KMHUYECKOro UccneoBaHna BomeguuMHCKOro KeTOYHOro NpoayKTa.

3. CTpaxoBbIm C/lydaem Mo A0roBopy 06s83aTeNbHOro CTpaxoBaHMA ABAAETCA CMePTb NauueHTa uam
yXyALleHne ero 340p0oBbA, B TOM YMCAe BAeKyllee 3a coboi ycTaHOBAEHME UHBANUAHOCTU, NP HaUY UK
MNPUYNUHHO-CNEACTBEHHON CBA3U MEMAY HacTyrnleHMem 3Toro cobbiTMa M yyacTMemM naumeHTa B
KIMHUYECKOM MccneaoBaHnm 6MOMeANLNHCKOTO KNETOYHOMO NPoAyKTa.

4. TpeboBaHMA O BO3MELlEHUN Bpeaa, MPUUYUHEHHOTO MU3HWU WAN 3[40POBbLI0 MaLMEHTa,
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NpeabaABNAOTCA B TEYEHME  CPOKOB  WMCKOBOM  OABHOCTM,  YCTAHOBJIEHHbIX  rPaXKgaHCKUM
33aKOHOAATe/IbCTBOM.

5. Pasmep cTpaxoBOi cymmbl MO JAOroBopy o06A3aTENbHOrO CTPaxOBaHWA COCTaBAAET ABa
MUAANOHaA pybneil.

6. Pasmep cTpaxoBo BbINaTbl N0 AOrOBOPY 0653aTENbHOIO CTPaxoBaHWUA COCTABAAET:

1) B cnyyae cmepTy NauMeHTa ABa MUAMOHA pybneit Ha Kaxgoro naumeHTa, y4acTBOBABLUErO B
KJIMHWUYECKOM UCCNeaoBaHUmM BUMOMEANLNHCKOTO KNETOYHOTO NPOAYKTa;

2) Npu yxyALlWeHWM 340P0BbA NaLMeHTa:

a) nosneKkwem 3a coboi ycTaHOBNEHWE MHBAZIMZHOCTU | rpynmnbl, OANH MUAJIMOH NATLCOT TbICAY
pybnei Ha KaXgoro naumeHTa, y4aCTBOBaBLUEro B K/JAMHMYECKOM MCC/eA0BaHUU BMOMEANLMHCKOTO
KNETOYHOro NPOAYKTa;

6) nosneKkwem 3a coboit ycTaHoBAEHMEe MHBanuMAHocTu Il rpynnbl, ogMH MUANMOH pybneit Ha
Ka*KAOro nauueHTa, y4acTBOBABLUETO B K/IMHUYECKOM WMCCNEAO0BAaHUN BUOMESULMHCKOIO KAETOYHOro
NpPoAyKTa;

B) nosnekwem 3a cobon ycTaHoBneHMe MHBanngHoctu Il rpynnbl, NATLCOT TbicAY pybaen Ha
Ka*KAOro naumeHTa, y4acTBOBABLUETO B K/AMHMYECKOM WMCCNEAO0BaHUM BUOMEOULMHCKOIO KNETOYHOrO
NpPoAyKTa;

r) He noBneKwem 3a coboi YCTAaHOBNEHUA UHBAIMAHOCTU UM NOBAEKLIEM YBEIMYEHME CTENEHMU
OrPaHMYEHUA KU3HEAEATENbHOCTM UHBAAMAA 6e3 M3MeHeHUA rpynnbl UHBANMAHOCTU, He Bonee yem
TPUCTA TbicAY pybaelt Ha KaXKAOro naumMeHTa, Y4acTBOBABLLUEIO B K/AMHUYECKOM WCCNeA0BaHWUM
6MOMEANLMHCKOTO KNETOYHOIro NMPOAYKTa, UCXO4A M3 HOPMATMBOB, OTPAXKAIOLWMX XapaKTep U CTeneHb
NPUYMHEHWA Bpeda 34,0POBb0, @ TaKKe GaKTUYECKM MOHECEHHbIX MALMEHTOM PacxofoB, CBA3AHHbIX C
NPUYMHEHWEM Bpefa 340POBblO, Ha MEOUUMHCKYID MOMOLLb, npuobpeTeHre JleKapCTBEHHbIX
npenapaToB U MegULMHCKUX U3aeNnA.

7. [orosop 06s3aTe/IbHOrO CTPAxXOBaHMA 3aK/OYAETCA Ha CPOK, OXBATbIBANOWMA nepuos,
NnpoBeAeHUsA KIMHUYECKOTO UCCeA0BaHMA BUOMEANUMHCKOTO KNETOYHOIO NPoAyKTa, U HE MeHee Yem
Ha OOWH roA MNOCNe OKOHYaHMA MNpPOBeAeHUs KAMHUYECKOro ucciegoBaHna 6GuomeauuMHCKOro
KJE€TOYHOTO NPOAYKTa.

8. YcnoBusa poroBopa 06s3aTe/IbHOrO CTPAxOBaHMA, B TOM uMC/e CTpaxosble Tapudbl Mo
06s3aTe/IbHOMY CTPAXOBaHWIO, NMepeyYeHb HEeOBXOAMMbIX [OKYMEHTOB AJ/1 OCYLLECTB/IEHUA CTPAaXOBOWM
BbINATbl, NOPAJOK YCTAaHOBAEHWMA CTpaxoBaTenem WHAMBUAYANbHOTO MAEHTUPUMKALMOHHOIO Koaa
naumMeHTa, NOpPsAOK MHPOPMUPOBAHMA CTPAXOBATENEM CTPAXOBLLMKA O NPUBAEYEHHbIX K KIMHUYECKOMY
nuccneoBaHMio BMOMEANUMHCKOTO KNEeTOYHOro MNPOAYKTa NaLMEHTOB, NOPAAOK ynaaTbl CTPaxoBOWM
npemuun, NOPSLOK peanusauum onpegeneHHbix Hactoawmm OdegepanbHbiM 3aKOHOM W APYrMMU
depepanbHbIMM 3aKOHAMKM MpPaB M 06A33AHHOCTEN CTOPOH, HOPMATWUBbI, OTPArKaloWMe XapaKTep M
CTeneHb MNOBPEXAEHMA 340pOBbA MO A[0roBopy 06aA3aTeNIbHOrO CTPAXOBaHMA, YCTAHABAMBAKOTCS
TUNOBbIMM NPaBMAAMM 0673aTe/IbHOIO CTPAXOBaHMUS.

9. B cniyyae NpUMYMHEHMA Bpeaa XU3HW NAUMEHTa, y4aCTBOBABLLENO B KIMHUYECKOM MUCCAeA0BaHUN
6MOMEANUMHCKOTO K/AETOYHOrO MPOAYKTA, BbirogonpuobpeTaTesamMmm no [0rosopy 06s3aTeNbHOro
CTPAxOBaHMA ABAAIOTCA rPaxgaHe, MMelLlMe NpaBO Ha BO3MELLEHME Bpeda B CAyyae CMepTH
KOPMW/bLLA B COOTBETCTBMM C FPAKAAHCKMM 3aKOHOAATE/NbCTBOM, MPU OTCYTCTBUWM TaKUX TpaxKpaH -
poautenun, cynpyr (cynpyra), QAeTM yMepLllero rnauueHTa, Y4aCTBOBABLIErO B  KAMHUYECKOM
nccnenoBaHNN 6MOMeANLMHCKOTO KAETOYHOrO NPOAYKTa, B CAyvae CMepTU NaLMeHTa, y4acTBOBaBLLEro
B K/JMHMYECKOM WCCNef0BaHUM OUOMEAMUMHCKOrO KAETOYHOro MpPOoAyKTa WM He UMeBLIero
CaMOCTOATE/IbHOIO A0X0A4a, - FpaXkAaHe, Ha WKAMBEHUM KOTOPbIX OH HaxoAMACA, B OTHOLUEHMM
BO3MeELLEHMA PAcXofoB Ha mnorpebeHWe MauueHTa, y4yacTBOBABLLErO B KAMHUMYECKOM MCCeA0BaHUU
6MOMeANLMHCKOTO KNETOYHOMO NPOAYKTA, - IMLLO, MOHEecLlee Takne pacxoapl.

10. CrpaxoBadA BbIMN/JaTa B CYeT BO3MELLEHUA BpeAa, MNPUUYMHEHHOTO KM3HW NaLMEHTa,
Y4YaCTBOBABLIETO B  K/AMHMYECKOM  WUCCAeAOoBaHWMM  BMOMEAMUMHCKOTO  KAETOYHOrO  NPOAYKTa,
pacnpesenserca mexay BblrogonpuobpeTtaTensiMmm NponopumoHasbHO X KOJIMYECTBY B PaBHbIX LOASX.

11. Mpwu HacTynneHUM CTPAxoBOro C/y4Yas MaLMEeHT, Y4yacTBOBABIUMA B  K/JAMHUYECKOM
nccnegoBaHnMn  GUMOMEOULMHCKOTO K/AETOYHOro NpoayKTa, Bbirogonpuobpetatens MO A0OroBopy
0653aTeNbHOro CTPaxoBaHMA BMpaBe MNpPeabABMTb HENocpenCcTBEHHO CTPaXoBLWMKY TpeboBaHue o
BO3MELLEHUM NPUYMHEHHOrO Bpeaa. CTpaxoBas BbIMIaTa OCYLLECTBAAETCA CTPaXOBLUMKOM B TeyeHue



TpMauaTn AHEeNn co AHA npeacTaBiAeHUA HeobxoAuMbIX AOKYMeHTOB. [lauMeHT, yyacTBOBaBLIMKA B
KIMHUYECKOM MCCieA0BaHMM BMOMEOMUNHCKOrO KAETOYHOro NPOAYKTa, UM BbirogonpuobpeTtatenb no
[0roBopy 06A3aTeNIbHOro CTPaxoBaHUA 06583aH COOOLNTL CTPAXOBLLMKY A5 OCYLLECTB/IEHUA CTPAXOBOM
BbINAaTbl UHAMBUAYANbHbBIA NOEHTUPUKALMOHHBIA KOZ MalMeHTa, YCTAHOBAEHHDbIA CTpaxoBaTesem B
COOTBETCTBUM C TUNOBLIMW NPaBUaaMmn 0683aTeNIbHOrO CTPAXOBAHMS.

12. [lo nonHoro onpegeneHna pasmepa noanaexawero BO3MELWEHUIO Bpeda CTPaxoBLMK NO
3aAB/IEHMIO MAUMEHTA, Y4aCTBOBABLUEFO B KIMHUYECKOM MCCNef0BaHUM BMOMELULMHCKOTO KNeTOYHOro
NPOAYKTa, MAM 3asABAEHUIO BblrogonpuobpetaTens BNpasBe OCYLLECTBUTb YaCTb CTPAXOBOM BbINAATHI,
COOTBETCTBYIOLLYO GAKTUUYECKMN ONpeaesieHHOM YacTu NPUUYNHEHHOTO Bpesa.

13. CrpaxoBas BbiNiaTa B COOTBETCTBUM C [AOFOBOPOM 00M3aTe€/IbHOrO  CTPaxoBaHWUA
OCYLLECTBNAETCA HE3aBUCMMO OT BbINAAT, NPUUYMTAOLWLMXCA NO APYIMM BUAAM CTPAaXxOBaHUA.

