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Crarbst 1. Nlpeamet perynupoBanus HacToswero GegepanbHoro 3akona
1. Hacosiwupit denepanbHblil 3aKOH PETYNPYET OTHOLIEHMS, BO3HUKAIOWME B CBA3M C PA3pabOoTKOM, AOKIMHUHECKUMI UCCIEA0BAHIAMM, KIMHUYECKMI UCCEAOBAHUSIMM, SKCNEPTU30N, roCYAaPCTBEHHON peru-
CTpaLmeit, NPOM3BOACTBOM, KOHTPONIEM Ka4YecTBa, Peann3aLmeit, puMeHeHeM, XpaHeHneM, TPAHCNIOPTMPOBKON, BBO30M B Poccuiickyio Pesepaumio, BHIBO30M 113 Poccuiickoit deaepauim, YHUSTOXEHEM B1o-
MEIMLIMHCKX KNETOYHbIX NPOZYKTOB, NPeAHA3HAYEHHbIX ANst NPOQUIAKTUKY, AMArHOCTIKA U IEYeHIst 3a60NeBaHNIA W COCTOSHMIA NaLMEHTa, COXpaHEeHs BEPEMEHHOCTI 1 MEAMUMHCKOR peabunnTauim naum-
eHTa (nanee - obpalleH1e B1UOMEINLMHCKMX KNETOYHbIX POZYKTOB), & TAKKE PErYIMPYET OTHOLIEHIS, BO3HUKAIOLUME B CBSA3M C JOHOPCTBOM GMONOTMYECKOr0 MaTeprana B Lensx Npou3BoaCcTBa G1OMEAMUMHCKIX

KNETOYHbIX MPOAYKTOB.

o

[leiicTBME HACTOALLErO fDe,uepaanoro 3aKOHa He pacnpoCTpaHAeTCA Ha OTHOWEHNA, BO3HUKAIOLWWE Npn paapa60ﬂ<e 11 POWN3BOACTBE NEKAPCTBEHHBIX CPEACTB 1 MEANLIMHCKIX U3LENUIA, JOHOPCTBE OPraHoB 1
TKaHel Yenoseka B LeNsx 1x TpaHCnNaHTaLmm (Nepecazkm), LOHOPCTBE KPOBY 11 €€ KOMMOHEHTOB, NP MCNO/b30BaHIM NONOBLIX KNETOK YEN0BEKA B LIENSX NPUMEHEHNS BCNIOMOraTesbHbIX PENPOAYKTUBHbBIX TEXHO-

0TI, @ TAKXE HA OTHOLLEHNS, BO3HUKAIOLLME NpKt Oﬁan.LeHVIVI KNETOK 1 TKaHelt Yenoseka B Hay4HbIX 1 oﬁpaaosaTeanb\x Lenax.

Crartbsi 2. OCHOBHbIE NOHATHS, UCMONb3YeMbie B HacToswweM GefepanbHoM 3akoHe
B HacTosLem PeaepanbHoM 3aKOHE UCMONb3YIOTCS CELAYIOLIME OCHOBHbIE NOHATUR:
1) 61OMEAVLMHCKNIA KNETOYHBIA NPOAYKT — KOMMAEKC, COCTOALLMIA U3 KNETOYHOI IMHN (KNETOYHBIX IMHUIA) 1 BCNOMOraTeNbHbIX BELECTB MO0 M3 KNETOYHOM IMHUM (KNETOYHBIX IMHAIA) 1 BCOMOraTeNbHbIX BELLECTB
B COYETaHNM C NPOLLEALMMI FOCYAAPCTBEHHYIO PErvCTPALYMIO NEKapCTBEHHBIMI Npenapatami [is MEANLMHCKOrO NPUMEHEHIS (fanee — NekapCTBEHHbIE npenaparl) 1 (1n) MeaULMHCKUMU M3AENamu;
2) peanuaaums GUOMELMLIMHCKOrO KNETOYHOrO NPOAYKTa — nepeaaya GMoMeaNLMHCKOro KNeTOYHOr0 NPOAYKTa Ha BO3ME3AHO! OCHOBE v (i) Ha 6e3B03ME3AHON OCHOBE;
3) ayTonoryHblin GrOMEaMLMHCKMIA KNETOYHBIA NPOAYKT — OMOMEANLIMHCKIIA KNETOYHBIA NPOAYKT, COLEPXaLLuii B CBOEM COCTaBE KNETOYHYIO MMHUIO (KNETOYHBIE IMHWM), NONYYEHHYIO U3 BUONOrYECKOro MaTepuana
OnpeseneHHoro YenoBeka, 1 NpeaHasHayeHHblit 1S NPUMEHEHNS 3TOMY Xe YeN0BeKY;
4) annoreHHblit GUOMEANLIMHCKII KNETOYHBIA NPOAYKT — GUOMELNLIMHCKIA KNETOYHBIA NPOAYKT, COAEPXaLliii B CBOEM COCTaBE KNETOYHYIO IMHMIO (KNETOYHbIE IMHIK), NONYYEHHYI0 M3 B1OAOrMYEcKoro Matepuana
ONpeLeNneHHOro YeN0BeKa, U NpeaHasHayeHHbI AN NPUMEHEHs ApYrM MIOAM;
5) KOMOMHMPOBAHHBI BUOMEANLIMHCKII KNETONHbIA NPOAYKT — GUOMELAMLMHCKII KNETOYHbIA NPOAYKT, COAEPXALLMA B CBOEM COCTaBE KNETOYHbIE MHUM, NONYYEHHbIE N3 GUONOMIYECKOro MaTepuana HeCKONbKIX
NI0AEN, 1 NpeaHasHayeHHbIi A4S NPUMEHEHNS OZHOMY W3 HUX;
6) o6pasel, 6G1OMEANUMHCKOTO KNETOYHOM0 NPOAYKTa — BUOMEANUMHCKMIA KNETO4HBIA NPOAYKT WK Er0 YaCTb, NOAYYEHHbBIE B LIENSX U3Y4EHUS €70 CBOWCTB, B TOM YMCNE /1S OLEHKW KayecTBa BUOMEANLIMHCKOrO Kne-
TOYHOr0 NPOAYKTa 1 ero 6e30nacHoCTY;
T) KNeToyHas NMHUA — CTaHAAPTU30BaHHAS NONYNALMS KNETOK OAHOO TUMa C BOCIPOM3BOANMBIM KNETOYHBIM COCTABOM, NONYYEHHAs MYyTEM U3bSTUS U3 OpraH13ma Yenoseka Grnonoruyeckoro Matepuana ¢ nocneay-
I0LLMM KyNbTVBMPOBAHIEM KNETOK BHE OpraHi3ma YenoBexa;
8) BCcnomoratenbHble BELLECTBA — BELLECTBA HEOPraHYECKOro MM OPraHMYecKoro MPOVCXOXAEHIS, CNONb3yemble Npy Pa3paboTke 1 NPOM3BOACTBE GUOMELMLIMHCKOrO KNETOYHOrO MPOAYKTa;
9) Guonoruyecknit MaTepman — 61OA0TNYECKIE XMAKOCTI, TKAHW, KNETKM, CEKPETb U NPOAYKTbI XN3HEAEATENbHOCTM YenoBeka, GrU3Nonormyeckne n naTonormieckne BbIAENEHUs, Masku, COCKOOb,
CMbIBbI, GUONCUIAHBIA MaTEPUAN;
10) BOHOP BMONOrMYECcKOro MaTepuana (aanee Takxe — LOHOP) — YENOBeK, KOTOpbI NPpU XM3HU NPeOCTaBUA BUONOMYECKUA MaTepuan, Wi YenoBek, y KOTOPOro GMONOrMYeckuii MaTepuan nonyyeH Nocne ero
CMepTW, KOHCTATMPOBAHHOI B NOPSAAKE, YCTAHOBNEHHOM 3aKOHOLATENbCTBOM Poccuiickoil Depnepauny;
11) BOHOPCTBO G1ONOrMYECKOro MaTepuana — NPOLECC NOCMEPTHOro NPeAOCTaBNEeHNs 61I0N0rMYECKOro MaTepuana (aanee — NOCMEPTHOE JOHOPCTBO) WA NPUXU3HEHHOMO NPELOCTaBAEHNS G1ONOrMYECKOro MaTe-
puana (fanee - NpUX13HEHHOE AOHOPCTBO);
12) HopmaTVBHaA LOKyMeHTaLMs Ha BUOMEINLIMHCKIA KNETOYHbIA NPOAYKT — padpabaTbiBaeMblii NpON3BoaUTENEM GOMEANLIHCKOrO KNETOYHOr0 NPOAYKTa OKYMEHT, COAePXaLLuil nepeyeHb nokasateneil kayecTsa
61OMEaNLIHCKOrO KNETOYHOr0 NPOAYKTA, ONPeLensemblx N0 peaynbratam COOTBETCTBYIOLLMX SKCNEPT, 1 MHPOPMALMIO O METOLAX KOHTPONS KayecTBa 61IOMEAMLMHCKOrO KNETOYHOr0 NPOLYKTa;
13) Ka4ecTBO GMOMEAMLMHCKOrO KNETOYHOrO NPOAYKTa — COOTBETCTBUE G1OMEAMLIHCKOrO KNETOYHOr0 NPoaykTa Tpe60BaHIsM HOPMATUBHON AOKYMEHTALMM Ha GMOMELNLIHCKMIA KNETOUHBIA NPOLYKT;
14) 6e30nacHOCTb GUOMEAMLIMHCKOrO KNETOYHOTO NPOAYKTA — XapaKTepUCTIKa BMOMEANLIMHCKOrO KNETOYHOrO NPOAyKTa, OCHOBaHHas Ha CPABHUTENBHOM aHanuae ero 3GMEKTUBHOCTY U pUCKa NPUYMHEHS Bpeaa
XM3HU 1 300POBbIO Y€N0BEKA NPY Er0 NPUMEHEHIN;
15) aGOEKTBHOCT OMOMEANLIMHCKOrO KNETOYHOrO MPOAYKTA — XapakTepMCTHKa CTENEHN NONOXUTENLHOMO BAMSHIS BUOMEAVLIMHCKOrO KNETOYHOrO NPOAYKTa Ha TEYEHME, MPOAOIXNATENBHOCTL 3a60N€BaHNS K CO-
CTOSHWA MO0 Ha WX NPeOTBPALLEHIE, HA COXPaHEHe GEPEMEHHOCT, Ha MEAVLIMHCKYI0 peabunnTaumio nauveHTa;

16 NPOTOKON KNMHNYECKOr0 NCCNenoBaHna 61OMEINLIHCKOrO KNETOYHOr0 NPOoAyKTa — AOKYMEHT, ONPESENsIoLLNI LENU KIMHNYECKOr0 NCCea0BaHNs 61OMEINLIHCKOrO KNETOYHOr0 NnpoAaykTa, HOpPMbI ero opramm-

3auum 1 METoL0N0rMo NPOBEAEHUA, CTATUCTUYECKME METOAbI OﬁpaﬁOTKM [Pe3ynbTaToB MCCNEA0BAHNA U MEPbI NO obecneyeHnio 6e30NacHOCTY NALMEHTOB, Y4aCTBYIOLLIMX B KNMHWYECKOM UCCnefoBaHnmn 6rnomean-

LIHCKOrO KNETOYHOr0 NPOAYKTA;

=

MHDOPMALIMOHHBIN IMCTOK NauyeHTa - [OKYMEHT, B KOTOPOM B J],OCTYI'IHOVI (bopme n3noxexa nHGopMaLKMA 0 KIMHUYECKOM UCCNES0BaHIN 6110MeNLMHCKOr0 KNETOYHOr0 NPOoAYKTa, ero Uensx, nnaHe nposeaeHNs

1 BO3MOXHbIX pMUCKax, COCTaBe 6110MEANLMHCKOr0 KNETOYHOr0 npoaykTa 1 CoOAepPXUTCA NCbMEHHOE uoépoeoanoe cornacune nauneHTa Ha y4yactue B KnMHUYeCKOM nccneaosaHnm 61OMEANLIHCKOr0 KNETOYHOrO

npoaykTa;

18) perncTpaunoHHoe yooctoBepeHne 6110MEANLMHCKOr0 KNETOYHOr0 npoaykTa — LOKYMEHT, FIOLLTBGD)KJ],HIOLLLMW dakr FOC\/ﬂapCTBeHHOVI perncTpauunu 61OMEANLIMHCKOr0 KNETOYHOr0 npozaykTa;

19) npon3soanTenb 6110MEANLMHCKOr0 KNETOYHOr0 npoaykTa — opraHn3aums, OCyLLeCTBAAOLL@A NPOM3BOACTBO 6110MeNLMHCKOr0 KNETOYHOro npofaykTa Ha OJHOIA CTazmN, HECKONBKVX W BCEX CTAANSX TEXHONOM-
4eckoro NpoLecca B COOTBETCTBIM C MLEH3NEN Ha 0ocyulecTneHne fedTenbHoCT No NPOM3BOACTBY 61OMEIMLIHCKMX KNETOYHBIX MPOAYKTOB;

20) noboyHoe aeicTaue - peakumnsa opraHu3ma 4yenoseka, CBa3aHHad C NpPUMEHEHNEM 61OMEANLIHCKOr0 KNETOYHOr0 npopaykTa B COOTBETCTBUM C VIHCTp\/KLI,V\eVI M0 €ro NPUMEHEHNIO;

21) HexenarenbHas peakums — He6ﬂaFOHDMﬂTHaﬂ [peakumnsa opraHn3ma 4enoseka, kotopas MoOXet 6biTb CBS3aHA C NPUMEHEHNEM 61OMEINLIMHCKOrO KNETOYHOrO npoaykTa;

2

LS

CepbesHas HexenarenbHas peakumna - He@J’IaI’OI’IpV\ﬂTHaﬂ peakumnsa opraHu3ma 4yenoseka, kKotopas ceadaHa ¢ npuMeHeHneM B1OMEINLIHCKOrO KNETOYHOrO npoaykTa B COOTBETCTBUN C V\HCTDyKLLMeVI no ero npume-
HEeHMI0, NpuBeLLas K CMepTi, BPOXAEHHBIM aHOMannaM Ui nopokam passuTug mbo NpeAcTasnatoLlas coboit Yrpo3y Xu3Hu Yenoseka, Tpe6\/IOU.Lﬁﬂ rocnuTanuaaummn imbo npuBeaLas K BpeMeHHON yrpare Tpy-
[0CMOCOGHOCTY AV K MHBAAMAHOCTY;

23 HenpeasnagHHan HexenarebHaga peakumsa — Heénaronpwﬂmaﬂ peakuua opraHu3ma 4enoseka, koTopas ceg3aHa ¢ npuMeHeHnem 61OMEANLIMHCKOr0 KNETOYHOr0 npofaykTa B COOTBETCTBUW C MPOTOKOIOM KNNHK-

4eCKOro 1ccneaoBanis GOMeaNLIMHCKOrO KNETOYHOrO npoaykTa, 6DOU.HOD0\7\ nuccneposarend unm MHCprKLLI/IeVI N0 €ro NPUMEHEHNIO N CYLLIHOCTb, TAXECTb U UCXO4 KOTOpOW He COOTBETCTBYIOT MHGOpPMAaLmM 0 6vo-

MEANLMHCKOM KNETOYHOM NPOLYKTE, coaepxateics B YKa3aHHbIX OKYMEHTAX;



24) danbCndruMpoBaHHbli GOMEAULIHCKMIA KNETOYHBIA NPOAYKT — G1OMEAVLMHCKNIA KNETOYHLIA NMPOLYKT, NPeAHaMEPEHHO COMPOBOXAAEMbIi NOXHON H OPMALWEN 0 ero COCTaBE U (Mn1) NPOU3BOANTENE;

25) Heno6pOKayeCTBEHHbIA GUOMEAMLMHCKNI KNETOYHBIA NPORYKT — GMOMEANLMHCKIA KNETOYHBIA NPOAYKT, He COOTBETCTBYIOLLMI TPeOGOBaHISM HOPMATUBHOI SOKYMEHTaUMN Ha G1OMEAVLMHCKWIA KNETOUHBIV Npo-
ayKkT,

26) KOHTpadaKTHbIA OMOMEANLIMHCKIIA KNETOUHBI NPOAYKT — GMOMEINLIHCKMIA KNETOUHBIA NPOLYKT, HAXOAALLMIACH B 0OPALLEHIN C HAPYLUEHMEM MPAXAAHCKOr0 3aKOHOAATENbCTBA;

27) BOKIMHINYECKOe UCCnesoBaHme BUOMELMLIMHCKOrO KNETOYHOrO NPoayKTa — GMonoruyeckue, MUKpOBMONOrIeckue, MIMMYHONOMNYECKIe, TOKCUKONOrYeckie, Gapmakonornyeckie, Guanyeckue, XMMu4eckue 1
[Jpyrvie uccneaoBaHus GuoMeanLHCKOro KNETOYHOr0 NPOAYKTa B LIENSX BbISBNEHNS CNELMBIYECKOro MexaHn3ma AeicTBnA Takoro NPoAYKTa, NonyYeHns Aoka3aTeNsCTB ero 6e30nacHoCTY, kayecTsa 1 ahdek-
TUBHOCTY, NPEALLECTBYIOLLME KMHIYECKOMY MCCNEL0BAHMIO OMOMEANLIMHCKOrO KNETOYHOrO NPOAYKTa;

28) KNMHMYECKOE 1CCNea0BaHNe G1IOMELMLMHCKOrO KNETOYHOr0 NPOAYKTA — U3y4eHne MPODUNAKTUYECKNX, AarHOCTUYECKNX, 1e4e6HbIX, peabnnTaLMOHHbIX CBOACTB GMOMEAMLMHCKOrO KNETOYHOr0 MPOAYKTa B MPO-
Liecce ero NPYMEHEHMs YeNoBeKy B LensX NonyyeHus 4okasaTensCcTs ero 6e30nacHoCTv 1 adMEKTUBHOCTY, AaHHbIX O MOBOYHbIX AEHCTBUSX TAaKOr0 NPOAYKTA 1 HEXENATENbHbIX PeaKLMsX, CBA3aHHbIX C ero npume-
HeHneM, a Takke 00 3QdekTe B3auMOAEICTBIA 1CCReayeMOro GHOMEMLIMHCKOrO KNETOYHOrO NPOAYKTa C APYTMIA GUOMEAMLIMHCKMI KNETOYHBIMY NPOAYKTaMU1, NEKapCTBEHHbBIMM NpEnaparamit v (1) Meau-
LIHCKAMI U3LENUAMM, MALLEBBIMI NPOLYKTaMM;

29) MHOrOLEHTPOBOE KIMHIYECKOE MCCAEA0BaHNE 61IOMEMLMHCKOrO KNETOYHOr0 NPOAYKTA — KNMHUYECKOE MCCNeA0BaHMe BMOMEANLIMHCKOTO KNETOYHOrO NPOAYKTA, NPOBOAVMMOE B 1BYX M 60NE€ MEANLIMHCKIX Opra-
HU3aLMSX N0 EANHOMY MPOTOKONY KMHUYECKOTO MCCNEA0BaHMS BUOMELNLIMHCKOTO KNETOYHOrO NPOAYKTa;

30) MexayHapoaHOe MHOrOLEHTPOBOE KIMHNYECKOE NCCNEeL0BaHNE GUOMEAMLMHCKOrO KNETOYHOrO MPOAYKTa — KIMHUYECKOE MCCnenoBaHme G1OMeaLMHCKOrO KNETOYHOrO NPOAYKTa, NPOBOAVMMOE B Pa3NnYHbIX
CTpaHax No eayuHoMy NPOTOKONY KMHUYECKOrO MCCREL0BaHNS OMOMEANLIMHCKOO KNETOYHOrO NPOAYKTa;

31) NoCTPErncTpaLmoHHOE KIMHUYECKOE NCCnenoBaHue G1OMEAMLMHCKOrO KNETOYHOMO NPOAYKTA — KMHUYECKOE NCCnenoBaHme 61oMeMUMHCKOro KAETOYHOrO NPOayKTa, 0BpaLLeHre koToporo B Poccuiickoil Ge-
[iepaLiv 0CyLLECTBARETCS NOCAE rOCYAAPCTBEHHON PEr1cTpaLy, B Lensx AONOAHUTENbHOr0 cOopa AaHHbIX 0 ero 6e30MacHOCTY 1 AhGEKTUBHOCTY, paCLUMPEHUS NOKA3aHNIA K NPUMEHEHMIO TaKOro GroMeanLIH-

CKOro KneTo4HOro npoaykTa, a Takxe BbiiBNeHNA HeXenaTenbHbIX peakLii Ha ero NpUMeHeHe.

Crartbst 3. NpuHUMNbI OCYLLECTBNEHNS AESTENBHOCTH B Chepe 0BpaleHns OMOMEANLMHCKUX KNETOYHBIX MPOAYKTOB

[pyHUMNAaMK OCYLLECTBREHIS AEATENBHOCTY B Cdepe 06paLLeHns BMOMEANLIMHCKIX KNETOYHbIX NPOLYKTOB ABASIOTCS:

1) R06POBONLHOCTL M BE3B03ME3HOCTL AOHOPCTBA 61ONOMNYECKOr0 MaTepuana;

2) cobniofgHe Bpa4ebHOM TalHbl 1 MHOW OXPaHAEMOIt 3aKOHOM TaltHbl;

3) HenonycTMMOCTb Kynan-npoaaxu GMONOTYECKOro MaTepuana;

4) HenonyCTUMOCTb CO3AaHNS AMOPHOHA YEN0BEKA B LENSX NPOM3BOACTBA G1IOMEAMLMHCKX KNETOYHbIX NPOZYKTOB;

5) HeponycTMMOCTb NCNONb30BaHMS AN Pa3paboTk, NPON3BOACTBA W NPUMEHEHIS BUOMEAMLIMHCKIX KNETOYHbIX NPOAYKTOB 610N0rNYeCKOro MaTepuana, Nony4eHHoro nyTem npepbiBaHus NpoLecca passuTis aM-
GpuoHa MMV NNOLa YeNnoBeka uv HapyLLEHNs Takoro NPOLECCa;

6) cobnioaeHne TpebosaHmit Gronornyeckoil 6e30NacHOCTY B LIENSIX 3aLLMTbl 30POBLA JOHOPOB BMONOTMYECKOr0 MaTeprana, PaboTHUKOB, 3aHATbIX HA MPON3BOACTBE GMOMELNMLIMHCKMX KNETOYHbIX MPOAYKTOB, Me-

IVLMHCKUX PaBOTHIKOB, NaLMEHTOB 11 OKPYXAIOLLEH CPebl.

Crarbs 4. MpUroToBNEHMe KNETOYHOH NMHUM
1. TpuroToBneHne KNETOYHOM NMHIKM, NPeaHa3HaYEeHHOM NS NPOU3BOACTBA OUOMELMLIMHCKIX KNETOYHBIX MPOAYKTOB, BKOYAET B ce6s nonyyeHre 61010r1yeckoro Marepuana, ero MCcneaoBaHue, BbieneHme ns
HEero KNeToK, X KyNbTUBMPOBAHIE 1 MOANGVKALWMIO BHE OPraH3Ma YenoBeka, Nony4eHne CTaHaapT30BaHHOM NONYAALAM KNETOK 1 OLIEHKY COOTBETCTBIS NONYAALIM KNETOK CneumdukaLmin Ha GMOMEANLIMHCKIA
KNETOYHBIA NPOLYKT, COAEpXalLel CBELEHNS, YCTaHOBNEHHbIE CTaTbeil 7 HacTosLero MefepansHOro 3akoHa.
2. [Ins NpuroTOBNEHIS KNETOYHO NMHUI UCMONB3YIOTCA UCKMOYNTENBHO KNETKI YeN0BEKa v HYenoBeka, B OTHOLIEHMI KOTOPOro KOHCTATMPOBAaHa CMEPTb B NOPSLKE, YCTAHOBNEHHOM 3aKOHOAATENbCTBOM Poccuii-

ckoit Gepepaum.

w

. I'Ionyqume M 1UCNonb3oBaHne 4ng npon3BoacTea 61OMEIVMLMHCKNX KNETOYHbIX NMPOAYKTOB 61onornyeckoro Marepunana HeyCTaHOBNEHHbIX JILL, KOTOPbIE NO COCTOAHWMIO 3A0P0BbA, BO3PACTY UK UHBIM MPUYHAM
He MOrnM COOBLLNTL AaHHbIE O CBOEI IMYHOCTY, B OTHOLLEHIM KOTOPbIX BNOCNELCTBMM KOHCTATUPOBaHa CMEPTbL B NOPALKE, YCTaHOBNEHHOM 3aKOHOLAATENbCTBOM Poccuiickoi @e}lepaul/ll/l, 1 Ha MOMEHT Nony4yeHms

61onorn4eckoro Marepuana fiaHHble 0 INYHOCTM KOTOPLIX HE YCTAHOBNEHbI, HE AONYCKAKOTCA.

Crarbst 5. Paspa6oTka GMoMeAULIMHCKUX KNETOYHbIX NPOAYKTOB
1. Pa3pabotka GMOMEANLIMHCKIX KNETOYHbIX NPOAYKTOB NPeacTaBAseT cobo NPOLECT CO3AaHMs GUOMELNLIMHCKOrO KNETOYHOrO NPOAYKTA M TEXHONOrMM €ro NPOM3BOACTBA.
2. GuHaHcoBoe 06ecneyeHre paspaboTki G1IOMEMLMHCKNX KNETOYHbIX NPOAYKTOB MOXET OCYLLECTBAATLCS 3 CYET:
1) BIOIXETHbIX aCCUTHOBaHMIA hefiepanbHoro 610axeTa;
2) B0XeTHbIX acCUrHOBaHUiA BioaxeToB cybbekToB Poccuiickoit Deaepauim;
3) cpencTs pa3paboTyMKoB G1IOMEANLIMHCKUX KNETOYHbIX NPOAYKTOB;
4) MHbIX UCTOYHIKOB, He 3anPeLLeHHbIX 3aKoHOAATENbCTBOM Poccuiickoi Peaepaumn.

3. MNpaga pa3paboTyika GMOMEANLIHCKOrO KNETOYHOrO NPOAYKTa OXPAHSIOTCS B COOTBETCTBUM C rPaXLaHCK/M 3aKOHOAATENbCTBOM.

Cratbs 6. [loknuHnYecKoe uccnefoBanme 6HOMGAMI.I,VIIICKOTO KneTouyHoro npoaykTa

. lOKNMHMYECKO. UCCneaoBanmue 61OMEaNLIHCKOrO KNETOYHOrO nNpoaykTa NpoBOANTCA HA MOAENVNPYEMbIX B OPraHi3me XMBOTHbIX nm60 BHE X1BOTO OpraHn3ma natonorniecknx npoLeccax, NPoTeKaloLLyx B opra-
HU3Me YenoBexa, 1 (111) NaToN0rNYECKIX COCTOSHUAX YENOBEKA, NPV KOTOPLIX NPEeANnonaraeTcs NPUMEHTb pa3paﬁaTblBaeMbll7l 61OMEaVLMHCKMIA KNETOYHBIN NPOLYKT, a TaKkXe Ha MOLEeNsX, NO3BONAOLLMX BbIABUTH

Creuudryeckiin MexaHnuam AencTus Takoro NpoAyKTa, ero 3QEKTUBHOCTb 1 6e30nacHOCTb.

o

. Mo pesynbratam NpoBEAEHHOr0 AOKAMHNYECKOrO MCCNea0BaHnsa 61OMEANLIHCKOr0 KNETOYHOr0 NpoayKTa opraHn3aLys, Kotopas nposoauna A0KIMHNYECKOE CCNeaoBaHne, COCTaBNAET OTHET O AOKNNHNYECKOM
1ICCNEeA0BaHINM GYOMELMLIMHCKOrO KNETOYHOr0 npoAaykTa, CO,ELGp)KaLLlVIVI onucaHue, pedynbTatbl U aHasna pesdynbTatoB AOKIMHNYECKOrO MCCNEA0BaHNA, a Takxe 3akmo4eHne 0 BOSMOXHOCTU NPOBEAEHNA KNMHNYE-

CKOro 1ccnenoBarns G1IOMEANLIHCKOrO KNETOYHOr0 npogaykra.

w

. MNpaBina npoBeLeHNs LOKIMHUYECKIX UCCNeA0BaHII G1OMEAMLIMHCKMX KNETO4HbIX MPOAYKTOB, BKMIOYas TPEOOBAaHMS K kBanudukaLmi CneLpnanicTos u MaTepuanbHO-TeXHUYECKO 6ade HayyHbIX OpraHuaaLmil,
006pa30oBaTenbHbIX OpraHM3aLyii BbicLero 06pa3oBanis, 06pa3oBaTeNbHbIX OpraHn3aLii AONONHUTENLHOTO NPOGECCHOHaNLHOT0 06PA30BaHMS, MHbIX OPraHM3aLMid, YCTaHABAMBAIOTCA NPaBUNaMI Haexallei
npakTk1 N0 paboTe ¢ BUOMEANLIMHCKIMI KNETOYHBIMI NPOLYKTaMK, YTBEPXAAEMbIMY GeaepanbHbIM OpraHoM UCMONHUTENbHON BAACTY, OCYLLECTBASIOWMM GYHKLM NO BbIpabOTKe W peanuaaumi rocyaap-
CTBEHHOW NOAMTUKM 1 HOPMATVBHO-NPABOBOMY PEMYNMPOBAHMIO B CHepe 3apaBoOXpaHeHIs (fanee — ynonHoMo4eHHbI heaepanbHblit Opral UCONHUTENLHON BAACTH).

4. ®uHaHcoBoe 06eCNeYeHIe JOKMMHUYECKIX MCCNeA0BaHMA GIOMEINLIMHCKMX KNETOYHBIX MPOLYKTOB MOXET OCYLLECTBAATLCS 33 CYET:

1) BIOIXETHbIX aCCUTHOBaHMIA heepanbHoro G10axeTa;

2) Bl0aXeTHbIX acCUrHOBaHUiA BioaxeToB CybbekToB Poccuiickoit Deaepauim;

3) cpeacTs pa3paboTUNKoB GUIOMEANLIMHCKMX KNETOYHBIX MPOLYKTOB;



4) MHbIX UCTOYHIKOB, He 3anPeLLEHHbIX 3aKOHOAATENLCTBOM Poccuiickoit Peaepaumi.
Crarbs 7. Cneuudukaums Ha 6uoMeSULUHCKIi KNETOUHbIA NPORYKT
1. Ha kaxablit paspaboTaHbIii G1IOMEAVLIMHCKMIA KNETOUHbIV NPOAYKT, NPOLUEALIMIA LOKIMHUYECKOE UCCAEL0BaHNE, Pa3paboTyikomM G1IOMEAVLMHCKOrO KNETOYHOrO MPOLYKTA MK NPOM3BOANTeNemM 61oMeanumH-
CKOrO KNETOYHOrO MPOLYKTA COCTABAAETCA cneumdukaums, npeacTansiowas coboi LOKYMEHT, CoaepXalLuii CBeAeHNS 0 TNe (ayTONOrM4HbIA, annoreHHbIi, KOMOUHUPOBAHHBIN) G1IOMEAMLMHCKOrO KNETOYHOrO
NPOAYKTa, ero KAYECTBEHHOM COCTABE M KOMMYECTBEHHOM COCTaBE, OUONOTUHECKMX U MHBIX XapaKTEPUCTIKAX KNETOYHOM IMHUN (KNETOYHBIX IMHIIA) M BUOMELNLIMHCKOTO KNETOYHOrO NPOaYyKTa.

2. CDopma cneundukalm Ha 61OMEAVLMHCKNIA KNETOYHBINA MPOAYKT yTBEPXAAETCA YNONHOMOYEHHEIM benepanbHbIM OPraHOM UCMONHUTENBHON BNACTH.

Crarbst 8. FocyaapcTeeHHas peructpaums 6uoMesULMHCKIX KIIETOUHbIX NPOAYKTOB

1. TpoM3BOACTBO, peanu3aLys, NpUMEHeHKe, XpaHeHe, TDaHCNOPTVPOBKA, BBO3 B Poccuiickyio Peaepaunio, BbIBO3 13 Poccuiickoit DenepaLim, yHuYTOXeH!e GMOMEANLIMHCKIX KNETOYHbIX MPOLYKTOB OCYLLECTBAS-
10TCS1, €CNV OHW 3aPErvCTPUPOBaHbI YNONHOMOYEHHBIM QeiepanbHbIM 0pPraHOM UCTIONHUTENBHOI BAACTA.

2. [ocynapCTBeHHO perueTpaLy NoAnexar:

1) BCe BMOMEANLIMHCKIE KNETOYHbIE MPOAYKTHI, BEPBLIE NOANeXalLye BBOZY B 00paLLeHue B Poccuiickoit Geaepauim;

2) BroMenNLyHCKMe KNETOYHbIE MPOLYKTHI, 3aPEr1CTPMPOBaHHbIE PaHee, B ClTyyae 3MEHEHIS TNa (ayTONOrYHbIA, annoreHH.lit, KOMOMHNPOBAHHBIA) GUOMEAMLIMHCKOrO KNETOYHOrO NPOAYKTA, €ro Ka4eCTBEHHOr0
€0CTaBa 1 (1) KOAMYECTBEHHOMO COCTaBA (3a UCKMIYEHEM COCTaBa BCIOMOraTeNbHbIX BELLECTB), GBUONOMNYECKIX 1 MHBIX XapaKTEPUCTUK KNETOYHON MHIAM (KNETOYHBIX IMHIIA) 1 BUOMEANLIMHCKOTO KAETOYHOrO
npogykTa.

3. TocynapcTBeHHas perncTpaums GMOMeANLMHCKOrO KNETOYHOrO NPOAYKTa OCYLLECTBANKETCA MO PedynbTatam:

1) 61OMeaMUMHCKO 3KCNEePTI3bI G1IOMEAMLMHCKOrO KNETOYHOrO NPOAYKTA, BKMIOYAIOLEN:

a) 9KCnepTMay kayectsa GOMEaMLIMHCKOrO KNETOYHOrO MPOAYKTA, B TOM YMCNE 3KCNepTX3y COCTaBa 00pasLioB G1OMEAMLIMHCKOrO KNETOYHOrO NPOAYKTA U METOLOB KOHTPOAS €ro KayecTsa (fanee - akenepTnaa ka-
4ecTBa 61IOMEAMLIHCKOrO KNETOYHOr0 NPOAYKTa);

6) aKcnepTu3y SOKYMEHTOB AN NONYYEHIS Pa3peLLEHIs Ha NPOBEAEHNE KIMHUYECKOrO MCCAEA0BAHNS GOMEAMLIMHCKOrO KNETOYHOr0 NPOAYKTa;

B) 3KCnepT13y aQGEKTMBHOCTI G1OMEANLIMHCKOrO KNETOYHOrO NPOLYKTa;

r) 9KCMepTM3y OTHOLEHNS OXMAAEMON NONb3bI K BOIMOXHOMY PUCKY NPUMEHEHIS GMOMELMLIMHCKOrO KNETOYHOrO NPOAYKTa;

2) 3TMYECKOI 3KCNEePT3bl BOIMOXHOCTY NPOBEAEHMS KNMHUYECKOrO NCCNEN0BaHNS BMOMEANLIMHCKOO KNETOYHOrO NPOAYKTA (fanee — aThyeckas akcnepTsa);

3) KNMHNYECKIX NCCAEL0BAHNIA BUOMEAMLMHCKOrO KNETOYHOrO MPOAYKTA.

4. TocynapcTBeHHas pernctpaums GMOMELNLMHCKIX KNETOYHbIX NPOAYKTOB OCYLLECTBASETCS YNOAHOMOYEHHbIM GeaepansHBIM OpraHoM UCTIONHUTENbHO BNACTV B CPOK, HE NPEBBILLAIOLLMIA CTa NATAECHT Paboymx
[JHeit CO iHS NPUHATUS 3a8BNEHUS O FOCYAAPCTBEHHOI PErucTpaLymy GUOMEANLIMHCKOrO KAETOYHOrO NPOAYKTa, MO0 B CPOK, HE NPEBbLILLAIOLLMI ABYXCOT NATUAECATI paboyux AHEN CO AHA NPUHATIS 3asBNEHNs O
roCyaAPCTBEHHON perncTpaumn 61MoMeanUMHCKOro KNETOYHOrO NPOAYKTa, B CAIy4ae NPUHATIS YNOAHOMOYEHHBIM heaepanbHbiM OpraHoM MCNONHUTENBHOI BAACTY PELLEHUS O NOBTOPHOM NPOBEAEHNM Gromeam-
LIMHCKOM 3KCNepTM3bl G1IOMEAMLMHCKOrO KNETOYHOrO NPOAYKTA 1 (1) 3TUYECKO 3KCNEepTU3bl B COOTBETCTBIM CO CTaTbeil 19 HacToswero PeaepansHoro 3akoHa. Cpok rocyaapCTBEHHON perucTpaumi 6uome-
[JVLMHCKOrO KNETOYHOr0 MPOZYKTA MCYUCASETCS CO AHA NPUHATIS YNOAHOMOYEHHbBIM GeaepanbHEIM OpraHoM UCTIONHUTENBHOI BNACTY 3aSBNEHIS O rOCYAAPCTBEHHON perucTpaLyin G1oMeamnLHCKOro KNeTOYHOro
NpOAYKTa C NPUNOXEHNEM HEOOXOAMMBIX JOKYMEHTOB [0 iHS Bbifia4n PErMCTPALMOHHONO YAOCTOBEPEHHNS G1IOMEAMLMHCKOrO KNETOYHOrO NpoaykTa. Bpems npoBeseHIs KMHYECKOro 1CCeaoBaHns Gromeam-
LIMHCKOrO KNETOYHOrO MPOAYKTA He YYUTHIBAETCS NPU MCHMCIEHN CPOKA FOCYAAPCTBEHHOM PErncTpaLiim GUOMEANLIMHCKOrO KNETOYHOrO MPOAYKTa.