14. He ponycKkaeTca yyacTMe NauMeHTa B NPOBEAEHUM KIUMHUYECKOro uccnegoBaHuA
61MoOMeaMUMHCKOro KNeTOYHOTro NPoAyKTa Npu OTCYTCTBMM A0roBopa 06A3aTeNbHOro CTpaxoBaHus.

15. KoHTposib 33 WCNOJHEHWMEM oOpraHM3auuen, nosyuymBlIEeN paspelleHMe Ha npoBedeHue
KNMHMYECKOrO MccnegoBaHUa GUOMEANLMHCKOTO K/ETOYHOro MnpoAyKTa, YCTaHOB/AEHHOW HacToALlel
cTaTbell 0653aHHOCTM MO CTPAXOBAHWIO }KM3HW, 340POBbS MaLMEHTa, YYaCTBYHOLLETO B KAMHUYECKOM
nccnefoBaHMM  BUOMEAMUMHCKOTO  KNETOYHOro NPOAYKTa, OCYLLECTBASETCA  YMNOJIHOMOYEHHbIM
denepanbHbiM  OpPraHOM WUCMNOJIHUTENbHOM BAACTM, BbIAABWMM pas3pelleHMe Ha NpoBeAeHUue
KAMHUYECKOTO nccnegoBaHMa BUOMEANLMHCKOrO KIETOYHOIo NPoAYKTa.

Cratba 33. MonyyeHne bMonormyeckoro matepmana

1. MonyyeHne 6MONOrMYECKOrO MaTepuana OT JAOHOPA OMOMOrMYECKOTro MaTepuana Aans
Nnpou3BoACTBa OUOMEAMUMHCKUX KNETOYHbIX MPOAYKTOB, B TOM 4MCAe B Lenax nposBegeHun
OOK/IMHNYECKUX UCCNegoBaHUN U (MAN) KIMHUYECKMX UCCNeAOoBaHMIA, U MeauLMHCKoe obcnesoBaHue
[OHOpa 6MOIOrMYECKOTO MaTepuana B LEeNAX BbiABEHUA NMPOTUBOMOKA3aHUM A/1A NOJYYEHUS OT HEro
6MONOrMYeckoro maTepuana NPOBOAATCA B OPraHU3aLMAX, UMEIOWMUX NULEHIUIO HA MEeOULMHCKYI0
[eATe/IbHOCTb, Ha OCHOBaHMM [0rOBOpPa MeXAy TaKoW OpraHusauuerd u  Npou3BOSUTENIEM
6MOMEeAMULNHCKMX KNETOYHbIX NPOAYKTOB 33 CYET YKa3zaHHOIo NponsBoaAnUTENA.

2. MNpaBuna noJsiyyeHUs OUONOTUYECKOTO MaTepuana A/A MPOU3BOACTBA OUOMEAULIMHCKUX
KNETOYHbIX MPOAYKTOB WM Mepefayn ero MNpousBOAUTEN0 BUOMEAMUMHCKUX KNETOYHbIX MPOAYKTOB
yCTaHaBAMBAIOTCA YNOAHOMOYEHHbIM defepanbHbIM OpraHOM UCNOHUTENbHOW BAACTH.

3. MonyyeHne 6MONOrMYECKOro maTepuana Ans NPOU3BOACTBA BMOMEAUUMHCKUX KAETOUYHbIX
NPOAYKTOB NPW MPUMKM3HEHHOM AOHOPCTBE AONYCKAeTCA MPU HaNMYMUM BbIPAXKEHHOTO B MUCbMEHHOM
dopme M BHECEHHOTO B MEANLMHCKYIO AOKYMEHTALMIO LOHOopa:

1) uHpopmmpoBaHHOro A06POBONLHOIO COrNacuA COBEPLUEHHONETHEro AeecnocobHoro avua
NMbo HecoBepLlUEHHONETHErO NNLUa, 06bABNEHHOrO B YCTAaHOBAEHHOM 3aKOHOM MOPAAKE NOJHOCTbIO
AeecnocobHbiMm, npolwealero MeguuuHckoe obcnepoBaHue, Ha 6e3Bo3mesgHOe MpeaocTaBieHUe
cBoero 61Mon0rMyeckoro matepuana 4aa NPounsBoACcTBa 6MOMegUUMHCKOro KAETOYHOrO NPOAYKTa, B TOM
yucae B Lenax NposeaeHNUA AOKANHUYECKUX UCCNEA0BAHNI U (MN) KAMHUYECKMX UCCNea0BaHNi;

2) MHPOPMUMPOBAHHOIO AO6POBO/ILHOIO COMNACUA OLHOTO U3 pPoAUTeNel UAN UHOTO 3aKOHHOTO
npeacTaBuUTeNIn  HECOBEPLUEHHO/IETHEr0 /vua (3@  WCK/IIOYEHMEM HECOBEPLIEHHO/IETHErO uUa,
YKa3aHHOro B MyHKTe 1 HacToAwel 4acTu), a TaKkKe /iMua, NPU3HAHHOIO B YCTAaHOB/IEHHOM 3aKOHOM
nopsifKke HeaeecnocobHbIM WM OTrPaHUYEHHO AeecrnocobHbiM, Ha 6e3Bo3MesHOe npefocTaBieHue
6M0I0TMYECKOTO MaTepuana JAaHHOro /vua A4/A MPOM3BOACTBA OMOMEAMLMHCKOTO KAETOYHOro
NPOAyKTa, B TOM 4YMCAE B LeNAX MPOBEAEHUSA OOKIMHUYECKMX UCCAeLOBaHWIA U (MAM) KAMHUYECKUX
uccnefoBaHuid. MonyyeHne OGUONOTMYECKOTO MaTepuana Yy JinL, YKa3aHHbIX B HACTOALWEM MNyHKTe,
[JOMYCKAeTcA TONMbKO B CAy4YasaAX, €Civ OUOMEAMUMHCKMIA KAETOYHbIM MPOAYKT NpeaHasHayeH Ans
NPUMEHEHUA WCKNIOYUTENIBHO 3TUM JINLAM UAW UX POACTBEHHMKAM - OMOMOTUYECKUM POSUTENAM,
POAHbIM AETAM, POAHbIM 6PaTbAM M POAHLIM CECTPAM.

4. Inyo, yKasaHHoe B NyHKTe 1 yacT 3 HacToAwel cTaTbM, MOXKET B MUCbMeHHON dopme,
3aBepeHHON pyKoBoAUTENEM MEeAMUMHCKOM oOpraHusaumMmM AuMbo HoTapuanbHO, BbIPasWMTb CBOe
BOJIEU3bAB/IEHNE O COMNacMM WAM O HEeCoraacuM Ha NOCMepPTHOe MpeaocTaBaeHne ero 61MoaorMYecKkoro
maTtepuana gna npousBoAcTsa bUoMeaUUMHCKOrO KNETOYHOrO NPOoAYKTa.



5. B c/lyyae OTCYTCTBUSA BbIPaXKEHHOrO NPU XU3HU BONEU3BABIEHMA NULA, YKa3aHHOrO B NyHKTe 1
YyacTM 3 HacToAlWEeN CTaTbM, B OTHOLUEHMM MOCMEPTHOrO AOHOPCTBA MNOJYYEHUE MOC/NE €ro CMepTu
61oNornyeckoro matepumana Ans NpoMsBoACTBA BUOMEAMLMHCKOrO KAETOYHOro NPOAYyKTa AOMNycKaeTcs
npv HaANMYMK NMUCbMEHHOIO Corlacua cynpyra (cynpyru) ymepuiero, a npu ero (ee) oTcyTCTBUM - OAHOIO
N3 POACTBEHHUKOB (4,eTHN, pOAUTENN, YCbIHOB/IEHHbIE, YCbIHOBUTEM, POAHbIE BpaTbsa U POAHbIE CECTPbI,
BHYKW, JeAywKku wn 6abyliku), 3aBEpPeHHOro pyKoBoguTenem MeAMLMHCKOW OpraHM3aumm Wamn
YNOJIHOMOYEHHbBIM UM INLLOM NGO HOTapUAbHO.

6. UHbopmauma o HannuMM BONEU3BABAEHMA NNLA, YKA3aHHOIO B YacTM 4 HacToALWen cTaTby,
MHbIX /ML, B C/lydae, NpeaycCMOTPEHHOM 4acTbto 5 HacToAwen cTaTbW, BHOCUTCA B MEAMUMHCKYHO
OOKYMeHTauUMIo goHopa.

7. MonyyeHune 6Monornyeckoro matepuana npm NOCMepTHOM AOHOPCTBE HE AOMNYCKaeTCs:

1) ecnun Npwu XKU3HM ANLO, YKa3aHHOE B NMyHKTe 1 YyacTu 3 HACTOsLWEN CTaTbW, BblPasuao B YCTHOM
dopme B MpPUCYTCTBUM CBUAETENIEN CBOE BOJIEU3BABNEHME O HECOrnacMM Ha MNOCMepTHoe
npegocraBieHne OUONOrMYECKOro maTtepuana Ana nNpousBoACTBa OMOMEAMLMHCKOTO KNEeTOYHOro
NPoAyKTa U AaHHble 06 3TOM BHECEHbl B MEAMUMHCKYIO AOKYMEHTAUMIO AAHHOMO /NLa B MOpPAAKeE,
YCTAHOB/IEHHOM YMOJIHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOTHUTENIbHOM BNACTH;

2) y ymepLlero HecoBepLUEHHONETHEro N1La, 3a UCK/IOYEHMEM YKa3aHHOro B NyHKTe 1 yactu 3
HacTosLWen cTaTby, NN Y AL, NPU3HAHHOIO B YCTAHOB/IEHHOM 3aKOHOM NOPSAAKEe HeAeecnoCcobHbIM;

3) npu OTCYTCTBMU OOHOBPEMEHHO BOJ/IEU3BABNEHUA, BbIPAXKEHHOTO MNPU KU3HU JIMLIOM,
YKasaHHbIM B NyHKTe 1 yacTM 3 HacToAwelh CcTaTbu, O COracMM Ha MOCMEepPTHOE NpenocTaB/ieHue
6uonornyeckoro matepuana ana NpousBoACTBa BMOMEANLMHCKOTO K/IETOYHOro NpoayKTa, U cornacus
ero cynpyra (cynpyru), a npu ero (ee) oTcyTcTBUM - OAHOFO U3 POACTBEHHUKOB, YKa3aHHbIX B YacTu 5
HaACTOALLEN CTaTbu.

8. ®dopma nMHGOPMUpPOBAHHOIO AO0OPOBOILHOIO Cornacus AoHopa OMOJIOrMYEcKoro maTepuasna
nmMbo ogHOro U3 poauTenei UaM MHOTO 3aKOHHOTO NPeACTaBUTENS LA, YKa3aHHOTO B MyHKTe 2 YacTu 3
HacToAlWen cTaTbM, Ha 6Oe3Bo3mesgHoe npedocTaB/eHne OMONorMYeckoro martepuana  Aajs
npou3BoAcTBa OMOMEAMLMHCKOrO KAeTOYHOro nNpoayKTa, B TOM 4UMC/e B LeNsX npoBeaeHus
OOKMHUYECKUX UCCNed0BaHUI U (UAKN) KAMHUYECKUX MUCCNedoBaHWiA, popma NMUCbMEHHOrO COrnacus
cynpyra (cynpyru) imbo ogHOro n3 poACcTBEHHMKOB, YKa3aHHbIX B YacTK 5 HAcToALLENM CTaTby, yMepLUEero
/Mua  Ha NocMepTHoe npefocTaB/ieHne 6MoNorMyeckoro matepuana gas  Npowu3BOACTBa
6MOMEANUMHCKOrO KNETOYHOro NpOoAyKTa, B TOM YUC/le B UENAX MNPOBEAEHUS AOKJAMHUYECKUX
nccnefoBaHnt U (UNK) KAMHUYECKUX UCCNe0BaHMIA, YTBEPXKAATCA YNOJHOMOUYEHHbIM peaepanbHbIM
OpraHoOM MUCMOIHUTEIbHOM BNacTu.

Cratba 34. MNpaBa 1 06Aa3aHHOCTM AOHOpPa 6MONOrMYECKOro MaTepuana, ero poauTenei 1 UHbIX
3aKOHHbIX NpeacTaBuTenei

1. JoHop 6MonorMyeckoro matepuana npu NPUMKMIHEHHOM AOHOPCTBE (OAMH U3 ero poauTenei
WY MHOW 3aKOHHbIN NpeaCcTaBUTeNb) UMeeT NPaBo:

1) Ha 3aWMTy NpaB M OXpaHy 340POBbA AOHOPA;

2) Ha 03HaKOMJ/IEHME C pe3ybTaTaMu MEAULMHCKOro obcnefoBaHna 4OHOPA;

3) Ha nonyyeHue B JOCTYNHOU Ppopme MHPOPMaALUN O BUOMESUUMHCKOM KNETOYHOM MPOAYKTE,
ANA MPOU3BOACTBA KOTOPOrO NPenoCTaBAAeTcs GUMOMOrMUYEcKMii MaTepuas, O NOPsSAKe NOJyYeHUs u
MCMO/Ib30BaHNA BMONOrMYECKOro MaTepuana, O BO3MOXKHbIX MOCAeACTBUAX U3BATUA BMONOTMYECKOro
mMmaTtepuana gas 340poBba AOHOP3;

4) Ha nonyyeHWe MeSMUMHCKOM MOMOLWM B PaMKax NPOrpammbl FrOCYAapPCTBEHHbIX TapaHTUM
6ecnnaTHOro OKasaHMA rpaxgaHam MEeAWUMHCKOM MOMOWM B C/iyyae BO3HWKHOBEHMS Yy JOHOpa
PeaKLMi U OCNIOXKHEHWI, CBA3AHHbIX C LOHOPCTBOM;

5) Ha OTKas B /110601 MOMEHT OT NpeAoCcTaBAeHUn 61MOA0rMYecKkoro matepuana.

2. [oHop 6uonornyeckoro Mmatepuana (oAMH U3 ero poauTeneid UAM MHOM 3aKOHHbIN
npeactasuTesb) NPU NPUKN3HEHHOM AOHOPCTBE 06A3aH COOBLMTD:

1) nudopmaumio 06 M3BECTHbIX emMy 3a60N1eBaAHUNAX, NEPEHECEHHbIX AOHOPOM U (MAKN) UMEeoLMXCA
y filoHOpa;

2) nHdpopmaumio 06 ynotpebaeHMn AOHOPOM HAPKOTUUYECKMX CPEACTB, MCMXOTPOMHbIX BELLECTB,



JIeKapCTBEHHbIX NPenapaTos;

3) WHble CBeAeHUMs, MMelollMe 3HavyeHuMe anAa  obecneyeHusa 6HesonacHOro [AOHOPCTBA
6rnonorMyeckoro martepuana, nepedvyeHb KOTOPbIX YTBEPMKAAETCA YMNOJAHOMOYEHHbIM deaepasibHbIM
OpPraHOM MCMOJIHUTE/IbHOM BAAaCTH.

3. [loHop OuWoONOrMYECKOro MaTepuana npu MNPUNKU3HEHHOM [AOHOpPCTBe 06A3aH NpourTu
meauuMHckoe obcnegoBaHMe. YKasaHHOe MeAMUMHCKOe ob6cnegoBaHue ABAseTcA Aas  AoHopa
6ecnnatHbim. [lopsgaoK MeAMUMHCKOrOo o0b6cnefoBaHMA AOHOpPA WM nepedvyeHb MNPOTUBOMNOKA3aHUM
(2abCcoNtoTHLIX M OTHOCUTE/NbHLIX) A4 NoayvYeHMAa 6BMONOrMYecKoro MmaTepuana YTBepKaatoTca
YNO/IHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOAHUTE/IbHOM BNACTU.

4. [oHop 6uosorvyeckoro martepuana (oAMH W3 ero poauTenem WAM MHOW 3aKOHHbIN
npeacTaBuTesNb) NPU NPUKU3HEHHOM AOHOPCTBE, YMbIW/IEHHO CKPbIBWWI UAN UCKa3UBLUMIA U3BECTHbIE
eMy CBeAeHUs O COCTOAHMU 340POBbs AOHOPa NPU OCYLLECTBNEHUMM UM MPUKM3HEHHOIO OOHOPCTBA
6uoIorMyeckoro maTtepuana, B pesynbTaTe Yero 6bi1 NPUYMHEH BPeA *KU3HW, 340POBbIO NAUMEHTa,
MeAULMHCKMX PabOTHMKOB, MHbIX NML, HECET OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOAATE/IbCTBOM
Poccuiickoin Peaepaunn.

CraTtba 35. Mpoun3BoACTBO U peanm3auma BUOMeANLUHCKUX KNETOYHbIX MPOAYKTOB

1. Npoun3BoAcTBO BMOMEAMUMHCKOTO KAETOYHOrO NPOAYKTa OCYLWEecTBAAETCA ¢ cobnogeHnem
TpeboBaHMI  pernameHTa ero  MNpoOu3BOACTBA, KOTOPbIM  YTBEPKAAETCS  MPOU3BOAUTENIEM
6MOMeANLMHCKOrO KNETOYHOMo NPOAYKTa U BKAKOYaEeT B ceba:

1) nepeyeHb WCMOMb3YyEeMbIX KJETOYHbIX JIMHWIK, JIEKAaPCTBEHHbIX MPENnapaTtoB, MeAULUHCKUX
n3aenunii U BCNOMOraTe/IbHbIX BELLLECTB C YKa3aHWeM KOIMYeCTBa KaXKA0ro U3 HuX;

2) paHHble 06 Mcnosibayemom 060pyA0BaHNM, ONUCAHME TEXHOIOTMYECKOTO NpoLLecca U MeToL0B
KOHTPOAA Ha BCeX 3Tanax NPonsBoACcTBa BUOMEANLMHCKOTO KNETOYHOr0 NPOAYKTa.

2. Mpasuna npousBoAcTBA OMOMEAMUMHCKMX KAETOYHbIX MPOAYKTOB YCTaHaB/MBAlOTCA
npaBuNamm Hagaexawein npakTMKM no pabote ¢ BMOMEAMUMHCKMMM KNETOYHbIMU MPOAYKTaMMU,
YTBEPXKAEHHBIMW YNOJHOMOYEHHbIM PesepanbHbIM OPraHOM UCMONIHUTENbHOM BNACTW.

3. MMpou3BOACTBO He 3aperucTpMpoBaHHbix B Poccuitckoii ®Pepepaumm H6MOMEOUULMHCKMX
KNETOYHbIX NPOAYKTOB, 33 WCKAOYEHUEM CAyvyaeB MPOM3BOACTBA OUOMEAMUMHCKUX KAETOYHbIX
NPOAYKTOB ANA Uenen AOKAMHUYECKUX WUCCNefoBaHUA OMOMEAMLMHCKUX KAETOYHbIX MPOAYKTOB M
KIMHNYECKUX UCCNef0BaHUI BUOMEAMLIMHCKUX KNETOUYHbIX NPOAYKTOB, HE AOMNYCKAeTCA.

4. 3apernctpupoBaHHbI  OBUOMEOMLMHCKUIA  KNETOYHbIM  MPOAYKT OnpeaeneHHoro Tuna
(ayTonornyHbI, annoreHHbl, KOMOWHMPOBAHHBIN) MOMKET NPOU3BOAUTLCA C  WMCMONb30BAHWEM
KNETOYHbIX JIMHWUIA, MPUrOTOBNEHHbIX M3 OMONOTMYECKOrO MaTepuana, MOAYYEHHOTo OT Pas/UYHbLIX
OoHopoB. MMpu cobaogeHnn TpeboBaHMA, YCTAaHOBAEHHbIX MPW FOCYAAPCTBEHHON permcrTpaunm
6MOMEANUMHCKOTO  KNETOYHOrO NPOAYKTa, MOBTOPHAA TrOCYAApPCTBEHHAA pPerucrTpauma  Takoro
6MOMEeANUMHCKOTO KNETOYHOMO NPOAYKTa He TpebyeTcs.

5. 3anpeLaeTtca NpoM3BOACTBO:

1) danbcndpmumpoBaHHbIX BUOMEANUMHCKMX KNETOYHBIX NPOAYKTOB;

2) BMOMEANUMHCKMX KNETOYHbIX NPOAYKTOB C HapylweHWeM NPaBWA HaffeXKallen NPakTUKKM no
paboTte c bBuomeaMLMHCKUMUN KNETOUYHBIMW NPOAYKTaMM.

6. MNoaTBepKAeHWEe COOTBETCTBUA NPOU3BEAEHHOrO OBUMOMEAMLMHCKONO KNETOYHOro NpoayKTa
TpeboBaHMAM, YCTaHOBAEHHbBIM MPU €ro rocyAapCTBEHHOM pPerncTpaLmMm, U COOTBETCTBUA NpoLLecca ero
npoussoacTBa TpeboBaHMAM Hagnexawenh NpakTUKKM no paboTte ¢ BUOMEANUNHCKMMU KNETOUYHbIMM
NPOAYKTaMM  OCYLLECTBAAETCA  YNOJHOMOYEHHbIM  JIMLOM  Npou3BoAuTeENns HBUOMeAMLMHCKOro
KNeTOYHOro NPOAYKTA, 32 UCKAOYEHUEM BUMOMEANUMHCKMX KNETOUYHbIX NPOAYKTOB, NPOU3BEAEHHbIX A1A
OOKMHUYECKUX  UCCNEeO0BAaHUN U KAMHUYECKUX UCCNef0BaHUN  BUOMEAMUMHCKMX  KNETOYHbIX
npoaykToB. TpeboBaHMA K YypPOBHIO 06pa3oBaHMA W KBanuduKauuuM, MNOPALOK aTrecTauuu
YNOJIHOMOYEHHOIO /ML NPOM3BOANTENA BMOMEANUMHCKOTO KNETOYHOIO NPoAyKTa M ero NoJHOMOYMSA
no obecrneyeHutio KayecTBa OMOMEAMLMHCKOrO KNETOYHOro MnpoAyKTa, BBOAMMOro B obpalieHue,
YCTaHaBAMBAOTCA YNOSHOMOYEHHbIM deaepasnbHbIM OPraHOM UCNONHUTENIbHOW BACTMU.