5. He monyckaetcs rocynapCTBeHHas peructpaums:

1) pasnnyHbix GIOMEANLIMHCKMX KNETOYHbIX NPOAYKTOB NOZ OANHAKOBBIM TOPrOBbIM HAUMEHOBAHNEM;

2) 0BHOrO GUOMELMLIMHCKOrO KNETOYHOrO NPOAYKTA, BbINYCKAEMOro NPOM3BOANTENEM NOL PA3NU4HBIMY TOPrOBLIMI HAVMEHOBAHWAMI U NPEACTABAEHHOTO HA rOCYAAPCTBEHHYIO PErMCTPALMIO B BAE ABYX M Oonee
61OMEINLMHCKMX KNETOYHBIX MPOLYKTOB.

6. YnonHomo4eHHbIM deaepanbHbiM OpraHoM UCNONHTENBHOI BAACTY B YCTAHOBAEHHOM UM NOPSAKE MO 3anpoCy OPUANHECKX ULL, OCYLLECTBASIOMX AEATENBHOCTb NPY 00PALLEHIN OUOMEANLIMHCKIX KNETOYHBIX
NPOAYKTOB (fanee — Cy6GbexTbl 06paLLeHUs GUOMELNLIMHCKIX KNETOYHbIX NPOAYKTOB), B MMCHMEHHOI W 3NEKTPOHHOM GOPME AAI0TCH Pa3bSCHEHNS NONOXEHWIA JOKYMEHTALWM, CBA3aHHON C rOCYAAPCTBEHHOI pe-

TUCTPALMEN, & TaKXe C JOKMMHNYECKAMU U KTMHNYECKAMI UCCNEA0BAHUAMN 61OMEAVLMHCKNX KNETOYHbIX NPOLYKTOB.

Crartbst 9. NpeAcTaBneHMe BOKYMEHTOB A rOCYAAPCTBEHHOH PErucTPaLM GMOMEANLIMHCKOTO KNETOYHOrO NPOAYKTa
1. [l rocynapCTBEHHON perncTpaLiiv GUOMELMLIMHCKOrO KAETOYHOrO NPOAYKTa OpraHmaaLys, 06najaioLas npaBamu Ha pesynbTarsl JOKIMHUYECKNX NCCReL0BaHMiA GYOMEMLMHCKOrO KNETOYHOrO NPOAYKTa, Kiu-
HUYECKX MCCNeS0BaHmiA BIOMEAMLIMHCKOrO KNETOYHOrO NPOAYKTA 1 (17M) Ha TEXHONOMMIO NPOU3BOACTBA G1OMEAMLIMHCKOrO KNETOYHOTO NPOAYKTA, UK YIOAHOMOYEHHOE €lo IPYroe I0pUanyeckoe Mo (nanee -
3asBUTENb) NPEACTABASET B YNOAHOMOYEHHbIA GeiepanbHbIi OpraH MCNONHUTENBHOM BNACTV 3asBNEHIE O rOCYAAPCTBEHHON PErMCTpaLmMi OMOMEANLIMHCKOrO KNETOYHOrO NPOLYKTA W MHbIE SOKYMEHTBI, U3 KOTOPbIX
(hOpMMPYETCS PErncTpaLVMoHHOE L0CbEe Ha BMOMEANLIMHCKMIA KNETO4HbIA NpoayKkT. PopMa 3asiBnexns n NopsaoK NPeaCcTaBneHIs yka3aHHbIx 3aABNEHIS 11 JOKYMEHTOB, BKOYas STanHOCTb NPeACTaBNeHIs (4ns
61MOMEAVLIHCKMX KNETOYHbIX NPOAYKTOB, B OTHOLLEHMN KOTOPbIX HE MPOBOAMANCH KNMHIYECKUE MCCNeaoBaHus Ha Tepputopum Poccuiickoi Genepauim), yCTaHaBAMBAIOTCS YIONHOMOYEHHBIM GeaepanbHbIM Op-
raHOM UCMONHUTENbHOI BNacTH.
2. PeructpaumroHHoe Aocke Ha GOMEeaMLHCKMIA KNETOYHBIA NPOLYKT GOPMUPYETCS M3 CERYIOLLNX AOKYMEHTOB:
1) 3asBneHme 0 rocyaapPCTBEHHOI PerncTpaumi GroMeanLMHCKOro KNETOYHOr0 NPOAYKTa;
2) Konus SOKYMEHTA Ha PYCCKOM Ai3blke, 3aBEPEHHOTO B YCTAHOBNEHHOM NOPSZKE 1 NOATBEPXAAIOLLEr0 NPaBOMOYHOCTb 3asiBUTENS NOLABATb 3asiBNIEHNE O rOCYAaPCTBEHHOM PErncTpaLmi GoMeanLyHCKOro KneToy-
HOr0 NPOZYKTa (LLOBEPEHHOCTD);
3) cneunduikaums Ha GUOMELNLMHCKAI KNETOYHBIA NPOAYKT;
4) NpoeKT HOPMATMBHOM JOKYMEHTaLMM Ha GUOMELMLIHCKMIA KNETOUHBIA NPOLYKT;
5) NpoeKTbl MaKeTOB NEPBUYHON YNakOBKY 11 BTOPUYHON yNakoBki GOMEAMLIMHCKOTO KNETOYHOrO NPOAYKTa;
6) oTYeT 0 NPOBEAEHHOM AOKIMHUYECKOM MCCNEA0BaHN BMOMEANLIMHCKOrO KNETOYHOrO NPOaYyKTa;
7) NPOEKT NPOTOKONA KAMHWYECKOTO UCCAEA0BaHNS GIOMEAMLIHCKOrO KNETOYHOr0 NPOAYKTa;
8) NpoeKkT pernamenTa NPON3BOACTBA OMOMEANLIMHCKOrO KNETOYHOrO NPOAYKTa;
9) KONWs NMLEH3NM Ha OCYLLECTBNEHIE AEATENBHOCTM MO NPON3BOACTBY GMOMEANLIMHCKOTO KNETOYHOrO NPOAYKTa;
10) MHDOPMALMOHHBIA IMCTOK NAUMEHT;
11) nHdOpPMAaLMA O CTPAXOBbIX BbiNAaTax nalyueHTam, NpUBAEYEHHbIM K NPOBEAEHMIO KNMHYECKOr0 MCCNeA0BaHMs BUOMEANLIMHCKOO KNETOYHOrO NPOAYKTa;
12) OTYET 0 pesynbTaTax MexyHapOAHbIX MHOTOLEHTPOBLIX KMHUYECKMX UCCNEL0BaHMIA BUOMEAMLMHCKOTO KNETOYHOMO MPOAYKTa, YacTb U3 KOTOPLIX NpoBeAeHa B Poccuiickoi Pepepaumu;
13) MPOEKT MHCTPYKLM MO NPUMEHEHIIO BUOMEANUMHCKOTO KNETOYHOrO NPOAYKTA, COAEPXALLEN CReayloLIMe CBEAEHIS:
a) HaumeHoBaHue 61OMEaVLMHCKOrO KNETOYHOrO NPOAYKT;
6) Tvn 61OMEAMLIHCKOrO KNETOYHOTO NPOAYKTA (ayTONOTUYHbIiA, a1A0rEHHbIA, KOMOUHUPOBAHHIIA);

B) KAYECTBEHHbIE M KONMYECTBEHHbIE XaPAKTEPUCTIKIA KNETOYHON MHIV (KNETOYHBIX IMHMIA), HAMMEHOBAHWS W KONMYECTBO BCTIOMOraTefbHbIX BELECTB, BXOAALLMX B COCTAB G1OMEAMLIMHCKOrO KNETOYHOr0 NPOAYKTa;



r) HauMeHOBaHWS (MEX[yHapOaHbIE HEMATEHTOBAHHBIE, MM FPYNMMPOBOYHBIE, UV XUMUYECKIE) M KOMMYECTBO NIeKapCTBEHHBIX MPENapaToB, BXOAALLMX B COCTaB BUOMEANLIMHCKOrO KNETOYHOrO NPOAYKTa;

1) HavMEHOBaHS MELVLIMHCKIX N3LENNI, BXOLALLNX B COCTaB OMOMEANLIMHCKOO KNETOYHOrO NPOAYKTa;

€) Noka3aHms K NPUMEHEHMIO;

X) NPOTUBONOKA3aHWS K NPUMEHEHNIO;

3) PEXVM 1 CNOCOO NPUMEHEHIS BUOMELMLIMHCKOrO KNETOYHOrO NPOAYKTA, NPOLOMXUTENbHOCTD IEYEHNS;

1) Mepbl NPEAOCTOPOXHOCTY NPV NPUMEHEHUI BUOMEAMLIMHCKOrO KNETOYHOTO NPOLYKTa;

K) ykasaHue (Npu Hanuumi) 0COBEHHOCTEN A CTBIS G1OMEAMLMHCKOrO KNETOYHOrO NPOAYKTA NPV NEPBOM €ro NPUMEHEHIH;

1) BO3MOXHbIE NOGOYHbIE LEVCTBIA NPY NPUMEHEHNI BIOMEAVLMHCKOrO KNETOYHOTO NPOAYKTa;

M) COYETAEMOCTb C HbIMY BUZAMM NEYEHIS, BKNIOYAS COYETAEMOCTb C IeKAPCTBEHHBIMY NPenapatamul v (1) MEAVLIMHCKMI 3AENVSMU, APYTIMA GUOMEINLMHCKMMM KNETOYHBIMM NPOAYKTaMU, & TaKXE NULLEBLIMMU
NPOAYyKTaMu;

H) CPOK FOAHOCT/ 1 yKadaHue Ha 3anpeT npuMeHeHNs GroMeaMLIHCKOr0 KNETOYHOr0 NPOAYKTA MO MCTEYEHUN CPOKA FOAHOCTY;

0

0C06EHHOCTY NPUMEHEHNS Y fieTEN, BEPEMEHHBIX XEHLLMH V1 XEHLLMH B NEPWOL, rPYAHOr0 BCKAPMAMBAHMS;

a

JaHHbIE 0 CTabUIbHOCTY GYOMEANLIMHCKOTO KNETOYHOMO MPOYKTa;

p) yCnoBYMS XpaHeHst GOMEAMLMHCKOTO KNETOYHOrO NPOAYKTa;

14

PEKBU3UTHI LOKYMEHTOB, NOATBEPXAAIOLLMX YnNaTy rocyaapCTBEHHON NOLAMHLI 33 NPOBELEHNE 3KCNEPTU3bl AQGEKTMBHOCT GUOMEAMLMHCKOrO KNETOYHOrO MPOAYKTa M 3KCMEepTU3bl OTHOLLIEHNS 0X1A3eMON
M0Ab3bl K BOIMOXHOMY PUCKY NMPYMEHEHNS BMOMEANLIMHCKOO KNETOYHOrO NPOYKTA, B OTHOLLEHWM KOTOPOr0 NPOBEAEHb MEXAYHaPOAHbIE MHOMOLEHTPOBbIE KIMHIYECKME UCCNeA0BaHS, YaCTb 13 KOTOPbIX MPO-
BefeHa B Poccuiickon Genepauim;

15

3. 3asButens BMNpase NPeACTaBnTbL NO COOCTBEHHON MHWLMATHBE AOKYMEHTHI, NOATBEPXAAIOLLME ynnaTy FOCyﬂ,apCTBEHHOVI NOLUNMHDBI 33 NPOBEAEHNE 3KCNepTN3bl Ka4yecTsa 61OMEINLIMHCKOrO KNETOYHOrO nponaykra,

AOKYMEHTLI, NPEACTaBNAEMblE B COOTBETCTBUM C 4aCTbi0 2 cTatby 18 HacTosLLero CDeuepaanoro 3aKoHa.

9KCNepTn3bl AOKYMEHTOB AN NONy4eHNa paspelleHnd Ha NnpoBeaeHNe KNMHNYECKOro nccneosaHng 61OMEINLIHCKOrO KNETOYHOro npopaykra n 3TU4ECKON 9KCNEePTU3bI, IKCNEePTU3bl S(DCDEKTVIBHOCTI/I 6romeau-
LIIHCKOrO KNETOYHOr0 NPOAYKTa 1 3KCNepTU3bl OTHOLLEHNA 0XMAaemMoi NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA O1OMEINLIHCKOrO KNETOYHOr0 NPOAYKTa, B OTHOLEHNM KOTOPOro NpoBeAEHbl MEXAYHAPOLHbIE
MHOrOLEHTPOBBIE KMHUYECKIE NCCNEA0BAHNS, YaCTb U3 KOTOPbLIX NPOBEAEHa B Poccuiickoi G)enepaumm, npun Oﬁan.LeHVIVI 3a FOCyﬂ,apCTBeHHOVI perucTpaLmen 6110MEAVLMHCKOr0 KNETOYHOr0 npogaykra. B Cnyyae
HenpeacTaBneHns ykadaHHbIX LJOKYMEHTOB yFIOJ'IHOMOLIEHHbIVI benepanbHblii 0praH UCNONHUTENBHOV BAACTV NPOBEPSET hakT ynnarbl FOCyﬂ,apCTBeHHOVI NOLUNMHBI HA OCHOBaHMM NPeACTaBNEeHHbIX 3adBUTENEM DEK-
BM3WTOB AOKYMEHTOB, NMOATBEPXAAIOLLMX €€ ynnarty, C UCNoNb30BaHNEM MHGOpPMALK 00 ynnare FOC\/HHDCTBSHHOVI MOLLAVHBI, COAEpXaLLeics B rOC\/ﬂapCTBeHHOVI MHOOPMALMOHHON CUCTEME O roCyAapCTBEHHbIX

W MyHULNANBHBIX NaaTexax.

~

. Heﬂ,Oﬂ\/CKaeTCﬂ 1CNONb30BaHVE B KOMMEPYECKIX LiENsiX HdopmaLmmn o pesynbrarax 4OKNUHNYECKINX 1CCnenoBanuii GUOMELVLIMHCKIX KNETOYHbIX MPOAYKTOB W KNMHAYECKMX 1ccnenoBannii GUOMeMUMHCKAX Kne-
TOYHbIX MPOAYKTOB, NPEeLCTaBNEHHON 3aaBUTENEM ANt FOCWJ,apCTBeHHOVI perncTpauuu O1OMEINLIHCKOTO KNETOYHOro npoAaykTa, 6e3 ero cornacus B TeYHMe LIECTU NET C Aatkl rocyuapcheHHoM peructpauun

61OMEANLMHCKOrO KNETOYHOrO npoaykra s Poccuiickoi CDeuepaLw.

Cratbs 10. Pewenue o Bbigaye OKCNEepPTHOMY Y4pEeXAeHUI0 U COBETY N0 3TUKe 3aJiaHHil Ha NPOBE/ieHMe AKCNepTH3 6HOM9AMI.|,IIIIICKOTO KneTouHOro npoaykta
1. B Teyenue natu paﬁoqu [Hel CO AHA NPUHATUSA 3aABAEHNS O rocyuapcrseHHoM pernctpaumu OMOMEANLIHCKOrO KNETOYHOrO npoaykra yI'IOJ'\HOMO‘ieHHbHZ defiepanbHbI OpraH MCNONHUTENBHON BNACTU NPOBOANUT
NpOBEpKY NOSHOTLI 1 AOCTOBEPHOCTH CBELEHNI, COLEPXALLMXCS B NPELCTABNEHHbIX 3a9BUTENEM AOKYMEHTax, 1 NPUHUMAET PELLEHNE O Bblda4e 3aAaHnA Ha NpOBEAEHNE:
1) BromeanLmHCKo 9KCNepTn3bl 61MOMEANLIMHCKOr0 KNETOYHOr0 NPOAYyKTa B 4aCTW 3KCNEPTH3bI Ka4ecTa 6110MEeAVLMHCKOr0 KNETOYHOro npoaykTa, 3KCNepTu3bl JOKYMEHTOB A4 NONYYEHNA Pa3PELLEHNa Ha NpoBe-
[eHIe KMHUYECKOro NCCnefoBaHns GOMEaMLMHCKOrO KNETOYHOr0 npoaykra n 3TUYECKON 3KCNEePTU3bI HA OCHOBAHUN AOKYMEHTOB, YKa3aHHbIX B MyHKTax 1= 11, 13 yactn 2 cTatbin 9 HacTOALLETO G)enepaanoro

3aKOHA;

o

BromeanLmHCKoR 9KCNepTn3bl 61OMEaNLIMHCKOTrO KNETOYHOrO nNpoaykTa B 4aCTh 9KCNEepTU3bl 3 dexTMBHOCTH OMOMEANLIHCKOrO KNETOYHOr0 NpoAyKTa 1 3KCNepTU3bl OTHOLLEHNS 0X12eMON NoNb3bl K BO3MOX-
HOMY PUCKY NPUMEHEHUA 61OMEINLIMHCKOrO KNETOYHOr0 NPOAYyKTa, B OTHOLLEHMI KOTOPOro NPOBEAEHI MEXAYHAPOAHEIE MHOTOLEHTPOBLIE KIMHNYECKWNE NCCNEA0BAHMA, YaCTb 13 KOTOPLIX NPOBEAEHA B Poccuit-

ckoit Depepauym, Ha OCHOBaHUN LOKYMEHTOB, YkadaHHbix B nyHkTax 1-6, 8,9, 12 1 13 yacTu 2 cTatbn 9 HacToswwero GenepanbHoro 3akoHa.

o

. YNOAHOMOYEHHbIV efepanbHblii Oprax MCNONHUTENBHON BAACTY YBELOMNAET B NNCbMEHHO HOPME 3asBITENS O NPUHATOM PELUEHUN, 8 B CNy4yae 0Tka3a B OpraHn3alm npOBEAEHNA 3KCNEPTU, YKa3aHHbIX B 4aCT

1 HacTosLLel CcTaTb, - C YKa3aH1eM Npu4mnH Takoro 0Tkasa.

w

. B CNy4ae BbIiBNEHNA HEMONHOTLI UK HELOCTOBEPHOCTN CBeaeHNiA, COAEPXaALLMXCA B NPEACTABNEHHBIX 3aABUTENEM [OKYMEHTAX, yﬂOﬂHOMOHeHHbIVI d)e,u,epaanbM opraH VICMONHUTENbHOI BNACTU Hanpasnsert 3a-
ABUTENIO 3aNpoC 06 YTOYHEHUM ITUX CBELEHWI, KOTOPBINA MOXET ObiTb nepenaH ynonHOMOYEHHOMY NPEACTABUTENIO 3aABUTENA INYHO NOA PacnmcKy, HanpasneH no NoYTe 3aka3HbiM NMCbMOM UK NEPeaaH B anek-
TPOHHOI hopme no TENEKOMMYHUKALIMOHHBIM KaHanam CBA3K. B CNy4yae HanpasneHna 4aHHoro 3anpoca no no4Te 3aka3HbiM MUCbMOM OH CYUTAETCA NONTYYEHHBIM NO NCTEYEHWUN LWECTU [IHelt C AaThl HanpasneHns

3aKka3Horo nucbma.

~

. 3asBuTenb 06513aH NPEACTaBUTL OTBET Ha 3aNpPOC YNONHOMOYEHHOTr0 benepanbHoro opraHa UCNoNHUTENBHON BNaCcTH, yKaaaHHbM BYacTy 3 HacToALLEN CTaTbu, B CPOK, HE NPEBbILLAIOLLNI AEBSHOCTA paﬁoqunHeM
CO AiHA €ro nony4eHuns. CDOK, \/Ka3aHHbII7I BYacTu 1 HacTosLLEl CcTaTby, NprocTaHaBMBaeTCA CO AHA HAaNpaBNeHUA 3adaBUTENIO 3anpoca ynoaHOMOYEHHOro cbeuepaﬂbHoro opraHa VICNONHITENBHOI BNACTY A0 AHA

nony4eHnsa M COOTBETCTBYIOLLLErO OTBETA.

(&

. OcHoBaHWeM ans 0Tkasa B OopraHn3aumnm akcnepTua, NpeayCMOTPEHHBIX YaCTbio 1 HacTosLLEl CTaTby, ABNAETCA npencrasneHue HE0OX0aMMbIX AO0KYMEHTOB B HEMOJIHOM obbewme, HenpeacTaBneHne 3adaBuTenem B
yCTaHOEJ'IeHHbM CpOK 0TBETA HA \/KaSHHHbIVI B 4acTu 3 HACTOSLLEl CTaTby 3anpoc ynosHOMOYEHHOro cbe,uepaanoro opraHa ICNONHNTENBHOI BNACTA MBO 0TCYTCTBME B NPEACTABNEHHBIX JOKYMEHTAX MC4epnblBa-
IOLLIEr0 NepeyHs HeobxoammMoit VHbOpMaLWK, KOTOpas A0MKHa 6biTb OTpaxeHa B H1X, a Takxe OTCYTCTBME VHbOPMaLWK, noaTBepXAaoLLer Gakt ynnarbl I'OC\/LLHDCTBGHHOV\ NOLUNMHDBI 38 NPOBEAEHNE 3KCNEePTU3bl
KkayecTBa BUOMELMLIMHCKOTO KNETOYHOrO NpOoAyKTa, 3KCNepTU3bl LOKYMEHTOB A4 NONY4YEHMA padpelleHnd Ha NnpoBeAeHNe KNMHYECKOro uccneosaHng 6110MEANLMHCKOr0 KNETOYHOr0 npoaykTa, 3TU4ECKON 3KC-
nepT3bl, 3KCNepTH3sl 3QGEKTUBHOCTM 61OMEINLIHCKOrO KNETOYHOr0 NPOZAYKTA 1 3KCNepTn3bl OTHOWEHNS 0XMaeMON NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS O1OMEANLIHCKOrO KNETOYHOrO npoAaykTa, B OT-
HOLUEHNM KOTOPOro NpoBefeHbl MeXayHapoaHble MHOrOLEHTPOBLIE KNMHWYECKME NCCNEA0BaHMA, HaCTb U3 KOTOPLIX NPOBEEHa B Poccwuiickoit d)euepau,ww, npu O6paLLl€HVM 3a I'OC\/LLHDCTBSHHOVI perucTpaumen

61OMEAVLIMHCKOrO KNETOYHOrO N poaykTa.

Cratbs 11. d)enepanbuoe rocyAapcTeeHHoe 6IOIDKQTI|OE YyupexaeHue no nposejeHuio 6HOMeAMI.I,VII|CKOﬁ AKCnepTUsbl 6MOMEAHI.|HHCKVIX KNeTO4HbIX NPOAYKTOB
1. BromeanumHckas akcneptusa 6MOMEANLIMHCKIX KNETOYHbIX npoAyKTOB NPOBOANTCA denepanbHbIM rocynapcTBeHHbIM 6I0IKETHBIM YYpeXaeHneM, HaxoadaWwnmca B BeAeHM YyNoJHOMOYEHHOIO
denepanbHoro opraHa UCMOAHUTENBHOW BAACTU U 06ecneyuBaioLLM UCMNONHEHNE NONHOMOYMIA 3TOr0 denepanbHOro opraxa UCMoNHUTENbHOM BAACTV MO BblAa4Ye PaspeLLeHuin Ha NPOBEAEHE
KNMHUYECKUX NCCNEL0BAHNIA GUOMEANLIUHCKIX KNETOUHBIX npoAyKkToB 1 (nnn) I'OCWJ,aDCTBeHHOI;I perncTpaummn 6MOMEANLUHCKIX KNETOUHBIX npoaykToB (manee - akcnepTHoe yqpexneHlAe)A
2. SKCI'IepTHbIM y4pexaeHnem oCyLLLECTBNAETCA KOHCYNbTPOBAHME N0 BONPOCaM, CBA3aHHLIM C NPOBEAEHWNEM AOKINHUYECKNX 1ICCNEeA0BAHNI BUOMEANLIMHCKIX KNETOYHBIX NPOAYKTOB, KNUHUYECKMX 1cenenosanuin
61OMEINLIMHCKMX KNETOUHbIX MPOAYKTOB, 61OMEeNLMHCKON 9KCNepTn3bl 61OMEAVLMHCKNX KNETOYHBIX NPOLYKTOB, I'OC\/,ELapCTBeHHOV\ perucTpaLmen 61OMEAVLMHCKMX KNETOYHbIX NPOAYKTOB, B NMOPAAKE, YTBEPXK-
AEHHOM YNONHOMOYEHHbIM denepanbHbIM OpraHoM UCNIONHUTENBHON BNACTY.
Cratbs 12. Oprauuaauml nposeaeHns 6MOMeAMuMHCKOﬁ KCNepTU3bl GMOMEIJMI.IHHGKDFO KNeTo4YHoro npoAykta

1. BromeamumHckas akenepTuaa 61OMEINLIMHCKOrO KNETOYHOrO nNpofaykTa NpoBOANTCA B iBa 3Tana:



1) Ha nepsOM 3Tane NPOBOAATCS 3KCNEPTU3a KayecTsa 61OMEANLMHCKOTO KNETOYHOro npoayKkTa 1 3KkcnepT3a AOKYMEHTOB AN NONy4eHNA pa3pelleHna Ha NpoBELEHNE KNMHNMYECKOro uceneno-
BaHs 61OMEAULIHCKOr0 KNeTOYHOr0 NPOAYKTa, 3a UCKITIOYEHNEM 61OMEANLMHCKOrO KNETOYHOr0 npoaykTa, B OTHOLLIEHWUM KOTOPOro NpOBEAEHbI MEXAYHAPOAHEIE MHOTOLLEHTPOBbLIE KNTMHNYECKNE

UCCNEeN0BaHUs, 4aCTb U3 KOTOPLIX NPOBELEHa B Poccuiickon (De,uepaumm;

o

Ha BTOPOM 3Tane NPOBOAATCS 3KCnepTi3a 3GGEKTUBHOCTY NMPUMEHEHNS 61OMEINLIMHCKOrO KNETOYHOrO NpoAyKTa 1 3KCNEePT3a OTHOLLEHUA 0X12emMO NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS GromeanLnH-

CKOro KneTo4Horo npoaykra. Yka3aHHble 9KCnepTu3bl MPOBOASTCA N0 pesynbratam KnMHU4ECKNX 1ICCNEeA0BaHNI BUOMELNLIMHCKOTO KNETOYHOrO npoaykra.

o

. BromeauumHckas akeneptuaa 611OMEANLIMHCKOrO KNETOYHOro npoaykTa npoBoOANTCA KOMMCCUe 3KCNepToB 3KCNEPTHOrO y4pexnexns, Ha3HayeHHoM pykoBOAWTENEM ITOTO Y4PEXAEHN], HA OCHOBaHUM 3aAaHNA
YNONHOMOYEHHOT0 (benepanbHoOro opraHa MCMONHUTENBHON BACTV Ha NPOBEAEHIE OromeanLnHCKoN KCNEePTU3bl 6110MEeAVLMHCKOrO KNETOYHOro npoAaykTa. PyKOBO,U,MTeJ'Ib 9KCNEepPTHOrO y4pexaeHms obecneyu-
BaeT Hanexatlee nposeaeHne 61oMeaNLIMHCKOI 9KCNepTun3bl 61OMEANLIHCKOr0 KNETOYHOrO npozaykTa B COOTBETCTBUN C 3a4aHNEM YNONHOMOYEHHOTO benepanbHoro opraHa UCNONHUTENBHON BNACTU W OpraHu-

3YET NOAroTOBKY CBOAHOI0 3aKNto4eHNa KOMUCCUI 3KCNEPTOB 9KCNEPTHOMO Y4PEXAEHUA.

w

. B cocras komuceum 3kcnepTos no XOﬂaTaV\CTBy 9KkcnepTa Ha OCHOBaHMK peLLeHNa PyKOBOAUTENSA IKCNEPTHOr0 Y4pEeXaAeHNa MoryT 6biTb BKIOYEHBI B KAYECTBE 9KCMNEePTOB MHble LA, B TOM YACNE HE pa601a|0u.me

B 3TOM 3KCMEPTHOM Y4pEXAEHU, ECN X CnelnabHble 3HaHNA Heo6xoauMbl Ans npoBeLeHNs 3KCnepTu3bl 61OMEINLIMHCKOrO KNETOYHOrO npogaykra.

~

. an nposefeHnn BromeanLmHeKoN 9KCNepTn3bl 610MEAVLMHCKOrO KNETOYHOro NPOAyKTa 3KCNepPT He MOXET HaxoauTbCA B KaKkoit-nmbo 3aBUCMMOCTY OT 3asBUTENS, NLLA, HAa3HAYMBLLErO 9Ty 3KCNepTnay, nn

APYrux nu, 3aMHTEPECOBaHHLIX B pE3ynbTatax 6roMeaNLMHCKOI 9KCNepTn3bl 61OMEINLIMHCKOrO KNETOYHOrO npogaykra.

o

. Tpyn npoBeaeHn GMOMeaMLIHCKOM 3KCNepTU3b GMOMEAMLIMHCKOrO KNETOYHOO NPOZYKTA SKCNEPT He BNPABE CaMOCTOSTENBHO MCTPEOOBATS Y 3asIBUTENS JOKYMEHTHI 1 (k) MaTepransl, HEOBXOAUMbIE s NpO-
BEJIEHIS AKCTIEPTI3bI. B Cnyyae HEAOCTaTOYHOCTY NPEAOCTaBAEHHbIX SKCNEPTY OKYMEHTOB 1 (Un1) MaTepHanoB Ans Aa4i 3aKnio4eHust SKCNepT Bnpase NocTaBuTb BONPOC O NPEAOCTaBAEHUN eMY HEOBXOAUMbIX
[DIOKYMEHTOB W (MW) MaTEPUANOB NEPeS PYKOBOAUTENEM SKCMIEPTHOTO YUPEXAEHIS, KOTOPLI 06PALLAETCS C COOTBETCTBYIOLLMM 3aMPOCOM B YONHOMOYEHHbI heaepasbHblil OpraH UCMONHUTENLHOM BAACTH, Bbl-
[JaBLINI 3a71aH1E Ha NPOBeaeHNe GMOMEaMLIHCKOM SKCNepTU3bl GMOMEAMLMHCKOO KNETOYHOrO NPOAYKTa. YNONHOMOYEHHbIN (efepanbHbIii 0praH MCTIONHITENBHOI BNACTY B TEYEHIE NSTY PABOUMX AHEN CO AHS
MOCTYNNEHIs 3anpoca PyKOBOAMTENS SKCIEPTHOMO YYPEXAEHS HANPABNAET B ANEKTPOHHOI UM MUCbMEHHO! GOPMe 3asiBUTENI0 3anpoC O NPEAOCTABNEHM JONONHUTENbHbIX AOKYMEHTOB U (U1M) MaTEPHaNoB ¢
YBELOMAEHNEM O €ro NoNyYeH. 3asBUTENb 0653aH B CPOK, HE NPEBbILIAIOLLMIT LIECTUAECATV PaBoUnX AHEA CO AHS MONYYEHIS 3aMPOca YNOTHOMOYEHHOMO GeaepanbHOro OpraHa MCMONHUTENBHON BACTH, npef-
CTaBMTb 3aNPOLUEHHbIE LOKYMEHTbI 11 (1) MaTepuansl N0 060CHOBATb HEBO3MOXHOCTb X NPEACTABNEHNS. Bpems Co AHA 0TNpaBneHus 3anpoca 1 10 NOyYeHIs YoNHOMOUYEHHbIM GeaepabHbIM OpraHoM ne-

NOMHUTENBHON BNACTV OTBETA 3aSBITENS HA 3aMPOC HE Y4UTBIBAETCA NPU UCHMCNEHNM CPOKa I'OC\/E,apCTBeHHOVI peructpauun 61OMEINLIHCKOrO KNETOYHOrO npogaykra.

o

. PeﬁyﬂbTaTbl Kaxzoro atana GnoMeanLMHCKOI 9KCNepTU3bl 61OMEAVLIMHCKOrO KNETOYHOr0 npoaykta 0hOPMNAIOTCA 3aKIIOHEHNEM KOMUCCUM 3KCIEPTOB 3KCMEPTHOO YypexaeHna. B 3akn04eHnm kommcenn ake-
NepToB 3KCNEPTHOIO Y4PEXAEHNS YKa3blBalOTCA NEPeYeHb 1ccnenoBanuii, 06bem NPOBEAEHHBIX KaX[bIM 3KCNIEPTOM UCCNEL0BaHMIA, YCTaHOBNIEHHBIE K&XbIM U3 HUX baKTbl 1 CAeNaHHsle B pesynbrare nccneno-
BaHW BbIBOABI. SKCﬂepT, MHEHWE KOTOPOro HE COBMaAaeT C PeweHeM KOMUCCUI 3KCNEPTOB 3KCNEPTHOr0 YHPEXAEHNA, BNPaBE BbIPA3UTL B NNCbMEHHOM GOPME CBOE MHEHME, KOTOpOe npmo@uaemﬂ K 3aKnio-

YEHWIO KOMUCCUI 3KCNEPTOB.

-

. Npasuna nposeaexus BroMeaNLmMHCKOIR 9KCNepTn3bl 61OMEIMLMHCKIX KNETOUHbIX NPOLYKTOB U (HOPMbI 3aKMIOYEHNIA KOMUCCHM 3KCNEPTOB 3KCMEPTHOrO Yy4pexneHnsa yctaHaBamaatoTca ynosaHOMOYEHHbIM dene-

panbHbIM OPraHoOM UCTMONHUTENBHON BNACTH.

©

. SKCI'IepTHOG‘ y4pexaeHne HeceT OTBETCTBEHHOCTb 3a cobnioaeHne npasun nposeneHns 61oMeaNLIMHCKOI IKCNEepPTU3bl 61OMEANLIHCKOr0 KNETOYHOr0 NPOLYKTa 1 3a Ka4eCTBO €€ NPOBEAEHMA.

Cratbs 13. Tpe6osauun, npeabasnsieMble K akcnepTam npu nposegeHuu 6MOMeﬂMI.|,MHCKOﬁ KCNepTU3bl 6HOMeAMI.IVII|CKVIX KNeTo4HbIX NPOAYKTOB, NpaBa n 00s3aHHOCTH KcnepToB

. SKCI'IepTOM Mo nposedeHnio BroMeanLmMHCKOoi 9KCNepTU3bl 61OMEIMLIMHCKMX KNETOUHbIX NPOLYKTOB ABNAETCA aTTeCTOBaHHbIN pa@OTHI/IK 9KCNEPTHOr0 y4pEXLEHNS, KOTOPbIN MMEET BbICLIEE MEAMLIMHCKOE, GapmMa-
LIEBTNYECKOE, BETEPUHAPHOE, 610N0rnYeCKoe MK XMMNYECKoe 06033OBHHM€ nnposoant 6rnomeau LIHCKYIO 3KCnepTuay 61OMEAVLIMHCKMX KNETOYHBIX NPOLYKTOB B NMOPAAKE NCNONHEHNA CBOWX AOMKHOCTHbIX 00s-

3aHHOCTEN.

o

. TpeﬁOBaHMﬂ K NPOdECCHOHANBHO NOATOTOBKE 3KCNEPTOB U CTaxy pa601b\ 10 CNeLMansHoCTH, NOPSAOK aTTeCTaLun IKCNEPTOB, NOPSAAOK GOPMUPOBAHNA 1 AEATENBHOCTY KBANMPUKALMOHHBIX KOMUCCUIA YyCTaHaB-

JMBatoTCA YyNONHOMOYEHHBIM denepanbHbiM OpraHoM UCTONHATENBHON BNACTY.

w

. ATTecTaus 3KCnepToB Ha Npaso NPOBEAEHNS 61OMEeNLMHCKON 9KCNepTn3bl 61OMEANLMHCKNX KNETOYHBIX NPOLYKTOB OCYLLECTBNAETCA KBANNUKALIMOHHBIMI KOMUCCUAMN YNONMHOMOYEHHOro denepanbHoro op-

raHa UCNONHUTENbHON BNACTV HE PEXE Yem OfIH Pa3 B NATb NIET.