7. MpounsBoanTenn 6GUOMEANLMHCKUX KNETOYHbIX MPOAYKTOB MOTYT OCYLLECTB/ATL Peasiv3aumio
6MOMEANUMHCKUX KNETOYHbIX NPOAYKTOB:



1) apyrum npousBoauTENsM OBUOMEAULMHCKMX KNETOYHbIX MNPOAYKTOB A4 MPOU3BOACTBA
6MOMEANLNHCKUX KNETOUHbIX NPO/YKTOB;

2) HayyHbIM oOpraHu3auusam, obpasoBaTeslbHbIM OpraHuMsauMaAMm AN NPOBeAeHMA Hay4HbIX
nccneaoBaHum;

3) opraHusaLmam, OCyLLECTBAAIOLLIMM MEAULIMHCKYIO AeATE/IbHOCTb.

8. MpaBuna peanusauum OUOMEAMUMHCKMX  KAETOYHbIX MNPOAYKTOB YCTaHAB/MBAKOTCA
Mpasutenbctsom Poccuiickoin Pepepaumn.

Cratba 36. MapKnpoBKa bomeanLMHCKMX KNETOYHbIX MPOAYKTOB

1. MMepeuyeHb cBeAeHUM, HAHOCUMMbIX Ha MNEPBUUYHYIO YMNAKOBKY, BTOPUYHYIO YMAKOBKY
61MOMeANUNHCKMX KNEeTOYHbIX NPOAYKTOB M TPAHCNOPTHYIO Tapy, B KOTOPYIO NomeleH GuomeanLMHCKNA
KNETOYHbIA NPOAYKT, YCTaHAB/AMBAETCA YMNOJHOMOYEHHbIM deaepanbHbiM OPraHOM MCMOJIHUTENbHOM
B/1ACTL.

2. MNepBMYHAA ynakoBKa M BTOPWMYHAs YMNaKOBKA ayTONIOMMYHbIX BUOMEAMLMHCKUX KNETOUYHbIX
NPOAYKTOB W KOMOWHMPOBAHHbIX OUOMEAULMHCKMX KJAETOYHbIX MPOAYKTOB MapKUpPYOTCS C
MUCNONb30BaHMEM  METOAOB  PaAMO4acTOTHOM naeHTUdMKaumm NPUHAANEKHOCTM  TAKoOro
6MOMEANUMHCKOTO KNETOYHOrO NPOAYKTa KOHKPETHOMY MauMeHTy B MNopsAKe, YCTaHOBJ/IEHHOM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONHUTENIbHOW BNaCTU.

3. Ha nepBMYHYIO YNaKOBKY M BTOPUYHYIO YMAKOBKY BUMOMEAMUMHCKUX KNETOYHbIX MPOAYKTOB,
npeaHasHayeHHbIX A1 AOKJAUHUYECKUX UCCAeA0BaHUA UAN KANHUYECKUX UCCNedOoBaHUN, HAHOCUTCA
Hagnuco: "Ona AOKINMHUYECKUX uccaedoBaHuin" uam "Ona KAMHUYECKUX nccnegoBaHunin®.

Cratba 37. TpaHCNOPTMPOBKA WU XpaHeHWe OWOoNornMYyeckoro maTepuana, KAeToK AaA
MPUrOTOBNEHUA KAETOYHbIX JIMHUMKA, KJNETOUYHbIX JIMHWA, NpPeAHa3sHA4YeHHbIX AA8 Npou3BOACTBA
6MOMEANUNHCKMX KNETOYHbIX NPOAYKTOB, BUOMEANLMHCKMX KNETOYHbIX NMPOAYKTOB

1. Buonornyeckmii matepman, KNeTkM s NPUroTOBNEHUS KNETOUHbIX TUHUN, KNETOUYHbIE IMHUW,
npefHasHayeHHble A8 NPOU3BOACTBA BUMOMEAMUMHCKMX KNETOYHbIX MPOAYKTOB, BuUomeauLMHCKME
KNEeTOYHble  NPOAYKTbl  AOJ/IKHbI  TPAHCMOPTMPOBATLCA € CODMOAEHMEM  YCTaHaBAMBAEMbIX
YNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM MCMONHUTENIbHOM BAACTU NPaBUA TPAHCNOPTUPOBKM.

2. Buonornyeckuii matepuan, KNeTkn gns NPUroToBAEHUA KNETOYHbIX IMHUI, KNETOYHbIE JIMHWUN,
npefHasHayeHHble A8 MNPOM3BOACTBA OMOMEAMUMHCKMX KNETOYHbIX MPOAYKTOB, HGUomMegMLMHCKMe
KNEeTOYHble MPOAYKTbl SO/IKHbI XPAaHUTLCS B YCNOBUAX BMOOAHKOB, 0b6ecneunmBatowmMx COXpaHeHne nx
6MONOIMYECKNX CBOMCTB M NPeAOTBPALLAIOLLMX X MHOULIMPOBAHME U 3arpsA3HEeHue.

3. TpeboBaHWA K OpraHusauMM W peaTesbHOCTM OMOOAHKOB, a TaKKe MpaBuMAa XpaHeHus
6MONOIMYECKOrO MaTepuana, KNETOK A1A MNPUrOTOBEHUS KAETOYHbIX JIMHUMA, KAETOYHbIX JIMHWUIA,
npefHasHayeHHbIX 418 NPOM3BOACTBA OMOMEAMUMHCKMX KNETOYHbIX NPOAYKTOB, OMOMEANUMHCKUX
KNETOYHbIX NPOAYKTOB YCTaHABAMBAOTCA YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOJIHUTENbHOM
BNACTK.

CraTba 38. YHUUTOXEHMUe HeBOCTDGGOBaHHOFO 6uonornyeckoro maTtepknana, HeBOCTp86OBaHHbIX
KNeTork  OnAa npuroTosseHnA KNE€TOYHbIX I'II/IHI/II7I, HEBOCTp66OBaHHbIX KNETOYHbIX J'IVIHVIljl,
npegHasHa4eHHbIX OnAa npou3sBoacTBa 6MOM€AVILI,MHCKMX KNETO4YHbIX NPOAYKTOB, HEBOCTpeﬁoBaHHbIX
6MOMeAMLI,MHCKMX KNE€TOYHbIX MPOAYKTOB

1. HeBocTpeboBaHHbIN OWONOrMYECKMA  MaTepuan, HeBOCTpebOBaHHble  KAETKM  And
NPUroTOBNEHMUS KNETOYHbIX JIMHUI, HEBOCTPebOBaHHbIE KNETOYHbIE NWHWUW, NpeAHa3HayeHHble AnA
Npou3BoACTBA OUMOMELMUUMHCKUX KNETOYHbIX MNPOAYKTOB, HEBOCTPeboBaHHble 6HWOMeAULMHCKUE
KNeTOYHble MPOAYKTbl NOA/EXKAT YHUUTOMKEHWIO B NOpAAKe, YCTaHOB/JEHHOM 3aKOHOAaTeNbCTBOM B
cdepe oxpaHbl 340pOBbA.

2. ®anbcudnUMpPoBaHHbIE BUOMEANLMHCKME KAETOYHbIe NPOAYKTbl UM Heao6poKayecTBEHHbIe
BUOMEANUMHCKME KNeTOYHble MPOAYKTbl MoAanexaT Mu3bATMIO M3  o6paleHMs Mo  peLleHuto
denepanbHOro opraHa UCNOHUTENbHOW BAACTU, OCYLLECTBAAIOWErO GYHKLMM NO KOHTPO/IO M Haa30py



B cdepe 3apaBooxpaHeHua. MNocneadyouiee YHUUTOXKeHWE ¢GanbcudULMPOBaAHHbIX BUOMEANLMHCKUX
KNETOYHbIX MPOAYKTOB WAM HegobpPOKaYeCTBEHHbIX OUOMEAMUMHCKMX KAETOYHbIX MPOAYKTOB
OCYLLECTBNAETCA HAa OCHOBAHUK peLleHnn Bnagesbla 6UMoMeaNUMHCKOro KAeTOYHOro NpoayKTa u (nam)
pelweHna deaepanbHOro opraHa UCMOAHUTENbHON BAACTU, OCYLECTBAAOLWEr0 GYHKLUUMU NO KOHTPOAIO U
Haz3opy B cdepe 34paBOOXPAHEHMSA, UK pelleHns cyaa.

3. KoHTpadaKTHble BoMeaMLMHCKME KNeTOUYHbIE NPOAYKTbI NOA/IEKaT U3bATUIO U3 06paLLeHna 1
YHUUTOMKEHMIO MO PELLEHMIO cyaa.

4. TopAgoK YHUUTOXKeHUA anbCUPUUMPOBAHHBIX BUOMEANLMHCKMX KAETOYHbIX MPOAYKTOB,
HeA06pOKaYeCTBEHHbIX BUOMEANLMHCKMX KNETOUHbIX MPOAYKTOB M KOHTPadaKTHbIX BMOMEANLUHCKNX
K/IeTOYHbIX MPOAYKTOB ycTaHaBAmBaeTcs MNpasutenscteom Poccuitickoit eaepaumn.

5. Pacxogbl, CBA3aHHblE C YHUUYTOXKEHMEM (aNbCUOULMPOBAHHBIX BUOMEONUMHCKUX KAETOUHbIX
NPOAYKTOB, Hen06pPOKAYeCTBEHHbIX OWOMEAMLMHCKMX K/IETOYHbIX TMPOAYKTOB WM  KOHTpadaKTHbIX
H6MOMEANUMHCKMX KNETOYHBIX NPOAYKTOB, BO3MELLAIOTCA X BNaZe/bLamMMu.

6. Bnageney, 6MoMegMUMHCKOrO KAETOYHOTO MPOAYKTa AO/KEH NpeacTaBuTb B denepasibHbli
OopraH WCMNONHWUTENbHOW BAACTU, OCYLWECTBAAWMIA (GYHKUMM MO KOHTPO/IIO M Haa3opy B cdepe
34,0aBOOXPAHEHMSA, AOKYMEHT, NOATBEPKAAOWMI GAKT YHUUTONKEHNA BUOMEIMLMHCKOTO KNeTOUYHOro
NPOAYKTa, AW ero 3aBepeHHyo B YCTaHOBAEHHOM NopAAKe Konuio.

7. denepanbHblit OpraH UCMOAHWUTENBHOW BAACTM, OCYLLECTBAAIOWMI GYHKUMM NO KOHTPOO U
Hag3opy B cdepe 34paBOOXPAHEHUA, MPUHABWWIA pelweHne 06 YHUUTOKEHUM BUMoMeaMUMHCKOro
KNETOYHOTO NPOAYKTA, OCYLW,ECTBAAET KOHTPO/Ib 38 UCMOJIHEHWEM YKa3aHHOTO peLleHus.