~

. SKCI'IepT npu nposeaeHnn 61MOMEaMLMHCKOI 9KCNepTn3bl 61OMEAVLMHCKNX KNETOYHbIX NpOaYyKTOB 00513aH:

NPOBOAVTb MCCNE0BaHNE NPEACTABNEHHbIX EMY OObEKTOB NCCNEL0BaHMS, JOKYMEHTOB U (M) MaTepHanoB, OCYLLECTBANTL OLEHKY NPeAnaraeMbx METOLOB KOHTPONS Ka4yecTBa OMOMEANLIMHCKOrO KNETOYHOro

NpOZYKTa, AaBaTb 3aKI0YEHIE N0 NOCTABAEHHbIM NEPES HAM BONPOCAaM C COOTBETCTBYIOLLMM 0BOCHOBAHWEM WA 3aKMIOYEHNE O HEBO3MOXHOCTV NPOBEAEHNS M OMOMEANLIMHCKON 3KCNEPTU3bl OUOMELNLIMHCKIX

KNETOYHBIX NPOLYKTOB, ECAM NOCTABNEHHbIE BOMPOCHI BbIXOAAT 32 NPEAENbI CNeLanbHbIx 3HaHNi akenepTa inbo ecnn 00bekTbl MCCELO0BAHNIA, LOKYMEHTBI U (171) MaTepuanbl HEMPUroaHb! UV HELOCTATOHb! ANA

NPOBELEHIS MCCNE0BAHMI 1 fla4¥ 3aKI0HEHNS;

2) 0becneumnTb Haanexallee xpaHeHne NpeacTaBneHHbIX 00bEKTOB NCCNELOBAHMIA, LOKYMEHTOB W (M) MaTepuanos.

5. 9KcnepT He Bripage:

1) NpoBOANTL GUOMEAMLMHCKYIO KCNEPTU3Y BIOMEAVLIMHCKX KNETOYHBIX MPOAYKTOB N0 0OPALLEHMIO HEMOCPEACTBEHHO K HEMY I0PUAMYECKNX UV GU3NYECKIX AINL;

2) camoCTosTENbHO COBMpaTh MaTepUantl As NPOBEAEHUS BUOMEANLIMHCKON AKCNEPTU3b BUOMEANLMHCKIX KNETO4HbIX MPOAYKTOB;

3) NpoBOANTb KOHCYAbTaLMI B 061aCT NPODECCUOHANBHOI AESTENBHOCTY BHE CYXeBHOr0 3aaHus;

4) pasrnaluatb CBEAEHNS, KOTOPbIE CTanu eMy M3BECTHbI B CBA3M C NPOBELEHNEM G1OMEANLMHCKO SKCNepPTN3b B1OMEAMLIMHCKMX KNETOYHBIX NPOAYKTOB, @ TakXe CBEAEHIS, COCTABNRIOLME rOCYAAPCTBEHHYIO, KOM-
MEPYECKYIO NN MHYIO OXPAHAEMYIO 3aKOHOM TaiiHy.

6. Kaxabiid akcnepr, BXOAALLMIA B COCTAB KOMUCCUI SKCEPTOB 3KCMEPTHONO YYPEXAEHIS, KOTOPON NOPY4YEHO NPoBEeAeHNE B1OMEANLIMHCKO SKCNepTH3bl BIOMEIMLIMHCKMX KNETOYHBIX NPOLYKTOB, HE3aBMCUMO U Ca-

MOCTOSITENIbHO NPOBOAVT UCCNEA0BAHNS, OLEHVBAET PE3YNbTaThl, NONYYEHHBIE UM IMYHO 1 AAPYTMIA SKCTIepTamMi, U GOPMYAMPYET BbIBOALI OTHOCKTENBHO NOCTABNEHHBIX BONPOCOB B NPeenax CBOVX CneLyanbHbIX

3HaHWI.

Crarbs 14. 9Tyeckas akcnepTu3a
1. 9Tyeckas akcnepT3a NPOBOAMTCS COBETOM MO 3TUKE, CO3LAHHBIM B NOPSAKE, YCTAHOBNEHHOM YMOAHOMOYEHHBIM (eaepanbHbiM OpraHoM UCTIONHUTENbHOM BAACTH, B LENSX BbAAYM 3aKI04EHIs 06 aTM4eckoi

000CHOBAHHOCTI BO3MOXHOCTY NpoBeLeHNa KMMHNYECKOro NccneaosaHusa 61OMEANLIHCKOr0 KNETOYHOr0 npopaykra.

o

. SKCﬂepTaMI/I COBETa No 3T1Ke MoryT ObiTb NPELCTaBUTENU MELAVLIMHCKIX OPraH13aLmii, Hay4HbIX OpraHm3auui, OGDBSOBaTeﬂbe\X OpraHu3aumil BeiCLLEro 06paaoaava, oépaaoaaTeanblx OpraHn3auuin LONoNHN-
TESbHOT0 NPOGECCHOHANBHOMO 06paSOBaHMH, a Takxe npeacrasuteni 06LLECTBEHHBIX OpraH13auuii, Pennrno3Hbx OpraH13aLyii 1 CPeLCTs MacCoBOM MHBOPMALIN. 9m 9KCNepTbl HE [LOMXHBI HAXOAUTLCA B Ka-

KOI-1160 3aBUCUMOCTY OT 3asBUTENS 1 APYrux nu, 3aMHTEPECOBAHHLIX B pE3ynbTatax 3TUYECKON 3KCNEPTU3bI.

w

. Onnata YCnyr 3KCNepToB COBETA N0 3TUKE OCYLLIECTBNAETCA HA OCHOBaHWI A0roBopa, 3akio4eHHOro Mexay ynonHOMOYEHHbIM denepanbHbIM OpraHoM UCONHUTENBHON BNACTH, KOTOPbIM CO3fiaH COBET N0 3TUKE,
W 3KCNepTOM COBETA N0 3TUKE, 3a CHET 610KETHbIX aCCUTHOBAHMIA, NpesyCMOTPEHHBIX yNOMHOMOYEHHOMY QJe,u,epaanomy oprany UCMNONHUTENBHON BNACTH, Co3[aBLUemy COBET MO 3TUKE, B denepanbHom Glooxere
Ha COOTBETCTByIOLLlVIVI rof Ha 06ecneyeHme ero 4esTenbHOCTH, B pa3mepax, yCTaHOBNEHHbIX ﬂpaBV]TeﬂbCTBOM Poccuiickoit Cllenepaumm.

4, SKCﬂepr\ COBETa N0 3TMKE HECYT OTBETCTBEHHOCTL B COOTBETCTBU C 3aKOHOLAATENBCTBOM Poccuiickoit (De,u,epaumm.



3]

. CocTas coBeta o aTuKe, NONOXEHME 06 3TOM COBETE, nopaaok ero AedaTeNbHoCTH, TDEGOBHHMR K KBanuukaumm u onbITy pa601b| 10 3KCNEPTHON OLiEHKE Hay4HbIX, MEANLMHCKMX U 3TUHECKUX aCNEKTOB KNNHNYE-
CKIX MCCNeaoBaHIi OMOMELNLIHCKIX KNETOYHbIX NPOAYKTOB, NPEABbABNAEMbIE K 3KCNEPTaM COBETa MO 3TVKE, NOPALOK OpraHu3aLm 1 npoBeaeHUsa 3TU4ECKON 3KCNEepTH3Ll, HOpPMA 3aKIO4EeHNs COBETA MO 3TUKe
YCTaHaBNMBaAOTCA YNONHOMOYEHHBIM benepanbHbM OpraHoM UCMOAHUTENBHOM BAaCTW. Y1CN0 NpeAcTaBUTENel MeaNLMHCKIX OpraH13aLmii n Hay4HbIX OpraHu3aumil He MOXET NPeBbILLaTh nonosuHy oT o6Lero

4Yncna aKCcnepToB COBETA MO 3TUKE.

o

E MHCDODMHLMH 0 COCTaBe CoBeTa No 3TMKe, NnaHax ero paﬁom n TeK\/U.LeIZ AeATenbHOCTM PasMELLAEeTCA Ha O(I)VIU,VIHJ'IbHOM caitre YNONHOMOYEHHOro d)e,u,epaanoro opraHa VCMONHUTENbHOI BNacT B UHbOPMaLY-

OHHO-TeﬂeKOMMyHMKaU,VIOHHOVI ceTn «MHTepHeT» (fanee - ceTb «/IHTepHET») B YCTaHOB/IEHHOM UM NOPAAKE.

-

. 9Tnyeckas 3KCMEepTn3a, COCTaBNEHNE COBETOM MO 3TUKE 3aKMIOYEHMI O BO3MOXHOCTI UM HEBO3MOXHOCTI NPOBEAEHNS KIMHUYECKOr0 UCCNef0BaHNS 61OMEINLIHCKOrO KNETOYHOrO npoaykTa 1 HanpasneHme
3TUX 3aKMOYEHWIA B yﬂOﬂHOMOHeHHbM benepanbHblii 0praH UCNONHUTENLHO BNacTy OCYLLECTBNAIOTCA B CPOK, HE NPEBBLILLAIOLLNA TPUALATY paéoqle [Hel CO iHa nony4eHns COBETOM NO 3TUKE 3afiaHna ynonHOMO-

YEHHOro (hefepansbHoOro opraHa UCNONHUTENBHON BAACTU U HE0OX0aMMbIX AOKYMEHTOB, YKa3aHHbIX B MyHKTaX 1-11, 13 4actn 2 cTatbi 9 HacToALErO CDenepaanoro 3aKoHa.

©

. ﬂ,OK\/MEHTbI, coaepxat.necs B perncTpaunoHHoM fOCbE M NOCTYNMBLLME B COBET NO 3TVKE N4 NPOBELEHNS 3TU4ECKON AKCNEePTU3bI B LIENsX nony4yeHns paspelleHnd Ha npoBeAeHNE KINMHNYECKOro nccneosaHnsa

61OMEINLIHCKOrO KNETOYHOrO NpoAyKTa, noagnexar B03epaty B yFIOJ'IHOMOLIEHHbIVI denepanbHbili OpraH UCMOAHUTENLHON BAACTU.

Cratbs 15. 3Kcnepw|3a KayecTea 6uomep,v|um|cxoro KNeTo4YHoro npoAyKTa u 3kcnepTu3a AOKYMEHTOB Ang Noay4eHus paspelleHns Ha nposeAeHne KINMHUYEeCKOoro UccnefoBaHna 6MOMEIJ,IIII.|HHCKOFO KNeTo4yHoro npoAykta

. SKCI'IepTVISH kayecTsa GUOMEMLIMHCKOrO KNETOYHOrO NpoayKTa, 3kCnepT3a AOKYMEHTOB 418 NONY4EHNA Pa3peLLeHna Ha NPOBEAEHNE KNMHYECKOro UCCneoBaHng 61OMEANLIMHCKOr0 KNETOYHOr0 npoaykTa, co-
CTaBfIEHWE KOMUCCHEN IKCNEPTOB 3KCNEPTHOMO Y4pexneHna 3akno4eHmna 0 NOATBEPXAEHNN KadeCcTa 61OMEINLIMHCKOrO KNETOYHOrO npoZaykTa 1 BOSMOXHOCTW NPOBELEHNA €ro KNMHUYECKOro nccnefoBaHns unn
0 HENoATBEPXAEHNN Ka4yeCTBa 610MEANLMHCKOr0 KNETOYHOr0 npoaykTa 1 HEBO3MOXHOCTN NPOBELEHNA €ro KMMHNYECKOr0 NCCNEA0BaHUA, HanpaBneHe COOTBETCTBYIOLLErO 3akN4YEHUA B yFIOJ'IHOMOLIEHHbIVI de-
[iepanbHblii OpraH UCNONHUTENBHON BAACTU OCYLLECTBNAIOTCA B CPOK, HE NPEBbILLIAIOWNI CTa paéoqwx [IHel CO AHA nony4eHnsa 3KCNEPTHLIM YHPEXAEHNEM 3a4aHNF YNONHOMOYEHHOIO benepanbHoro opraHa uc-

NONHUTENBHON BNACTW C NPUAOXEHNEM HE0OX0aUMbIX AO0KYMEHTOB, YKa3aHHbIX B MyHKTaX 1-11, 13 4actn 2 cTatbi 9 HacToALErO Cl)enepaanoro 3aKOHa.

o

. B TeueHe wectuaecsTin pabounx AHEN CO Hs NOYYEHHs 3aABUTENEM OT SKCEPTHOMO YUPEXEHMS YBEAOMIEHHS O NONYYEHNM YKA3aHHbIM SKCIEPTHBIM YUPEXAEHUEM 3a[aHIS YTONHOMOYEHHOTO HEAePanbHOrO
OpraHa UCTONHUTENbHOM BNACTY, YKA3aHHOMO B YacTI 1 HACTOSLLEN CTaTbM, 3asIBUTENb NPEACTABASET B 3KCNEPTHOE YUPEXAEHIE st NPOBEAEHNS 3KCNEPTU3bI KAYECTBA BUOMEANLIMHCKOTO KIIETOHHOTO NPOAYKTa
06pa3Lipl BUOMEINLIMHCKOTO KIIETOYHOTO NPOAYKTA, KNETOYHON IMHM (KNETOUHBIX IMHIIA), MEAVUMHCKIX M3LENHiA, NeKapCTBEHHbIX NPENapaToB, BELIECTB, BXOASLLAX B COCTaB OUOMEINLMHCKOTO KIIETOYHOrO Npo-
[IyKTa, NPUMEHSIEMbIE MPVU NPOBEAEHUN KCNIEPTU3bI KAYECTBA GUOMEAMLIMHCKOO KNETOYHOrO MPO/YKTa NYTEM CPABHEHNS C HIUMM MCCNEZYEMOro 61IOMEANLIMHCKOTO KNIETOYHOMO MPO/YKTA, B KONMYECTBE, HEOOXO-

AVMOM N9 BOCNPOV3BEAEHNA METOLOB KOHTPONA Ka4eCTBa 610MEANLMHCKOr0 KNETOYHOr0 NnpoAaykTa, B nopaake, yctaHoBNEeHHOM YNONHOMOYEHHbIM denepanbHbIM OpraHoM UCMIONHUTENBHON BNACTY.

w

. Mpu nony4eHun oépaauoa 61OMEINLIHCKOrO KNETOYHOro npoaykTa 1 NHbIX 06{)33LLOB, YKa3aHHbIX B 4acT 2 HaCTOALLEN CTaTb, KCNEPTHOE Y4peXaeHNe BblAAET 3aABUTENIO JOKYMEHT, NOATBEPXAAIOLLMIA nony-

YeHue yKadaHHbIX oépaauoa, 11 B CPOK, HE MPEBbILLAIOLLMIA TPEX pa6owwx [OHelt Co AHs NnoNy4eHmsa ykadaHHbIX 06pa3u05, yBELOMNAET 06 atom yFIOJ'IHOMO‘{EHHbIVI denepanbHbili OpraH UCMOAHUTENLHON BAACTU.

~

. B Chy4ae, ecnm 3a9BNAEMbIV CPOK XPaHEHVS 61OMEINLIHCKOrO KNETOYHOrO npofykTa CoCTaBNAET MEHEE NAaTHaaLUaTh CyTOK, 9KCNepTM3a kaiecTsa 61OMEINLIHCKOrO KNETOYHOrO NPOoAYyKTa NPOBOANTCA B NOPALKE,
YCTaHOB/IEHHOM YNOJHOMOYEHHBIM denepanbHbIM OpraHoM UCMIONHUTENBHON BAACTW, KOMUCCUEN 3KCNEPTOB 3KCNEPTHOrO y4ypexaeHnd B MECTE NPON3BOACTBA 61OMEANLIHCKOr0 KNETOYHOr0 npogaykTa ¢ ucnonb-
30BaHneM OGODVAOBHHMR npou3BoanTeNd, NPy 3TOM 3aABUTENb B TEYEHME LLECTUAECATA paﬁo\mx [Hel CO aHs nony4eHnsa 0T IKCNEepPTHOro y4PEeXaeHUs, ykasaHHoro B 4actn 1 HacToALLer cTaTby, YBEAOMNIEHMA O
nony4eHnn M 3afaHnsg ynonHOMOYEHHOro benepansHoOro opraHa UCMONHUTENBHON BACTH YBELOMNAET IKCNEPTHOE YHPEXAEHNE O FOTOBHOCTU K NPOBELAEHMIO 3KCNEPTU3LI Ka4eCTBa 61OMEAVLMHCKOr0 KNeToy-

HOro NpoaykTa B MeCTe Npou3BoACTBa 610MEANLMHCKOr0 KNETOYHOr0 npoAaykTa.

o

. Yka3aHHble B 4acTsx 2 1 3 HaCTOsILLEN CTaTbi CPOK And NpeacTaBneHnd 3aasutenem 06pa3u05 61OMEINLIMHCKOrO KNETOYHOrO NPOAYKTA N UHbIX 06033\.[08 W CPOK yBELOMIEHNSA 9KCNEPTHLIM YHPEXAEHNEM 00 31OM

YNONHOMOYEHHOTO defepanbHoro opraHa UCMOHUTENLHOM BAACTY HE BKAIOYAIOTCS B CPOK NPOBELAEHNS AKCNEPTU3, NpenyCMOTPEHHBIX 4aCTbI0 1 HacTosLLelr CTaTby.

o

E SKCI'ISDTHbIM Y4pexneHnem n3 06pa3uoe KNETOYHON MMHIN (KNeTouHbIX J'IVIHVIVI)‘ NPEACTABNEHHBIX HA 3KCNEPTN3Y Ka4yecTBa 61OMEINLIHCKOrO KNETOYHOro npoaykTa, COCTaBNAETCA KONnekumnd noCTOAHHOro xpa-
HeHund 06D83LI,OB CTaHAAPTU30BAHHBIX KNETOYHbIX IMHUIA, GOPMUPOBAHIE, UCMONb30BAHNE, XPaHEHNE, YYET U YHUYTOXEHNE KoTopoin OCYLLECTBNAIOTCA B NOPALAKE, YCTAHOBNEHHOM YNOIHOMOYEHHbIM denepanbHbiM

OPraHoM UCMOAHUTENBLHOM BNACTY.

-

. ﬂ,OK\/MeHTbI, COAepxallmecs B pernctpaunoHHoM A0CkE 1 NOCTYNMBLLWE B 3KCNEPTHOE YYPEXIAEHNE ANA NPOBELEHNA COOTBETCTBYIOLLMX 3KCNEPTUS B LIENAX NONY4eHUA pa3peLleHns Ha NpoBEAEHNE KNMHUYECKOrO

1ICCNEL0BaHNS G1IOMEANLMHCKOrO KNETOYHOr0 NpPOoAyKTa, nognexar B03spary B \/I'IOJ'IHOMO‘-IGHHbIVI d)e,u,epaanbu?l opraH VCMONHUTENBHOI BNACTU OAHOBPEMEHHO C 3aKnto4eHnem no pedynbratam 3TUX IKCNepTu3.

Cratbs 16. Honyueuue ¥ OLieHKa 3aKN0YeHuii No pesynbTaTam 3KCNepTU3, NpoBeAEHHbIX B LieNSX BbiAa4u pa3peLueHus Ha nposeeHne KNMHUYecKoro uccneaoBanus 6v|ou|enuu,v|uckoro KNeTo4yHoro npoaykra
1. B CPOK, HE NPEBLILLAIOLLMA NATI pa6owwx [Hel CO AHs nony4eHns 3akno4eHna KOMCCUI 3KCNEePTOB IKCNEPTHOr0 Y4pexaeHnd, ykadaHHOoro B 4actn 1cTatbu 15 HacToALLErO CDenepaanoro 3aKOHa, 1 3aKnto4eHnsa
COBETa N0 3TKKe, ykadaHHOro B 4actn 7 cratbi 14 HacToALero CDenepaanoro 3aKOHa, yﬂOJ’IHOMO‘-{eHHbIVI benepanbHbii 0praH UCNONHUTENBHON BNacTH OCYLLECTBNAET OLEHKY MOCTYNMBLUNX 3aKMI04eHNI Ans onpe-

AENeHna 1x COOTBETCTBMA 3alaHWAM Ha NPOBEAEHNE COOTBETCTBYIOLLMX IKCNEPTU3 1 YBEAOMNAET 3aABUTENA B NUCbMEHHO GOPME 0 NPELCTABNEHHbIX N0 pesynbrataM NPpOBEAEHHBIX 3KCNEPTU3 3aKNOYEHNAX.

o

. Mpu Nony4eHNn 3aknio4eHns KOMUCCUM IKCNEePTOB IKCNEPTHOrO Y4PEeXAeHNA 0 NOATBEPXAEHNN Ka4yeCTBa 6110MeANLMHCKOr0 KNETOYHOr0 npoaykTa 1 BOSMOXHOCTW NPOBEAEHUA €r0 KNMHNYECKOro NCCneaoBaHms
1 3aKNnto4eHnda coseTa no 3T1ke 0 BOSMOXHOCTM NPOBEAEHNA KNMHWNYECKOr0 NCCNeA0BaHMa 6110MEANLMHCKOr0 KNETOYHOr0 npoaykra yﬂOﬂHOMOHeHHbIﬂ deniepanbHbli OpraH UCMOAHUTENLHON BAACTYA NPUOCTaHaB-
JMBaeT NposefeHne I'OC\/E,apCTBeHHOVI peructpauuu 61OMEANLIHCKOrO KNETOYHOr0 npoAaykTa Ao noga4n 3asasutenemM B yﬂOﬂHOMOHeHHbIVI denepanbHblii OpraH UCNONHUTENLHOI BACTI 3a59BNEHUA O BO300HOB-

e I'OCWJ,&DCTBGHHOI;I peructpauuu O1OMEANLIHCKOrO KNETOYHOrO npoaykra.

w

. Mpu nony4eHnn 3aknto4eHna KOMCCUM 3KCNEepToB 3KCNEPTHOrO YHPEXAEHNA O HENOATBEPXAEHNN Ka4eCTBa 61OMEANLIMHCKOrO KNETOYHOrO nNpoaykTa 1 HEBO3MOXHOCTN NPOBEAEHNA €ro KNMMHNYECKOro nccneao-
BaHWA UN 3aKNi0YEeHNA COBETA NO 3TUKE O HEBO3MOXHOCT NPOBEAEHNA KNMHUYECKOrO NCCNea0BaHma 6110MENLMHCKOr0 KNETOYHOrO npogaykra yI'IOJ'IHOMO‘-IeHHbIVI benepanbHblii OpraH UCNONHUTENLHOI BAACTY
NPUHAMAET peLleHne 0 NpekpaLLeHni I'OCy,U,apCTBeHHOVI pernctpauuu O1OMEINLIHCKOrO KNETOYHOrO npoaykTa nysegomnger 00 3TOM B NUCbMEHHOI bopme 3assuTens.

Cratbs 17. Pewenue 0 Bbijaye paspeLueHus Ha npoBefeHue KNMHUYeCKoro uccneaoBaHus 6MOMEAHI.|MHGKOFO KNeTo4YHoro npoAykra

1. Ona nony4yeHns paspeLlleHna Ha NpoBeAeHNe KNMHNYECKOoro nccnenosaHna 61OMEaNLIMHCKOrO KNETOYHOTO npoaykTa 3afaBuTesb, I'IO}'Iy‘-WIBU.IMVI B COOTBETCTBUM C YacTblio 1 cTaTh 16 HacTOALEr0
CDep,epaanoro 3aKoHa yBeoMJIEHNE 0 BbIHECEHUN NO pe3dynbTataM 3KCNEePTN3, ykadaHHbIX B MyHKTE 14act 1 cTatbn 12 HacTosLero (Deaepaanoro 3ak0Ha, 3aKto4yeHnsa KOMMCCMIN IKCNEPTOB
9KCNEPTHOro y4pexneHns o NOATBEePXAEHNN Ka4yeCTBa 61OMEAMLMHCKOrO KNETOYHOr0 npoayKkTa 1 BOSMOXHOCTV NPOBELAEHNA €70 KNMNMHWYECKOro NCCNELOBaHNA 1 3aKNo4eHna coBeTa no 3Tuke o
BO3MOXHOCTN NPOBEAEHNA KNMHNYECKOro NCCneaoBaHns 61OMEANLMHCKOTO KNETOYHOrO npoaykTa, npeacTaBnsaeT B yI'IOJ'\HOMO‘-IeHHbH;I (benepaanbn?l opraH MICNONHUTENBHOW BAACTY:

1) 3aqBneHme 0 Bblaaye paspeLLeHmns Ha NPOBELEHNE KNMHUYECKOTO UCCNEN0BaHNS 61MOMEINLIHCKOr0 KNETOYHOr0 npoaykTa;

2) 6DOLLIIODV nceneposareng, NpeacTasnaouyio co60i1 CBOAHOE N3NOXeHWe Pe3ynbTaToB AOKNMHNYECKOrO NCcneaosaHmns OMOMEINLIHCKOrO KNETOYHOrO NMPOAYyKTa W KNMHNYECKOro nccnefoBaHng BromeanLmH-
CKOro KneTo4Horo npoaykra;

3) cBeneHus 06 onbiTe paﬁOTbI vcenenosarenei no COOTBETCTBYIOLLWIM CNeLnanbHOCTAM M UX ONbiTe paﬁOTbl 110 NPOBEAEHWIO KMHUYECKNX UCCE0BaHNI 61OMEIVLMHCKMX KNETOYHBIX NMPOAYKTOB;

4) konuio forosopa 0053aTeNbHOr0 CTpaxoBaHma Xun3Hu, 340p0BbA NauneHTa, y4aCTBYIOLLEro B KINMHNYECKOM UCCNEA0BAHNN 61OMEINLIMHCKOrO KNETOYHOrO npoAaykTa (nanee - norosop 0053aTeNbHOr0 CcTpaxo-

BaHW4), KOTOPbIN 3aKMOYEH B COOTBETCTBIW C TUNOBLIMY NPasuiamm 0053aTeNbHOr0 CTpaxoBaHus Xn3Hn, 340p0BbA NaLMeHTa, y4aCTBYIOWEro B KNMHUYECKOM UCCNea0BaHnmn 61OMEANLIHCKOrO KNETOYHOr0 npo-

AyKTa, yTBepXaaeMbiMi Mpasutenbctom Poccuiickol CDGJJGDHLMM (nanee - TunoBLle Npasuna 0053aTeNbHOr0 CTpaxosaHus), ¢ YKa3aHnem CBEAEHNI O NPEeAENbHOM YUCNEHHOCTI NALMEHTOB, Y4aCTBYIOLLNX B KN~

HUYECKOM MCCneaoBaHun G1OMEAMLIMHCKOrO KNETOYHOr0 NPOAyKTa;



5) CBeAEHNst O MEANLIMHCKMX OpraHn3auusx, B KOTOPLIX NpeanonaraeTcs NpoBeAeHINe KIMHNYECKOro MCCNea0BaHms 61OMEINLIHCKOr0 KNETOYHOr0 npoaykra (NonHOE 1 COKpaLLEHHOE HaMEHOBAHNA, OpraHu3aLy-
OHHO-NpaBoBas Gopma, MECTO HAXOXAEHNS, MECTO OCYLLECTBNEHNA LEATENBHOCTH, TenedoH, Tenedakc, aapec ANEKTPOHHON NOYTLI, CBEAEHNS 00 akkpeauTalun Ha npaso NPOBEAEHNA KNMHUYECKKX NCCneso-

BaHU BUOMEINLIMHCKMX KNETOYHbIX MPOZYKTOB KaXA0! MEAMLIMHCKOR OpraHin3aLmi);

=

CBeeHnd 0 npeanonaragmMblx CpOKax NPOBEAEHNSA KNMMHNYECKOro MCCNea0BaHNa 610MEAVLMHCKOr0 KNETOYHOr0 NpoAyKTa;
7

PEKBM3NTLI ALOKYMEHTA, NOATBEPXAAIOLLErO ynnaty I'OC\/JJHDCTBSHHOVI MOLWW/MHLI 3a BblAa4y Pa3peLleHmnsa Ha NpOBEAEHNE KNMHNYECKOrO NCCNea0BaHna 6110MEANLMHCKOr0 KNETOYHOr0 npoAaykTa.
2.B CpOK, HE HpeBb\LIJaIOU.LVIVI naTn paéoqu [JHei CO aHs NPUHATAA YKa3aHHbIX B 4aCTh 1 HaCTOSALLEN CTaTbI 3aABNEHNS U AOKYMEHTOB, yFIOJ'IHOMOHeHHbH;\ (])enepaanbM opraH CNONHUTENBHON BRACTY:

1) nNpoBOAMT NPOBEPKY NOMHOTHLI M JOCTOBEPHOCTN CBEAEHNIA, coepxaLlunxca B npeacTaBNeHHbIX 3adBUTENEM LOKYMEHTAX;

o

NPUHAMAET PeLleHne O Bbihaye paspeLleHnsd Ha NpoBeAEeHNE KIMHNYECKOro MccneaosaHnsa 61OMEINLIMHCKOrO KNETOYHOrO npoaykTa nnm 00 0Tka3e B Bbifaye YKa3aHHOro paspeLeHns;
3
4

YBEOMIIAIET B MCbMEHHON GOPME 3asBUTENS O NPUHSATOM PELUEHNM (B CNy4ae NPUHSTIS PELIEHIs 00 0TKa3e C ykasaHneM NpUYMH Takoro 0Tkasa);

BbIAAET Pa3peLLEeHIe Ha NPOBEAEHNE KIMHNYECKOrO MCCNea0BaHNs GUOMEANLIMHCKOrO KNETOYHOrO npoaykTa B NOPAAKE, YCTAaHOBNEHHOM YNONHOMOYEHHBIM (henepanbHbIM OPraHoM UCMONHUTENBHON BAACTY.

w

. B Cny4ae BbIFBNEHNA HEMOHOTL! N HEAOCTOBEPHOCTH CBEaEHNIA, COZepXalLXca B NPeACTaBNEeHHbIX 3asBUTENEM JOKYMEHTaX, yﬂOﬂHOMOHeHHb\V\ q)euepaanbuZ opraH VICMONHNTENBHOI BNACTU Hanpaenser 3a-
ABUTENIO 3aNpoC 06 YTOYHEHUM YKa3aHHbIX CBEeHWI. [laHHbIl 3anpoc MOXeT ObiTb nepenaH ynonHOMO4EHHOMY NPEACTABUTENIO 3aABUTENA INYHO NOZ PaCNUCKy, HanpaeaeH No NoYTE 3akasdHbiM NCbMOM KN ne-
pefaH B ANeKTPOHHOM hopme M0 TENEKOMMYHUKALMOHHBIM KaHanam CBA3N. B Cny4ae HanpasfieHna 4aHHOro 3anpoca no noyte 3aka3HbiM NMCbMOM OH CHATAETCA NMONYHEHHbIM MO UCTEYEHW WECTH [Hel C AaThl Ha-

npasneHns 3akagHoro nucbmMa.

~

. 3asBuTenb 06513aH NpeacTaBuTb OTBET HA 3aNPOC YNOIHOMOYEHHOTO benepansHoOro opraHa UCNoNHUTENBHON BNACTY, yKaBaHHbM BYacTV 3 HacToALLEl CTaTby, B CPOK, HE NPEBbILLAIOLLNI AEBAHOCTA paﬁoqu [Hel
CO AHA NOoNy4yeHns AaHHOro 3anpoca. CDOK‘ yKaSaHHbIVI B 4aCTV 2 HACTOALLEN CTaTby, Np1OCTaHaBIMBaETCA CO AHA HANpPaBNeHMa 3aaBUTENIO 3anpoca ynoaHOMOYEHHOro benepanbHoro opraHa UCNONHUTENbHON

BNacTV 40 AHA NONy4eHnd UM 0TBETa Ha [DaHHbIi 3anpoc.

33

. OcHoBaHMAMM N5 0TKa3a B Bbldaye paspeLLeHna Ha NpoBeAeHNE KNMHUYECKOro NCCnefoBaHng 61OMEANLIHCKOr0 KNETOYHOrO NPOoAyKTa ABNATCA HeNpeaCTaBNEHNE B NOJHOM 0bbeme AOKYMEHTOB, yKa3aHHbIX B
yacTv 1 HacTosLLel CTaTby, HenpeacTaBneHne 3aaButenem B yCTaHOBJ’IeHHbH;\ CPOK 0TBETA Ha 3anNpOC YNOIHOMOYEHHOr0 cbeuepaﬂbHoro opraHa VCMONHUTENBHOI BNACTH, \/KaaaHHbIVI BYaCTW 3 HACTOSLLEN CTaTbK,

W HECOOTBETCTBME COAEPXaHMA NPEACTABNEHHbIX 3afBUTENEM JOKYMEHTOB TpeboBaHMaM HacToswero GefepansHoro 3akoHa.

Cratbs 18. 3KCHepTM3a addekTuBHOCTH 6VIOMEAMI.WIHCKOTO KNeTo4YHOro NpoAykTa U akCnepTu3a OTHOLIGHHUS 0XWAAEMON NOMb3bI K BO3MOXHOMY PUCKY NPUMEHEHNS 6HDMEIJ,IIII.|VII|CKOFD KNeTo4yHoro npoAykTa

. Skcnepmaa 3 deKTMBHOCTY 61OMEANLIMHCKOr0 KNETOYHOro NpOoYyKTa 1 3KCnepTn3a OTHOWEHNS 0XMAaeMON Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS 6110MEANLMHCKOr0 KNETOYHOrO npoaykTa, coctaBnexHne
KOMUCCUEN 3KCNEPTOB 3KCMEPTHOro y4pexaeHuns 3aKII04EHMI N0 WX pesynbTatam 1 HanpaeneHe 3TuX 3aKII04EHNI B \/I'IOJ'IHOMO‘-IGHHbIVI benepanbHblii 0praH UCNONHUTENBHO BAACTV MPOBOAATCS B CPOK, HE MPe-
BbILLAIOLLMN [BafLATY NATH paéowwx [IHel CO s NoNy4eHna 3KCNEePTHLIM y4pEXAEHUEM COOTBETCTBYIOLLETO 3aaHunsa ynoJHOMOYEHHOTO (benepanbHoOro opraHa UCMONHUTENLHON BAACTY C [LOKYMEHTamK, ykasaH-
HbIMW B NMyHKTaX 1 -5, 13 yacTu 2 cTaTby 9 HacToALLErO CDenepaanoro 3aKOHa, 1 0T4eTOM O NPOBELAEHHOM KIMHUYECKOM UCCNEA0BAHNN 61OMEANLIMHCKOrO KNETOYHOr0 npoaykra.