Ctatba 39. OCO6EHHOCTU OKa3aHWs MeAULMHCKON NMOMOLLM C NPUMEHEHUEM BUMOMEOMULMHCKMX
KNIETOYHbIX MPOAYKTOB

1. MeguLUMHCKYIO MOMOLLb C NPUMEHeHUeM 6BMOMEOULMHCKMX KAETOYHbIX NPOAYKTOB MOTYT
OKasblBaTb MeAULMHCKME PaboTHUKK, npolwealmne obyvyeHne no AoNO/IHUTEIbHOM NPodecCcMoHaIbHOM
nporpamme (nporpamme MoBbIWEHWA KBaAMdUKaLMM) NO BOMPOCAM MPUMEHEHUS BUoMeaULIMHCKUX
KNETOYHbIX NPOAYKTOB. MpUMepHblE AONONHUTENbHbIE NPOGECCMOHabHbIE NPOrPaMmbl (Mporpammsi
NoBbIWEHMA KBanUbUKauumn) no Bonpocam NPUMeEHeHUa BUOMEeLMULMHCKMX KAETOYHbIX MPOAYKTOB
YTBEPXKAATCA YNONHOMOYEHHbIM pefepasibHbiM OPraHOM UCMONHUTEIbHOW BNACTU.

2. CamocToATeNbHOE MPMMEHEeHMEe MNaUMeHTOM BUOMEAMLMHCKUX KAETOYHbIX MNPOAYKTOB He
AonycKaeTca.

3. BMOMEAMUMHCKME KAEeTOYHble NPOAYKTbl, B COCTAB KOTOPbIX BXOAAT K/AETOYHble JNHUWN,
nofydyeHHble M3 6MONOrMYECKOro maTepuana AoHopa 6uonornmyeckoro martepuana, WMeloLLero
NPOTUBONOKAa3aHMA, BKAOUYEHHbIe B NepeyeHb NPOTUBOMNOKa3aHM (abCoMOTHBIX U OTHOCUTENbHbIX) ANA
nosiydeHMAa 6MONOrMYECcKOro maTepuana ANA NPOM3BOACTBA BUOMEAULIMHCKUX KAETOUYHbIX MPOAYKTOB,
MOTyT 6biTb NPUMEHEHbl ANA ieYeHU TONbKO CaMoro AoHOpa 3Toro 6uosiorMyeckoro martepuana
(ayTonornuHoe npumeHeHue).

Cratbsa 40. UHdopmaLuma 0 BUOMEANULMHCKMX KNETOUYHBIX NPOAYKTaX

1. UHdpopmauma o BUOMEAULMHCKUX KAETOUHbIX MPOAYKTaX AO0/KHA COAEPXaTbCA TOJNIbKO B
CNeuMann3mMpoBaHHbIX M34aHUAX, B TOM 4ucne MoHorpaduax, CNpaBOYHMKAX, HaAyYHbIX CTaTbsX,
OOKNafax Ha KoHrpeccax, KOHpepeHUMaxX, CUMMNo3NymMax, HayuyHbIX COBETaxX, Ha CneunannusnpoBaHHbIX
cantax B cetTn "MHTepHeT", a TaKKe B MHCTPYKUMSAX MO NPUMEHEHUIO BMOMEAMUMHCKUX KNETOYHbIX
NPOAYKTOB U APYrMX MHOOPMALMOHHbLIX MaTepuanax, npeaHasHauyeHHbIX AnA  MeaUUUHCKUX
paboTHMKOB.

2. [donyckaeTcA wucnonb3oBaHWe N0bObIX MaTepuasnbHbIX HOCUTENel, MO3BOMAIOWMX XPaHUTb,
nepegasaTb M UCNOJIb30BaTb MHGOPMaLUIO 0 BUOMEANLMHCKUX KNETOYHbIX NPOAYKTax 6e3 UCKarKeHWA.

Cratba 41. MOHUTOPUHI 6e30MacHOCTM BMOMEANLNMHCKNX KNETOUYHbIX MPOAYKTOB

1. BMOMeAMUMHCKME KAeTOYHble MPOAYKTbl, HaxoddAwmeca B obpauieHuM B PoccuiicKol
depepaumnn, nogsexar MOHUTOPUHIY 6e30MacHOCTU B LENAX BbISABIEHUSA BO3MOMKHbIX HeraTMBHbIX



NnocneAcTBUN UX NPUMEHEHUNSA, KOTOPbIN NpoBoAUTCA deaepasibHbIM OPraHOM UCNONHUTENBHON BACTH,
ocyLLecTBASALWMM GYHKLMM NO KOHTPOJIIO U HaA30py B chepe 3paBoOXpPaHEHUA, B YCTAHOBAEHHOM UM
nopaaKke Ha OCHOBaHWM COObLEHN, NPeayCMOTPEHHbIX YacTaMM 2 U 3 HacToALWEeN CTaTby.

2. CybbeKTbl obpauweHuna 6uoMeaUUMHCKMX KNeTOYHbIX NPOAYKTOB 06A3aHbl HanpasaaTb
coobLeHnn o NoBOYHbIX AEeNCTBUAX, HEXKENATENbHbIX PEAKUMUAX, CEPbe3HbIX HeXeMaTe/IbHbIX PeakuusX,
HenpeaBUAEHHbIX HeXenaTeNbHbiX peakumax npu nNPUMEHEHUN BUOMEANLUMHCKUX  KAETOYHbIX
NpoAayKTos, 06 WMHAWBUAYA/NIbHON HENepeHOCMMOCTU, OTCYTCTBUU 3PPEKTUBHOCTU BUoMeaNLMHCKUX
KNETOYHbIX NPOAYKTOB, 06 OCOBEHHOCTAX WX B3aMMOLEWCTBMSA C JIEKAPCTBEHHbIMM NpenapaTamu,
MEAULMHCKUMKN U3AENUAMWN, NULLEBLIMA NPOAYKTaMWU, APYTMMU BUOMEAULIMHCKUMMU KNETOYHbIMU
NPoAyKTaMu, a Take 06 MHbIX ¢akTax M 06CToATeNbCTBAX, NPEACTaBAAIOWMNX YrPO3Y KUSHU WM
3/10POBbIO YeNI0BEKA NPU NPUMEHEHUM BUOMEANLMNHCKMX KETOUYHbIX MPOAYKTOB U BbISIB/IEHHbIX Ha BCEX
aTanax obpalleHnsa BUoMeaNLMHCKMX KNETOYHbIX MPOoAyKTOB B Poccuiickon deaepaunn.

3. OpraHu3aumu, OKasblBaloWMe MEeOMUMHCKYI0O MoMOoWb 6epeMeHHbIM, POXKEeHULAM,
pPOAMbHULAM U HOBOPOXAEHHbIM, 06A3aHbl HanpaBAATb COOOLWEHNS 060 BCEX C/AyyasXx POXKAeHUA
AEeTel C BPOKAEHHbIMM aHOMAIMAMMU UK NOPOKAaMW Pa3BUTUA B C/lyYae, ec/iM B OTHOLWEHUU OAHOTO U3
poauTenein Taknx Aeten paHee Npu MeAMLMHCKOM BMeELaTeNbCTBE MPUMEHANNCh BUOoMeaMLMHCKUE
KNETOYHbIe NPOAYKTbI.

4. Bnapenblbl PerucTpauyoHHbIX YAOCTOBEPEHUM OGUOMEAULMHCKMX KAETOYHbIX MNPOAYKTOB,
IOpUANYECKME NMUQ, Ha WMMA KOTOPbIX BbldaHbl paspelleHus Ha MpoBeAeHUEe KAMHUYECKUX
nccnefoBaHnit BUOMEAMUMHCKUX KNETOUHbIX MNPOAYKTOB, /MO0 YNOAHOMOYEHHblE UMW Apyrue
IOpMANYECKME INLA B PaMKax obecrnedyeHna 6e30nacHOCTM BUOMEANLMHCKUX KNETOYHbIX NPOAYKTOB B
nopsake, ycTaHoBAeHHOM denepanbHbiM OPraHOM WCHOAHUTENIbHOMW BAACTU, OCYLLECTBAAOLLMUM
GYHKLMM NO KOHTPOAO M Haz3opy B chepe 34paBooOXpaHeHMsA, 06A3aHbl OCYLLECTBAATb NPUEM, YYeT,
06paboTKy, aHaN3 N XpaHEeHMe NOCTYNaoLWNX B UX agpec OT cybbeKkToB obpalleHns bBUomeanuMHCKMX
K/IETOYHbIX MPOAYKTOB WM OPraHOB rOCYAapCTBEHHOM BAAcTU COOOLLEHUIM O MOOOYHbLIX AENCTBUSX,
HeXXenaTesbHbIX PeaKkUumaX, CeEPbe3HbIX HexenaTesbHbIX Peakumax, HenpeaBMAEHHbIX HexXenaTenbHbIX
peakuusax npu MNPUMEHEHUN OBUOMEAULMHCKUX KAETOYHbIX NPOAYKTOB, 06 O0COBEHHOCTAX UX
B3aMMOAENCTBMUA C JIEKAapPCTBEHHbIMM MNpenapatam, MegULMHCKUMW  U3AENUAMU, MNULLEBLIMU
npoayKTamu, ApyrMmu  BUOMEAUUMHCKMMMU  KNEeTOYHbIMKM  MPOAyKTamu, 06 WHAUBUAYaANbHOM
HenepeHOCMMOCTH, a TakKe 06 MHbIX daKTax U 0BCTOATENbCTBAX, NPEACTABAAOLMX YIPO3Y HKUSHU UK
3/10POBbI0 Ye/IOBEKA MO0 BAMAIOLWNX HA UBMEHEHME OTHOLIEHUS OXKUAAEMOW NOb3bl K BOSMOMXKHOMY
PUCKY NPUMEHEHNSA BUOMEANLMHCKUX KNETOYHbIX MPOAYKTOB.

5. Mpw BbIABAEHUN UHPOPMALMK, NPeayCMOTPEHHON YacTblo 4 HaCTOALWLEN CTaTbW, BAaAENbLbl
PerncTpaunoHHbIX YAOCTOBEPEHUN BUOMEANLMHCKMX KNETOYHbIX NPOAYKTOB, lOpUAMYECKUE NuLa, Ha
MMSl KOTOPbIX BblAaHbl paspeLlleHnna Ha NpPOBeAEHWE KAUHMYECKUX UCCNeAoBaHU BUomMmeamuMHCKAUX
KNETOYHbIX MPOAYKTOB, IM60 YNONHOMOYEHHbIE UMW Apyrue topuaudyeckme nuua obsasaHbl NPUHATb
Mepbl, HanpaB/eHHble Ha YCTPaHEeHUEe HEraTUBHbIX NOCNEACTBUN MPUMEHEHUA TaKUX BUMOMEANLMHCKMX
KNETOUHbIX MPOAYKTOB, NpeaynpeXaeHne NPUUMHEHUS Bpeda KU3HU UM 300P0BbI0 YE/IOBEKA, 3aWUTY
NauMeHTOB OT MPUMEHEHMA TaKUX BUOMEOULIMHCKUX KIETOUYHbIX NPOAYKTOB, Ha AONONHUTENbHbIN COop
AaHHbIX 06 3pHEKTUBHOCTU 1 0 HE30MACHOCTU TaKUX BUOMEANLIMHCKUX KNETOYHbIX MPOAYKTOB.