2. [ng nposesenua YKa3aHHbIX B 4acTn 1 HacTosLLel CTaTbi 3KCMEPTN3 3asBUTENb NPEACTABNAET B \/I'IOJ'IHOMO‘-IEHHbIVI denepanbHbili 0praH UCMOAHUTENLHON BAACTY:

1) 3aqBnenne o BO306HOBNEHUN I'OC\/JJHDCTBSHHOVI perucTpauunm 61OMEANLIHCKOr0 KNETOYHOr0 npoZaykTa 1 NpoBEAEHNN yKadaHHbIX B 4aCTh 1 HacTosLLel CTaTbl 3KCNEPTH3;

o

NPOEKTbl MAKETOB I'IepBW-lHOVI YNakoBKu n BTODMHHOVI ynakoBku 61OMEINLIHCKOrO KNETOYHOr0 npozaykTa, npn Heo6xoaMMOoCTH ﬂ,Opa@OTaHHble no pesynbratam NPOBEAEHHOIO KNMHNYECKOro UCCNeaoBaHmsa 6vo-

MEAMLMHCKOr0 KNeTo4HOro npoaykTa;

L

OT4YET 0 NPOBEAEHHOM KNMHNYECKOM UCCneLoBaHmn 610MEANLMHCKOr0 KNETOYHOr0 NpoAyKTa;
4

NPOEKT MHCTPYKLN NO NPUMEHEHWIO 6110MEANLMHCKOrO KNETOYHOro npoaykTa, npu Heo6xoaMMocTH ﬂ,Opa@OTaHHbIVI no pesynbratam NPOBEAEHHOIO KNMHWYECKOro nccneaoBaHnsa 6110MEAVLMHCKOr0 KNETOYHOro

npoaykTa;

o

PEKBU3NTEI LOKYMEHTOB, NOATBEPXAAIOLLMX ynnaty I'OCy,U,apCTBeHHOl?I NOLUNMHBI 32 NPOBELEHNE IKCNEePTU3bl S(I)Q)GKTMBHOCTM 61OMEINLIMHCKOrO KNETOYHOr0 NpoaykTa 1 9KCNepTU3bl OTHOLLEHUA 0X1aaemoin
noNb3bl K BOSMOXHOMY PUCKY NPUMEHEHNS 61OMEINLIMHCKOrO KNETOYHOr0 npoaykta npu I'OCy,ELapCTBeHHOI?\ peructpauun 61OMEAVLMHCKOrO KNETOYHOro npogaykra. 3assutens Bnpase npeacTaBuTb Mo c0b-
CTBEHHOW MHMLMATVBE YKa3aHHble JOKYMEHTHI. B Cly4ae UX HenpeacTasneHnsa yFIOJ'IHOMOHeHHbM denepanbHblii 0praH UCMOHUTENBHON BAACTV NPOBEPSET HakT ynnatel rocyuapcheHHoM MOLWMHBI HA OCHOBAaHUK
NPEACTABNEHHbIX 3aABUTENEM DEKBI3UTOB JOKYMEHTOB, NOATBEPXAAIOLLMX €€ ynnaty, C UCNoNb30BaHNEM VHbOpPMALK 00 ynnate FOC\/ﬂapCTBeHHOVI NOLLAVHBI, COAepXalLeics B Focy,u,apoTBeHHoM MHGOpMALN-

OHHOW cucTeme 0 rOCYAAPCTBEHHbLIX M MyHULIMNANBHBIX NaTexax.

w

. B cpok, He npeBbiLaiowyii Nt paboynx aHei CO AHA NPUHATS 3asBAEHNS O BO30OHOBAEHUI rOCYAAPCTBEHHOI perncTpaumin 61oMeanLHCKOro KNeTOYHOr0 NPOAYKTA C JOKYMEHTaMK, ykasaHHbIMU B 4acTsX 11
2 HACTOALLEN CTaTbI, YNONHOMOYEHHBIA GeaepanbHbI OpraH MCNIOAHUTENbHOM BNaCcTH:

1) NPOBOANT NPOBEPKY NOAHOTHI 1 LOCTOBEPHOCTM AaHHbIX, COAEPXALUMXCS B MPEACTABAEHHOM 3asBITENEM OTHETE O NPOBEAEHUN KIMHUYECKOTO MCCAEA0BAHNS GIOMEANLIMHCKOrO KNETOYHOr0 NPOAYKTa;

2

NPUHUMAET pPeLLeHne o BO30OHOBNEHMN FOC\/ﬂ,apCTBGHHOVI peructpauun 61OMEANLIMHCKOrO KNETOYHOr0 NPOAYyKTa 1 NPOBEAEHNMN YKa3aHHbIX B HaCTh 1 HacTosLLel CTaTby KCNepTn3 nnn 00 0Tka3e B BO306HOB-

e I'OCWJ,&DCTBGHHOI;I peructpauuu O1OMEANLIHCKOrO KNETOYHOrO NPOoAyKTa 1 NPOBELEHNN yKa3aHHbIX 3KCNEPTU3;

L

YBEAOMNAET B NUCbMEHHO GOPME 3aABUTENS O NPUHATOM PELLEHN (B Cnyyae npuHATUA peLLeHms 00 0Tkase - ¢ YKa3aHWEM NPUYMH Takoro oTKasa).

~

. B CNy4ae BbIBNEHNA HEMONHOTLI UM HELOCTOBEPHOCTN CBEEHWI, COAEPXaLLVXCS B NPEACTaBNEHHbIX 3asBUTENEM [HOKYMEHTaXx, yﬂOﬂHOMOHeHHbIVI denepanbHbiii OpraH UCNONHUTENBHON BNACTV HANPaBAseT 3a-
AABUTENIO 3aNpoC 06 YTOYHEHUM YKa3aHHbIX CBEeHWI. [laHHbIl 3anpoc MOXeT 6ObiTb nepenaH ynonHOMO4€HHOMY NPEACTABUTENIO 3aABUTENA INYHO NOZ PaCnUCKy, HanpaeaeH No NOYTE 3akasdHbiM NCbMOM KN ne-
pefaH B ANEKTPOHHOM hopme M0 TENEKOMMYHUKALMOHHBIM KaHanam CBA3N. B Cny4ae HanpasfieHna 4aHHOro 3anpoca no noyte 3aka3HbiM NMCbMOM OH CHATAETCA NMOYHEHHbIM MO UCTEYEHW WECTH [Hel C AaThl Ha-

npasneHns 3akagHoro nucbmMa.

o

. 3asBuTenb 06513aH NpeacTaBuTb OTBET HA 3aNPOC YNOHOMOYEHHOTO benepansHoOro opraHa UCNONHUTENBHON BNACTY, yKaBaHHbM BYaCTV 4 HACTOALLEN CTaTbK, B CPOK, HE MPEBBILLAIOLLNI AEBAHOCTA paﬁoqu [Hel
CO AHA Nony4yeHns AaHHOro 3anpoca. CDOK‘ yKaSaHHbIVI B 4aCTW 3 HACTOALLEN CTaTbU, NpP1OCTaHaBIMBAETCA CO AHA HANPaBNeHMa 3asBIUTENI0 3anpoca ynoaHOMOYEHHOro benepanbHoro opraHa UCNONHUTENbHON

BNacTV 40 AHA NONy4eHnd UM 0TBETa Ha [DaHHbIi 3anpoc.

=2

. OcHoBaHWeM s 0Tkada B BO30OHOBNEHIN FOCWJ,apCTBeHHOl?I peructpauun 61OMEAVLIMHCKOr0 KNETOYHOr0 npoaykTa 1 NpoBEAEHNN YKa3aHHbIX B 4aCTu 1 HacTosILLEl CTaTbl 9KCNEePTU3 ABNAETCA NPEACTABNEHNE
[OKYMEHTOB, YKa3aHHbIX B 4aCTAX 111 2 HacTosILLEN CTaTbI, B HENONHOM OObEME, HenpencTasneHne 3adasutenem B yCTaHOBJ’IeHHbIVI Cpok 0TBETA Ha yKaSaHHbIl?I B 4acTu 4 HacTosLLel CTaTby 3anpoc ynonHOMO4eH-
HOro GefepansHOro OpraHa UCMOAHUTENLHON BAACTI mbo OTCYTCTBME B NPELCTaBNEHHbIX AOKYMEHTaX MCHEePMblBAIOLLEro NepeyHs HeobxoaumMoi VHbOPMaLWK, KOTOpas JONXHA ObiTb OTPaxeHa B HWX, a Takxe OT-
cyTcTeue MHGOPMALK, NOATBEPXAAIOLLEN hakT ynnarbl FOCyﬂ,apCTBeHHOVI NOLLMHbI 32 NPOBEAEHIE 3KCNEPTU3bl 3DDEKTUBHOCTH 61OMEINLIHCKOr0 KNETOYHOrO NMPOAYKTa 1 9KCNEepTU3bl OTHOLWEHNS 0Xuaaemon

NONb3bl K BOSMOXHOMY PUCKY NPUMEHEHNA O1OMEANLIHCKOrO KNETOYHOrO npoaykTa npu FOC\/ﬂapCTBeHHOV\ perncTpauunu 61OMEANLIMHCKOr0 KNETOYHOr0 npoAaykTa.

-

. 3KCI'I€pTVI3a 3 dexTMBHOCTH 61OMEINLIMHCKOrO KNETOYHOr0 NpoaykTa 1 3KCNepTi3a OTHOLLEHNA 0X13EMON NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHNA 61OMEANLIHCKOrO KNETOYHOr0 nNpoaykTa, B OTHOWEHUN
KOTOPOro NpoBefeHbl MEXAYHaPOAHbIE MHOTOLEHTPOBbIE KNMHWUYECKNE NCCNel0BaHNS, 4aCTb U3 KOTOPLIX NPOBELEHA B Poccwiickoit CDenepaLuAM, OCYLLECTBNAOTCA Ha OCHOBaHWW AOKYMEHTOB, YKa3aHHbIX B MyH-

ktax 1-6, 8,9, 121 13 yacti 2 ctatbyn 9 HacTosLero PeaepanbHOro 3ak0Ha, B CPOK, Yka3aHHbIA B 4acTi 1 HACTOALLEN CTaTby.

Crarbst 19. MoTopHOE NpoBefeHne GoMesMLMHCKOI 3KCNEpTU3bl GMOMEANLIMHCKOrO KNIETOYHOTO NPOAYKT U (MNK) 3THYECKOI 3KCNEepTU3bl
1. B cnydae Hanmums B 3aKI0YEHIM KOMUCCIM SKCIEPTOB KCTIEPTHOO YYPEXIEHMS MW COBETA NO 3TVKE NPOTUBOPEUMBLIX AaHHbIX, HEOBOCHOBAHHBIX 11 (M111) HEMOMHbIX BHIBOZOB, GanbCHpIKaLMM BEIBOAOB GOME-
[IVLMHCKOW 3KCNIepTM3bl GMOMEAMLMHCKOrO KNETOYHOTO MPO/YKTA U (M) STUYECKON SKCNEPTU3bI, COKPBITUS OT YONHOMOYEHHOO heAepanbHOr0 OpraHa UCTONHUTENbHO BAACTI OCHOBaHMIA A 0TBOAA 3KCepTa

BCNEACTBIE €ro 3aMHTEPECOBAHHOCTW B PE3YNbTaTax COOTBETCTBVIOLLLSVI 9KCNEePTU3bI, HANMYMA AaHHbIX O NPAMOM 160 KOCBEHHOM BMELLATENLCTBE B npouecc COOTBeTCTBy)OLU,eV\ 9KCNepPTU3bl INLL, HE Y4aCTBYIOLLMX



B €€ NPOBELEHNN, HO OKa3aBLUMX BNIMAHWE HA NPOLLECC W pe3ynbTaTbl €€ NPOBEAEHNA, YTONHOMOYEHHBIM denepanbHbIM OpraHoM UCNONHUTENBHO BAACTI HA3HA4aIoTCs NOBTOPHAN 61omeamnumHeKas akcnepTn3a

OMOMEINLIHCKOrO KNETOYHOrO npoaykTa u (1) NOBTOPHAS 3TMYECKas 3KCnepTI3a. 06bem NOBTOPHO 3KCNEPTN3bl ONPeLenseTcs YNONHOMOY€EHHBIM benepanbHbiM OpraHoM UCMONHATENBHON BNACTU.

o

MosTopHas 61nomeamLmHeKas akenepTmn3a 61OMEINLIMHCKOrO KNETOYHOr0 NnpoaykTa npoBOANTCA B CPOK, \/CTaHOBJ'IeHHbIVI YNOMHOMOYEHHbIM denepanbHbIM OpraHoM UCNONHUTENBHON BAACTU U HE NPEBILLAIOLLMNA
CTa pa6owwx [OHei o aHs Nnony4eHnsa IKCNepPTHbIM y4YpexaeHnem 3aiaHna Ha NpoBeLeHne I'IOBTODHO\;\ 61oMeaNLIMHCKOI 9KCNepTn3bl 61OMEINLIMHCKOrO KNETOYHOrO NPOoAYKTa, a NOBTOPHAA 3Tnyeckasa akcnep-

T3a - B CPOK, HE NPEBbILLAIOLMIA NFTHAALATY pabowwx [OHelt Co AHs nony4eHns COBETOM MO 3TWKE 3aaHnA Ha NPOBEAEHNE NOBTOPHOW 3TU4ECKOI 3KCNEPTH3bI.

w

SKCI'IeprI KOMWCCUM 3KCNEPTHOr0 Y4PEXAEHNA N YNEHbI COBETA MO 3TWKE, B OTHOLIEHWN KOTOPLIX YCTAHOB/IEHbI 00CTOATENLCTBA, YKa3aHHbIe B HaCTh 1 HacTOALLEN CTaTby, HE A0NyCKaloTCA KMPOBEAEHMIO MOBTOPHbIX

3KCnepTm3.

~

. ®uHaHcoBOe 0becneyeHne nposenexns I'IOBTOpHO\;\ 61oMeaNLIMHCKOI 9KCNepTmn3bl 61OMEINLIMHCKOrO KNETOYHOrO NpoAykTa OCYLLECTBNAETCA 3a CHET CPEACTB, NONY4EHHbIX SKCNEPTHLIM Y4PEXAEHNEM OT MPUHO-

CALLE AOX0S AEATENBHOCTH.

Cratbs 20. Pewenue o rocynachseHHoﬁ peructpauumn 6MOMEAHI.|MHGKOFO KNeTo4yHoro npoAykra

1. B CPOK, He NpeBbILaoLwi naTi paﬁo‘mx [IHel CO fiHA nony4yeHns 3aKII04EHNIA KOMIUCCIN IKCNEPTOB 3KCMEPTHOrO Y4pEXLEHNA NO pe3ynbTatam IKCNepTn3bl 3 dekTMBHOCTM 61OMEANLIHCKOr0 KNETOYHOr0 npo-
AyKTa 1 3KCNEPTU3bl OTHOLLEHUA 0X12emMON NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS O1OMEINLIHCKOrO KNETOYHOrO npoaykTa, \/I'IOJ'IHOMO‘-IEHHbIVI denepanbHbili OpraH UCMOAHUTENLHON BAACTY:

1) 0CyLLeCcTBNAEeT OLEHKY NOCTYNUBLLKX 3aKII04EHNI NO pesynbratam NpoBEAEHUA yKa3aHHbIX 3KCNEPTU3 And onpeLeneHna COOTBETCTBMA 3THX 3aK/I04EHNI 3alaHuI0 Ha NPOBELEHNe YKa3aHHbIX 3KCNepTuns;

2) NPUHUMAET peLlexne o FOCyﬂ,apCTBeHHOVI peructpauun 61OMEINLIMHCKOrO KNETOYHOrO npoaykTa unu 00 0Tkase B FOCWJ,apCTBeHHOVI peructpauuu 61OMEaNLIHCKOrO KNETOYHOrO npoaykTa;

3) BHOCUT NPW NPUHATAN PELLUEHNA O I'OCy,ELapCTBeHHOI?\ perncTpaumnu 61OMEANLIMHCKOrO KNETOYHOro npoaykTa AaHHble 0 3aperncTpupoBaHHOM 61OMEANLIMHCKOM KNETOYHOM NPOAyKTE B I'OCy,ELapCTBeHHbIl?I peectp
61OMEAMLMHCKNX KNETOYHbIX NPOAYKTOB 1 BbIAAET 3aABUTENIO PETNCTPALIMOHHOE YI0CTOBEPEHNE 61OMEAVLIMHCKOrO KNETOYHOr0 npoAaykTa, cbopma KOTOPOro yTBepXnaeTcs ynonHOMOYEHHbIM (])eﬂ,epaﬂbelM op-
raHOM UCNONHUTENLHOI BNACTI, COMNAcoBaHHbIE Cneundukaumio Ha 61OMEVLMHCKNIA KNETOYHBIA MPOAYKT, NHCTPYKLMIO NO NPUMEHEHWNIO 61OMEANLIMHCKOr0 KNETOYHOr0 npoaykTa, HOpMaTVBHYIO AOKYMEHTALMIO
Ha 610MeMUMHCKNIA KNETOYHBIA MPOAYKT U B CNy4ae NPUHATAS PELLEeHNA 00 0Tkase B I'OC\/,D,aDCTBeHHOVI perncTpauunu 6110MEANLMHCKOr0 KNETOYHOro npoaykTa yeLoMNaeT 00 3TOM B NMUCbMEHHOM dopme 3as-

BUTENA C YKa3aHNEM NPUYMH TaKOro 0Tkasa.

o

. OcHoBanmem ons NPUHATAA YNONHOMOYEHHbIM denepanbHbiM OpraHoM UCMOAHUTENBHOM BNACTV PELLEHNS 00 oTKase B I'OC\/E,apCTBeHHOVI peructpauun 61OMEINLIMHCKOrO KNETOYHOro npoaykTa ABNAETCA BblHE-
CEHHOE N0 pe3dynbTataM 3KCNepTn3, ykadaHHbIX B 4aCTh 1 cTatbu 18 HacTosLErO CDeﬂepaanoro 3aKOHa, 3aK/io4eHe KOMUCCHM 3KCNEPTOB IKCNEPTHOTO Y4PEXAEHNA 0 TOM, HTO 3 dEKTUBHOCTD PErncTpupyemoro
O1OMEANLIHCKOrO KNETOYHOrO NpOoayKTa He NoATBEPXAEHa NONy4YEHHBIMW AaHHBIMU MU PUCK NPUYMHEHUA BpeAa 300PO0BbIO YenoBeka BCNeACTBNE NPUMEHEHNA 610MEeAMLMHCKOr0 KNETOYHOro NPOAYyKTa NPEBbI-

WaeT 3GEKTUBHOCTb €70 NMPUMEHEHIS.

Cratbs 21. PerucTpaumonHoe YAOCTOBEpeHue GMOMEANLIMHCKOTO KNIETOYHOTO npoaykra

. PernctpauvonHoe YAOCTOBEPEHNE 61OMEINLIHCKOr0 KNETOYHOr0 npoaykTa Ha BnepBbie DeFMCTpMpyeMbIVI 8 Poccwiickoi (‘Denepaumm 61OMEVLMHCKNIA KNETOYHBIR NPOLYKT BblAAETCA CO CPOKOM [eiCTBUSA NATL

NeT.

o

Mo ncreyerun YKa3aHHOro B 4actu 1 HaCTOALLEN CTaTbh CPOKA CPOK AENCTBIS PErNCTPALMOHHOO YAOCTOBEPEHNA 61OMEINLIMHCKOrO KNETOYHOrO NPOoAyKTa NPOANEBAETCA KaXAble NATb NET NPK YCNOBUM NOA-

TBEPXAEHNA ero I'OC\/,ElapCTBeHHOV\ perncTpauunu.

w

B Clly4yae BHeCeHMs B COOTBETCTBIM CO cTatbelt 23 HacToALLEero CDeuepaanoro 3aKOHa B JOKYMEHTbI, CoAepXalLnecs B pErmcTpaunoHHOM 0Cbe Ha 3aPErncTprpOBaHHBLIN 61OMEaNLIMHCKMIA KNETOYHBIA MPOAYKT,
VI3MEHEHWIA, 3aTparvBatoLLmX CBEAEHNS, OTPaXEHHbIE B PEMUCTPALMOHHOM YAOCTOBEPEHWUN 61OMEINLIMHCKOrO KNETOYHOrO npoaykTa, \/I'IOJ'IHOMO‘-IEHHbIVI benepanbHblii OpraH UCMOAHUTENLHON BNACTY BbIAAET

HOBOE perncTpauioHHoe yaoCToBepeHne 6110MEANLMHCKOr0 KNETOYHOr0 npoAaykTa ¢ y4eToM N3MEHEHUN.

E

3a Bblia4yy perncTpawuoHHoro yaocToBepeHms 61OMEINLIMHCKOr0 KNETOYHOrO npoaykTa B3MMaeTCa rocyaapcTseHHas nowwnmHa B pasMepe 1 nopsaake, KoTopble YyCTaHOBNEHb! 3aKOHOAATENbCTBOM Poccuiickoit

®enepaumm o Hanorax 1 cBopax.

o

OpraHn3aums, Ha MMs KOTOPOIA BbAAHO PErMCTPALMOHHOE YAOCTOBEPEHME GMOMEAMLMHCKOO KNETOYHOTO NPOAYKTa, ABNSETCS BAaAENbLEM PErMCTPALMOHHONO YA0CTOBEPEHNS GYOMEANLIMHCKOTO KNETOYHOrO
npoaykTa.

o

B cnyyae yrpaTbl Un NOBPEXAEHNS PErNCTPALIMOHHOTO YAOCTOBEPEHNS GOMEAMLIMHCKOrO KNETOYHOrO NPOAYKTA N0 MMCbMEHHOMY 3asIBNIEHIO BAaZeNbLi PErNCTPALIMOHHOTO YAOCTOBEPEHNS BIOMEAULIMHCKOrO
KNETOYHOrO NPOZYKTa WA YNONHOMOYEHHOTO MM LA O Bbifaye Aybankata perucTpaumoHHOr0 YA0CTOBEPEHUS BUOMEANLIMHCKOrO KNETOYHOrO NPOAYKTa YNONHOMOYEHHbIV heaepanbHblit OpraH UCNONHUTENLHON
BNACTV B CPOK, HE NPEBbILLAIOLLMA AECATI paboymX AHEN CO [IHS NOCTYNAEHS TaKoro 3asBAEHMS, BbiAaeT Ay6ankaT perncTpaumoHHOro YA0CTOBEPEeHNs G1OMEAMLMHCKOrO KNETOYHOr0 NPOAYKTa. 3a Bblaady ay-
6ankaTa perncTpaLroHHOro YOOCTOBEPEHUA 61OMEANLIHCKOrO KNETOYHOr0 NPOLYKTA B CBA3V C YTPATON UM NOBPEXLEHNEM AAHHOTO PETUCTPALIMOHHOO YAOCTOBEPEHWS B3MMAETCS rOCYAapCTBEHHAR NOLLNHA

B pa3mepe 1 nopsaake, KoTopble yCTaHOBNEHbI 3aKOHOAATENbCTBOM Poccuiickon CDenepaLuAM O Hanoraxu CﬁOan.

Cratb 22. MoaTeepxpexue rocynapcmeunoﬁ perucTpayumn 6v|omenuu,uuckoro KNeTo4yHoro npoaykra

. Noatsepxaexue I'OC\/,ELapCTBeHHOV\ peructpaumn 61OMEANLMHCKOrO KNETOYHOrO NPoAyKTa OCYLLECTBNAETCA NPW BblAa4€e PErncTpaLMoHHOro yaoCTOBEPEHNS 61OMEINLIMHCKOrO KNETOYHOrO npopaykTa B cnyyae,
YKa3aHHOM B 4aCT 2 CcTaTbit 21 HacTosLLero lDe,u,epaanoro 3aKOHa, B CPOK, HE NPEBLILIAIOLLMA eBAHOCTA paﬁoqu [IHel CO fiHe nony4eHns ynonHOMO4EHHbIM benepanbHbM 0praHoM UCNONHUTENBHO BNACTV 3a-
AIBNEHNA O NOATBEPXAEHNN I'OC\/,D,apCTBeHHOVI peructpauuu 61OMEANLIHCKOr0 KNETOYHOro NPoAyKTa C ykadaHMem B HeM PEKBU3NTOB AOKYMEHTA, NOATBEPXAAIOLLErO ynnaty FOC\/ﬂaDCTBeHHOV\ NOLUNMHDBI 3a NoA-

TBEPXAEHNE I'OC\/E,apCTBeHHOVI peructpauun 61OMEINLIHCKOrO KNETOYHOrO npogaykra.

o

Moatsepxaenue FOCyﬂ,apCTBEHHOVI peructpauumn 61OMEINLIMHCKOrO KNETOYHOrO npoaykTa OCYWeCTBNAETCA N0 pedynbTataM 3KCNepTu3bl OTHOLIEHUA 0XM1aeMON NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA 6no-
MEAMUMHCKOro KNeETO4YHOro NpoaykTa, NPOBOAMMON Ha OCHOBAHWM IAHHbBIX MOHUTOPWHTa 6e30nacHOCTV G1OMEAMLMHCKOrO KNETOYHOrO npoaykTa, 0CyLWeCTBNAeMOro snasfenblem perncTpaunoHHoro yoocTose-
peHusa OMOMEINLIHCKOrO KNETOYHOrO npoaykra n denepanbHbiM OpraHoM UCNONHUTENBHON BNACTH, OCYyLLECTBNAOLLM (D\/HKIJ,VIVI M0 KOHTPOO 1 HaA30py B cdepe 3ApaBOOXPaHEHMs, B COOTBETCTBUM CO CTaTbEN
41 HacToslero CDeJ:Lepaanoro 3aKOHa, a TakXe 3KCNepTu3kbl kayecTsa 6110MeMLMHCKOr0 KNETOYHOr0 npoaykTa, NPOBOAMMON B CNy4ae BHECEHNA U3MEHEHUI B HOPMaTUBHYIO JIOKYMEHTALIMIO Ha BromeanUmMHCKmiA

KNETOYHbIN NPOLYKT.

w

K 3asBnenmio o NOATBEPXAEHNN I'OC\/JJHDCTBSHHOIZ peructpauun 61OMEaNLIHCKOrO KNETOYHOrO npofaykTa npunaraloTca AOKYMEHT, CO,E(ED)KHLU,VII?I pe3ynbratbl MOHUTOPUHIA 6e30nacHOCTM BUOMELMLIMHCKOrO Kne-
TOYHOro NPOAyKTa, OCYLLECTBNAEMOrO BNafebLeM PErMCTPALMOHHOMO YLOCTOBEPEHUA 61OMEINLIHCKOrO KNETOYHOrO npoAaykTa, no bopme, yCTaHOBﬂeHHOV\ YNONMHOMOYEHHbIM defepanbHbIM OpraHoM UCMONHK-

TESIbHO BACTH, W KONWS INLIEH3NM HA 0ocyulecTBneHune fedTenbHoCT No NPOM3BOACTBY B1OMEIMLMHCKMX KNETOYHBIX MPOAYKTOB.

En

HopmatusHas [OOKYMEHTaLmsa Ha 61OMEAVLMHCKNIA KNETOYHBIA NPOAYKT, NPOEKT MHCTPYKLWW NO NPUMEHEHMIO 61OMEANLIHCKOrO KNETOYHOr0 NpoAyKTa, NPOEKTHI MakeToB nepBI1YHON YNakoBku n BTOPWYHON yna-
KOBKY G1IOMEAMLIMHCKOrO KNETOYHOr0 nNpoayKTa npunaraloTca K 3aaBNeHno 0 NOATBEPXAEHNN I'OC\/,D,apCTBeHHOVI perncTpauunu 61OMEANLMHCKOrO KNETOYHOr0 NpOoLyKTa TONIbKO B CNy4vae, €Can B HUX BHOCATCA 13-

MEHEeHUd.

o

C 3asBnexrem o NOATBEPXAEHNN FOC\/ﬂapCTBeHHOVI perncTpauunu 61OMEINLIHCKOrO KNETOYHOrO nNpofaykTa nasfenel perncTpauyioHHoro yaocToBepeHms 61OMEINLIMHCKOrO KNETOYHOrO npopaykTa Bnpase no c0b-
CTBEHHOW MHLMATUBE NPEACTaBUTL AOKYMEHT, NOATBEPXAAIOLLMA ynnary FOCyﬂ,apCTBEHHOVI MOLMHbI 38 NOATBEPXAEHNE I'OC\/LLapCTBeHHOV\ peructpaumu 61OMEANLIMHCKOrO KNETOYHOr0 npoaykra. B Cny4ae He-
NPEACTaBNEHNA YKa3aHHOI0 JOKyMEHTa yFIOJ'IHOMOHeHHbM benepanbHblli 0praH UCNOHUTENBHO BAACTI Ha OCHOBAHWV NPEACTABNEHHbIX BNAIeNbLEM PErMCTPALMOHHOTO YOOCTOBEPEHUA 61OMEeaVLIHCKOrO Kne-
TOYHOro NpoAykTa PEKBM3UTOB yKa3aHHOro A0KYMEHTa NpoBepseT dakr ynnatel I'OC\/E,apCTBeHHOVI MOLLAMHbI C UCNONb30BaHNEM MHDOPMALIN 00 ynnate rocyaapCTBEeHHbIX MOLNH, Coepxatleics B Focyuap-

CTBEHHOM NMHOOPMALIMOHHOM CUCTEME O rOCYAAPCTBEHHBIX N MYHULNABHBIX NAaTEeXax.



6. B TeyeHue pecatun paéoqu [IHEl CO AHS NPUHATUA 3aABAEHNS O NOATBEPXAEHUN I'OCy,U,apCTBeHHOVI perncTpauumu O1OMEINLIHCKOrO KNETOYHOrO npoaykTa 1 LOKYMEHTOB, yka3aHHbIX B 4aCT 3 HacTosLLel cTaTby,

YNONHOMOYEHHBIN heaepansHblil 0praH UCNONHUTENLHO BAACT:

nNpoBOAMT NPOBEPKY NOMHOTHI M JOCTOBEPHOCTN CBEAEHNI, COLEPXALLMXCS B NPELCTABAEHHbIX 3a9BUTENEM AOKYMEHTAX;

LS

HanpaengeT B tbeuepaanbu?l opraH VICMONHUTENBHOI BNACTH, OC\/U.LeCTBJ'IHIOIJ.lI/IIZ (D\/HKIJ,VIVI N0 KOHTPONIO 1 HaA30py B ccj)epe 3ApaBoOOXpPaHeHNs, 3anpoc 0 NPeaCTaBNEHNN PE3YNbTATOB MOHUTOPUHIa 6e30nacHocTn

61OMEINLIMHCKOrO KNETOYHOrO nponaykTa, KOTODbIVI [LOMXeH ObITb UCMIONHEH B TEYEHNE NATI pa6owwx [Hei CO oHs ero nony4eHns;

)

NPUHAMAET peLleHne 0 nposeaeHnn nnn 06 oTkase B NPOBELEHNN IKCNEPTN3bI OTHOLEHNS 0X1AEMON M0Ab3bl K BO3MOXHOMY PUCKY NPUMEHEHNA 61OMEAVNLMHCKOr0 KNETOYHOro NPOAYKTA, a TaKXe KCNepTn3bl

kayecTsa H1OMEINMLIMHCKOTO KNIETOYHOTO MPO/IYKTa, NPOBOAMMON B C/y4ae BHECEHMSI U3MEHEHNIT B HOPMATUBHYIO JOKYMEHTALMIO Ha BUOMEIMLIMHCKNIA KNETOYHBIA NPOZYKT;

=

YBEOOMNAET B NUCbMEHHOI GOpME BnaaenbLa perncTpauyoHHoro YO0CTOBEPEHNA 61OMEINLIHCKOrO KNETOYHOrO NPOAYyKTa 0 NPUHATOM PELLEHNN (B Cny4ae NPUHATAS peLleHns 00 0TKa3e B NPOBEAEHIM COOTBET-

CTB\/K)IJJ,eI7I 9KCNEepTU3bl C yKadaHNEM NPUYIH Takoro 0TKa3a).

-

. B CNy4yae BbIBNEHNA HENONHOTLI UMM HEAOCTOBEPHOCTH CBELEHWA, COAEPXaLLVXCH B NPELCTABNEHHbIX BNafeNbLEM PErMCTPALMOHHOTO YAOCTOBEPEHNA 61OMEAVLIMHCKOrO KNETOYHOr0 NPOAyKTa LOKYMEHTaX,
yFIOJ'IHOMOHeHHbIVI benepanbHblii 0praH UCNONHUTENLHO BNACTV HanpasnseT BnafenbLy perucTpaunoHHOro yaoctoBepeHms O1OMEINLIHCKOrO KNETOYHOrO npoaykTa 3anpoc 00 YTO4YHEHUM yKa3aHHbIX CBEAEHNIA.
ﬂ,aHHbH;\ 3anpoc Moxet ObiTb nepenaH ynonHoMO4EHHOMY NPEACTABUTENIO BNafenbLa PErncTpaunoHHOro yaoCcToBepeHns 6110MEANLMHCKOr0 KNETOYHOro nNpoayKTa IM4YHO NOZ PACn1CKy, HanpasieH No NoyTe 3a-
Ka3HbIM NMCbMOM UV NEPefiaH B ANEKTPOHHOI Gopme No TENEKOMMYHUKALMOHHBIM KaHanam CBA3N. B CNy4ae HanpasneHnd AaHHOro 3anpoca no NoYTe 3aka3HbIM NMCbMOM OH CHATAETCA NONY4EeHHbIM MO UCTEe-

YEHUW LIECTW AHEN C AaTbl HaNpaBneHns 3aKa3Horo N1csMa.

©

. Bnageney peructpauoHHoro YLAOCTOBEPEHUA 61OMEaNLIHCKOrO KNETOYHOro npoAaykTa 00513aH NPEACTaBUTL OTBET Ha 3anNpPOC YNOJIHOMOYEHHOro benepansHoOro opraHa UCNONHUTENLHON BNaCTH, yKaaaHHbM B
4aCTu 7 HACTOALLEN CTaTbK, B CPOK, HE NPEBbILLAIOLLMIA AEBAHOCTA paéowlx [Hel CO Hs nony4eHna AaHHoro 3anpoca. CDOK, yKaaaHHbM B 4aCTV 6 HACTOALLEN CTaTbU, NpP1OCTaHaBIMBaETCA CO AHA HanpaBneHnsa
BnafenbLy perncTpawuyioHHoro yaoCcTosepexns 61OMEANLIHCKOr0 KNETOYHOr0 npoaykTa 3anpoca ynoaHoMO4eHHOro (])eﬂepaanoro opraHa MCNONHNTENBHON BNACTY 10 IHS nony4yeHms uM 0TeeTa Ha [LaHHbIi 3a-

NpOC ¥ He y4nTbIBAETCA NPU UCYMCNEHNW CPOKa NOATBEPXAEHNA FOCWJ,apCTBeHHOVI peructpauuu 61OMEaNLIHCKOrO KNETOYHOrO npoaykra.

©

. OcHoBaHWeM ang 0Tkasa B NPOBEAEHNN IKCNEPTU3bI OTHOLLEHNA OXAAEMOV NOAB3bI K BO3MOXHOMY PUCKY MPUMEHEHNA 61OMEINLIMHCKOrO KNETOYHOrO npoaykrau (1nn) 3kCNepPTU3bI KayecTsa 61OMeaNLMHCKOro
KNETO4YHOro NpoAykTa ABNAETCA NPEACTABNEHNE AOKYMEHTOB, YKa3aHHbIX B 4aCTAX 1, 3 1 4 HacTosALLeN CTaTbi, B HENONHOM 0ObEME, HenpeLcTaBneHne B \/CTaHOBﬂeHHbIVI CPOK OTBETA Ha yKaSaHHbIVI B YacTu 7 Ha-
CTOSILLEN CTaTbi 3anpocC YNONHOMOYEHHOro defiepanbHOro opraHa UCMOHUTENLHON BAACTY m6o OTCYTCTBME B NPEACTABNEHHBIX JOKYMEHTAX NCHYEPMbIBAIOLLINX CBELEHI, KOTOPbIE [OMKHbI 6biTb OTPaXeHbI B HAX,
aTakxe 0TCyTCTBUE MHGOPMALK, NOATBEPXAAIOLLEN ynnary I'OC\/,ElapCTBeHHOV\ NOLUNMHDI 38 NOATBEPXAEHNE rocyuapcheHHoM perncTpaumu 6110MEAVLMHCKOr0 KNETOYHOr0 npoaykTa.

10. Skcnepmsa OTHOLLEHWS OXWAAEMOV NONb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS 611OMEAVLMHCKOr0 KNETOYHOrO npoaykra n (1nm) aKkcnepTn3a kayecTsa 61OMEINLIMHCKOrO KNETOYHOr0 npoaykTa npoBoaATCA Ha

0CHOBaHMM JOKYMEHTOB, YKa3aHHbIX B 4aCTAX 3,4u nyHKTE 2 4aCTn 6 HacTOsLLEN CTaTbi, B nopsake, yCtaHoBNEHHOM CTaTbaMi 1511 18 HacTosLero CDeuepaanoro 3aKOHa, C Y4ETOM CPOKa, YKa3aHHOro B 4actu 1

HacToALLEN CcTaTby.

. OcHoBaHWeM Ans NpuHATUA peLuenmns 06 0Tkase B NOATBEPXAEHNM FOCYAAPCTBEHHOI PErvcTpaLmy GMOMEANLIMHCKOrO KNETOYHOrO NPOAYKTA ABNAETCS BLIHECEHHOE N0 Pe3ynbTaTaM 3KCNepTua, ykadaHHbIX B 4acTu
2 HaCTOsLLEl CTaTby, 3aKM0YEHNE KOMUCCIM 3KCNEPTOB SKCMEPTHONO YYPEXAEHS O TOM, YTO Ka4eCTBO W (1) 3G HEKTUBHOCTb BMOMEANLIMHCKOTO KNETOYHOrO NPOAYKTA HE NOATBEPXAEHb! NONYYEHHBIMU AaHHBIMM
11 (1) PUCK NPUYMHEHNS BPEA 3A0POBbIO YEN0BEKA BCNEACTBUE NPUMEHEHMS GMOMELNLIMHCKOrO KNETOYHOrO NPOAYKTa MPEBLILLAET ero 3QGEKTMBHOCTb.

12. B nepuos npoBeseHns NpoLeaypsl NOATBEPXAEHNS TOCYAAPCTBEHHON PerncTpaumin 6uoMeaUUMHCKOro KNETOYHOr0 NpoayKTa ero obpalueHme B Poccuiickon Geaepauim npoaonxaercs.