CraTbAa 42. anOCTaHOBﬂeHMe NPUMEHEHNA 6MOM€,£I,MLI,VIHCKOI'O KNI€TOYHOIo NpoAaykKTa

1. ®epepanbHbIi OpraH MCMOJIHUTENbHOM BAACTU, OCYLLECTBAAOWMA GYHKLMN MO KOHTPOJIO U
Hag3opy B coepe 34paBOOXPaAHEHMS, MPUHMMaEeT B MOPSAAKe, YCTAHOBNEHHOM YMOJHOMOYEHHbIM
desepanbHbiM  OpraHOM WCMONHUTENbHOW BNAcTW, peleHne O MPUOCTAHOBAEHUN NPUMEHEHUA
H6MOMEANLMHCKOTO KNETOYHOTO NPOAYKTA:

1) npu nonyyeHun uHbOpMaLMM O NOBOYHBIX AEWCTBUAX, HE YKA3aHHbIX B WHCTPYKUMU MO
NPUMEHEHUIO BMOMESMUUMHCKOTO KAETOYHOTO MNPOAYKTA, CepPbe3HbIX HeMenaTesbHbIX Peakuusax M
HenpeaBUAEHHbIX HeXKenaTeNbHbIX peakumax, 06 ocobeHHOCTAX B3aMMOAenCcTBMA BUOMEeANUMHCKOro
KNETOYHOTO MPOAYKTa C NeKapCTBEHHbIMM NpenapaTamu, MeAUUMHCKUMU MU34eNUAMMU, NULLEBLIMU
NpPoAyKTaMu, ApYyrMmn 6MOMEeUUUHCKUMMN KAETOUYHbIMMU NPOAYKTaMK, KOTOpble MOTyT MpeacTaBaAaTb
Yrpo3y KM3HW WAM 340POBbI0 YesOBeKa, a TaKXe O HEeCOOTBEeTCTBUM AaHHbIX 06 3dpdeKTUBHOCTU
6UOMEANLMHCKOTO KNETOUYHOro NpoAyKTa M 0 6e3onacHOCTM BUOMEANLMHCKOTO KNETOYHOro NpoAyKTa



AaHHbIM, COAEPKALUMMCA B UHCTPYKLUU MO ero NPUMEHEHUIO;

2) NpuM HEUCNONHEHUU WU HeHafa/NeXalem WCMNOJIHEHUU BNafeNbLamu PerncTpauuoHHbIX
YAOCTOBEPEHUN BUOMEAUUMHCKUX KETOYHbIX MPOAYKTOB, HOPUAMYECKUMU INLAMM, HA UMS KOTOPbIX
BblAaHbl Pa3pelleHMa Ha NpPoBeAeHME KAMHUYECKUX WUCCeAoBaHUM BUOMEAMUMHCKUX KNEeTOUYHbIX
NPOAYKTOB, WM YMNOJIHOMOYEHHBIMWU UMW  APYTUMU  HOPUAMYECKUMWU  AMLAMKU  06A3aHHOCTEN,
YCTaHOBAEHHbIX YacTaAmMn 4 n 5 ctatbm 41 HacToAwero PenepanbHOro 3aKOHa;

3) B cAydY4ae BbIHECEHUA 3aKOUYEHUS O HeAOoCTOBEPHOCTM pPe3ynbTaTOB  KAMHUYECKOro
nccnenoBaHMa bMomeaMUMHCKOTO KAETOYHOro NPoAyKTa, KOTOpoe OCHOBAHO Ha pesy/ibTaTax NpoBepKu
MeaULMHCKOM opraHM3aumn, NpoBOAMBLUEN YKAa3aHHOE KAMHMYECKOe WUCCNefoBaHMe C HapylleHuem
npaBua HagnexKalwer npakTMku no pabote ¢ GUOMEAUUMHCKUMMU KNETOUYHbIMW NpoAyKTamu, anbo B
C/ly4yae HEeBbINO/NHEHMs npeanuMcaHus Mo UToram OCYLLECcTB/IEHMA BbIGOPOYHOrO KOHTPO/S KayecTBa
6MOMeaNUNHCKOrO KNEeTOYHOTO NPOAyKTa.

2. ®epepanbHbIit OpraH UCMOJIHUTENbHOW BNACTU, OCYLLECTBAAKWMN YHKUUM NO KOHTPOO U
Haasopy B chepe 34paBOOXPaAHEHUsA, MO pesysbTaTaM MOHUTOPUHra 6e3onacHoOCTM BUoMeaNLMHCKNX
KNETOYHbIX NPOAYKTOB pa3sMeLlaeT Ha cBoem oduumnanbHOM cante B ceTu "MHTepHeT" nHbopmaumio o
NPUHATOM PELIEHUN O MPUOCTAHOBNAEHUU MPUMEHEHUA BUOMEAMLMHCKOTO KAETOYHOro NpoayKTa U
(Mnn) cBA3aHHOM C HUM peleHMM O BO3MOXKHOM BO30OHOB/NEHUM MPUMEHEHUA BUOMEOULMHCKOro
KNETOYHOro NpoAyKTa.

Cratba 43. lNopagok BBo3a B Poccuiickyto Pepepaumto n BbiBo3a M3 Poccuiickoin Pepepaumm
bMoMeaMUMHCKUX K/IETOYHbIX MPOAYKTOB

1. BBo3 B Poccuitckyto deaepaumnto 6MoOMeaULMHCKUX KNETOYHbIX NMPOAYKTOB OCYLLECTB/AETCA B
nopsake, yctaHoBneHHom [pasutenbctBom  Poccuitickoit  depepauum, B COOTBETCTBUM  C
MEXKAYHAPOAHBIMW AOrOBOPAaMM M aKTaMM, COCTaBAAIOWMMM MPaBo EBPAsMIMCKOro 3KOHOMMYECKOrO
coto3a (panee - npaso EA3C), n (Mnn) 3aKoHoaaTenbcTBOM Poccuiickoih desepaupnm 0 TaMOMKEHHOM
aene.

2. Beosumble B Poccuiickyto Pepepaumio bromeanumHCKME KNeTOYHbIE NPOAYKTbl 4OIXKHbI ObiTh
BK/IIOYEHbI B rOCYAaPCTBEHHbIN peecTp BUuomeanLMHCKMX KNETOYHbIX MPOAYKTOB.

3. B Poccuiickyto degepaumto AonycKaetca BBO3 OMOMEAMUMHCKUX KNETOYHbIX MPOAYKTOB,
KayecTBO KOTOPbIX MOATBEPMKAEHO cepTUdUKATOM npousBoauTens GUOMEANLMHCKOIO KNEeTOYHOro
NPoAyKTa, YyAOCTOBEPAOWMUM COOTBETCTBME BBO3UMbIX OUMOMEAUUMHCKUX KAETOYHbIX NPOAYKTOB
TpeboBaHMAM HOPMATUBHOWN AOKYMEHTaUMN Ha BUOMEANLMHCKUN KNETOUYHbIN NPOAYKT.

4. BBo3 B Poccuickyto Pepepaumio KOHKPETHOM  MNapTUM  HE3aperncTpupoBaHHOro
6MOMEeANLMHCKOrO KNeTOYHOro NpoAyKTa, NpeAHasHauYeHHOro A1a ero rocyapcTBeHHON perncrpaumnm
(B Tom uucne ans nposegeHUAa BGUOMEOULMHCKON 3KCNEpTM3bl, AOKAMHUYECKUX WCCNeJOBaHUN WU
KAMHUYECKUX UCCIeA0BAaHUIN) UM ANA OKa3aHUA MeAULMHCKOM MOMOLLM KOHKPETHOMY MauMeHTy no
KU3HEHHbIM MOKa3aHUAM, O0MNYCKAETCA NPU HANYUKU pPa3peLleHnsa ynosIHOMOYeHHoro geaepanbHOro
opraHa WCNONHUTENbHOM BAACTU NO 3aABAEHMAM /ML, YKa3aHHbIX B cTaTbe 44 HacToALWEro
depepanbHOro 3akoHa. PaccmoTpeHme Takoro 3aaB/eHNS U NPUHATUE PELLEHUA O Bblaaye paspeLleHns
Ha BBO3 BMOMEAMLMHCKMX KETOUYHbIX NPOoAyKTOB NMb0 06 OTKase B Bblgaye YKa3aHHOro paspelleHus
OCYLLECTBAAIOTCA Ha OCHOBAHMW MPUIONKEHHOW K 3aABNeHUto crneuudurKkaumm Ha GUMomeauLMHCKUIA
KNETOYHbIA MNPOAYKT B CPOK, He nMpeBblwalowmii aecAtM paboymx AgHel co AHA MPUHATUA
YNOJHOMOYEHHbIM denepanbHbiM OpPraHOM WCMNONIHUTENIbHOW B/IacTM TaKoro 3asBneHus. lnaTta 3a
BblAa4y YKa3aHHOrO pa3peLllueHns He B3MMaeTcA.

5. MNpwu BBO3€E B Poccuiickyto ®eaepaumio BMomMeanuUMHCKUX KNETOUYHbIX MPOAYKTOB B TAMOXKEHHbIE
opraHbl Poccuiickon ®epepaumm Hapagy C AOKYMEHTaMW, NpeacTaBieHne KOTOpbIX NpesycMOTPeHO
npasom EASC wun (unun) 3akoHomaTenbctBOM Poccuiickoit degepaumm 0 TaMOXKeHHOM Jene,
NPeACTaBAAITCA caeayolWme JOKYMEHTbI:

1) ceptudukat npomssoauTeNnd GUOMEAULMHCKOTO KAETOYHOro NpPOJYKTa, YAOCTOBEpPAIoLMiA
COOTBETCTBME BBO3MMOIO OMOMEAULMHCKOTO KNEeTOYHOro npoAyKTa TpeboBaHUAM HOPMATUBHOM
AOKYMEHTaLUn Ha BUoMeaNUMHCKMIA KNETOUYHbIN NPOAYKT;

2) cneunduKauma Ha BUOMeANLMHCKNIN KNETOUHbIN NPOAYKT;

3) paspelueHMe ynoaHomMoYeHHoro defiepanbHOro opraHa MCMNOAHUTE/IbHOM BNacTM Ha BBO3



KOHKPETHOM MapTum BUMOMEAMLMHCKOrO KAEeTOYHOro MpoAyKTa B CAy4vasX, YKasaHHbIX B 4actu 4
HacTosLLLEeN cTaTbu.

6. BBo3 B Poccuitckyto Pepepaumio danbcudnUMpoBaHHbIX OUOMEAULMHCKUX KNETOUYHbIX
NPOAYKTOB, HeA0OpPOKAYeCTBEHHbIX OMOMEAMUMHCKUX KAETOYHbIX MNPOAYKTOB, KOHTPadaKTHbIX
6MoMeAMUNHCKUX KNEeTOUYHbIX NPOAYKTOB 3anpellaeTcs.

7. BbiBO3 BMOMEANUMHCKMX KNETOYHbIX NPOAYKTOB M3 Poccuiickoi degepaumnm ocyLlecTBaseTca
6€e3 NpMMeHeHMs orpaHMYeHnin, ycTaHoBAeHHbIX npasom EAIC u (Mnum) 3aKoHoAaTenbcTBOM Poccuinckoi
depepaunm 0 BHELIHETOProBOM [AEeATE/NIbHOCTU, €C/IM MHOE He YCTAHOBJIEHO MeXAYHapoAHbIMMU
porosopamm Poccuinickon Pepepaumm.

8. BblBO3 OMOMEAMLMHCKUX KNETOYHbIX MPOAYKTOB, MNpeAHa3Ha4YeHHbIX Aas8 TYMaHUTapHOWM
nomowm (cogencTems) MAM MOMOLUM MPU Ype3BblaMHbIX cUTyaumsax, u3 Poccuitckoit Pepgepaunm
OCyLLEeCTBASIETCA B NOPAAKe, ycTaHoBNeHHOM lNpaButenbctsom Poccuiickon deaepauum.

Cratbs 44. HOpuauyeckue nuuLa, KOTOpPbIM paspelleH BBO3 OUMOMEIMUMHCKUX KAETOYHbIX
NpPoAyKTOB

BruomeauMUMHCKME KNeTOUYHble NPoAyKTbl MOTYT BBO3UTb B Poccuiickyto Peaepaunio cneaytoume
topuamyeckume anua:

1) npoussoguTens BUOMEAMUMHCKOTO KAETOYHOrO MpPoAyKTa Ansa uenei cobCTBeHHOro
npon3soAcTBa BUOMEANLNHCKOTO KNETOYHOTO NPOAYKTa;

2) opraHusauusa, obnagalowas npaBamMu Ha pe3ynbTaTbl AOKAMHUYECKMX UCCneaoBaHUi
6MOMEeMUNHCKOrO KAETOYHOIO NPOAYKTA, KAMHUYECKUX UCCNen0BaHUn BMOMELULIMHCKOTO KAETOYHOro
npoaykTa u (MnM) Ha TEXHO/MOrMIO MPOM3BOACTBA OMOMEAMUMHCKOIO KAETOYHOro MPOAYKTa, MK
YNOJIHOMOYEHHOE €0 opUAMYECKOe /MU0 AN OCYLLEeCTB/IEHUS TOCYAapCTBEHHOM perucrpaumnm
6MoMeaMUNHCKOTO KNETOYHOro NPOoAYKTa;

3) ob6pasoBaTenbHble oOpraHuMsauMM  Bbicllero o6bpas3oBaHMA M (MAM)  opraHuM3auuu
OOMNOJIHUTENBHOTO NpodeccuoHanbHoro obpasoBaHUA, y4yacTBYKOLWME B OpraHusauMM NpoBeAeHMsA
OOK/IMHNYECKUX UCCNegoBaHU U (MN) KAMHUYECKUMX UCCNefOoBaHUIA BUOMEONUMHCKUX KNEeTOYHbIX
NPOAYKTOB UK NPOBOAALME TaKMe UCCNeA0BaHWA, @ TaKXKe UHble OpraHM3aumnmn, KOTopble YYacTBYIOT B
opraHv3aumMmM npoBeAEeHUA LOOKAUHUMYECKMX UCCNefoBaHUM M (MAKM) KAMHUMYECKMX WCCNefoBaHUM
6MOMEANLMHCKNX KNETOUYHbIX NPOAYKTOB UM B KOTOPbIX MPOBOAATCA TaKMe UCCAeA0BaHMSA;

4) meauUMHCKME OpraHU3aLmMm U yKasaHHble B NyHKTax 1 - 3 HacTosALLel CTaTby OpraHn3auumn ans
OKa3aHWA MeAMLMNHCKON MOMOLLM KOHKPETHOMY NaUMeHTY MO U3HEHHbIM MOKa3aHUAM NPU HaanuYmm
paspelieHmsa  ynosaHOMOYEeHHOro ¢eaepanbHOro opraHa MWCNOAHUTENbHOW BAacTW, BblAaHHOMO B
nopaaKe, YCTaHOBAEHHOM YMO/JHOMOYEHHbIM deaepanbHbiM OPraHOM WCNONHUTENbHOW BAacT, B
dbopmMe 3NEKTPOHHOro AOKYMEHTa, MOAMWCAHHOrO YCUAEHHOM KBanUUUMPOBAHHOW 3/1EKTPOHHOM
noAnuchio.

Cratba 45. Bsaumopgeiictene denepanbHoro opraHa UCNONHUTENbHOM BAACTM, YNOAHOMOYEHHOMO
B 061aCTU TaMOXEHHOTO AeNa, U yNnoHoMoYeHHoro deaepanbHOro opraHa UCNOAHUTENbHOM BAACTH

1. YnonHomoueHHblh ¢eaepanbHbli  OpraH MUCMOMHUTENbHOW BAACTUM  NpenocTaBaseT B
pacnopsaxeHue deaepanbHOro opraHa WCMNONAHUTENbHOW BAACTM, YNOJHOMOYEHHOro B 06/acTu
TAMOXEHHOIO0 [ena, rocyAapCTBEHHbIN peecTp OUMOMEAMUMHCKUX KNETOYHbIX NPOAYKTOB, a TaKkKe
MHPOPMALMIO O BbIAAHHbIX pPa3peLleHMAX Ha BBO3 KOHKPETHOW NapTumM BUOMEOMULMHCKUX KAETOUHbIX
NPOAYKTOB B C/y4asX, YKa3aHHbIX B 4acTu 4 cTatbM 43 HacToswero ®eaepanbHOro 3aKoHa.

2. ®epepanbHbld OpraH UCNOAHUTENbHOM BAACTU, YNOJHOMOYEHHbIM B 06/1aCTM TaMOMKEHHOTo
aena, vHPopmupyeT yNONHOMOYEHHbIA deaepanbHbli OpraH WCNOJIHUTENbHOM BAACTM O BBO3E
6MOMEANUMHCKMX KNETOYHbIX NpoAyKToB B Poccuiickyto ®epepaunio M BbiBO3e HOMOMEANLMNHCKUX
KNETOYHbIX NPOoAYyKTOB M3 Poccuiickolt degepaumm no dopme M B NopagKe, KOTOpble YCTaHOBAEHDI
Mpasutenbctsom Poccuiickoint Pepepaymn.

Cratba 46. locygapcTBEHHbIN KOHTPOAb B chepe obpalieHUs BGUMOMEAUULMHCKUX KAETOUYHbIX
NpPoAyKTOB



1. FocypapcTBeHHbI KOHTPO/Ib B chepe obpaleHna BUOMEAMUMHCKMX KNETOYHbIX MPOAYKTOB
ocyuiectenseTca denepanbHbiM OPraHOM WCMOAHUTENBHOM BAACTW, OCYLLECTBAAIOWMM GYHKUUM NO
KOHTPOJII0 M Haa30py B chepe 34paBOOXPAHEHNA, U BKOYAET B CEOA NMLLEH3MOHHbIA KOHTPOAb B chepe
npoussoacTBa OMOMEAMUMHCKMX  KAETOYHbIX  NPOAYKTOB, FOCYAAPCTBEHHbIM  KOHTPONb 33
AeaTenbHoCTbio B chepe obpalleHns BUOMeaANUMHCKMX KNETOUYHbIX NPOAYKTOB, BbIODOPOUHbIA KOHTPO/Ib
KayecTBa BoMegULUMHCKUX KNETOUYHbIX MPOAYKTOB.

2. JINUEH3NOHHbIN KOHTpPOAb B chepe Mpou3BOACTBA OMOMEOULMHCKUX KETOYHbIX NMPOAYKTOB
ocywecTsnaetTca B cooTBeTcTBMU ¢ PepepanbHbim 3akoHom oT 4 maa 2011 roga N 99-93 "O
NINUEH3MPOBAHNN OTAENbHbIX BUAOB AeATeNbHOCTUN".

3. TocypapCTBEHHbIN KOHTPO/Ib 3a AeATeNbHOCTbIO B chepe obpaweHna 6MomeauumHCKUX
KNETOYHbIX NPOAYKTOB OCYLLECTBAAETCA B cOOTBETCTBMU ¢ PeaepanbHbiM 3aKOHOM OT 26 aekabpa 2008
roga N 294-®3 "O 3awmte nNpaB HOPUANYECKMX UL, U UHAMBUAYANbHLIX MNpeanpuUHUMaTENnen npu
OCYLLECTB/NEHNN FOCYAAPCTBEHHOrO KOHTPOAA (Hagsopa) M MYHUUMNANAbHOTO KOHTpoAaa" c ydeTom
ocobeHHOCTEN, NpeayCMOTPEHHbIX HACTOALLEN CTaTbel, U B NOPAAKE, YCTaHOBAEHHOM [1paBUTENbCTBOM
Poccuiickoin Peaepaunn.

4. TocypapCTBEHHbIM KOHTPO/Ab 3a AeATeNbHOCTbl0 B chepe obpaweHna OMomMeaUUMHCKUX
KNETOYHbIX MPOAYKTOB BK/OYaET B cebs:

1) opraHusauuilo UM NpoBeAeHVME MNPOBEPOK  CcOobAOAEHUA  cybObeKkTamu  obpalueHus
OMOMEANUMHCKMX KNETOYHbIX NPOAYKTOB YCTAaHOBAEHHbIX HacToswmm ®PegepanbHbiM 3aKOHOM U
NPUHATBIMA B COOTBETCTBMM C HWMM WHbIMM HOPMAaTMBHLIMW MPABOBbIMM aKTamu Poccuiickolt
depepaunn  TpeboBaHUI K OOKAMHUYECKMM  UCCNEAO0BaHMAM, KAMHUYECKMM  UCCAEO0BAHUAM,
Npou3BOACTBY, pPeasn3aLmn, XpaHeH1o, TPAHCNOPTUPOBKe, BBO3Y B Poccuitickyto deaepaumio, BbIBO3y
n3 Poccuiickoin Deaepaumm, NPUMEHEHUIO, YHUUTOXKEHMIO BUOMELNUMHCKUX KNETOUYHbIX NPOAYKTOB;

2) opraHuM3aumMio M NpPOBeAEHME NPOBEPOK COOTBETCTBUA OUOMEOMUMHCKUX  KNETOYHbIX
NPOAYKTOB, HaXO4ALWMXCA B OOpaLeHWM, MoKasaTenAmM KayecTBa, YCTAHOBMIEHHbIM HOPMATUBHOM
OOKYMeHTaumMel Ha 6UOMeaUUNHCKUIA KNETOUHbIN NPOAYKT;

3) npMmeHeHMe B NopsAKe, YCTAaHOBJAEHHOM 3aKoHoZaTebcTBOM Poccuiickoit ®epepaunn, mep
Mo NpeceyeHuno BbIABAEHHbIX HapyLeHnn TpeboBaHuit HacToswero ®eaepanbHOro 3akoHa U (1am) no
YCTPAHEHUIO MOCAEACTBUA TAKMX HAPYLIEHW, B TOM YMUC/e NPUHATME PeLlleHns O NPUOCTAaHOB/IEHUMU
obpalleHma BMOMEANUMHCKUX KNETOYHbIX NPOAYKTOB W Bblgayy npeanucaHuii o6 ycTpaHeHuu
BbIAB/IEHHbIX HaPYLWEHWN, @ TaKKe MPUBIEYEHME K OTBETCTBEHHOCTM /ML, COBEPLUMBLUMX TaKue
HapyLleHus.