Cratbs 23. BHecenue M3MeHeHuii B AOKYMEHTbI, COAepXallyecs B perucTpauuoHHOM A0CbE HA 3aperucTpUpoBaHHbIi 6VIOMGAMI.|MHCKMFI KNETOYHbINA npoaykT
1. B Lensix BHECEHNA U3MEHEHWIA B AOKYMEHTHI, CoAepxXallnecs B perncTpaLimoHHoM A0CkE Ha 3aperucTprUpOBaHHsIn 61OMEAVNLIMHCKMIA KNETOUHBI NPOAYKT, BNafenew pernctTpauoHHoro yaocToBepeHms 6romeau-
LIMHCKOr0 KNeTo4HOro NpoaykTa npeacTaBndet B yI'IOJ'\HOMOHeHHbHZ defiepanbHblii OpraH UCMOAHUTENLHON BNACTU 3aSBNIEHNE O BHECEHWM Takux U3MEHEHWUI NO Gopme, yCTaHOBJ’IEHHOVI YNONHOMOYEHHbIM bene-

panbHbIM OPraHoOM UCTIONHUTENBHON BNACTH, U NPUNOXEHHBIE K HEMY U3MEHEHNA B YKa3aHHbIe JOKYMEHTbI, @ Takxe A0KYMEHTbI, MOATBEPXAAIOLLIME HE00X0AMMOCTb BHECEHMS TaKIX N3MEHEHNIA.

o

. BromeauumHckas akeneptusa 61OMEANLIMHCKOrO KNETOYHOr0 NpoAyKTa B 4aCT 3KCNepTM3bl Ka4ecTa 61OMEANLIMHCKOrO KNETOYHOr0 nponaykTa, n (nnm) akenepTu3bl 3GGEKTUBHOCTM 61OMEAVLMHCKOr0 KNeToy-
HOro npoaykTa, n (1) 3KCNEPTI3bI OTHOLLIEHVS OXMAAEMON NONb3bI K BO3MOXHOMY PUCKY NPUMEHEHMSA 61OMEANLIHCKOr0 KNETOYHOrO NPOAyKTa NPOBOAMTCA B CNy4ae BHECEHNS U3MEHEHUI B [OKYMEHTHI, COAEP-

XallWecs B PErucTpaLmoHHOM JOCbE Ha 3aper1cTprpOBaHHsIn 610MEMLMHCKNIA KNETOYHBIIA NPOAYKT, B OTHOLEHNN:

CBeeHNN, YKa3aHHbIX B UHCTPYKLM NO NPUMEHEHMIO 6110MEANLMHCKOr0 KNETOYHOr0 npoAaykTa 1 NPpeAyCMOTPEHHBIX NOANYHKTAMW «E» — «M» MyHKTa 13 yacTu 2 cTaTbi 9 HacTosLLero CDeuepaanoro 3aKOHa;

LS

MeCTa Npon3BoACTBa 61OMEAVLIMHCKOr0 KNETOYHOr0 npopaykra;

L

rokasartenel ka4ecTsa v (111) METOA0B KOHTPOAS KayecTsa 61OMEaNLMHCKOr0 KNETOYHOTO npoaykTa, CoAepXalLmxca B HOPMaTWUBHO [OKYMEHTauun Ha 61OMEANLMHCKIIA KNETOYHBII npoAayKT;

=

CpOKa roHOCTV BMOMEANLIMHCKOTO KNETOYHOrO npoAaykTa.

w

. Bnagenew peructpaumorHoro YAOCTOBEPEHNS 61OMEINLIHCKOrO KNETOYHOro NpoaykTa Hapsady C 3asaBneHnemM 1 LOKyMeHTaMu, yka3aHHbIMI B 4acTut 1 HacToALLEN CTaTbi, NPEACTABAAET PEKBU3NTHI [OKYMeHTa,
noaTeepxaatowero ynnary I'OCy,U,apCTBeHHOVI MOLWW/MHbI 38 BHECEHWE B JOKYMEHTHI, COAEPXALLUMECA B PErMCTPALMOHHOM A0CHE HA 3aPErncTPUPOBaHHIN 61OMEVLMHCKNIA KNETOYHBI NPOAYKT, VI3MEHEHUI, Tpe-
6\/KJIJ.MX nposenexna 61OMEeNLMHCKON 9KCNepTn3bl 61OMEINLIHCKOrO KNETOYHOrO NPOAYKTa, NN PEKBU3NTLI LOKYMEHTA, NOATBEPXAAIOLLEr0 ynnaty I'OCy,U,apCTBeHHOVI NOLLUNMHDBI 38 BHECEHNE B IOKYMEHTHI, CO-
[lepXallnecs B PErncTpaLyoHHOM OCbEe Ha 3aperuCTpUPOBaHHI 61OMEAVLMHCKNIA KNETOYHBIN NPOLYKT, VI3MEHEHWI, HE Tpe6y>0u.w|x nposeneHns 6roMeaNLMHCKOI 9KCNepTn3bl 6110MEAMLMHCKOr0 KNETOYHOro
npoaykTa, m6o BMpase NPEACTaBNTb yKa3aHHbIe LJOKYMEHTbI N0 €o6CTBEHHON MHMLMaTHBE. B Cny4ae HenpeacTasneHusa snafenblem perncTpaumMoHHoro yaocToBepeHus 61OMEANLIMHCKOrO KNETOYHOr0 npopaykta
YKa3aHHbIX J0KYMEHTOB yﬂOﬂHOMOHeHHbIM benepanbHblii Oprat MCNONHUTENBHON BAACTY MPOBEPSET GakT ynnatel I'OCy,U,apCTBeHHOVI NOLUNMHBI HA OCHOBAHMWN PEKBU3UTOB LLOKYMEHTA, NOATBEPXAAIOLLETO ee ynnarty,

C 1cnonb3osaHnem MH(DOpMaLlI/II/I 00 ynnarte rocyfapCTBeHHbIX MOWNH, CO,DEDXHLU,GMCR B I'ocy,u,apoTBeHHoﬁ MH(])ODMHLMOHHOI?I CWUCTEME 0 roCYAaPCTBEHHbIX 1 MyHULMNANbHbIX NiaTexax.

~

. BTeyenve natn paﬁoqu [OHeN Co aHs NOCTynNeHNaA ykadaHHbIX B 4aCTh 1 HACTOSILLEI CTaTbV 3a5BAEHMSA 1 AOKYMEHTOB yﬂOﬂHOMOHeHHbIVI cbeuepaﬂben?l opraH ICNONHNTENBHON BRACTH:

npoBOAMT NPOBEPKY NOMHOTHI U JOCTOBEPHOCTN CBEaEHMIA, CoAepXaLLinxca B npeacTaBNeHHbIX BnafenbleM PErncTpaunoHHoro yaoctoBepeHms 61OMEINLIMHCKOrO KNETOYHOrO npoaykTa AOoKyMEHTax;

LS

NPUHMAET PeLleHne 0 NPOBEAEHN YKa3aHHbIX B 4aCTh 2 HacTosALLEN CTaTbi COOTBETCTBYIOLLMX 3KCNEepTU3 61OMEaNLIHCKOrO KNETOYHOrO npoaykTa nnn 00 0TKa3e B WX NPOBEAEHUN;
3

YBELOMASET B NVCbMEHHO (GOpME BnaaenbLia PErncTpaumoHHoro YAOCTOBEPEHUS 61OMEINLIHCKOrO KNETOYHOrO NPOAYKTa O NPUHATOM PELLEHNM (B CNY4ae NPUHATUS PELLEHNS 00 0TKa3e B NPOBEAEHIM COOTBET-

CTB\/K)IJJ,eI7I 9KCNEepPTU3bl C yKa3aHNEM NPUYIH Takoro 0TKasa).

o

. B CNy4yae BbIBNEHNA HENONHOTLI MU HEAOCTOBEPHOCTH CBELEHWA, COLEPXaLLVXCH B NPELCTABNEHHbIX BNafeNbLEM PErMCTPALMOHHOTO YAOCTOBEPEHNA 61OMEAVLIMHCKOrO KNETOYHOr0 NPOoAyKTa LOKYMEHTaX,
yFIOJ'IHOMOHeHHbIVI benepanbHblii 0praH UCNONHUTENLHON BAACTV HanpasnseT BnafenbLy perucTpauroHHOro yaoctoBepeHms O1OMEINLIHCKOTO KNETOYHOTO npoaykTa 3anpoc 00 YTO4YHEHUM yKa3aHHbIX CBEAEHNIA.
ﬂ,aHHbH;\ 3anpoc Moxet ObiTb nepenaH ynonHoMO4EHHOMY NPEACTABUTENIO BNafenbLa PErMcTpaunoHHOro yaoCcToBepeHns 6110MEAVLMHCKOr0 KNETOYHOr0 nNpoayKTa IM4YHO NOZ PAcnCKy, HanpasieH No NoyTe 3a-
Ka3HbIM NMCbMOM UV NEPefiaH B ANEKTPOHHOI Gopme No TENEKOMMYHUKALMOHHLIM KaHanam CBA3N. B CNy4ae HanpasneHnd LaHHOro 3anpoca no NoYTe 3aka3HbiM NMCbMOM OH CHATAETCA NONY4EeHHbIM MO UCTEe-

YEHUW LIECTW AHEN C AaTbl HaNpaBNeHns 3aKa3Horo NicsMa.

o

. Bnageney pervcrpaumorHoro YAOCTOBEPEHNA 61OMEaNLIMHCKOrO KNETOYHOrO npoaykra 0053aH NpeacTasnTb OTBET Ha 3anpoc YNONHOMOYEHHOTO defiepanbHOro opraHa UCMOHUTENBHOM BAACTY B CPOK, HE Npe-
BLILLAIOLLMIA AEBAHOCTA pa60wmx [IHel Co AHA nony4eHnsa 4aHHoro 3anpoca. CDOK, yKaSaHHbIVI B 4aCTu 4 HaCTOsLLEN CTaTby, NPUOCTAHABAMBAETCS CO AHA HanpaBneHns Bnagenbly perncTpaLnmoHHoro yaocTose-
peHusa 61OMEINLIMHCKOrO KNETOYHOr0 npopykTa 3anpoca ynoiHOMO4YEHHOro (defepanbHOro opraHa UCNONHUTENBHON BAACTU [0 AHS nony4eHns M 0TBeTa Ha [laHHbIV 3aNpoC 1 He Y4UTBIBAETCA NPU UCHACNEHWUN

CpOKa NPUHATUA PELLIEHNA O BHECEHUW U3MEHEHII B LOKYMEHTHI, COAEpXalLnecs B pErncTpauMoHHOM LOCbe Ha 3aperucTPUPOBaHHbIV 61OMEAVLMHCKNIA KNETOYHBINA MPOAYKT.

—

. Yka3aHHble B 4aCTV 2 HaCTOsLLEN CTaTby KCNEPTU3bl NPOBOAATCA B NOPAAKE, YCTAHOBNIEHHOM CTaTbAMMN 151 18 HacTosLLero CDenepaanoro 3aKOHa, C y4eTOM CpOKa, ykazaHHOro B 4act 10 HacTosLLel cTaTby.



8. B cpok, He NpeBbILLaIoLLMiA NTY PABO4MX AHEN CO AHS NONYYEHMS 3aKTIOHEHMIA KOMMCCUI SKCNEPTOB SKCNEPTHOTO YUPEXAEHNS N0 Pe3ynbTaTaM ykasaHHbIX B 4aCTV 2 HACTOALLEN CTaTbi 3KCNEPTI3 B OTHOLEHNM
NPEIOXEHHbIX U3MEHEHI, YTONHOMOYEHHbI GeaepanbHbIi Opra UCNONHUTENBHON BAaCTy:

1) OCYLLECTBASET OLIEHKY NOCTYNMBLUMX 3aK/IOYEHMI KOMUCCUY 3KCMEPTOB 3KCMEPTHOTO YYPEXAEHUS 15 ONPEAENEHMs X COOTBETCTBIS 3a[jaHUsM Ha NPOBEAEHIE COOTBETCTBYIOLLMX AKCNEPTUS;

2) NPUHIMAET PELLEHNE O BHECEHIM N3MEHEHII B JOKYMEHTLI, COAEPXALUMECS B PErMCTPALMOHHOM JOCbE Ha 3apEr1CTpUpPOBaHHbI G1IOMEAMLMHCKNIA KNETOYHBIA NPOAYKT, Wi 06 0TKa3e BO BHECEHUN TakuX 3Mme-
HEHUiA;

3) BHOCHT B roCYapCTBEHHbI PEECTP BMOMELNLIMHCKIX KNETOYHBIX MPOAYKTOB HA OCHOBAHWM PELLEHMS O BHECEHN M3MEHEHMI B JOKYMEHTbI, COAEPXALUMECS B PErVCTPALMOHHOM AOChE HA 3aPErCTPUPOBAHHBINA
61OMEINLMHCKMIA KNETOYHBIA NPOAYKT, HEOOXOAMMBIE N3MEHEHNS;

4) BblDaeT HOBOE PEr1CTPaLMOHHOE YAOCTOBEPEHIE BMOMEANLIMHCKOrO KNETOYHOrO MPOAYKTA B CTyyae U3MEHEHS COAEPXALUMXCS B HEM CBEAEHNIA, NPY 3TOM PaHee BbiLaHHOE PerucTpaLnoHHOe Ya0CTOBEpeHre
13bIMaeTCa.

9. OcHoBaHWeM 415 NPUHATUS YNONHOMOYEHHBIM GeaepanbHBIM OPraHoM peLleHns 06 0Tkade BO BHECEHMI M3MEHEHMIA B JOKYMEHTLI, COAEPXALLMECS B PEMICTPALIMOHHOM AOChE HA 3apEr1CTPUPOBaHHbI GroMe-
JVLMHCKWIA KNETOYHBIA NPOLYKT, ABNSETCS BoIHECEHHOE MO PesynbTataM 9KCNepTy3, ykasaHHbIX B YACTI 2 HACTOSLLEN CTaTby, 3aKMI0YEHIE KOMUCCUN 3KCMNEPTOB 3KCNEPTHOTO YYPEXAEHNS O TOM, YTO B ClTyyae BHe-
CEHUS TakuX M3MEHEHMIA BO3MOXHbI CHIKEHIE Ka4ecTBa 1 (1) ahdeKTMBHOCTY G1IOMEAMLIMHCKOrO KNETOYHOr0 NPOAYKTa U (U1) NPEBBILLEHIE PUCKA NPUYMHEHNS BPEAA 300POBbIO YeN0BEKa BCNeACTBUE Npume-
HeHWst 61IOMEAMLMHCKOr0 KNETOYHOr0 NPOLYKTA Haf, ero aQGEKTUBHOCTLIO.

10. B cnyyae BHECEHWS B JOKYMEHTbI, COEPXALLMECs B PErNCTPALMOHHOM LOChE Ha 3apEr1CTPUPOBAHHbI G1IOMEAVLIMHCKNIA KNETOYHBIN MPOLYKT, UIBMEHEHMIA, YKa3aHHbIX B 4ACTV 2 HACTORILLEN CTaTbU, NPUHATHE pe-
LUIEHIS O BHECEHWM Takux N3MEHEHNIT (BKNIOYAs BHECEHUE COOTBETCTBYIOLLMX M3MEHEHMIA B TOCYAAPCTBEHHBIA PEECTD BMOMEINLIHCKMX KNETOYHbIX MPOAYKTOB) UK 00 0TKA3e B VX BHECEHIM OCYLLECTBASETCS B

CPOK, HE NPEBLILIAIOLLNIA [EBAHOCTA paﬁoqu [Hel CO AHS NPUHATUSA YNONHOMOY€EHHbIM denepanbHbIM OpraHoM UCNONHUTENBHON BNACTV 3aSBAEHINS O BHECEHUM TaKIX U3MEHEHWA.

. [IPUHATIE peLLeHns 0 BHECEHUN M3MEHEHNI (BKNI04as BHECEHNE COOTBETCTBYIOLLMX M3MEHEHIN B I'OC\/E,apCTBeHHbM peectp 61OMEAMLMHCKIX KNETOYHbIX I'IpO,EL\/KTOB) 1nn 06 0TKa3e B X BHECEHUN B AOKYMEHTBI,
cofepxatineca B perncTpauMoHHoM AOCbe Ha 33p€rMCTpMpOBaHHbII7I 61OMEAVLMHCKNIA KNETOYHBIN NPOLYKT, B OTHOLLEHUN CBELEHNN, He Tpeéy»ou.lmx NPOBELEHNA IKCNEPTIN3, yKa3aHHbLIX B 4aCTH 2 HacTosLLent

CTaTbK, OCYLLECTBNAETCA B CPOK, HE HpeBb\LIJaIOU.LI/IVI TpMauatu paﬁoqu [OHei CO aHs NPUHATAS YNONHOMOYEHHBIM cbenepaanb\M OpraHom VCMOAHUTENbHOI BNACTV 3aSBNEHNS O BHECEHUI TakMX U3MEHEHUN.

)

. Oépau.leHMe 6MOM€E,VIU,VIHCKOI’O KNETO4HOro NpoaykTa, Nnpon3BeAEHHOro 10 AAThl TPUHATAA YNONTHOMOYEHHbBIM cbeuepaﬂbelM OpraHom VCNONHNTENBHON BNAcTH peLieHnsa 0 BHeCeHnn V3MEHEHWI B [OOKYMEHTHI, CO-
JAepxatipecs B perncTpauMoHHOM 10Cke Ha 3apeFMCTpMDOBﬂHHbIl7| 6VIOM€,UMLLMHCKVII7I KNETO4HbIA MPOAYKT, a Takxe NPOM3BEAEHHOTO B TEYEHIE CTa BOCbMUAECATY KaneHAapHbIX ,ELHEIZ nocne Aatbl NPUHATAA ynon-
HOMOYEHHbIM cbeuepaanblM OpraHom MCMONHWUTENBHON BNACTU YKa3aHHOro peleHns, LonyckaeTcsa Ao MCTeYEeHNd ero Cpoka roaHoCTH.

Cratbs 24. OTMeHa rocyp,apcmeuuoﬁ peructpauuu 6HOM9IJMI.|MI|CKOFD KNeTo4yHoro npoAykTa

PeweHne 06 oTmMeHe I'OCy}J,HpCTBeHHOVI perncTpauumn 6MOM€,ELVILLVIHCKOI'O KNETOYHOr0 NPOAYKTa N UCKNIOYEHNN 6I/IOM€,I1MLI,I/IHCKOI'O KNETOYHOro NpoAykTa U3 rocyaapCTtBeHHOro peectpa 6VIOMEJJ,VI-
LMHCKNX KNETOYHBIX MPOAYKTOB NPUHNUMAETCH yNONHOMOYEHHbIM q>e,uepaﬂbe|M OopraHomM NCNONHUTENLHOW BNAcTV B cnyyae:

1) npeacraBneHns QJe,u,epaanblm OpraHom MCMONHUTENBHOM BNacTu, OCYLECTBNAIOLNM d)yHKLLVM MO KOHTPOJIO 1 HAA30pY B chepe 3[paBOOXPaHEHNS, 3akN04EHNA O PUCKE K 06 Yrpo3e 340P0BbI0, XN3HM Heno-
BeKa npu NpUMeHeHnn 6VIOM€JJMLLMHCKOI'O KNEeTo4HOro NpoaykTa, NpesbiWaroLLmnX ero Sd)(])EKTVIBHOCTb, Mo pedynbTataM OCyLWecTBNaemMoro UM MOHUTOPUHIA 6e30macHoCTh 6VIOM€,EWILMHCKOFO KNEeTO4HOro npo-
nyKTa;

2) noaa4u BnafenbUem perncTpaunoHHOro yaoctoBepeHns 6VIOM€,UMLLMHCKOI'O KNETO4HOro NpoAayKTa 3afBneHns 06 oTMEHe I'OC\/,ElapCTBeHHOV\ perucTpaunu 6MOM€E,VIU,VIHCKOI’O KNETO4YHOro NPOAYKTa;

3) NPUHATAS YNONHOMOYEHHbIM c])e,uepaanblM OopraHoM MCMNONHNUTENLHON BNACTU peleHns 06 oTkase B noaTeepxaeHun I'OCWJ,apCTBeHHOVI perucTpaunu 6VIOMEJ1VIU,VIHCKOI'O KNETO4HOro NpoaykTa no UCTe4eHnn
Cpoka ﬂeﬂCTBMﬂ PErMCTPaLMOHHOr0 yo0CTOBEPEHUA GMOMEJJ,MLLMHCKOI'O KNETO4HOro NpoAayKTa;

4) HenpeacTaBneHns 3assutenem MH@OpMaLLI/II/I, KOTOpasa MOXeT nNoBneYb 3a coboit HEOﬁXOﬂ,V]MOCTb BHECEHMs B PErncTpaLMoHHoe JoCbe Ha aaperMCTpMDOBaHHbIVI 6VIOM8,D,VIU,VIHCKVII7I KNETOYHbIN npoaykT VI3M€H€‘HVII7|,

YKa3aHHbIX B 4aCTh 2 cTatbn 23 HacTodwero q)eﬂ,epaﬂbHOFO 3aKOHa, B Te4eHne Tpuauatu pa6owwx ,D,Hel7| CO AHA HaCTynNeHMa Taknux MSMEHGHMW

5) BblHECEHNS! CYylOM peLleHns 0 HapyLIeHWN nNpaB npasooGnazgarens Ha pesynbrathl VHTENNEKTYaNbHON AeSTeNnbHOCTY NPy 06paLLEHIM BUOMELNLIMHCKIX KNETOYHBIX NPOAYKTOB.

Crarbst 25. FocyaapcTBeHHbIi peectp 6oMEeRULMHCKIX KNIETOUHbIX NPOAYKTOB
1. F0CYAPCTBEHHBI PEECTP BUOMEIMLIMHCKX KNETOYHbIX TPOAYKTOB BEAETCS YNONHOMOYEHHBIM GEAePanbHBIM OPraHOM UCMOHUTENBHOM BACTH.
2. TocymapcTBEHHbII PEECTP 61OMEAMLIMHCKIX KNETOUHbIX MPOAYKTOB COAEPXMT NepeyeHb OOMEINLIMHCKX KNETOYHbIX MPOZYKTOB, NPOLLEALLIX FOCYAAPCTBEHHYIO PETMCTPALIMIO, U CRIEAYIOLLYI0 MHDOPMALMI:

1) HaumeHoBaHVe 61OMEaNLIHCKOrO KNETOYHOrO npoaykTa;

N

) TN 6MOMELMUMHCKOrO KNETOYHOrO NPOAYKTA (aYTONOTUYHbIA, annoreHHblit, KOMOUHUPOBAHHIIA);
3) HanmeHoBaHve BnaaenbLa Per1cTpauoHHoro yAoCToBEPEHIs G1IOMEANLIHCKOrO KNETOYHOrO NPOAYKTa;
4) HanmeHoBaHwe 1 aapec NPOM3BOANTENS BMOMEANLIMHCKOrO KNETOYHOrO NPOaYKTa;
5) konoBoe 0603HaYEHME KNETOYHON IMHIN (KNETOYHBIX IMHAI), BXOASLLEN B COCTAB BUOMEAMLMHCKOrO KNETOYHOrO NPOAYKTA;
6) HanmeHoBaHMS (MEXayHAPOLHbIE HEMATEHTOBAHHBIE, MV FPYMNMPOBOYHBIE, MW XMMUYECKUE) NEKapCTBEHHbIX NPENapaToB, BXOAALLMX B COCTAB G1OMEAMLIMHCKOrO KNETOYHOr0 NPOAyKTa, HOMEP HOPMATVBHOI f10-
KyMeHTaumu;
7) HaUMEHOBaHMS MEAVLMHCKWX M3AENNIA, BXOLALLMX B COCTAB G1IOMEAMLMHCKOrO KNETOYHOr0 MPOAYKTa, HalMEHOBAHNE U HOMEP HOPMATVBHOM AOKYMEHTALM;
8) CpOK roaHOCTM BUOMELMLIMHCKOTO KNETOYHOMO NPOAYKTa;
9) ycnosus xpaHeHus GUOMELNLIMHCKOTO KAETOYHOrO NPOAYKTa;
10) nokasaHus 1 NPOTUBOMOKA3aHWS K NPUMEHEHIO BMOMEANLIHCKOTO KNETOYHOr0 NPOAYKTa;
11) no6OYHbIE AEICTBIS BUOMEAMLMHCKOrO KNETOYHOrO NPOAYKT;
12) nara rocymapCTBeHHOM perncTpauiv GUOMEANLIMHCKOrO KNETOYHOrO NPOAYKTA M er0 PErucTpaLyOoHHbIA HOMEp;
13) nara 3ameHbl PerncTpaLMoHHOr0 ya0CTOBEPEHMS G1OMEMLMHCKOrO KNETOYHOr0 NPOAYKTA, aTa NOATBEPXAEHUS rOCYLaPCTBEHHON PErnCTpaLyi GMOMELNLHCKOrO KNETOYHOrO NPOAYKTA, AaTa OTMEHBI rocyaap-
CTBEHHOW perncTpaLiv GUOMEMLIMHCKOrO KNETOYHOO MPOAYKTa.

3. Mopsnok BeaeHvs rocyaapCTBEHHOMO peecTpa 61OMEIMLMHCKMX KNETOYHbIX NPOAYKTOB YTBEPXAAETCA YNOTHOMOYEHHbIM denepanbHbIM OpraHoM UCTONHATENBHON BNaCTy.

Crarbsi 26. 06xanosaxue pelwenus 00 oTKase B Bblfja4e paspelleHna Ha nposefieHne KIMHUYECKOro ucCneaoBaHus 6MOM6HHI.|,MHGKOFO KNeTo4yHoro npoAyKTa unu pelueHns 00 oTKase B rocynapcmeuuoﬁ perucTpayumn Guome-
AWLUHCKOrO KNeToYHOro NnpoaykTa

Pelwenve YNONHOMOYEHHOTo (benepanbHoro opraHa UCMOAHUTENBHOM BNacTH 00 0TKa3e B Bbifaye paspelleHns Ha NpoBeAeHNe KNMHNYECKOro NccneaosaHma 6110MEAVLMHCKOrO KNETOYHOrO npoaykrta unn pe-

LweHe 06 oTkase B I'OCy,ELﬁDCTBeHHOV\ perncTpauuu 6110MEVLMHCKOr0 KNETOYHOr0 NpoAyKTa, 3aknto4eHne KOMMCCUI 3KCNEPTOB SKCNEPTHOIO Y4PEXAEHNA N 3aKNto4eHne COBETa N0 3THKe MOryT 6bITb 06XanN0-

BaHbl B NMOPAAKE, yCTaHOBNIEHHOM 3aKOHOAATENLCTBOM Poccuiickoi menepaumm.



Cratba 27. WNudopmauus, cBs3aHHas ¢ ocyuiecTeneHmem rocynachseHHoﬁ peructpauuun GHDMEIJMI.IHHCKOFO KNeTo4YHOoro npoaykra, MHGOPMALMS 0 3aPernCTPUPOBAHHBIX 6VIOMCAMI.|MHGKMX KNeTOYHbIX NPOAYKTaX U 6MOMGAMI.|,MH-
CKUX KNEeTO4HBIX MPOAYKTAX, MCKNIOYEHHbIX U3 roCyAapCTBEHHOro peectpa 6MOMEHHI.|MHGKHX KNeTO4HbIX NPOAYKTOB
1. YNONHOMOYEHHbI defepanbHblli 0praH UCNONHATENBHON BAACTY PA3MELLAET HA CBOEM ODULMANBEHOM CaiTe B CETU «/IHTEPHET» UHDOPMALMIO, CBA3aHHYIO C OCYLLEeCTBNEHNEM I'OC\/JIHDCTBGHHOVI perucTpauunm
61OMEIMLIHCKMX KNETOUHBIX NPOAYKTOB, B TOM 4YKCNE C NPOBEAEHNEM 6roMeaNLMHCKOI IKCNEePTU3bl 61OMEAMLIMHCKMX KNETOYHbIX NMPOAYKTOB U 3TU4ECKO KCNEPTU3bI, MHDOPMALIMIO O 3aPETNCTPUPOBAHHBIX 61o-
MEANMUMHCKMX KNETOYHbIX MPOAYKTaX U 61OMEIMLIHCKIMX KNETOUHBIX NPOAYKTax, NCKNIOYEHHbIX M3 rOCYAAPCTBEHHOMO peecTpa 610MEAMLMHCKNX KNETOYHBIX NPOAYKTOB, HE NO3AHEE YEM HEPES NATL paéoqu [Hel co
AHA NONy4eHNA ynONHOMOYEHHBIM benepansbHbIM 0PraHoM UCMONMHUTENBHOM BNACTU 3aABNEHNA O I'OCy,U,apCTBeHHOﬁ pernctpauumu O1OMEANLIHCKOrO KNETOYHOrO npoaykTa.

2. Mopsnok pasmelueHns yKaSaHHOV\ BYacTK 1 HACTOALLEN CTaTbV MH OPMALMM YyCTaHaBNMBaETCA YyNONHOMOYEHHBIM (benepansHeIM OpPraHoM MCMONHUTENBHON BNACTH.

CrarTbsi 28. OpraHu3auus npoBeAeHns KNMHUYECKUX UCCNER0BAHNI OMOMEAULMHCKMX KNETOYHBIX MPOAYKTOB

1. OpraH13aumio NPOBEAEHUS KMHUYECKNX MCCNeS0BaHMA BOMEAMLIMHCKMX KNETOYHbIX NPOAYKTOB BMpaBe OCYLLECTBASTL OpraHn3aus, obnafaiollas npaBamu Ha pesynsTaTsl JOKIMHUYECKIX NCCRenoBaHmii 610-
MEMLMHCKOr0 KNETOYHOr0 NPOAYKTA, KNMHUYECKIX MCCNeA0BaHMA BMOMEANLIMHCKOO KNETOYHOrO MPOAYKTA 1 (M) HA TEXHONMOMMIO NPOM3BOACTBA BMOMEANLIMHCKOO KNETOYHOrO MPOLYKTA, UK YNONHOMOYEHHOE
€10 I0pMANYECKOE MNLL0, 0BPa30BaTENbHAR OPraHN3aLs BuicLero 06pasosatms, 06pa3oBaTenbHas OpraHn3aLyMs LONOAHUTENbHOr0 NPOGECCHOHaNBHOr0 06Pa30BaHKS, Hay4Has OpraH13auus.

2. OpraHu3auim, yka3aHHble B 4acTu 1 HaCTOALLEN CTaTby, MOTYT NPUBAEKATb K OPraHn3aLv NPOBEAEHNS KMHAYECKIX MCCNEL0BaHMIT BOMEINLIMHCKMX KNETO4HbIX NPOAYKTOB HbIE OPUANYECKME LA HE3aBNCUMO
OT 11X OPraHM3aLMOHHO-NPaBoBOI GOPMBI M GOPMEI COBCTBEHHOCTY.

3. ®uHaxcoBoe 0becneyeHe NPOBEAEHNS KNMHNYECKOrO UCCAeA0BaHINsA G1IOMEAMLMHCKOrO KNETOYHOrO NPOAYKTA OCYLLECTBASETCS 32 CHET:

1) BIOIXETHbIX aCCUTHOBaHMIA hefepanbHoro G1oaxeTa;

2) BI0oXETHbIX acCUrHOBaHUiA BioaxeToB cybbekToB Poccuiickoit Deaepauim;

3) CpeancTB OpraHu13aLMii, NOAYIMBLLVX PA3PELLEHNE HA OPraH13aLMIo NPOBEAEHIS KMHNYECKOrO UCCNea0BaHIs G1IOMEMLMHCKOrO KNETOYHOr0 NPOAYKTA;

4) VHbIX MCTOYHIKOB, HE 3anpeLLEHHbIX 3aKOHOAATENLCTBOM Poccuiickoi Peaepaumi.

B

Knnndeckue ncenenosanms GUOMELNLIMHCKIX KNETOYHbIX MPOAYKTOB NPOBOASTCA HA OCHOBAHIW PA3PELLEHIS Ha NPOBEAEHHNE KAMHNYECKOrO MCCeA0BaHIS BIOMEAULIMHCKOrO KNETOYHOr0 NPOLYKTA, BbIAAHHOMO
YNOAHOMOYEHHbIM GeaepanbHBIM OPraHOM MCIOAHUTENbHOV BAACTU B NOPSAAKE, YCTaHOBNEHHOM CTaTbsimi 16 v 17 HacToswero GefepansHOro 3akoHa, 11 HanpaseHsl Ha:

1) ycraHosneHve 6e30nacHOCTY 1 (M) NEPEHOCUMOCTY BUOMEINLIAHCKIX KNETOYHBIX MPOLYKTOB, B TOM YUCNE BbiSBAEHNE NOBOYHBIX AEACTBUIA NP UX NPUMEHEHUN;

o

yCTaHoBNEHNE 6e30nacHOCTY 1 3QMEKTUBHOCTY BUOMELAMLMHCKIX KNETOYHBIX NPOAYKTOB, B TOM Yncae noabop ONTUManbHbIX 403MPOBOK GUOMEAMLMHCKOrO KNETOYHOTO MPOAYKTA W KYpCOB NEYEHWs, And nauy-

€HTOB C ONpeaeneHHLIMI1 3a60neBaHNAMY;

L

BbISBNEHME 0COOEHHOCTEN B3aNMOAEICTBIS G1OMEIMLIMHCKMX KNETOYHbIX NMPOAYKTOB C NekapCTBEHHbIMM Npenapartamn, MeLMUMHCKUMI U3AENNAMIA, NALLEBLIMA NPOAYKTAMU, APYTUMUN 610MEVLMHCKMMM KNETOY-

HbIMW TPOAYKTaMK;

=

N3y4eHne BO3MOXHOCT/ paclUMpeHns nokas3aHui Ansh NPUMEHEHIS 3aPEruCTPUPOBaHHbIX 61OMEAVLMHCKNX KNETOYHbIX NPOLYKTOB.

3]

YNONHOMOYEHHbI henepanbHblit OpraH UCNIONHUTENBHON BACTI BEAET B YCTaHOBNEHHOM 1M NOpaake PEECTp BblAaHHbIX pa3peLLeHnii Ha NPOBEAEHINE KIMHUYECKVX UCCEL0BaHNI 61OMEAVLMHCKNX KNETOYHbIX

NPOAYKTOB.

o

B Cny4ae, ecnu kKnnHn4yeckoe nccnefosaxne 61OMEANLIHCKOr0 KNETOYHOro npofaykTa npoBoanTCa ana I'OC\/JIHDCTBGHHOVI perncrpatmm 3Toro NpoaykTa, rocyaapcTBeHHasn nownnHa 3a NpoBeaeHre 3KCnepTu3bl
kayecTsa 61OMEMLMHCKOrO KNETOYHOr0 NPOAYKTA, 3KCNEPTU3bl AOKYMEHTOB N4 NONY4EHNA pa3peLleHns Ha NPOBEAEHNE KNMHNYECKOro NCCneLoBaHNs 61OMEINLIMHCKOrO KNETOYHOrO npoaykrau 3TUYECKOIA 3KC-

NepTn3bl ynnainBaeTcs OAHOKPATHO Npu Oﬁan.LeHVIVI 3a I'OC\/JIHDCTBGHHOVI perucTpaumen 61OMEINLIMHCKOrO KNETOYHOrO npogaykra.

~

Knnndeckoe nccnenosatue 61OMeaMLIHCKOrO KNETOYHOr0 npoaykTa NpoBOANUTCA B OLHOW MW HECKONBKMX MELMLIMHCKNX OPraH13aLmax, akkpeanTOBaHHbIX YNONHOMOYEHHbIM denepanbHbIM OpraHoM UCMONHK-
TefbHO BNACTV B NOPSLKE, YCTaHOB/IEHHOM Mpasutenbctsom Poccuiickon tDe,u,epauMM, B COOTBETCTBWW C AOrOBOPOM O NPOBELEHNN KNMHNYECKOro UCCNeaoBaHmsa 61OMEANLIHCKOr0 KNETOYHOro npoAaykTa, 3a-
Knto4aembiM mexay OpraHu3auvert, I'IOJ'\\/HI/IBU.IEVI paspeLLeHne ynonHOMO4YEHHOro benepanbHoro opraHa UCNOHUTENBHOM BNACTV HA MPOBELEHNE TaKoro MCCNEA0BaHMS, 1 yKaaaHHon MENLIMHCKON OpraHn3a-

IV

<3

Jl0roBOp 0 NPOBELEHNM KMHUYECKOrO CCNEN0BaHNS 6110MeVLMHCKOr0 KNETOYHOr0 NPOAYyKTa LONMXEH COAepXaTb:

1) HaMMeHOBaHWS CTOPOH 40r0BOpa;

o

YCNoBuMA 1 CPOKM NPOBEAEHNA KNTMHNYECKOrO MCCNea0BaHNs;
3) onpeaenexne 00LLelt cTonmocT nporpammbl KNMHUYECKOro nccnefoBaHnd ¢ ykasaHmem CyMmbl, HpeﬂHa(SHa‘{alOLLlel;ICH [On4 Bbinnar nccnenosarenam u conccnenosarensm, HadHa4aembliM B COOTBETCTBUM C Ha-

CTbi0 1 cTaTby 29 HACTOALLErO d)euepaﬂbHoro 3aKOHa;

4) onpeseneHne GOpMbI 1 NOPAaKa NPELCTABNEHNS PE3YNbTATOB KAMHUYECKOTO NCCNELOBAHMS.

9. MepeyeHb MeAMLMHCKIX OpraHu3aLyit, IMEIOLLX NPaBO NPOBOAWTL KMHUYECKVE MCCNES0BaHNS OMOMEANLIMHCKIX KNETOYHBIX NPOAYKTOB, U PEECTP BbiLaHHbIX Pa3peLLeHHit Ha NPOBEAEHIE KMHUYECKNX ncene-
[I0BaHMiA GUOMELMLIMHCKIX KNETOYHBIX NPOAYKTOB PA3MELLAI0TCs YNONHOMOYEHHBIM deaepanbHbiM OpraHoM UCMONHUTENLHON BNACTU B YCTAHOBAEHHOM WM NOPSAKE Ha CBOEM OhULMANsHOM CailTe B CeTh «/H-
TEPHET».

10. Mpon3BoACTBO BUOMEANLIMHCKOTO KNETOYHOMO NPOAYKTA A1St NPOBELEHMS €r0 KAMHMYECKOr0 NCCNELOBAHNA OCYLLECTBASETCS C UCNONb30BAHNEM TEXHONOMM, ONMCAHHON B PErMCTPALMOHHOM AOCHE HA BMOMEeaN-
LIMHCKWIA KNETOYHBI NPOAYKT.

11. KnuHnyeckue nccnenosanms GOMeaMLMHCKMX KNETOYHbIX MPOLYKTOB NPOBOAATCS B COOTBETCTBUN C NpaBUaMyi Haanexallei KMHNYECKoi NpakTuki 61OMEAMUMHCKIX KNETOYHbIX NPOAYKTOB, YTBEPXAEHHBIMI
YNOAHOMOYEHHbIM (efiepanbHBIM OPraHOM UCMIOHUTENbHOI BACTH.

12. B Poccuiickoit Depepauim B COOTBETCTBUM C MEXAYHAPOAHbIMI JOroBOpamu Poccuiickoit Defepaumu, a B Cyyae OTCYTCTBIS MEXAYHAPOAHOrO 10roBopa Poccuiickoit @eaepaumy — Ha OCHOBE NpUHLMNG B3a-

WMHOCTW NPU3HAIOTCA PE3YNbTaThbl KTMHUYECKNX 1ICCNEeA0BaHNI BUOMELMLIMHCKIX KNETOYHbIX NPOAYKTOB, NPOBEAEHHDIX 3a Npeaenammn Poccuiickoit lDe,u,epauMM.

Cratbs 29. MpoBepeHne KNMHMYECKOrO HCCNeA0BaHNS 6MOMEHHI.|MHGKOFO KNeTo4YHoro npoAykra
1. PyKOBOLLI/ITEJ'Ib MEOVLVHCKO OpraHn3auui, B KOTOPOV NPOBOANTCA KIMHUYECKOE 1CCneoBaHme 6110MeVLMHCKOr0 KNETOYHOr0 NPOAyKTa, Ha3HA4YaeT nccnefosatens, 0TBETCTBEHHOrO 3a NPOBELAEHNE Takoro Uc-
CneaosaHud, nmetowero neqebHy»o cneunanbHOCTb, COOTBETCTBYIOLLYIO npogunio 3a0016BaHNS UK COCTOSHMIO, 1A NEYEHMs KOTOPbIX NpeaHa3Ha4eH OMOMEIMLMHCKMIA KNETOYHBINA NPOLYKT, B OTHOLLEHWM KOTO-
POro NpoOBOAUTCA KNMHNYECKOE MCCNEAO0BaHNE, CO CTaxem paﬁOTbI N0 NPOrpamMmam KIMHU4ECKVX UCCNELO0BAHMIA HE MEHEE YeM NATb NIET (fanee — UCCeaoBareNb) 1 no ero NPeAnoXeHIo Ha3Ha4aeT conceneno-

BaTenel 13 Yucna Bpayen aToi MeANLMHCKON Opran13aumuy (aanee — CoMccneaoBatent).

o

Viccneposarens ocyulectenqaer Bblﬁop nauneHToB, KOTOPbLIE N0 MEAUUMHCKMM NOKa3aHNaM MOryT 6biTb npu1BaeY€eHbl K y4acTuio B KNMHUYECKOM MCCnefoBaHnmn 61OMEINLIHCKOrO KNETOYHOrO npogaykra.

w

VlccnenoBatenb 1 couccneaoBaren LOMXH.! ObiTb 03HAKOMAEHbI C pesynbratamt LOKNMHNYECKOro nccnefoBaHng 61OMEANLIHCKOr0 KNETOYHOr0 npoaykTa, Coaepxatiummca B cneundukam Ha BromeanLnH-
CKMIA KNETOYHBIN NPOAYKT 1 6pou.nope nceneposarend, npOToKONIOM KIMHUYECKOro ccneaosaHnsa 6110MEAVLMHCKOr0 KNETOYHOrO npoAaykTa, paapaéoTaHHb\M opraHu3auet, OCyLIJ,eCTBJ'IHIOUJ,eIZ opraHu3aumio npo-
BEEHNS KNMHUYECKNX MCCNe0BaHNI BUOMEAMLIMHCKIX KIETOYHBIX NPOLYKTOB, N MHBIM OPUANYECKM NNLIOM, NPUBNEKAEMBIM K OpraHn3alni NpOBEAEHNSA KNMHUYECKOro NCCNen0BaHna 610MeaMLMHCKOrO Kne-

TOYHOrO NPOAYKTa, U APyruMmn MaTepuanamm Takoro nccnefosaHng.



4. PykoBOAMTENb MEAMLMHCKON OpraHn3aLiu, B KOTOPOI NPOBOAMTCS KMHIYECKOE NCCnefoBaHme G1OMEAMLUMHCKOrO KNETOYHOrO MPOAYKTA, B CPOK, He MPEBbILIAIOWMA Tpex paboyux AHEN CO Ha Havana npose-
[DEHNS KIMHUYECKOTO MCCNEL0BAHNS GMOMEINLIHCKOrO KNETOYHOr0 NPOoayKTa, COOBLLAET O HaYane NPOBEAEHMS KNMHUYECKOrO MCCNeA0BaHMs GUOMELMLIMHCKOrO KNETOYHOO MPOAYKTA B YNONHOMOYEHHbIA dheae-
panbHbIl OpraH UCMOAHUTENBHOM BNACTY, BbIAABLUMIA Pa3PELLEHNE HA NPOBEAEHNE KIMHU4ECKOrO UCCAEA0BaHNS, N0 YCTAHOBNEHHON UM hOpME.

5. OpraHu3aum, 0CYyLLECTBASIOLME OPraH13aLmio NPOBEAEHUS KIMHNYECKOr0 MCCneaoBaHms G1oMeaMLIMHCKOr0 KNeTOYHOro NPOAYKTa, B Clyyae HeOOXOANMOCTY BHECEHNS M3MEHEHNIA B NPOTOKON KIMHIYECKOTO
1ICCNeaoBanns 61IOMEaMUMHCKOr0 KNETOYHOro NPOAYKTa COOBLLAIOT 06 3TOM B YNOAHOMOYEHHBIN GefepanbHbIi OpraH MCNONHUTENBHON BAACTY, BbAABLLMIT pa3pELLEHIE HA NPOBEAEHIE KNMHUYECKOrO NCCneno-
BaHW4, N0 YCTAHOBNEHHOM UM GOopMme.

6. B cpok, He npesbiLLaioLLM TpMALLATY paBOuKX fIHEN CO IHS MONYYEHNS YKa3aHHOTO B 4aCTX 5 HACTOSLLEN CTaTbit COOBLLEHNS, YNONHOMOYEHHBII heaepanbHblit OpraH UCNONHUTENLHON BNACTV PacCMaTpHBAET 3T0
C000LLEHIE B YCTAHOBNEHHOM UM NOPSAKE U NPUHUMAET PELUEHIE O BHECEHIM 3MEHEHIIA B NPOTOKON KMHYECKOrO NCCNEL0BaHNS G1IOMEAMLIMHCKOrO KNETOYHOro NpoayKkTa nim 06 0Tkase BO BHECEHUN Takux
M3MEHEHWI C ykasaHneM npuiuH oTkasa. OCHOBAHUSMY ANS NPUHATIS PeLLeHrs 06 0Tkade BO BHECEHUN 3MEHEHWIA B MPOTOKON KAMHWYECKOrO UCCAEA0BaHNS G1IOMEAVLIMHCKOrO KNETOYHOr0 MPOAYKTa ABASIOTCS
NpeACTaBNeHe CBEAEHNIA, NPELYCMOTPEHHBIX YACTbIO 5 HACTORLLEI CTaTby, B HEMOAHOM 0ObEME W (1K) HaNnyMe PUCKa NPUYMHEHNS BPEAa 3L0POBLIO NALMEHTA, Y4ACTBYIOLLEr0 B KIMHUYECKOM UCCNEL0BAHNM,
BCNEACTBUE M3MEHEHMS YCNOBUIA €ro NPOBEAEHNS.

7. Knunudeckoe nccnenoarine GroMeanLyHCKOro KNeTo4HOro NpozaykTa MOXeT ObiTb NPUOCTAHOBAEHO 1AW NPEKPALLEHO, €CAN B MPOLIECCE €ro NPOBEAEHUS 0OHapYXeHa 0NacHOCTb ANS XM3HW, 30POBbA NaLm-
€HTOB. B cnyyae BO3HMKHOBEHMS OMACHOCTY ANS X3HM, 300POBbS NALMEHTA, Y4aCTBYIOLLEro B KNMHNYECKOM MCCNea0BaHMN G1OMEAMLMHCKOr0 KNETOYHOrO NPOAYKTa, MCCNeaoBaTens v (1n) conccnenosareni
0053aHbl NPOVHGOPMUPOBATL 06 3TOM PYKOBOANTENS MEAVLIMHCKOA OpraHm3aLyn, B KOTOPOA NPOBOAMTCS KNMHIYECKOE NCCNELoBaHNe BMOMERNLIHCKOrO KNETOYHOrO MPOAYKTA, 1 (MAK) OpraHn3aLmio, nony-
YMBLLYIO PA3pPELLEHIE Ha NPOBELEHNE KIMHNYECKOrO MCCRef0BaHMS G1OMEMLMHCKOrO KNETOYHOrO NPOAYKTa. PeLueHre 0 NpUoCTaHOBAEHUN KIMHNYECKOTO UCCNEL0BAHNS GUOMEAMLUMHCKOrO KETOYHOrO Mpo-
[yKTa NPUHIMAET PYKOBOAWUTENb MEAMLMHCKOI OpraH13auim, B KOTOPOI NPOBOAWTCS KNMHUYECKOE MCCNe0BaHNe GMOMEANLIMHCKOrO KNETOYHOrO NPOAYKTa. PelueHme 0 NpekpaLLeHni Takoro MCCneaoBaHus npu-
HUMAET YNONHOMOYEHHbIV heaepanbHblil OpraH UCIONHUTENBHO BAACTI HA OCHOBAHUM COOBLLEHMS B NMCbMEHHO (GOPME PYKOBOANUTENS MEAMLIMHCKOI OPraHn3aLim, B KOTOPOI MPOBOANTCS KNMHNYECKOEe ncene-

[l0BaH1e GMOMEINLIHCKOrO KNETOYHOrO NPOAYKTa, N opraHn3auunm, I'\Oﬂy‘-MBLLIeVI paspeLleHne Ha NpoBeaeHNe KINMHNYECKOro nccneaosaHnsa 61OMEINLIMHCKOrO KNETOYHOrO npogaykra.

©

. B CpoK, HE NpeBLILLAIOLLMA NATI paﬁoqu [Helt CO AHA 3aBEpLUEHNS, MPUOCTAHOBAEHNS MM NPEKPALUEHNS KIMHNYECKOrO MCCNEA0BaHNA 61OMEINLIHCKOrO KNETOYHOrO npoaykTa, co06LeHve 06 3TOM Hanpasng-
ETCH MEANLMHCKMMI OpraHmu3aumnamin, B KOTOPbIX NPOBOANTCA KNMHUYECKOE nccnenosaHne 61OMEINLIHCKOrO KNETOYHOr0 npoaykta, B yFIOJ'IHOMOHeHHbIVI denepanbHblli Oprat UCNONHUTESBHOM BNACTU N0 ycTa-

HOBNEHHOW UM GOopMeE.

©

. YNOAHOMOYEHHbI GefepanbHbIi OpraH UCNONHUTENLHOM BNACTY Pa3MeLLaeT Ha CBOEM OULIMANEHOM CaliTe B CETU «/HTEpHET» c006LLeHVe O 3aBepLUEeHn, NPUOCTAHOBNEHNN N NPEKPaLLEeHNN KNMHNYECKOro
1ICCNeaoBanNs 61IOMEMLMHCKOrO KNETOYHOro npoaykTa B CPOK, He NPEBbILLAIOLLMIA NATH paéoqu [He CO AHs ero nony4yeHms, B yCTaHOBNEHHOM UM NOPALKE.

10. YNOAHOMOYEHHbIN d)enepaanbM opraH ICNONHUTENBHOI BNACTV B COOTBETCTBUM C YTBEPXAEHHBIM M NMOPAAKOM OCYLLECTBNAET BEAEHNE rOCy,ELapCTBeHHOFO peectpa viccnenoBarene, KOTODbIl7I NOANEXUT pas-

MELLEHIO Ha 0dULIMANBEHOM cailTe YNONHOMOYEHHOro denepanbHoro opraHa UCNONHUTENBHO BAACTI B CETU «VHTEPHET» 1 COLEPXUT flaHHbIe 06 uccnenosarene (pamuans, ms, 0T4ECTBO, MECTO pa@OTbl, 3aHu-

MaemMas AO0MKHOCTb, CneLnanbHOCTb, CTax paﬁom N0 NPOrpamMmam KIMHUYECKIX UCCNEL0BaHWIA, NEPEYEHb KIMHUYECKVX MCCNEN0BAHWIA (B TOM Yucne 61OMEAVLMHCKMX KNETOYHBIX I'IpO,EL\/KTOB), B KOTOPbIX OH Npu-

Hman y4yactue B ka4ecTse UCCneaoBatend unu COMCcneaosaTend, n nepuoasl ero \/‘{HCTV\FI).

. Omyero pesynbrarax KnMH14ecKoro nccneaosaHns 61OMEANLIMHCKOrO KNETOYHOrO NpPoAyKTa COCTaBNAETCA OpraHu3auven, OCyLIJ,eCTBﬂFHOLLLeV\ OpraHun3aumnio NpoBEAEHNA KNMHNYECKOro UccnefoBaHng 6rnomeau-
LIHCKOrO KNeTO4HOro NpoaykTa, U NpeACTaBnaeTca B yﬂOﬂHOMOHeHHbIﬁ denepanbHbli Oprat UCNONHUTENLHON BAACTY, BbAABLUMIA PA3PELLEHIE Ha NPOBEAEHIE 3TOMO UCCAE0BAHNS, B CPOK, HE NPEBbILLAIOLLIA
TPEeX MECALLEB CO iHA €ro 3aBepLUeHnd, NPUOCTaHOBNEHNA UNK NPeKpaLLeHns, B nopaake, yctaHoBNEHHOM YNOIHOMOYEHHbIM denepanbHbIM OpraHoM UCTIONHUTENBHON BNaCTy.

12. Mopszok BbIBO3a 3 Poccuiickoi CDenepaLuAM 61onoruyeckoro Marepuana, nony4eHHoro Npn NpoBeAeHNN KNMHUYECKOro MccnefoBaHng 61OMEaNLIMHCKOrO KNETOYHOrO NPOoAYyKTa, AN €ro N3y4eHmsa B Lenax naH-

HOTO KNNHUYECKOro nccnefoBaHns yCtaHaBnBaeTca Mpasutensctom Poccuiickoi @eﬂepaul/ll/l.

Cratbs 30. Mexnyuaponuoe MHOrOLIEHTPOBOE KNNHUYeckoe uccnefosaqne GMOMEIJ,VII.IHHGKDFO KNeTo4YHOoro npoAykTa, NOCTperucTpauuoHHoe KIMHUYecKoe UccneaoBanue 6MOMEHHI.|MHGKOFO KNeTo4yHoro npoAykra

. MemyHapouHoe MHOrOLEHTPOBOE KNMHUYECKOE nccnefoBaHne 61OMEINLIMHCKOrO KNETOYHOr0 npoaykTa B Poccuiickoit d)e,uepauvm W NOCTPErncTpaunoHHoe KnMHN4eckoe Nccneaosaqme 61OMeaNLMHCKOro
KNETO4YHOro NPoAyKTa NPOBOANTCSA Ha OCHOBAaHNW paspeLleHnd Ha NPOBEAEHNE KNMHNYECKOTO NCCNEA0BaHNA 61OMEINLIHCKOr0 KNETOYHOr0 NPOoAyKTa, BblAAHHOr0 YNONHOMOYEHHEIM benepanbHbiM OpraHoM 1c-
NOMHUTENBHON BNACTU N0 pesynbratamM 3KCnepTu3bl Ka4ecTsa 61OMEANLIHCKOr0 KNETOYHOrO NPOAYKTA, 3KCNEPTN3bl AOKYMEHTOB AN NONY4EHNA paspelleHns Ha NpOBEAEHNE MeXAYHAapPOAHOr0 MHOrOLEHTPOBOrO

KIMHUYECKOrO MCCAEL0BAHNS GIOMEIMLMHCKOrO KNETOYHOrO NPOAYKTa UK NOCTPErNCTPALMOHHOIO KNMHUYECKOro nccnefoBaHng 61OMEANLIHCKOr0 KNETOYHOr0 npoaykra u 3TU4ECKOI 3KCNEPTU3bI.

o

. [ins nonyyeHus pa3peLleHns Ha NPOBEAEHUE MEXAYHAPOAHOrO MHOTOLEHTPOBOrO KAMHUYECKOrO MCCNeA0BaHMs G1IOMEAMLIMHCKOrO KNETOYHOrO MPOAYKTA MK NOCTPEMCTPALMOHHOTO KIMHUYECKOrO NCCneao-
BaHs GMOMEANLMHCKOrO KNETOYHOr0 NPOAYKTa OPraHu3aLys, OCYLLECTBASIOLAR OPraHN3aLyIo NPOBEAEHNS KAMHMYECKOrO MCCeA0BaHIA G1IOMEANLIHCKOrO KNETOYHOrO NPOAYKTA (Banee B HACTOALLEN CTaTbe —
3a8BUTENb), NPEACTABASET B YNONHOMOYEHHBIN hefepabHblil 0praH UCNONHUTENLHOM BAACTY CEAYIOLWME AOKYMEHTHI 1 CBEAEHNS:

1) 3asBneHme 0 BbldaYe PaspeLleHns Ha NPOBELEHIE MEXAYHAPOAHOrO MHOMOLEHTPOBOIO KMHYECKOr0 MCCNeA0BaHMs GMOMELNLIMHCKOrO KNETOYHOrO MPOAYKTA AW NOCTPErMCTPALMOHHONO KIMHUYECKOrO 1CCae-
[I0BaHUs BUOMELMLIMHCKOrO KNETOYHOrO NPOAYKTa;

2) PeKBM3NTLI BOKYMEHTA, NOATBEPXAAIOLLEr0 yNnaTy roCyAapCTBEHHOM NOLLNMHEI 32 BbAa4y Pa3peLleHs Ha NpoBEAEHIE MEXYHAPOLHOr0 MHOTOLEHTPOBOO KAMHUYECKOr0 MCCNEL0BaHNS BUOMEANLIMHCKOrO Kne-
TOYHOrO NPOLYKTA MM 3a BbIAYY pa3peLLeHus Ha MPOBEAEHE NOCTPErNCTPALMOHHOTO KIMHNYECKOrO UCCNea0BaHIs G1IOMEAMLMHCKOrO KNETOYHOr0 NPOAYKTa, MBO0 Cam TOT AOKYMEHT (N0 COOCTBEHHOM MHMLM-
atvse). B cny4ae HenpenCcTasneHns 3T0ro AoKyMeHTa ynonHOMOYEHHbI GefepanbHbii OpraH MCMOMHUTENBHON BNACTU HA OCHOBAHWUW NPEACTAaBNEHHbIX 3aABUTENEM PEKBU3UTOB 3TOMO AOKYMEHTa NPOBEPAET GakT
ynNaThl rOCYAaPCTBEHHOM NOLLAMHLI C MCNONb30BaHUEM MHOPMaLLK 06 ynnaTe rocyaapCTBEHHbIX MOLLANH, COAepXaLLeics B [0CYAapCTBEHHOI MHOOPMALMOHHON CHCTEME O FOCYLAPCTBEHHBIX 1 MYHULMNANbHBIX
nnatexax;

3) OTYeT 0 AOKNMHUYECKNX MCCNe0BaHMsX GIOMELMLIMHCKOrO KNETOYHOr0 NPOAYKTA 11 OTYET O NPOBEAEHHBIX PAHEE KIMHUYECKIX MCCNef0BaHMSX G1IOMEAMLMHCKOrO KNETOYHOr0 NPOAYKTa (MPW HaMYuK);

4) NpOeKT NPOTOKONA MEXAYHaPOAHOTO MHOTOLIEHTPOBOIO KAMHUYECKOr0 MCCNEL0BaHNS BMOMELNLIMHCKOO KNETOYHOrO NPOAYKTA AW NOCTPErCTPALMOHHOTO KNMHUYECKOrO NCCNEL0BAHNS OMOMEANLIMHCKOrO Kne-
TOYHOO NPOAYKTA;

5) 6poLutopa nccneaosarens;

6) MHOOPMALIMOHHBIV NMCTOK NaLNEHTa;

7) cBeneHus 06 onbiTe paboTbl MCCNeaoBaTENe N0 COOTBETCTBYIOLMM CNEUMANbHOCTAM 11X ONbiTe PaboTel N0 NPOBELAEHWIO KAMHYECKIX CCNELOBAHNI GBUOMEAMLMHCKIX KNETOYHbIX NPOZYKTOB;

8) cBeaeHNs 0 MeLMLMHCKUX OpraHn3aLysx, B KOTOPbIX NPEAN0AAraeTcs NpoBefeHe KNMHUYECKOro MccneaoBaHis 61OMeaULIMHCKOrO KAETOYHOr0 NPOAYyKTa (MOMHOE M COKPALLEHHOe HauMEHO-
BaHWs, OPraHn3aLMOHHO-NPaBoBas Gopma, MECTO HAaXOXAEHUS 1 MECTO OCYLLECTBAEHUS LeSTeNbHOCTH, TenedoH, Tenedakc, aapec ANeKTPOHHOM NoYTh, CBeAeHUs 00 akkpeauTaLmy Ha Npaso
NPOBEAEHNS KNMHUYECKNX UCCNEA0BaHNIA GUOMELNLUMHCKNX KNETOYHbIX NPOLYKTOB KaXAoW MELNLUMHCKON OpraH13aumm);

9) npeanonaraemble CPOKV NPOBEAEHMS KIVHNYECKOr0 UCCNEeA0BaHNs GUOMEANLIMHCKOrO KNETOYHOrO NPOAYKTa;

10) konms gorosopa 06s13aTeNbHOr0 CTPAX0BaHWs, 3aKNOYEHHOrO B COOTBETCTBIV C TUMOBLIMM NpaBunamMi 0653aTenbHOro CTpaxoBaHus, C ykasaHneM NpeaenbHON YUCAEHHOCTY NaLUMEHTOB, y4acTBy-

I0LLUX B KNMHUYECKOM UCCNea0BaHnN GUOMELNLUMHCKOrO KNETOYHOrO NPOAYKTa;
11) nHdopmaLms 0 cocTaBe GUOMELNLMHCKOrO KNETOYHOTO NPOAYKTa;
12) LLOKyMEHT, COCTaBNeHHbI NPON3BOANTENEM GUOMEAMLIMHCKOTO KNETOYHOrO NPOAYKTA 1 COLEePXaLLMii CBEAEHNS O Ka4eCTBEHHOM COCTaBe, KONMMYECTBEHHOM COCTaBE 1 MHbIE XapaKTepPUCTUKY O1o-

MEZNLMHCKOro KneTo4Horo npoaykTa, Npomu3BeAeHHOro Ang npoBeAeHNA KNMHNYECKNX 1CCnefoBaHuii.



3.B CPOK, He NPEBbILLAIOWA NATH paéoqu [IHeN CO AHA NPeACTaBNeHus YKa3aHHbIX B 4aCTh 2 HaCTOsLLEl cTaTbi AOKYMEHTOB 1 CBEAEHNI, yFIO}'IHOMOHeHHb\V\ denepanbHblil OpraH UCNONHUTENBHO

BnacTu:

npoBOAMT NPOBEPKY NOMHOTHI M JOCTOBEPHOCTN CBELIEHWI, COLEPXALLMXCS B NPELCTABAEHHbIX 3a9BUTENEM LOKYMEHTaAX;

o

NPUHAMAET PELLEHNE O NPOBELEHNN IKCNEPTU3bl Ka4ecTsa 61OMEANLIHCKOrO KNETOYHOro NpOoAYyKTa, 3KCNEePTU3bl LOKYMEHTOB AN NONy4eHNA paspellerid Ha NpoBEeLEHNE MEXIYHAPOAHOrO MHOrOLEHTPOBOIro
KMHUYECKOrO MCCNEea0BaHNs 61IOMEMLMHCKOrO KNETOYHOro nNpoAykTa Uam NOCTPErncTpaLyioHHOro KMHNYECKOro Nccneaosaqmnsa 61OMEINLIMHCKOrO KNETOYHOr0 npoaykrau 3TNYECKON IKCNEPTU3bI 1o 06 oT-

Ka3e B NPOBEAEHN YKa3aHHbIX 9KCNEPTU3;

L

YBEAOMNAET B NUCbMEHHO GOPME 3aABUTENS O NPUHATOM PELLEHN (B Cnyyae npuHATUA peLLeHms 00 0Tkase B nposenexnn COOTBeTCTB\/K)UJ,eVI 9KCNepPTN3bl yKasblBaeT NPU4KHBI TAKOr0 oTKasa).

~

. B Cny4ae BbiABNEHNSA HENONHOTHI UM HEAOCTOBEPHOCTN CBELEHI, COLEPXALLMXCS B MaTepuanax, NpecTaBeHHbIX 3asBIUTENEM, \/I'IOJ'IHOMO‘-IGHHbIVI (benepanbHblit 0praH CNONHUTENBHO BAACTI HANPaBASET 3a-
ABUTENIO 3aNpoC 06 YTOYHEHUM YKa3aHHbIX CBEeHWI. [laHHbIl 3anpoc MOXeT ObiTb nepenaH ynonHOMO4€HHOMY NPEACTABUTENIO 3aABUTENA INYHO NOZ PaCnUCKy, HanpaeaeH No NOYTE 3akasHbiM NCbMOM N ne-
pefaH B ANeKTPOHHOM hopme M0 TENEKOMMYHUKALMOHHBIM KaHanam CBA3N. B Cny4ae HanpasfieHna 4aHHOro 3anpoca no noyte 3aka3HbiM NMCbMOM OH CHATAETCA NMONYHEHHbIM MO UCTEYEHW WECTH [Hel C AaThl Ha-

npasneHns 3akagHoro nucbmMa.

o

. 3asBuTenb 06s3aH NPeLCTaBUTb OTBET Ha 3anPOC YNOJHOMOYEHHOTO defiepanbHOro opraHa UCMOHUTENLHOM BNACTU B CPOK, HE NPEBbILLAIOLLMIA JEBAHOCTA paéoqu [Hel Co aHs Nony4yeHna gaHHoro 3anpoca.
CDOK, yKaSaHHbIVI B 4acTi 3 HacToALLel CTaTby, Np1oCTaHaBIMBaETCA CO AHA HanpaBneHns 3asaBUTENIO YKa3aHHOro B 4acTu 4 HacTosLLei cTaTbn 3anpoca YNONHOMOYEHHOro benepanbHoro opraHa UCnonHu-
TESbHO BAACTV A0 AHS nony4yeHns uM oTeeTa Ha [)aHHbI 3aNpocC W He Y4UTBIBAETCA NPY NCHUCNEHUM CPOKA NPUHATASA YNONHOMOYEHHBIM denepanbHbIM OpraHoM UCMONHUTENBHON BAACTV PELLEHUS O NPOBELEHUN
9KCNepTM3bl Ka4ecTBa 61OMEaNLIHCKOrO KNETOYHOrO NpoAyKTa, 3KCNepTU3bl LOKYMEHTOB A4 NONY4EHNA paspeLleHns Ha NpOBEAEHNE MEXAYHaPOAHOr0 MHOrOLEHTPOBOIO KNMHUYECKOro UccnefoBaHng 6nome-

AVUMHCKOro KNeTo4yHoro npoaykTa unn noCTperncTpaunoHHoro KnmHn4eckoro Uccneaosaqmnsa 610MEANLMHCKOr0 KNETOYHOr0 NnpoAaykTa.

o

. OcHoBaHvem s 0Tkasa B nNpoBeLeHNN 3KCNepTU3bl kKaiecTsa 61OMEAVLIMHCKOrO KNETOYHOrO NPOAYKTa, 3KCNEepTU3bl LOKYMEHTOB AN14 NONY4eHUA pa3peLleHnsa Ha NpoBeaeHNE MEXAYHaPOAHOr0O MHOrOLEHTPO-
BOrO KMHMYECKOrO NCCNEN0BaHNS G1OMEAMLIHCKOrO KNETOYHOrO npoaykTa U NOCTPErMCTPALMOHHOIO KNMHNYECKOrO NCCnefoBaHna 61OMEAVLMHCKOr0 KNETOYHOrO npoaykra un 3TN4ECKON 3KCMEPTU3bI ABNSI-
ETCA NpeLCcTaBNeHne AOKYMEHTOB, NPEeLYCMOTPEHHbIX 4aCTbI0 2 HaCTOsLLEl CTaTbi, B HENONHOM 0ObEME, HenpeLcTaBneHne B yCTaHOBﬂeHHbIﬁ Cpok oTBETA HayKaSaHHbIVI BYaCTV 4 HACTOALLEN CTaTbK 3aNpoC ynon-
HOMOYEHHOr0 GeepansHOro OpraHa UCNONHUTENBHOM BRacTy mbo OTCYTCTBME B NPEACTABNEHHbIX JOKYMEHTAX CBEAEHWIA, KOTOPbIE AOMXHI ObiTb OTPaXeHbI B HUX, & TaKXE OTCYTCTBUE MHbOPMaLWK, NOATBEPX -
et ynnary FOCyﬂ,apCTBEHHOVI NOLLUNMHDBI 32 Bblaady paspeLleHns Ha nposeaeHne MeXayHapoaHOro MHOroLEHTPOBOM0 KNIMHUYECKOro nccneosaHng 61OMEaNLIHCKOrO KNETOYHOrO nNpoayKTa nnu paspeLleHnsa Ha

nposeLeHre NOCTPErncTpaLMoHHOro KnMHN4eCckoro NccneaosaHmnsa 61OMEANLMHCKOr0 KNETOYHOr0 npoAaykTa.

—

. [poBeneHue akenepTuasbl kayecTsa 61OMEINLIHCKOrO KNETOYHOrO NpPOoAYyKTa, 3KCNepTU3bl LOKYMEHTOB N4 NONY4EHNS padpelleHnd Ha NpoBeAeHNE MeXYHapOAHOr0 MHOrOLEHTPOBOrO KNMHUYECKOro nccneno-
BaHNs 61OMEAMLMHCKOrO KNETOYHOrO npoaykTa unn NnoCTPerncTpauynoHHOro KnHM4YeCKoro nccneosaHng 61OMEINLIHCKOrO KNETOYHOrO npoaykra u 3TUYECKON 3KCMEPTU3bI U Bblfaya PaspeLleHns Ha npose-
AEHNe MexayHapoaHOro MHOroLEHTPOBOr0 KAMHNYECKOro ccnenosaHng 61OMEANLIMHCKOr0 KNETOYHOrO NPOoAYKTa K NOCTPErNCTPALMOHHOMO KIMHUYECKOro UCCneLoBaHng 61OMEINLIHCKOrO KNETOYHOTO npo-

AyKTa OCYLLECTBNAIOTCA B COOTBETCTBUI CO CTATHAMMN 14 - 17 HacTosLWero GJeﬂepaanoro 3aKOHa.

©

. PeweHns 06 oTkase B NpoBeLEHNN 3KCNEPTM3bl Ka4eCTBa 61OMEINLIHCKOrO0 KNETOYHOrO NpOoAYyKTa, 3KCNEPTM3bl LOKYMEHTOB AN NONY4EHNA pa3peLleHns Ha NpoBeAeH e MeXAyHapOAHOro MHOrOLEHTPOBOrO K-
HUYECKOro NCCNEL0BaHNS BUOMEANLIHCKOTO KNETOYHOrO npoaykTa nan NoCTPErMCTPaLMOHHOIO KNMHUYECKOro nccnefoBaHng 61OMEINLIHCKOrO KNETOYHOrO npoaykrau 3TUYECKON AKCNEPTU3bI 1 B BbIAAYE Pas-
PeLleHnsa Ha nposeeHne MeXayHapoaHoro MHOrOLEHTPOBOIO KNMHUYECKOro NCcneaosaHmnsa 61MOMEANLIHCKOrO KNETOYHOrO npoaykTa nnn noCTperncTpauroHHOro KNMHUYEeCKoro nccneaosaHma BromeanLmH-

CKOro KneTo4Horo npoaykra moryt ObITb 06XAan0BaHs! B nopsake, yctaHoBNeHHOM 3aKOHOAATENbCTBOM Poccuiickoit CDGLLGDHU,MV\.

Crarbsi 31. paBa naumeHTa, y4acTByloLIEro B KNIUHUYECKOM UCCNEA0BAHMM GMOMEANULIMHCKOTO KNETOYHOTO NPOAYKTa

1. YyacTvie nauveHTa B KIMHNYECKOM MCCeA0BaHIM BUOMEANLIMHCKOrO KNETOYHOrO NPOAYKTa ABNAETCA L0OPOBObHBIM M MOATBEPXKAAETCS €ro NOANMCHIO AW NOANMCHIO €r0 3aKOHHOrO NPEACTABUTENS HA MHGOP-
MaUMOHHOM NMCTKE NaLmeHTa.

2. MauyeHT K ero 3aKOHHbIA NPEACTABUTENb AOMKEH ObITb MHPOPMUPOBAH B NMCHMEHHO GOpME:

1) 0 GMOMELMLMHCKOM KNETOYHOM NPOAYKTE;

2) 0 Lienu 1 NPOAONXUTENBHOCTY KIMHUYECKOrO MCCAEA0BAHNS GUOMEIMLIMHCKOrO KNETOYHOr0 NPOAYKTa;

3) 0 rapaHTMsX KOHOUAEHLMANBHOCTY YHaCTIS B KIMHAYECKOM NCCNELO0BAHNM GYOMEMLMHCKOrO KNETOYHOrO NPOAYKTa;

4) 06 yCnoBMAX y4aCTHA B KNMHUYECKOM MCCNEA0BaHMN BMOMEANLIHCKOrO KNETOYHOrO NPOaYyKTa;

5) 06 oxuaaemoit aIhHEKTUBHOCTY BUOMEANLIMHCKOTO KNETOYHOTO MPOAYKTA, @ TakXe O CTENEHU pucKa, KOTOPOMY MOXET NOABEPrHYTHCS NALMEHT B CBA3M C Y4aCTUEM B KIMHUYECKOM UCCNEA0BAHNM OUOMELNLIMH-
CKOrO KNETOYHOrO NPOLYKTa;

6) 0 neicTBMSX NaLMeHTa B ClTyyae HenpeaBUaEHHbIX 3QOEKTOB BANAHUS OUOMELNLIMHCKOrO KNETOYHOMO NPOAYKTa Ha COCTOSHIE €ro0 3A0POBLS;

7) 06 ycnosusx 0653aTeNbHOr0 CTPAX0BaHNA X3HN 1 3A0POBbS NaLMEHTa.