5. MNpeaBapuTenbHOE COrnacoBaHMe ¢ opraHamm NPoKypaTypbl CPOOKOB NPOBeAEHMA BHEMAHOBOW
NpPoBEPKN CyObEKTOB 06paLLEeHMA BUOMESULMHCKMX KNETOYHbIX MPOAYKTOB, @ TaKKe NpeasapuTenbHoe
yBEAOMIEHNE HOPUAMYECKUX UL, UHOMBUAYANbHBIX NPeAnpPUHUMATENEN O Hayase NPOBEAEHMA TaKoM
nposepkn He TpebyetcAa. OpraHbl NPOKypaTypbl MHOOPMMPYIOTCA O MPOBEAEHMM BHEMIAHOBOWM
NpoBepPKN cybbeKTOB obpaleHns O6UOMEeAUUMHCKUX KAETOYHbIX MPOAYKTOB NyTeM HanpasaeHun
COOTBETCTBYHOLLMX SOKYMEHTOB B TEYEHME TPEX PABOUMX SHEN CO AHA OKOHYAHMA TaKoW NPOBEPKU.

6. BbIBOPOYHbIN KOHTPOJIb KayecTBa OMOMEANUMHCKMX KAETOUYHbIX NPOAYKTOB OCYLLECTB/ISETCA B
nopagKe, YCTaHOBAEHHOM YMNOJIHOMOYEHHbIM ¢denepanbHbiM OPraHOM WCMONHUTENbHOM BAACTU, U
BK/ItOYAET B cebs:

1) 0bpaboTKy cBegeHMN, B 06aA3aTelbHOM Mopsake NpeaocTaBasemblx cybbekTamu obpalueHun
6MOMEANLMHCKNX KNETOUYHbIX MPOAYKTOB, O CEPUAX, MAPTUAX BUOMEOMULIMHCKUX KNETOUYHbIX NPOAYKTOB,
noctynawoLmx B obpalieHune B Poccuiickon Peaepaunu;

2) otbop o06pa3uoB OMOMEAMUMHCKUX KAETOYHbIX NPOAYKTOB Yy CybbekTtoB obpalieHun
OMOMEANUMHCKNX KNETOYHbIX MPOAYKTOB B LEAAX MNPOBEAEHMA MUCMbITaHWMIA Ha WX COOTBETCTBUE
TpeboBaHMAM HOPMATUBHOWN AOKYMEHTaLMN Ha BMOMEANUMHCKUIN KNETOYHbIN NPOAYKT;

3) npuHATME NO pe3ynbTaTaM NPOBEAEHHbIX UCMbITAHUA pelleHna O AasnbHelwem obpalyeHun
COOTBETCTBYHOLLEINO BMOMEANLMHCKOTO KNETOYHOIO NPOAYKTA;

4) npuHaTue depepanbHbIM OPraHOM MCMNOJHUTENbHOW BNACTW, OCYLLECTBAAIOWMM GYHKUMM MO
KOHTPO10 U Hag3opy B cdepe 34paBOOXPaHEHMS, pelleHnn 0 nepeBoae bMoOMeaNLNHCKOrO KNeTOYHOTO
NPoAyKTa Ha MOCEPUIMHbIA BbIBOPOYHBIA KOHTPO/b KayecTBa B C/y4ae MOBTOPHOIO BbIABAEHUA
HEeCOOTBETCTBMA KayecTBa OMOMEAMUMHCKOIO K/JETOYHOro npoaykTa TpeboBaHMAM HOPMATUBHOM
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OOKYMEHTaUMM Ha OGUOMEAMUMHCKUA KAETOYHbIM MPOAYKT M (NpM HeobxoAMmocTM) O npoBeaeHUn
NPoBepKN cybbeKTa obpaleHUs BMOMEeAMUMHCKMX KNETOYHbIX MPOoAyKTOB. Pacxoapbl, cBsizaHHble ¢
npoBeLeHMEM NOCEPUMNHOIO BbIBOPOYHOTrO KOHTPOAA KadecTBa OUOMEAMLMHCKOTO KNETOYHOro
NPoAyKTa, OnAayYMBaloTcA npoussBoguTenem OMOMEAMUMHCKOrO  KNeTOYHOro  npoaykta ambo
BNlafebLEM PErMCTPALMOHHOTO YA0CTOBEPEHMA BUOMEANLMHCKOTO KETOYHOTO NPOAYKTA.

7. [onKHOCTHble nAuua ¢defepanbHOro opraHa WMCNOAHUTENbHOW BAACTM, OCYLLECTBAAIOLLENO
OYHKLMM MO KOHTPOAO W Hapsopy B cdepe 34paBOOXPAHEHUA, B NOPALKe, YCTaHOBJAEHHOM
3aKoHoaaTeibcTBoM Poccuiickoit Pepepaumu:

1) Ha OCHOBaHUM MOTUBMPOBAHHbIX NMUCbMEHHbIX 3aNPOCOB MOJYYalOT OT Cy6bEKTOB 06paLLEHMUA
OMOMEAMUNHCKMX KAETOUYHbIX MNPOAYKTOB CBeAEHWUs, HeobxoaMmble [N MNPUHATUA peLlleHuid no
BONPOCAM, OTHECEHHbIM K KOMNETEHLMWN OpraHa rocysapCTBEHHONO KOHTPOAS;

2) becnpenATCTBEHHO MO MNPEAbLABAEHUN CAYKEOBHOro yAO0CTOBEPEHMA UM KOMMM MNPUKaA3a
(pacnopseHna) O Ha3Ha4YeHUM NPOBEPKM NOCELLAOT WCNoAb3yemble CcybbekTamu obpalleHun
6MOMEANUMHCKNX KNETOUHbBIX NMPOAYKTOB TEPPUTOPUM, 343aHMA, MOMELLEHUA U COOPYIKEHUA B LENAX
npoBeAeHUA MEPONPUATUIN MO KOHTPOIO;

3) npoBoaaT oTH60p 06pasLOB BUOMEAUUMHCKUX KAETOUYHbIX NPOAYKTOB, NpeAHa3HaYeHHbIX 415
peanusaunmn n peanmnsyembix cybbekTammn obpaleHna BUOMEANLMHCKMX KAETOYHbIX MPOAYKTOB, A/A
NPOBEPKM UX KAYecTBa, NPOBEAEHUSA UCCNef0BAHUN, UCNbITaHWI B COOTBETCTBUM C NpasBuaammn otbopa
06pa3L0B, YCTAHOBAEHHbIMMW YNOJHOMOYEHHbBIM defepanbHbIM OPraHOM UCMONHUTEIbHOM BAACTH;

4) BblaatoT cybbekTam obpaleHna HBUOMeSMUMHCKUX KNETOYHbIX MPOAYKTOB MpennucaHusa o
NpeKpaweHn HapyleHut TpeboBaHUI HactoAwero ®PegepasibHOro 3akoHa W 06 ycTpaHeHuu
BbIIB/IEHHbIX HAPYLUEHWI YKa3aHHbIX TpeboBaHUNA.

Cratba 47. OTBETCTBEHHOCTb 3a HapyllueHuMe 3aKoHogaTenbcTBa Poccuiickoint depepaunm o6
obpalLeHn bMoOMeaANLNHCKMX KNETOYHbIX NPOAYKTOB

HapyweHne 3akoHopatenbctBa Poccuitckolr ®Pepepaumm 06 obpaweHnn bromeanumHCKUX
KNETOYHbIX NPOAYKTOB BfeyeT 3a coboi HacTynieHne OTBETCTBEHHOCTM B COOTBETCTBUM C
3aKoHoaaTenbcTBOM Poccuiickoi ®eaepauymm.

Cratba 48. BosmeweHue Bpeaa, NpPpUYNHEHHOro XWU3HU U 300POBbIO rpaXaaH BCAeaAcTBUE
npumeHeHunA 6MOMEAMLI,MHCKMX KIETOYHbIX NPOAYKTOB

1. MNpousBoguTenb 6OUOMEAMUMHCKOTO KAETOYHOro npoayKkTa o6a3aH BO3MeCTUTb Bpes,
NPUYUHEHHBIN U3HW, 340POBLIO rPaXKgaH BCAeACTBUE NPUMEHEHUA BUOMEAMLIMHCKOrO KNETOYHOro
NPOAYKTa, EC/IM [OKA3AHO HA/IMYME OAHOTO U3 Cleayowmx 06CToATeNbCTB:

1) 6MOMEAMUMHCKMIA KNETOYHbIA MNPOAYKT MNPUMEHANCA MO HA3HAYEHW0 B COOTBETCTBUU C
WHCTPYKLMEN NO NPUMEHEHWUIO BMOMEANUMHCKOIO KIETOYHOro NPOoAyKTa M MPUYMHON BPeaa KU3HM,
3[10POBbI0 TparK4aH ABMIOCb NPUMEHEHWe HeAobpPOKayecTBEHHOr0 H6MOMEAULIMHCKOrO KAETOYHOro
NpoAyKTa;

2) nNpuvyYnHOM Bpena KM3HM, 340POBLI TPaX[aH fABWAACb HeLOCTOBepHaa WHpopmauumsa,
coaeprKalanca B MHCTPYKLMM NO NPUMEHEHUIO BUOMELMLIMHCKOTO KETOYHOrO NPOAyKTa.

2. OpraHusauma, B KOTOPOM NpuUMeHsieTca BUMoMeaMUMHCKUIN KNeTOYHbIA MpOoAyKT, obasaHa
BO3MECTUTb  BpeA, MNPUYMHEHHbIA  KW3HKW, 300POBbI0  FpPaXkAaH BCAEACTBME  NPUMEHEHUA
6MOMENUMHCKOTO KAETOYHOrO MPOAYKTa, eC/IM A0Ka3aHo, YTO MPUYMHON Bpeda KW3HW, 340pPOBbHO
rpaxgaH ABMAOCH NPUMEHeHMe BUOMEOMULIMHCKOTO KAeTOYHOro MPOAYKTA C HApYLEHUEM MHCTPYKLUK
Mo ero NPUMeHeHMIo.

3. Bo3melleHre Bpeaa, NPUUYUHEHHOTO KMU3HW, 340POBLI0 FPaXkAaH BCAEACTBME NPUMEHEHMA
6MOMEANUMHCKOTO KNEeTOYHOro MNpPOAYKTa, OCYLLEeCTBAAETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickoin Peagepaumnn.

Cratbsa 49. Nopagok BCTyNAeHMs B cuay HacToswero ®egepanbHOro 3akoHa

1. Hactoawmin ®epepanbHblii 3aKOH BCTynaeT B cuny ¢ 1 aHeBapa 2017 roga, 3a MCKAKOYEHUEM



NOIOXKEHWNI, ANA KOTOPbIX HACTOALLEN CTAaTbel YCTAHOB/IEH MHOM CPOK BCTYMJ/IEHMA UX B CUAY.
2. Yactb 2 1 NyHKT 2 Yactn 5 ctatbm 35 HacToAwero PeaepanbHOro 3aKkoHa BCTyNaroT B cuay ¢ 1
AHBapA 2018 roga.
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