3. TaumeHT unn ero 3akoHHbIV NPeACTaBUTENb UMEET NPABO 0TKA3aThCA OT Y4ACTUA B KMHUYECKOM UCCNEA0BaHMN GUOMELNLIHCKOrO KNETOYHOr0 NPOAYKTa Ha Mool CTamm NPOBELEHNS TAaKOro NCCNeL0BaHMS.

4. TpoBeneHIe KMMHYECKOr0 MCCNef0BaHMs BUOMELNLIMHCKOO KNETOYHOMO NPOAYKTa C Y4aCTUEM B KA4ECTBE NALMEHTOB AeTei LONYCKAETC TONbKO C MMCbMEHHOr0 JOOPOBONLHOTO COrnacus 1x poguteneit. letm
MOTYT PacCMaTpVBaTLCA B KAYECTBE NALMEHTOB TakOro MCCNEL0BaHNS B ClTyyae, €CAN ero NpoBeaeHNe He0OX0AMMO Ans neyeHus 3abonesanus y aaHHoro pebenka. B aTux ciyyasx Takoe MccnesoBaHme MOXeT
OCYLLECTBAATLCS HA OCHOBAHWM PELLEHNS KOHCUAMYMA Bpayeli, C034aBaeMoro B COOTBETCTBUM ¢ PeaepanbHbiM 3akoHoM 0T 21 Hosbps 2011 roga Ne323-13 «O6 ocHoBax OXxpaHbl 300p0BbS rpaxaaH B Poccuit-
ckoit Penepaumn», 0 BO3MOXHOCTY y4acTus pebeHka B KIMHUYECKOM UCCAEL0BAHNM OMOMEANLIMHCKOrO KNETOYHOr0 NPOAYKTA 11 MK YCAOBMM, YTO TaKOMY MCCNEL0BAHMIO NPEALECTBOBAN0 UCCNE0BaHME AaH-
HOro 6MOMEZMLIMHCKOr0 KNETOYHOrO NPOAYKTa Ha COBEPLLEHHONETHMX rpaxaaHax, 3a MCKI0HEHEM CNy4aeB NPOBEAEHHS KNMHUYECKOrO MCCAEA0BaHNS G1IOMEANLMHCKOrO KNETOYHOr0 NPOAYKTa, NpeaHa3HaueH-

HOrO AN 1eYeHns 3a60NeBaHMIA CKNIOYUTENBHO yﬂ,ETeVI.

o

. JonyckaeTcs NpoBeLeHe KMHUYECKOr0 MCCneaoBaHms G1IOMEAMLMHCKOrO KNETOYHOr0 NPOAyKTa C y4acTeM B Ka4eCTBE NaLmMeHTa nnua, NPU3HaHHOrO B YCTaHOBAEHHOM 3aKOHOM NOPSAKE HeAEECNOCOBHLIM nnn
OrpaHnyeHHO Aeecnoco6HbIM, C NMCbMEHHOrO A0GPOBONBHOMO COrNacks ero 3akOHHOr0 NPEACTaBUTENS. PelLeHNe 0 BO3MOXHOCTY Y4aCTHA Yka3aHHOrO InLa B TaKOM KIMHNYECKOM NCCREL0BAHNM MPUHUMAET KOH-
CvyM Bpayei, B COCTaB KOTOPOrO BXOAAT CELMan1CTs No npoduiio 3a60neBaHns nauuenTa.

6. 3anpeLLaeTcs npoBeaeHne KIMHNYECKOro MCCneaoBaHms G1OMELMLMHCKOrO KNETOYHOrO MPOAYKTA C y4acTUeM B Ka4eCTBe NaLMeHTOB:

1) meTeit-cupoT 1 AeTeit, 0CTaBLLMXCS B€3 NoNeYeHus poauTeneit;

2) XEHLLWH B Neprog 6epemMeHHOCTH, POLLOB, XEHLLH B NEPUOL rPYAHOr0 BCKAPMAVBAHWS, 33 UCKIOYEHIEM ClTy4aes, €CAN COOTBETCTBYIOLMIA METOA NeYEHIs NPeaHa3HaueH NS STHX NaLMEHTOB W MpY YCNOBW NPK-

HATUS BCEX HEOOXOAMMBIX MEP MO UCKIOYEHMIO PrCKa NMPUYMHEHNS BPEAA XEHLUMHE B NEpUOL 6EPEMEHHOCTI, POAOB, XEHLLMHE B NEpVOA rPYAHOr0 BCKApMAMBAHUS, oAy unu pebeHky;

3) BOEHHOCHYXALLKX, 33 CKIIOYEHNEM Cy4aeB NPOBEAEHMS KMHIYECKOTO MCCNen0BaHUs BUOMEANLIMHCKOrO KNETOYHOrO NPOAYKTA, CeuvanbHo pa3paboTaHHoro As NPUMEHEHKS B YCNOBUSX BOEHHbIX A CTBIN,
4pe3BblYaliHbIX CUTYaLNIA, NPOMUNAKTIKI 1 NeYeHs 3a00AeBaHNI 1 NOPAXEHWI, NONYYEHHbIX B Pe3ynbTaTe BO3AENCTBUS HEGNAronpuUATHbIX XMMUYECKMX, BUONOMIYECKIX, PafvaLMOHHbIX GakTopoB. KnuHinyeckoe
1ICCNEeA0BaHIE Takoro G1IOMEAMLMHCKOrO KNETOYHOro NPOayKTa MOXET NPOBOAWTLCS C YHaCTUEM B Ka4eCTBE NaLMEHTOB BOEHHOCAYXALLMX, 33 UCKNIOYEHEM BOEHHOCTYXALLX, MPOXOASLUMX BOEHHYIO CIyXOy no
npu3biBy, C COONI0AEHNEM TPEBOBaHMIA, YCTaHOBAEHHbIX HACTOALMM DeiepanbHbIM 3aKOHOM B OTHOLLEHIN FPaXAaHCKNX L

4) COTPYOHMKOB NPaBOOXPAHUTENbHbIX OPraHoB;

5) L, OTOBIBAIOLLMX HaKa3aHWe B MECTaX MLIEHNS CBOOOA, @ TAKXE NNLL, HAXOAALUMXCS NOZ CTPaXel B CNEACTBEHHbIX N307STOPaX.



Crartbst 32. 06s3atenbHoe CTpaxoBaH1e XWU3HU, 30,0pOBbS NaLUeHTa, y4acTByioLLero B KNMHUYECKOM UCCNIe0BAHUN 6MOMEAHI.|HHGKOFO KNeTo4YHoro npoAykTa

. OpFaHVISaLMﬂ, nony4nBLLan paspeLleHne Ha opraHn3almnio NpoBeaeHNs KNMHNYECKOro NCCnenoBaHng 61OMEANLIMHCKOrO KNETOYHOr0 NnpoAaykTa, 00513aHa B kayecTse CTpaxosatend CTpaxoBatb PUCK NPUHUHEHNA

BpeAa Xun3Hu, 300P0BbLIO NaUWeHTa B pedynbTare NpoBeAeHNA KNMHNYECKOro NCCnenoBaHns 61OMEAVLIMHCKOr0 KNETOYHOr0 npoAaykTa 3a CBOW CHeT nyTem 3aknio4eHns Lorosopa 0053aTeNbHOr0 CTpaxosaHud.

o

O6bekTom 06s3aTensHOro CTpaxoBaHng aBnaeTca VIMyLIJ,eCTEeHHbM VHTEPEC NaLMeHTa, CBA3aHHBIN C NPUYMHEHNEM BPEA XWU3HW, 3L0POBbLIO NaLMeHTa B pesynbrate NPOBEAEHNSA KNMHNYECKOro CCneaoBaHnsa

O1OMEINLIHCKOrO KNETOYHOrO npoaykra.

w

CTDaXOBbIM CNy4aem no Aorosopy 00513aTeN1bHOT0 CTpaxosaHud ABNAETCA CMEPTb NaLMeHTa unn yxyaleHne ero 300poBsbd, B TOM Y/CNE BNEKYLLEE 3a coboit YCTaHOBNEHME MHBANNAHOCTW, NPW HANNYAWN NPUYUH-

HO-CNECTBEHHON CBA3N MEXAY HaCTynaeHneM 3Toro cobbITns u y4acTemM naumneHTa B KnmHM4eCckom nccnenoBaHnmn 61OMEANLIHCKOrO KNETOYHOr0 npogaykra.

En

TpeﬁOBaHMﬂ 0 BO3MELLEHUN BPEaA, MPUYMHEHHOrO XM3HU MW 3L0POBbIO NALVEHTa, NPEAbABASIOTCH B TEYEHWE CPOKOB MCKOBOW JaBHOCTH, YCTaHOBNIEHHbIX rPAXAaHCKMM 3aKOHOAATENbCTBOM.

3]

Pasmep cTpaxosoit CyMMbI N0 LOroBopy 0053aTeNbHOr0 CTpaxoBaHua COCTaBNAET ABa MUNNNOHA pyﬁneM.

o

PaaMep crpaxosoﬂ BbiNnathbl N0 A0roBOpy 0053aTeNbHOr0 CTpaxoBaHusa COCTaBngaeT:

1) B Cny4ae CMepTn nauneHTa Aga MiuinoHa py6nel7| Ha Kaxzoro nauneHTa, y4actsoBasLUIEro B KNMMHU4ECKOM UCCNEA0BaHNN 610MEANLMHCKOr0 KNETOYHOr0 NPoAyKTa;

o

npu yxyaleHnn 300posba nauneHTa:

ACR

nosnekLem 3a coboi YCTAHOB/NEHWE NHBAMAHOCTN | rpynnbl, OAUH MUNNMOH NATLCOT ThICAY py6neM Ha KaXa0ro nauueHTa, y4aCTBOBaBLLEro B KIMHUYECKOM UCCNEeA0BaAHNN 61OMEAVLIMHCKOr0 KNETOYHOrO npo-
AyKTa;
nosnekLuem 3a coboi yCTaHOBNEHWE NHBANUOHOCTH Il rpynnel, OANH MUNNOH pyéneﬁ Ha Kaxzoro nauueHTa, y4acTs0oBaBLEro B KNMMHAYECKOM UCCNEA0BAHNN 61OMEANLIHCKOr0 KNETOYHOr0 npozaykTa;

=

=

nosnekLem 3a coboi yCTaHOBNEHNE NHBANUOHOCTH Il rpynnbl, NATLCOT ThiCAY pyéneM Ha Kaxzoro nauueHTa, y4acTs0oBaBLEro B KMMHAYECKOM UCCNEA0BAHNN 61OMEANLIHCKOr0 KNETOYHOr0 npozaykra;

=

He noBnekLLem 3a coboi YCTaHOBNEHWA MHBAIMAHOCTW UK NOBNEKLIEM YBENMYEHWNE CTENEHN OrPaHNYEHNA XU3HEAEATENbHOCTU NHBaNnnaa 6e3 n3MeHeHms rpynnel UHBANMOHOCTH, HE Gonee yem TpucTa ThiCAY
py6ﬂ€l7l Ha Kaxaoro nauneHTa, y4acTBoBaBLLEro B KNMMHNYECKOM UCCNEA0BAHNN 61OMEINLIHCKOrO KNETOYHOrO nNpoaykTa, NCxoad N3 HOpMaTNBOB, OTPAXAIOLLIMX XapPaKTEP ¥ CTENEHb NPUYMHEHWA BpEAA 3L0POBbIO,

aTakxe (DaKTVI‘{eCKM NMOHECEHHbIX NaLUEHTOM PacxodoB, CBA3aHHbIX C NPUYMHEHNEM BPEAA 3L0POBbIO, HA MEANLMHCKYIO MOMOLLb, FIpI/IO@peTeHVIE JIEKaPCTBEHHbIX NPenapatos N MEANLIMHCKIX 13nenuit.

~

[lorosop 06513aTeNLHOTO CTPAX0BaHNA 3aKNIYAETCA HA CPOK, OXBATLIBAIOLMA NEPUOZ, NPOBEAEHNS KIMHNYECKOTO UCCAEA0BAHNS OUOMELNLIMHCKOMO KNETOYHOrO NPOAYKTa, 1 HE MEHee YeM Ha OAWH rog nocne
OKOHYaHMS MPOBEAEHNS KIMHUYECKOrO NCCAEL0BAHNS GIOMEIMLIMHCKOrO KNETOYHOrO npoaykTa.

=)

Ycnosus norosopa 0053aTenbHoro CTpaxoBaHWs, B TOM Y1CNe CTPAxoBble TaDM(DbI no OﬁﬂaaTeﬂbHOM\/ CTPaxoBaHumio, NepeyeHb HEOOX0MMBIX [OKYMEHTOB A1 OCYLLLECTBEHUA CTanOBOV\ BbIM/IaThl, NOPAAOK yCTa-
HOBNIEHMA CTpaxoBaTtenem MHOMBKAYanbHOro UOEHTUOMKALMOHHOIO KOJa NaLmeHTa, Nopsaok MHGOPMUPOBAHUS CTPAXOBATENEM CTPAXOBLUMKA O MPUBNEYEHHBIX K KNMHWYECKOMY NCCNEAO0BaHMIO BromeanLnH-
CKOro KNneTo4Horo NpoaykTa nauneHTos, Nopaaok ynnatbl CTPaxoBOii NPemii, NOPALOK peanuaaLmy onpefeneHHbIX HaCTOALLM (Deﬂ,epaﬂbelM 3aKOHOM W Ipyrmi benepanbHbIMI 3aKkoHamu npas 1 0053aHHO-

CTei CTOPOH, HOPMATUBBI, OTPAXAIOLLME XapaKTep 1 CTENEHb NOBPEXAEHNS 300P0BbS N0 [L0rosopy 0053aTenbHoro CTpaxosaHud, ycTaHaBNnBaKOTCA TUNOBLIMM NPpaBunamn 0053aTeN1bHOr0 CTpaxosaHus.

©

B Cnyyae npuyiMHeHns Bpena XU3Hu nauyeHTa, y4acTsoBasLUero B KNMHU4ECKOM UCCNEA0BAHN 61OMEINLIMHCKOrO KNETOYHOrO npoaykTa, Bb\FO,ﬂOI’IpV]OﬁDETaTeJ’IHMM no Aorosopy 06s3aTenbHoro CTpaxosaHnd AB-
NAI0TCA rpaxaaHe, MetoLye Npaso Ha BO3MELLEeHNe Bpeaa B Ciy4ae CMepPTV KOPMUibLd B COOTBETCTBIM C rpaxaaHCkiM 3aKOHOAATEeNbCTBOM, NMPW OTCYTCTBUM TaKMUX rpaxaaH — poauTenn, cynpyr (cynpyra), nemw
YMEPLLETO NauneHTa, y4acTsoBaBLLIEro B KNNMHUYECKOM UCCNeL0BaHNN 61OMEINLIHCKOrO KNETOYHOro nNpoaykTa, B CNy4yae CMepT naLyieHTa, y4aCTBoBaBLLErO B KNNHUYECKOM UCCNEA0BAHNN 61OMeaMUMHCKOro
KNETO4HOro NPOAyKTa 1 HE UMEBLUEr0 CaMOCTOATENbHOIO JOX0AA, — rpaXaaHe, Ha WXAMBEHUN KOTOPbIX OH HAax0AUNCH, B OTHOLLEHWI BO3MELLEHWA PACXOA0B Ha norpeﬁeHme nauneHTa, y4aCTB0OBaBLUETO B KNMHK-

4eCKOM 1CCNeaoBaHIM BUOMELNLIMHCKOO KNETOYHOrO NpoAYyKTa, — MU0, NOHECLLEE TaKne PACXOAbI.

o

. CTanOBaﬂ BbinnaTa B CHET BO3MELLEHNA BPEAA, NPUYNHEHHOr0 XM3HM NaLneHTa, y4aCTBOBaBLLEro B KNMHUYECKOM UCCneL0oBaHNn 61MOMEAVLIMHCKOrO KNETOYHOr0 NPOAyKTa, pacnpeaensieTca Mexay Bbirononpu-

OﬁpeTaTeJ’lﬂMV\ nponopunoHanbHO UX KONMMYECTBY B PaBHbIX A0NAX.

. Mpu HaCTynaeHnn CTPaxoBoro ciy4asa nauneHT, \/HHCTBOBHBLIMV\ B KMHUYECKOM MCCAEeA0BaHNM G1IOMEAVLMHCKOrO KNETOYHOrO npopaykra, Bb\FOE,OI'IDVIOﬁpeTaTeJ'Ib no ﬂOI’OBOpyOﬁﬂSaTeﬂbHOI’O CTpaxosaHus Bnpase
NPEAbABUTL HEMOCPEACTBEHHO CTPAXOBLLMKY TpeﬁosaHme 0 BO3MELLEHNW NPUYMHEHHOTO Bpeaa. CTDaXOBaﬂ Bbinnata OCYyLLECTBNAETCA CTPAXOBLLUMKOM B TEYEHWE TpUALATN [IHel CO [IHA NpeLCTaBnervs Heobxo-
AVMbIX LOKYMEHTOB. NaumeHrt, yHaCTBOBaBUJMﬁ B KNIMHWNYECKOM 1CCAEL0BAHNM BUOMEANLIMHCKOrO KNETOYHOrO npoaykTa, nin Bb\FOﬂ,OI‘IDMOﬁpeTaTeJ’Ib no [orosopy 0053aTeNbHOr0 CTpaxosaHug 00513aH COOOLUNTL
CTPaxOBLUMKY Ans OCYLLECTBNEHMA CTPaxoBoi BbINNATHI VIHJ],VIBMleaﬂbeIVI NOEHTUOUKALMOHHBI KOA NaLmeHTa, yCTaHOBJ’IEHHbII;I CTpaxosatenem B COOTBETCTBUW C TUMOBLIMW NpaBuiammn 0053aTeNbHOr0 CcTpaxo-

BaHuA.

)

. [lo nonHoro onpesenexus pasmepa NOANEXALLEro BOIMELLEHWIO BPeaa CTPAXOBLLMK MO 3aABNEHUIO NaLMEHTa, Y4aCTBOBaBLLEr0 B KIMHUYECKOM UCCenoBaHN B1OMEINLIHCKOTO KNETOYHOr0 npoaykTa, nm 3a-
ABNEHNIO BblFOﬂ,OﬂpMOﬁpeTaTEﬂﬂ Brnpase OCYLLECTBUTbL YaCTb CTPaxoBoW BbINAATH, COOTBETCTBYIOLLYIO (baKTyecky ONpeaeneHHoN YacTu NPUYMHERHOIO Bpeaa.

13. CTanOBaﬂ Bbinnara B COOTBETCTBUM C AOrOBOPOM 0053aTeNbHOr0 CTpaxoBaHnd OCYLLECTBNAETCA HE3ABUCUMO OT BbINAAT, MPUYUTAIOLLMXCA NO APYriM BAAM CTPaxoBaHUd.

14. He [0nyCcKaeTcq ydacTne nauneHTa B NpoBeAEHNN KNMHNYECKOro NCCnenoBaHna 61OMEAVLIMHCKOr0 KNETOYHOr0 NpOoyKTa npu OTCYTCTBMM LOrOBOPa 0053aTeNMbHOT0 CTpaxosaHus.

15. KOHTpOJ’Ib 3a UCNONHEHeM opraHmaaumeM, I'IOJ'Iy‘-IVIBLIJe\;\ paspeLleHne Ha NpoBeAEHNE KNMHUYECKOro nccnefosaHng 61OMEINLIHCKOrO KNETOYHOro npoaykTa, yCTaHOBJ’IeHHOﬁ HacTosLLel cTaTbelt 06513aHHOCTH

N0 CTPaxoBaHWIO XM3HKW, 300P0BbA NALMEHTa, Y4aCTBYIOLLLEro B KNMHNYECKOM UCCNeN0BaHUN 61OMEINLIHCKOrO KNETOYHOr0 npofaykTa, OCYLLEeCTBNAETCA YNONHOMOYEHHbIM denepanbHbIM OPraHoM MCMoNHW-

TefbHOM BNACTX, BbIAABLUMM Pa3peLUeHre Ha NPOBEAEHIE KIMHNYECKOr0 UCCNEA0BaHMS O1OMEANLIHCKOrO KNETOYHOrO npoaykra.

Crartbst 33. Monyyenue Guonorneckoro marepuana

1. TonyyeHue Gronoruyeckoro marepuana ot 4oHopa 61ON0rMYeckoro Matepuana ans NPonN3BoaAcTBa GOMEAMLIMHCKMX KNETOYHbIX NPOAYKTOB, B TOM YMCAE B LENSIX NPOBEAEHNS AOKNMHIYECKUX MCCNeS0BaHMiA 1
(K1) KNMHUYECKIX UCCNeA0BaHIIA, U MELNLMHCKOe 00CNen0BaHME A0HOpa B1MONOrMYecKoro Matepuana B LieNsx BbiSBAEHNS NPOTUBOMOKA3aHWI J1s NONYYEHMs OT Hero 61oN0rMYeckoro Mateprana npoBOAATCS
B OPraHM3aLysix, IMEIOLLIX INLIEH3MIO Ha MEAVLIMHCKYIO AEATENbHOCTb, Ha OCHOBaHWM JOrOBOPA MEXLY Takol OpraHmaaLmelt 1 npon3soauTenem G1oMeanLMHCKMX KNETOYHBIX MPOAYKTOB 3a CHET Yka3aHHOro npo-
13BOAMTENS.

2. Mpasuna nony4eHns GMONOrMYECKOro MaTepuana Ans NpOU3BoLACTBa GOMEANLIMHCKMX KNETOYHBIX MPOLYKTOB W Nepeaayn ero Npou3BoaNTeNio GMOMEANLIMHCKIX KNETOYHbIX NPOAYKTOB YCTaHABAMBAIOTCS YOAHO-
MOYEHHbIM heaepanbHbIM OPraHoM UCMONHUTENLHON BAACTY.

3. TMonyyeHre GuONOrMYECKOro MaTepuana fns NPON3BOACTBA BUOMELMLIMHCKIX KNETOYHbIX NPOAYKTOB NPW NPUXU3HEHHOM AOHOPCTBE A0MYCKAETCS MPY HAMYIM BBIPAXEHHOTO B NUCbMEHHOM (HOPME 1 BHECEHHOrO
B MEJMLMHCKYIO JOKYMEHTALMIO A0HOPa:

1) MHOOPMMPOBAHHOrO AOBPOBOALHOMO COrNackst COBEPLUEHHONETHErO AEeCnoCOBHOr0 M1ua NMbo HeCOBEPLIEHHONETHErO LA, 0GBSBAEHHONO B YCTAHOBAEHHOM 3aKOHOM MOPSAKE NOAHOCTBIO AEECNOCOBHLIM,
npoLLeawWwero MeanumHekoe obcnenoBaxie, Ha 6e3803Me3IHOe NPefocTaBaeHue CBoero 61oNorMyeckoro Matepuana Ans Npou3BOACTBa OMOMEANLIMHCKOrO KNETOYHOTO MPOAYKTA, B TOM YUCAE B LENsX NPoBe-
[DeHNs LOKNMHNYECKIX NCCAELOBAHNIA U (MA1) KNMHUYECKNX MCCNEA0BaHUI;

2) MHOOPMMPOBAHHOTO OBPOBONBHOTO COrNACHS OJHOTO N3 POAUTENEN MM MHOTO 3aKOHHOTO NPEACTaBIUTENS HECOBEPLUEHHONETHErO LA (33 UCKNIOYEHEM HECOBEPLUEHHONETHEO LA, YKa3aHHOrO B NyHKTe 1
HaCTOALLEN YacTu), a Takke N1Ua, NPU3HAHHOTO B YCTAHOBAEHHOM 3aKOHOM NOPSAKE HEAEECTOCOBHBIM MM OrpaHUYEHHO 1eeCnoCoBHbIM, Ha 6e3B03ME3AHOE NPELOCTaBAEHNE G1ONOrNYECKOro MaTepuana fak-
HOTO NMLa ANs NPOM3BOACTBA G1OMELMLMHCKOrO KNETOYHOrO NMPOAYKTA, B TOM YMCAE B LENSX NPOBEAEHNS LOKNMHUYECKIX UCCAELA0BAHNIA M (M) KIMHUYECKIX MCCAELOBAHNIA. T0Ny4eHIne BMONOrNYECKoro Mate-
prana y nuL, ykadaHHbIX B HACTOSLLEM NYHKTE, OMYCKAeTCs TONbKO B CNy4asX, €CAN G1OMEANLMHCKNIA KNETOYHbIA NPOAYKT NPeHa3HaueH AN NPUMEHEHUS MCKMIOYNTENBHO 3TUM IMLAM WA UX POACTBEHHUKAM —

6uonornyeckum poauTenam, poaHbIM AETAM, POAHLIM GDaTbHM W POOHbLIM CECTpam.



4. Juo, yka3aHHoE B NyHKTe 14acTu 3 HACTOSLLEN CTaTby, MOXET B NMCbMEHHOM GOPME, 3aBEPEHHOI PYKOBOAMTENEM MELMLIHCKOI OpraHn3aLim 1nbo HoTapuanbHO, BbIPa3nTb CBOE BONEU3bABNEHNE O COrnacim
W O HECOrNacM Ha NOCMEPTHOE NPELOCTaBAEHE ero GMONOrMYEcKOro Matepuana Ans NpOU3BoACTBa G1OMEAMLIHCKOrO KNETOYHOr0 NPOAYKTA.

5. B cnyyae 0TCYTCTBNS BbIPAXEHHOTO MPY XM3HI BONEN3bSBNEHIS NLLA, YKa3aHHOTO B MyHKTE 1 4acTu 3 HACTOsALLEN CTaTbi, B OTHOLIEHWI NOCMEPTHOTO OHOPCTBA NONYYEHIE NOCAE Mo CMEPTU BUONOTNYECKOr0
martepuana s npou3BoacTea GrOMeaNLIHCKOr0 KNETOYHOr0 NPOAYKTa A0NYCKAETCS NPY HaN4MI NUCbMEHHONO COrnacus cynpyra (Cynpyr) ymepLUero, a npu ero (ee) 0TCYTCTBIN — OIHOTO 13 POACTBEHHMKOB
(BeTn, poauTeny, yCbIHOBNEHHbIE, YCHIHOBUTENM, POAHbIE BPaThs M POAHLIE CECTPbI, BHYKY, AEAYLIKM 1 6a0YLIKV), 3aBEPEHHO0 PYKOBOAMTENEM MEAVLMHCKOM OpraH3aLi nam ynoaHOMOYEHHbIM M IMLLOM M0
HOTapuanbHo.

6. ViHhopmaLys 0 Hanuumm BONEU3bABNEHNS LA, YKa3aHHOMO B YaCTV 4 HACTOSALLEN CTaTbI, UHBIX IWLL B CNy4Yae, NPeLYCMOTPEHHOM YacTbio 5 HACTORLLEN CTaTby, BHOCUTCS B MEAMLIMHCKYIO SOKYMEHTALMIO LOHOPA.

7. TNonyyeHre GMONOTMYECKOr0 MaTepuana Npy NOCMEPTHOM JOHOPCTBE HE A0MYCKAeTCs:

1) ecnn Npu XU3HU MO, YKadaHHOE B NYHKTE 14acTi 3 HACTOSLLEN CTaTbY, BbIPA3NIO0 B YCTHO HOPME B NPUCYTCTBIW CBUAETENEI CBOE BONEN3bSBNEHME O HECOrNACKM Ha MOCMEPTHOE NpeaocTasneHme Gronoru-
4eCKOro maTepuana Ans NpoM3BOACTBA G1OMEAMLMHCKOrO KNETOYHOrO NPOAYKTa W laHHbIE 00 3TOM BHECEHSI B MEANLIMHCKYIO OKYMEHTALMIO JAHHOTO nLLa B MOPSAKE, YCTAHOBNEHHOM YMOAHOMOYEHHBIM Geae-
panbHbIM OPraHoM UCMONHUTENbHOI BNACTY;

2) Y yMepLLEro HECOBEPLIEHHONETHEO UL, 3a UCKMIOYEHNEM YKa3aHHOTO B NyHKTe 14acTu 3 HACTORLLEN CTaTby, MK Y MLA, NPU3HAHHOTO B YCTaHOBAEHHOM 3aKOHOM MOPSAKE HEAEECNOCOOHbIM;

3) npu OTCYTCTBIM OAHOBPEMEHHO BONEN3bABNEHMS, BbIDAXEHHOTO NPY XIU3HW IMLOM, YKadaHHbIM B NyHKTe 14acTi 3 HacTOsALLEN CTaTbi, O COrnacui Ha NOCMEPTHOE NPeLoCTaBAeHue 61oNorNyeckoro Matepuana
[N NPOM3BOACTBA BUOMELMLIMHCKOrO KNETOYHOrO MPOAYKTA, W COrnacus ero Cynpyra (Cynpyri), a npy ero (ee) OTCYTCTBUN — OSHOMO U3 POACTBEHHIKOB, YKa3aHHbIX B 4aCTV 5 HACTOALLEN CTaTby.

8. dopma MHHOpMMPOBaHHOrO A0GPOBONBHOIO COrNacus AoHopa GMONOrMYECcKoro Matepyana iMbo OAHOTO U3 POANTENEN AW MHOrO 3aKOHHOTO NPEACTABUTENS WL, YKa3aHHOTO B NYHKTE 2 YacTi 3 HacTosLLel
CTaTby, Ha 6e3803Me3HOE NPefocTaBaeHue 61ONorNYeckoro Matepuana Ans NPoM3BOACTBA OMOMEANLIMHCKOTO KNETOYHOTO MPOAYKTA, B TOM YUCAE B LENSX NPOBELEHWS AOKMHUYECKVX MCCNEA0BaHMiA U (unu)
KIMHWYECKIX NCCAELOBAHMIA, DOPMA NMCbMEHHOMO COrnacys Cynpyra (Cynpyru) anbo OAHOMO U3 POACTBEHHUKOB, YKadaHHbIX B 4aCTV 5 HACTOSALLEN CTaTbi, YMEPLUErO nLia Ha NOCMEPTHOE NpefocTasneHue 61o-
NIOrM4eCckoro Matepuana ans Npou3BOACTBa GVOMEMLIMHCKOrO KNETOYHOrO MPOAYKTA, B TOM YMCNE B LIENsX NPOBEAEHUS JOKNMHUYECKIX MCCNES0BAHMIA 1 (VW) KNMHNYECKUX UCCe0BaHWIA, YTBEPXAAIOTCS ynon-

HOMOYEHHbIM DefiepanbHbIM OpraHoM UCNONHUTENBHON BAACTH.

Crarbsi 34. Mipaga u 0693aHHOCTH AOHOPa GioNOrMYecKoro Matepuana, ero poAUTENeil U MHbIX 3aKOHHbIX NpeAcTaBuTeNnei

1. [loHop 61onoru4eckoro Matepuana npu NPUXM3HEHHOM SOHOPCTBE (OAMH 13 ero POAUTENEN MW HOV 3aKOHHBIN NPELCTABUTENb) UIMEET NPaBo:

1) Ha 3awmTy NPaB 1 OXpaHy 300POBbA JOHOPA;

2) Ha 03HaKOMAEHME C pe3ynbTaTami MeLNLMHCKOr0 06Cnef0BaHMs JOHOPa;

3) Ha nony4eHue B JOCTYNHOI Gopme NHGOPMALLM O BUOMEANLIMHCKOM KNETOYHOM NPOAYKTE, A1s NPOM3BOACTBA KOTOPOrO NPefoCcTaBAseTcs 61onoruyeckiii Matepuan, o NopsaKke NonyYeHNs u UCMoab30BaHNs
61onornyeckoro Mateprana, 0 BO3MOXHbIX NOCAEACTBUSX U3bATUS BUONOTHECKOr0 MaTepuana Ans 340p0oBbs AOHOPA;

4) Ha nonyyeHe MeAMLMHCKON NOMOLLY B PaMKax NporpamMMbl roCYAapCTBEHHbIX rapaHTuil 6eCNaTHOrO OKasaHus rpaxaaHam MeayLMHCKO NOMOLLY B Cllyyae BO3HIKHOBEHMS Y LOHOPA PeakLii 1 OCNOXHEHIA,
CBS3aHHbIX C JOHOPCTBOM;

5) Ha 0Tka3 B M0G0 MOMEHT OT NPeA0CTaBNeHUs BUONOMN4ECKOr0 MaTepuana.

2. [loHop Bronoru4eckoro Matepuana (0auH U3 ero pOAUTENEN K MHOI 3aKOHHBI NPELCTABUTENb) NPY MPUXU3HEHHOM AOHOPCTBE 00513aH COOOLNTS:

1) HGOpMAaLMIO 06 U3BECTHbIX EMY 3a001EBaHNAX, NEPEHECEHHBIX JOHOPOM 1 (1) UMEIOLLXCS Y JOHOPA;

2) HGopMaLMio 06 ynoTpebaeHN JOHOPOM HAPKOTUYECKIX CPEACTB, MCUXOTPOMHbIX BELLECTB, NEeKApCTBEHHbIX NPenaparos;

3) WHble CBELEHNS, MMElOLLMe 3HayeHne s 0becneyeHns 6e30nacHoro JOHOPCTBa GUONOMMYECKOro MaTepuana, NepeyeHb KOTOPbIX YTBEPXAAETCS YNONHOMOYEHHBIM GenepanbHbIM OpraHoM UCNONHUTENLHON

BiacTn.

w

. loHop 6ronoruyeckoro matepuana npn NPUXM3HEHHOM AOHOPCTBE 06513aH NPOIT MeANLIMHCKOE 0BCNea0BaHne. Yka3aHHOe MeaMUMHCKOE 06CNea0BaHMe SBNSETCS Ang A0HOPa BecnnaTHbIM. Mopsaok Mean-
LIMHCKoro 06cne0BaHIs LOHOPA U NepeyeHb NPOTUBONOKAa3aHHiA (aGCONIOTHBIX 1 OTHOCUTENbHBIX) ANS NONYYEHNS BUONOTMYECKOr0 MaTepuana yTBepXaaioTcs ynoaHOMOYEHHbIM GefepansHbIM OpraHoM UCNONHK-

TeSbHOM BNACTH.

En

[loHop 61onoruyeckoro marepuana (OAVH U3 ero POANTENE I MHON 3aKOHHbI NPEACTABUTEND) NPU NPUXU3HEHHOM AOHOPCTBE, YMBILLNEHHO CKPBIBLLMI MW UCKA3WBLUNI N3BECTHbIE €My CBeLleHA 0 COCTOAHUN
300p0BbA fIOHOPA NPK OCYLLECTBNEHNN UM NPUXN3HEHHOTO AOHOPCTBA 61onoruyeckoro marepuana, B pesynbrare 4ero 6bin NPUYMHEH BPEL XWN3HK, 30L0POBbIO NauneHTa, MeaULUNHCKNX pasOTHMKOB, WHBIX L,

HECET OTBETCTBEHHOCTb, YCTAHOBNEHHYIO 3aKOHOAATENbCTBOM Poccuiickoit (De,uepaumm.

Cratbs 35. Mpon3s0ACTBO M peanu3aums GMOMEIJ,VII.IHHGKVIX KNeTO4HbIX NPOAYKTOB
1. MpowssoacTteo 61OMEANLMHCKOr0 KNETOYHOr0 npoaykTa OCyWeCTBNAeTCA C cobnioaeH1em TpeﬁOBaHVHZ pernameHTa ero npou3BOACTBa, KOTOPbIA YTBEPXAAETCA NPOMU3BOANTENEM O1OMEANLIHCKOrO KNETOYHOrO
NPOAYyKTa U BKNIOYAET B cebs:
1) nepeyeHb MCNONb3yeMbIX KNETOYHBIX IMHWIA, TEKAPCTBEHHBIX NPENAPATOB, MEANLIHCKIX U3AENIA 11 BCIOMOTaTeNbHbIX BELLECTB C YKa3aH1eM Konm4ecTea Kaxaoro u3 Hux;

2) [JaHHble 00 NCcnonb3yemom 060py;105aHv||/|, OnmncaHune TexHoNorn4eckoro npotiecca 1 MeToA0B KOHTPONA Ha BCEX 3Tanax Nnpou3BOACTBa 61OMEINLIMHCKOrO KNETOYHOrO npogaykra.

o

I'IpaBMﬂa npoussoacTea 61OMEAVLMHCKMX KNETOYHBIX NPOAYKTOB YCTaHABNMBAIOTCA NpasuiaMn Hagnexalen npakTukn no paéoTe ¢ G1OMEINLMHCKMMM KNETOYHBIMY NPOAyKTamK, YTBEPXAEHHBIMI YNONTHOMO-

YeHHbIM QefepanbHbIM OpraHoM UCMIONHUTENBHON BACTH.

w

[poK3BOACTBO HE 3apErncTprpOBaHHLIX B POCCHIACKON CDeuepaLW 61OMEAVLIMHCKNX KNETOYHbIX NPOAYKTOB, 3a UCKNIO4EHNEM CNy4aes NPOM3BOACTBA 61OMEAVLMHCKNX KNETOYHbIX NPOAYKTOB Ansa Lieneit fokm-

HUYECKX MCCNeS0BaHMiA BOMEAMLMHCKMX KNETOYHBIX NPOLYKTOB M KIMMHUYECKMX 1ICCNEL0BAHNI BUOMELMLIMHCKIX KNETOYHBIX NPOAYKTOB, HE AoNyCKaeTca.

En

3aperucTpupoBaHHbIi BUOMELNLIMHCKII KNETOYHbIA MPOAYKT ONPeAeNeHHOr0 TUNa (ayToNOryHbIit, annoreHHbI, KOMOUHMPOBAHHBIN) MOXET NPOMU3BOAMTLCA C MCNONL30BAHMEM KNETOUHbIX IMHIIA, NPUrOTOB-

NIEHHbIX 13 BMONOTMYECKOro MaTeprana, NoNYYEHHOro OT Pa3nnyHbIX LOHOPOB. Mpu cobnioaeHIM TpeBOBaHNIA, YCTAHOBNEHHBIX NMPY FOCYAAPCTBEHHOM PEr1CTPALIMM BMOMELNLIHCKOTO KNETOYHOTO MPOAYKTa, No-

BTOPHas rOCYAaPCTBEHHAs PErncTpaLms Takoro GMOMELNLIMHCKOrO KNETOYHOrO NpoaykTa He TpebyeTcs.

5. 3anpeLLaeTcs Npon3BOACTBO:

1) danbcudrLMpoBaHHbIX GOMEINLIMHCKMX KNETOYHBIX MPOLYKTOB;

2) BGMOMEINLHCKMX KNETOYHBIX MPOLYKTOB C HApYLLEHEM NPaBA Hanexalllel NpakTvku no paboTe ¢ BUOMEANLIMHCKIMIA KNETOYHBIMI NPOAYKTaMU.

6. MonTeepxaeHie COOTBETCTBUS NPOM3BELEHHOTO BMOMEANLIMHCKOO KNETOYHOrO NPOAyKTa Tpe6GOBaHISM, YCTAHOBAEHHbIM NPV €70 rOCYLAPCTBEHHON PEr1CTPaLIK, 1 COOTBETCTBIS NPOLECCa ero NPON3BOACTBA
TpeboBaHNAM Hafnexallel npakTki no paboTe ¢ 61OMEAMLMHCKAMI KNETOYHBIMI NPOLYKTAMM OCYLLECTBASETCS YNOAHOMOYEHHBIM NMLOM NPOM3BOANTENS BUOMEAMLMHCKOTO KNETOYHOrO NPOayKTa, 3a MCKNI0-
YeHrnem BMOMELNLIHCKIX KNETOYHbIX NPOAYKTOB, NPON3BEAEHHBIX AN LOKIMHUYECKIX MCCNEL0BAHMIA 1 KTMHNYECKIX NCCAEL0BAHNIT G1OMEIMLMHCKMX KNETOYHbIX NPOAYKTOB. TpeBoBaH!s K ypOBHIO 06pa3oBaHns
11 KB UKALMK, NOPALOK aTTECTALMM YNOAHOMOYEHHOTO ML NPOVU3BOAMTENS BUOMEAMLMHCKOrO KNETOYHOrO MPOAYKTA M €r0 NONHOMOYMS N0 06ECMEYEHNI0 kayecTBa BUOMEANLIMHCKOrO KNETOYHOrO NPOaYKTa,
BBOAVMOTO B 06paLLeHie, YCTaHaBAMBaIOTCH YNONHOMOYEHHbIM heaepanbHbiM OPraHoM UCNONHUTENBHOM BAACTY.

7. TNpouasoanTen 61OMENLMHCKNX KNETOYHbIX MPOAYKTOB MOTYT OCYLLECTBAATL PEanu3aLyio OMOMELNLIMHCKIX KNETO4HbIX NPOAYKTOB:

1) ApyrvM Npou3BoAMTENSM GUOMEAVLIMHCKMX KNETOYHBIX MPOLYKTOB AN NPOM3BOACTBA GYIOMEAMLMHCKX KNETOYHbIX NPOAYKTOB;

2) Hay4HbIM OpraHn3aumam, OﬁpaaoBaTeﬂbelM opraHu3aumnamM ana nposeaeHna Hay4HbIX 1CCneaoBaHui;



3) OopraHu13aumam, 0CyLLEeCTBNAIOWNM MEANLMHCKYIO AEATENbHOCTb.

8. Mpaswuna peanusauim 61OMEAMLMHCKNX KNETOYHbIX NPOLYKTOB yCTaHaBINBAKOTCA Mpasutensctom Poccuiickoi @eﬂepaul/ll/l.

CraTbsti 36. Mapkupoeka 6MOMeAMUNHCKUX KNETOYHbIX MPOAYKTOB

1. MepeyeHb CBEAEHHIA, HAHOCUMbIX Ha NEPBUYHYIO YNIaKOBKY, BTOPUYHYIO YNakoBKY 61IOMEANLIMHCKIX KNETOYHBIX TPOAYKTOB M TPRHCMIOPTHYIO Tapy, B KOTOPYIO NOMELLEH BUOMEIMLIMHCKNIA KNIETOYHbIA NPOAYKT, yeTa-
HaB/IMBAETCS YMONHOMOYEHHbIM heaepanbHbIM OPraHOM UCMIONHNTENLHON BAACTA.

2. MepBuyHas ynakoBka 1 BTOPUYHAS YNaKOBKA ayToNorudHbIX GHOMEAMLMHCKIX KNETOYHBIX NPOAYKTOB 1 KOMGHUHUPOBAHHbIX GYIOMEAMLIMHCKIX KNETOYHbIX MPOAYKTOB MAPKIPYIOTCS C UCTONb30BaHNEM METO0B pa-
[04aCTOTHOI MAEHTUDMKALIMI NPUHALNEXHOCTU TaKOr0 6YOMEANLIMHCKOTO KNETOYHOO NPOZYKTA KOHKPETHOMY NALMEHTY B NOPSAKE, YCTAHOBNEHHOM YONHOMOYEHHbIM GEeAePabHBIM OPraHOM NCTIONHUTENBHOI
BAacTy.

3. Ha nepBuyHyio yNakoBKy v BTOPUYHYIO YaKOBKY BUIOMEIMLIMHCKMX KNETOUHbIX NPOAYKTOB, NPeaHA3HAYEHHbIX 1 SOKIMHUYECKIX MCCNELOBAHIA MW KIMHWYECKUX MCCNELOBAHMIA, HAHOCUTCS HANMCh: «Jns foKn-

HUYECKMX UCCAER0BaHNI» UMK «[INA KNMHUYECKVX UCCNEL0BAHMIA».

Cratbs 37. TpaHcnopTMpoBKa 1 XpaHeHue Guonoruyeckoro Martepuana, KnetTok Ans NPUroTOBAEHMS KNETOYHbIX NMHUIA, KNETOYHBIX MHUIA, NPeAHA3HAYEHHDIX ANS NPOU3BOACTBA 6HOMeAMI.|,VIIICKMX KNeTO4HbIX NPOAYKTOB, ouo-
MeAULIMHCKUX KNEeTOYHbIX NPOAYKTOB
1. Bronornyeckiit matepuan, KNeTku 4ns NPUroTOBNEHUS KNETOYHBIX IMHIA, KNETOYHbIE IMHWV, NPEAHA3HAYEHHbIE 19 NPOM3BOACTBA 61OMEAMLMHCKNX KNETOUHBIX NPOAYKTOB, 61OMEaVNLMHCKNE KNETOYHbIE npo-
AYKTbl AOMKHBI TDAHCNOPTUPOBATLCA C cobnioaeH1em YyCTaHaBBaEMbIX YNONHOMOYEHHEIM benepanbHbIM OPraHOM UCMONHATENBHON BNACTW NPaBuA TPAHCMOPTUPOBKY.
2. Brionoruyeckuit marepuan, Knetku Ans NpUroToBNEHNS KNETOYHbIX IMHMIA, KNETOYHBIE IMHIW, NPeaHas3Ha4YeHHbIe ANa NPON3BOLCTBA 61OMEAMLMHCKNX KNETOYHBIX NPOAYKTOB, 61OMEAVNLMHCKME KNETOYHbIE npo-
AYKTbl LOMKHBI XDAHWUTBLCA B YCNIOBUAX 6106aHKOB, 06ECMEYMBAIOLMX COXpaHeHue nx 610N0rNYeCcKIX CBOMCTB 1 NPEeSOTBPALLAIOLLNX UX MHOULMPOBAHWE 1 3arPsSHEHKE.
3. TpeﬁOBaHMﬂ K OpraHun3aumnm n nedatensHocT! 610baHKoB, a Takxe npasuna xpaHeHuns 61onorn4eckoro marepuana, Knetok 4is NPUroTOBNEHUS KNETOYHbIX IMHIIA, KNETOYHBIX IMHUIA, NPEAHA3HAYEHHbIX 415 NPOU3-

BOACTBA OMOMELMLIMHCKIX KNETOYHbIX NPOAYKTOB, 61OMEAMLMHCKNX KNETOYHbIX NPOLYKTOB yCTaHaBMBaOTCA YNIONHOMOYEHHBIM benepanbHbM OpraHoM UCTONHATENBHON BNACTY.

Cratbs 38. YHuutoxeHue Henocweﬁoaanuoro Guonoruyeckoro Matepuana, Hesocrpeﬁosauublx KNeTOK NS NPUroTOBNEHNS KNETOYHBIX TMHUA, HEBOCTpeﬁOBaHHbIX KNETOYHbIX JIMHHIA, NPeAHA3HAYEHHBIX ANS NPOU3BOACTBA omo-
MeULIMHCKNX KNEeTOYHbIX NPOAYKTOB, Henocrpeﬁosauublx 6VIOMGJJ,MI.|MHCKMX KNeTO4HbIX NPOAYKTOB
1. HeBOCTpeﬁOBaHHbWI 6ronoruyeckmit marepuan, HeBOCTpeﬁOBaHHb\e KNETKN U181 NPUrOTOBNEHNS KNETOUHBIX IMHIIA, HeBOCTpEﬁOBaHHbIe KNETO4HbIE NHWK, NpeaHa3Ha4Y€eHHbIe AN NPOU3BOACTBA BroMeanMLMHCKIX

KNETOYHbIX MPOAYKTOB, HeBOCTpeﬁOBaHHb\e 61OMEeNLMHCKNE KNETOYHbIE NPOAYKTLI NOANEXaT YHUYTOXEHWIO B NOPAAKE, yCTaHOBNEHHOM 3aKOHOAATENLCTBOM B cdepe oxpaHsl 300POBbA.

o

q)aﬂbCM(DMLMDOBaHHb\e BroMeaNLMHCKME KNETOYHbIE NPOAYKTHI MK Heﬂ,OﬁDOKaHECTBeHHbIe 6roMeaNLMHCKME KNETOYHbIE NPOAYKTHI NoANnexar U3baTuio 13 OﬁpaLU,eHVIH 0 peLeHnio GpeaepansHoro opraxa ye-
NONHUTENBHON BAACTY, OCYLLECTBNAIOLLETO CD\/HKLLI/II/I N0 KOHTPONIO 1 HaA30py B cdepe 30paBoOXPAHEHNS. nOCﬂe,EL\/lOLIJ,ee YHWUHTOXEHNE bansCOULMPOBAHHBIX 61OMEIVLIMHCKMX KNETOUHBIX NPOLYKTOB UK He-
ﬂ,OﬁDOKaHECTBeHHb\X O1OMEINLIMHCKMX KNETOUHbIX NPOAYKTOB OCYLLECTBNAETCA HA OCHOBAaHWUW peLLeHns BnaaenbLa 61OMEANLIHCKOr0 KNETOYHOrO npoaykta u (1) peterus denepanbHoro opraHa 1CMonHK-

TeSbHO BNacTH, OCYLLECTBNAIOLLETO (])yHKIJ,VIVI MO KOHTPOMO M Haa30py B chepe 3paBOOXPAHEHIS, NN PELLEHNS cyna.

w

KoHTpadakTHble 61OMEeaNLIHCKME KNETOUHbIE NPOAYKTHI NoAnexar n3batuio 13 OépaLU,EHVIﬂ W YHUHTOXEHWIO NO PeLIeHnio cyaa.

En

Mopsimok YHWUHTOXEHNA hanbCuPULMpPOBaHHLIX 61OMEAVLMHCKNX KNETOYHBIX NPOAYKTOB, HeﬂO@pOKaHeCTBeHHbIX 61OMEINLIHCKIX KNETOUHbIX NpOoayKTOB 1 KOHTPadaKTHbIX 61OMEANLMHCKNX KNETOYHBIX NPOAYKTOB

ycTaHasnueaetcs MpasuTenscteom Poccuiickoi Peaepauim.

o

Pacxopbl, CBA3aHHbIE C YHWUHTOXEHWEM (])aﬂbCWDV\LMpOBaHHb\X OMOMEINLIMHCKMX KNETOYHbIX NMPOAYKTOB, He}lO@pOKaHeCTBeHHbIX 61OMEAVLMHCKMX KNETOYHbIX NPOLYKTOB U KOHTpagaKTHbIX BroMeaNLMHCKMX Kne-

TOYHBIX MPOAYKTOB, BO3MELLAIOTCA WX BNaaenbLami.

o

Bnazenel G1oMeaMUMHCKOr0 KNETOYHOrO NPOZYKTA A0SKEH NPEACTaBUTb B GeAepanbHbIii 0praH MCTONHUTENBHOI BRACTY, OCYLLECTBAKIOLLAI YHKLAM MO KOHTPOIO 1 HAA30PY B CHEPE 34PABOOXPAHEHNS, [OKY-

MEHT, NOATBEPXAAIOLLMIA aKT YHWUHTOXEHNA 6110MEANLIMHCKOr0 KNETOYHOr0 NPOoAyKTa, UNK ero 3aBePeHHYIo B yCTaHOBIEHHOM NOPALKe KOMUIO.

~

CDeuepaﬂben?l OpraH UCNONHUTENBHO BAACTH, OC\/U.LGCTBJ'IR)OLLMVI (I)\/HKLLI/II/I MO KOHTPOMO M Haa30py B cdepe 3paBoOXPaHEHNS, NPUHABLLNIA PELLEeHre 00 YHUHTOXEHWUN 61MOMEAVLIHCKOr0 KNETOYHOr0 npopaykra,

OCYLLECTBNAET KOHTPONb 38 MCNONHEHNEM YKa3aHHOr0 PELLEeH.

Crartbst 39. OcobeHHOCTH OKa3aHus MeAMLMHCKO NOMOLLY C NPUMEHEHNEM GMOMEIJIVII.IHHCKVIX KNeTo4HbIX NPOAYKTOB
1. Meﬂl/ILlVIHCK\/IO NOMOLLb C NPUMEHEHNEM O1OMEINLIMHCKMX KNETOYHbIX NPOLYKTOB MOryT OKa3blBaTb MEANLHCKIE pa60Tan<|/|, npoweawwe oﬁyqume 10 AONONHUTENBHOM NPOGECCUOHANLHON NPOrpamme (Mpo-
rpamme MoBLILLIEHNS KBanUdKKaLmn) no BOMpoCam NPUMEHEHNS 61OMEAVLMHCKNX KNETOYHbIX NPOLYKTOB. [puMepHble LONONHUTENbHBIE NPOGECCHOHANLHEIE NPOrPaMMb! (MPOrpaMMbl NOBLILIEHUS KBANNDK-
KaLym) no BONPOCaM NPUMEHEHMS 61OMEAMLMHCKNX KNETOYHbIX NPOLYKTOB YTBEPXAAOTCA YNOTHOMOYEHHbIM benepanbHbM OpraHoM UCMONHATENBHON BNACTY.
2. CamoctosTensHoe NPUMEHEHNe NauneHTom 61OMEAVLMHCKNX KNETOYHbIX NPOLYKTOB HE A0NYCKaeTCA.
3. BromeauumMHCKMe KNeTouHble NPOLYKTLI, B COCTaB KOTOPLIX BXOAAT KNETOYHBLIE IMHWK, NMONYYEHHBIE U3 61onoru4eckoro mMarepuana aoHopa 61onoruyeckoro Marepuana, UMEOLLEro NpoT1BONOKa3aHns, BKNO-
YeHHble B NepeyeHb NpoTUBOMNOKA3aHUA (aﬁCOJ’IlOTHbIX 11 OTHOCUTENbBHBIX) AN nony4exns 61onoruyeckoro Marepuana ang npomM3sBoacTsa 61OMEAVLMHCKMX KNETOYHbIX NPOLYKTOB, MOryT 6biTb NPUMEHEHbI ANng ne-

YEeHWA TONbKO Camoro AoHopa 31oro 61onorm4eckoro marepuana (ayTOJ'IOFM‘-IHOe NpUMEHEHME).

Crartbst 40. Undopmanus 0 GMOMEAMLMHCKMX KNETOYHBIX MPOAYKTAX
1. ViHdbopmaums 0 61OMeSULMHCKIX KNETOYHBIX MPOAYKTAX AOMXHA COAEPXATHCS TOLKO B CIELMAN3UPOBAHHBIX U3LAHNSX, B TOM YMCIE MOHOrPadusX, CPABOYHIKAX, HAYYHbIX CTATbsAX, OKAAAX Ha KOHrPeccax,
KOHDEPEHLMAX, CUMMO3KyMaX, Hay4HbIX COBETAX, Ha CELMananpOBaHHbIX CaiiTax B CETH «/HTEPHET», & TAKXE B MHCTPYKLMSX MO MPUMEHEHMIO BUOMEIULIMHCKIAX KNETOYHbIX MPOAYKTOB 11 APYTMX HOOPMALIMOHHbIX
Marepuanax, npeaHasHaueHHbIX 1S MeANUMHCKUX PAGOTHIKOB.

2. ,ﬂOﬂ‘/CKaeTCR 1ICNONb30BaHMe Miobbix MaTepuanbHbIX HOCKTENEN, NO3BONSIOLLNX XPaHUTb, Nepeaasath 1 UCNob30BaTh VIHdJOpMaLLI/IlO 0 BMOMELMLIMHCKIX KNETOYHBIX npoaykTax 6e3 1CKaXeHUN.

Cratbs 41. Monutopuxr GesonacHocTn 6HOMe,UMI.lVII|CKVIX KNeTO4HbIX NPOAYKTOB
1. BUOMEIMLIMHCKNE KNETOYHbIE NPOAYKTHI, HAXOAALLMECH B OﬁpaLU,EHI/II/I 8 Poccuiickoin CDe,ElepaLl,MM, noanexar MOHUTOPUHTY 6€30MaCHOCTY B LIENSX BbISBNEHIS BO3MOXHbIX HEraTVBHbIX MOCAEACTBUNA UX NPUMEHEHNS,
KOTOPbIA NPOBOANTCS GeaepanbHLIM OPraHOM UCMOAHUTENLHON BACTH, OCYyLLECTBNAOLLMM Q)yHKLI,VM MO KOHTPONIO M HAA30PY B cdepe 34paBooXpaHeHNs, B yCTAHOBNIEHHOM UM NOPAAKE Ha OCHOBAaHUN CO06LLEHNIA,

NPeAyCMOTPEHHbBIX 4acTAMKN 2 1 3 HacTOsLLEN CTaTbI.

o

. Cy@beKTbl OGDHLU,EHVIH 61OMEAVNLIMHCKMX KNETOYHbIX NPOAYKTOB 00s3aHb! HanpaendTb CO0OLLUEHIS 0 NOBOYHBIX AEVCTBISX, HEXENaTeNbHbIX peakuuax, Cepbe3HbIX HEXenatenbHbIX PeakUnax, HeNnPeaBUAEHHbIX HE-
XenatenbHbIX peakLmax npy npyMeHeHnn 61OMEAVLMHCKMX KNETOUHbIX NPOLYKTOB, 06 VIH,EMBI/I,EL\/aJ'IbHOV\ HenepeHocMocTu, OTCYTCTBUN 3G eKTMBHOCTU 61OMEIVLMHCKNX KNETOYHbIX NPOLYKTOB, 00 0CO6EHHO-
CTAX 11X B3aNMOJENCTBIS C NIeKapCTBEHHbIMI Npenapatamu, MeAVLMHCKUMM U3LENNSMU, MALLEBEIMA npoaykramu, Apyrumun 61OMEINLHCKMMM KNETOUHBIMM NPOAYyKTamu, a Takxe 00 MHbIX dakrax 1 obcToATeNb-
CTBax, NPEACTaBNAOLMX YrpO3Y X13HN U 3A0POBbLIO YEN0BEKa NPU NPUMEHEHUN 61OMEAVLMHCKNX KNETOYHBIX NPOAYKTOB 1 BbIABNIEHHBIX HA BCEX 3Tanax OﬁpaLIJ,eHVIﬂ 61OMEAVLMHCKNX KNETOYHbIX NPOAYKTOB B

Poccuiickoit @epepaumn.



3. OpFaHMSaLMM, OkasblBatoLne MeANLMHCKYI0 NOMOLLb 6epeMeHHb\M, poxeHnLam, poannbHULAM M HOBOPOXAEHHbLIM, 0053aHbl HanpaenaTb c0061LLeHNs 060 BCex CNny4vasx poxaeHns [eTei C BPOXAEHHBIMI aHOMA-

JMAMIA N NOPOKaMK pa3snTA B Cnyyae, ecin B OTHOLWEHWUN OOHOMO M3 poavTene Takux AeTel paHee Npu MeAULMHCKOM BMELLATENbCTBE NPUMEHANNCH 61OMeaNLIMHCKME KNETOYHbIE MPOAYKTHI.

~

. Bnagenbubl pernctpaumorHbIx yuocmaepew 61OMEAVLMHCKNX KNETOYHbIX NPOAYKTOB, OPUANYECKME NnL, HAa MMA KOTOPLIX BblAaHbI Pa3peLleHns Ha NpoBeaeH e KNMHNYECKMX 1ICCNEeA0BaHN BUOMELNLIMHCKIX
KNETO4HbIX NPOAYKTOB, mbo YNONHOMOYEHHbIE MW Apyrue puanyeckmne nmua B pamkax obecneyeHs 6e30MacHOCTV BUOMEINLIMHCKIX KNETOUHbIX NPOAYKTOB B NOPAAKE, YCTAHOBNEHHOM denepanbHbIM OpraHoM
VICNONHNTENBHOI BAACTY, OCYyLLECTBNAOLLMM (D\/HKLLVIVI N0 KOHTPONIO 1 HaA30py B cc])epe 3ApaBOOXPaAHEHNS, 0053aHbl OCYLLECTBNATb NPUEM, YYET, oﬁpaéoTKy, aHaN3 U XxpaHeHne NoCTynatoLLmnX B X aapec ot Cy6'b-
€KTOB Oépau.leHMﬂ 61OMEIVLIMHCKMX KNETOYHbIX NPOAYKTOB 1 OpraHoB I'OC\/LLHDCTBGHHOV\ BNACT1 COOBLLEHMIA 0 NOBOYHBIX JENCTBUAX, HEXEnaTenbHbIx peakuuax, CEPbEe3HbIX HEXeNaTeNbHbIX peakumnax, Henpea-
BMIEHHbIX HEXEnaTeNbHbIX peakUMax npyu NPUMEHEHUN 61OMEIVLMHCKMX KNETOYHbIX NPOLYKTOB, 00 0COOEHHOCTSX WX B3aUMOLEACTBIR C JekapCTBEHHLIMU NpenapaTtaMi, MEAULMHCKUMUN U3AENUAMU, MULLEBBIMI
npozykTamu, 4pyrumu 610MEVLMHCKAMMN KNETOYHBIMU npoaykramu, 06 V\H,DVIBVI,D,yaJ'IbHOVI HENepeHoCMOCTH, a TaKkxe 00 MHbIX akTax 1 00CTOATENbCTBAX, NPEACTABNAIOLLNX YrpO3Y XU3HW NN 3A0POBbLIO Heno-

BEKa MO0 BANSIOLLMX Ha M3MEHEHIE OTHOLLEHIS OXMAAEMON NONb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA 61OMEAVLMHCKNX KNETOYHbIX NPOLYKTOB.

o

. Mpu BbISBNEHUN MHDOPMALMK, ﬂpeﬂ,yCMOTpeHHOﬁ 4aCTbl0 4 HaCTOALLEN CTaTbU, BNafieNbUbl PEr1CTPALMOHHBIX \/,ELOCTOBepeHVHZ 61OMEAVLMHCKNX KNETOYHbIX NPOLYKTOB, IOPUAMYHECKME LA, Ha UMSA KOTOPbIX Bbl-
[laHbl Pa3peLleHns Ha NPOBEAEHNE KIMHUYECKNX UCCNes0BaHNIA 61OMEINLMHCKMX KNETOYHBIX NpPOLYKTOB, mbo YNONHOMOYEHHbIE UMK Apyrue lopynandeckne nnua 0053aHbl NPUHATL MEPbI, HANPaBNEHHbIE Ha
YCTPAHEHME HEraTMBHbIX NOCNEACTBUA NPUMEHEHNS Takux B1OMEINLIHCKIX KNETOUHbIX NPOLYKTOB, NpefynpexneHne NpUINHEeHNa Bpeaa XU3HW nn 300P0BbIO YenoBeka, 3aLluTy NauMeHToB OT NPUMEHEHNSA TaknX

61OMEINLMHCKMX KNETOYHBIX NMPOAYKTOB, Ha [LONONHNTENbHBIN cﬁop [JaHHbIX 00 3 OEKTUBHOCTI 1 O 6€30naCHOCTY TakiX OUOMELNLIMHCKIX KNETOUHBIX NPOLYKTOB.

Cratbs 42. MpuocTaxoBneHNe npUMeHEHNs 6MOMQHMI.I,MHGKOFO KNeTo4YHoro npoAykra

. d)euepaﬂbem OpraH UCMONMHUTENBHON BNaCcTH, OCyLIJ,ECTBJ'\HIOLLLl/IVI (D\/HKLLI/II/I MO KOHTPONIO M HaA30py B cdepe 34paBooXpaHeHus, NPUHIMAET B NOPSAKE, YCTaHOBIEHHOM YNONHOMOYEHHLIM denepanbHsIM OpraHoM

VICMONHUTENBHON BNACTW, PELUEHWE O NPUOCTAHOBAEHUN NPUMEHEHVS 61OMEINLIMHCKOrO KNETOYHOrO npoaykra:

npu nony4yeHnn nHbopmMaLmm o NoBOOYHbIX AEACTBUAX, HE YKa3aHHbIX B UHCTPYKLMM N0 NPUMEHEHWNIO 61OMEaMLMHCKOrO KNETOYHOrO npoAyKTa, CePbe3HbIX HEXEeNnaTenbHbIX peakunax n Henpeasu-
JAEHHbIX HexenaTenbHblX peakumax, 06 0C06EHHOCTSAX B3aMMOLENCTBIS GMOMEANLIMHCKOTO KNETOYHOTO npoayKkTa ¢ NekapCTBeHHbIMK npenaparamn, MeanuUMHCKUMU U34ennamn, NLLEBbIMX NPO-
AyKTamu, opyrummn 6MOMEANLUHCKUMY KNETOYHBIMM npoAyKTaMu, KOTOpble MOTYT NPeACTaBNATb Yrpo3y XMU3HN U 340POBbLIO YEN0BEKa, a TakXe 0 HECOOTBETCTBUN AaHHbIX 06 3bdekTnBHOCTH

610MEaMLMHCKOrO KNETOYHOr0 npoayktan o 6€30MacHOCTV GUOMELNLMHCKOrO KNETOYHOrO NPOAYKTa AaHHbIM, COAEPXaLLMMCA B MHCTPYKLMIX MO €ro NPUMEHEHNIO;

»

NPpU HEUCNONHEHUW M HeHaAeXxalleM NCNONHEHNN Bnaaenblamn perncTpaumoHHbIX yﬂOCTOBeDeHMV\ 6UOMEANLIMHCKIX KNETOYHbIX NPOAYKTOB, I0PNANYECKMMU NNLEAMI, HA UMA KOTOPbIX BblAaHbI
paspelleHnsa Ha NpoBEAEHNE KNNHNYECKNX ICCNEL0BAHNI BUOMEINLIMHCKIX KNETOYHbBIX npOoAYKTOB, UK YNOJIHOMOYEHHBIMW UMW OPYIrUMI OPUANYECKUMI NTMLAMIA 06s13aHHOCTEN, YCTaHOBJIEHHbIX

yacTamn 4 n 5 ctatbn 41 HacToswero ®efepanbHoOro 3aKoHa;

w

B Clly4ae BbIHECEHMA 3aKNioYeHNs 0 HEAOCTOBEPHOCTH PE3YNbTATOB KNMHNYECKOrO NCCNEA0BaHNA 610MeaMLMHCKOr0 KNETOYHOrO npoaykTa, KOTopoe OCHOBAHO Ha pe3ynbTaTax NPoBEPKN Mean-
LIMHCKOW OpraHu3aLuu, NnpoBOAMBLUE YKa3aHHO€ KInHM4eckoe nccneaosaHe ¢ HapyweHnem npasun Haznexatlen npakTuk1 no paéoTe ¢ 6MOMEIULMHCKIMI KNETOYHBIMY NpoAyKTamu, 6o B
Cnyvae HeBbINONHEHNS NpeannucaHna no NToram OCyLLEeCTBAEHNS BbI60pOWHOI'O KOHTpONA kayectsa 61OMENLMHCKOrO KNETOYHOrO npoaykra.

2. @eﬂepaﬂbelVl OpraH UCMonHUTENLHOM BNacTy, OC\/LLLeCTBJ'IFHOLLLVIVI d)yHKLLVIVI MO KOHTPONIO N HAA30pYy B cdepe 31paBooOXpaHeHns, no pedynbTatamMm MOHUTOPUHIa 6€30NacHOCTH BUOMEAULIMHCKIX
KNETOYHbIX NPOAYKTOB pasmMelLaeT Ha CBOEM Od)l/ILl,MaJ'IbHOM caiiTe B ceTu <<|/]HTepHeT>> de)opmauwo 0 NPUHATOM pPEeLeHn 0 NPUOCTAHOBNIEHM NPUMEHEHNA 61OMEaNLMHCKOrO KNETOYHOrO npo-

AykTan (1n1) CBA3AHHOM C HUM PELLEHNN O BO3MOXHOM BO300HOBNEHNM NpUMEHeHns 610MEaMLIMHCKOrO KNETOYHOr0 npoaykra.

Crarbsi 43. Mopapok BBo3a B Poccuiickylo Genepaunio u BbiBo3a u3 Poccuiickoil Gepepauyu GiomesMLMHCKUX KNETOYHBIX POAYKTOB

1. BB03 B Poccuiickyio Peaepauiio G1oMeanLMHCKMX KNETOYHbIX MPOAYKTOB OCYLLECTBASETCA B NOPSAKE, YCTaHOBNEHHOM [paBuTensCTBOM Poccuitckoit Peaepalim, B COOTBETCTBIM C MEXYHapOAHEIMY A0r0BO-
pamu 1 akTamu, COCTaBASIOLLMI NpaBo EBPa3niickoro SkOHOMIYECKOrO €003 (nanee - npaso EAC), v (nnm) 3akoHopatenscTBomM Poccuiickoit Defepaumn 0 TaMOXEHHOM aene.

2. Beoaumble B Poccuiickyio Peaepaumio 6MOMeaMLMHCKIE KNETOYHbIE NPOAYKTEI A0MKHbI ObiTb BKIOYEHS! B FOCYAAPCTBEHHbI PEECTP OMOMEANLIMHCKIX KNETOUHBIX MPOLYKTOB.

3. B Poccuiickyio Genepauiio LonyckaeTcs BBO3 61I0MEMUMHCKNX KNETOYHbIX MPOAYKTOB, KAYECTBO KOTOPbIX NOATBEPXAEHO CepTUdUKaTOM NPOM3BOANTENS BMOMEANLIMHCKOrO KNETOYHOr0 NPOAYKTa, YAOCTOBEpS-
I0LLM COOTBETCTBYE BBO3NMBbIX G1IOMEAMLMHCKNX KNETOYHbIX NPOAYKTOB TDEGOBAHNAM HOPMATVBHOM AOKYMEHTALM Ha OUOMEANLIMHCKUIA KNETOUHbI MPOAYKT.

4. BB03 8 Poccuiickyio Peaepauyio KOHKPETHON NapTui He3aperncTpUpOBaHHOrO G1OMEAMLIMHCKOrO KNETOYHOrO NPOAYKTA, NPEAHA3HAYEHHOrO 1St ero rocyaapCTBERHOI PEr1cTpaLwy (B TOM Yucne Ans npose-
[DeHns 61IOMEeAVLIMHCKON 3KCNepTN3bl, AOKNMHUYECKUX MCCNEA0BaHMA 1 KTMHAYECKIX MCCAELO0BAHNIA) MW NS OKa3aH!s MEAMLMHCKOI NOMOLLM KOHKPETHOMY NaLMEHTY N0 XM3HEHHBIM NOKa3aHWAM, J0MyCKaeTcs
NPV HAMYMM Pa3PELLEHNS YNONHOMOYEHHOO GeepanbHOro OpraHa UCNOHUTENbHOM BAACTY NO 3aSBAEHMAM MWL, Yka3aHHbIX B CTaTbe 44 HacToswero GenepanbHoro 3akoHa. PacCMOTPEHE Takoro 3asBneHms u
NPUHATIE PELUEHIS O BblAAYe Pa3peLLeHms Ha BBO3 GUOMEAMLIMHCKIX KNETOYHbIX MPOLYKTOB M0 06 0Tka3e B Bbaaye ykadaHHOr0 PaspeLLeHms OCYLLECTBARIOTCA HA OCHOBAHUN NPUIOXEHHOI K 3a8BNEHMIO CneLm-
buKauum Ha BUOMELMLIMHCKII KNETOYHBIA NPOLYKT B CPOK, HE NPEBLILLAIOLLMIA AECHTI PAB0UNX AHEN CO AHS NPUHATIAS YNONHOMOYEHHbIM heaepanbHbIM OPraHOM UCTIONHUTENbHOI BRACTV Takoro 3asneHus. Mnata
32 BblAa4y yKa3aHHOro PaspeLLeHns He B3MMaeTcs.

5. Mpw BBO3e B Poccuiickyio Peaepauvio GMOMEANLIMHCKIX KNETOYHbIX NPOLYKTOB B TAMOXEHHbIE 0praHkl Poccuiickolt Peaepaiiv Hapsay ¢ JOKyMeHTaMu, NPeACTaBneHe KOTOPbIX NPefycMOTpeHo npasoM EASC
11 (1) 3akoHoaaTensCTBOM Poccuiickoi Peaepaumi 0 TaMOXEHHOM Aene, NPeACTaBAsOTCS CneayloLLe JOKYMEHTbI:

1) ceptudukaT npon3BoaMTENS BMOMELNLIMHCKOrO KNETOYHOrO NPOAYKTA, YAOCTOBEPSIOLLIA COOTBETCTBME BBONMOr0 GMOMEANLIHCKOTO KNETOYHOr0 NPOAYKTa TPe6OBaHMAM HOPMATUBHON LJOKYMEHTALMI Ha B1O-
MELNLIMHCKIN KNETOYHBIA NPOJYKT;

2) cneundukaums Ha GIOMEaNLMHCKMIA KNETOYHBIA NPOAYKT;

3) paspeLLeHye ynoaHOMOYEHHOr0 dheaepanbHoro OpraHa UCMONHUTENbHON BAACTU Ha BBO3 KOHKPETHOM NapTiv GUOMELMLIMHCKOrO KNETOYHOrO NPOAYKTA B CNy4asix, ykasaHHbIX B 4aCTV 4 HACTOSALLEN CTaTby.

6. BB03 B Poccuiickyio Genepaumio danbcuduumpoBaHHbix GUOMEANLMHCKIX KNETOUHbIX MPOAYKTOB, HEA0OPOKAYECTBEHHbIX B1OMEAMLIMHCKMX KNETOYHbIX NPOLYKTOB, KOHTPAhAKTHbIX OMOMELNLIMHCKIX KNETOYHBIX

NPOAYKTOB 3anpeLlaerca.

—

. BblB0O3 61OMEAMLIMHCKIX KNETOYHbIX NPOAYKTOB 13 Poccuiickoit PeaepaLim 0CyLecTBAAETCS 663 NPUMEHEHUS OrpaHUYEHIiA, yeTaHOBNEHHbIX npaBomM EASC v (nnm) 3akoHopatenscteom Poccuiickoit Peaepauim

0 BHELUHETOPrOBOM ESTeNbHOCTH, ECAN UHOE HE YCTAHOBNEHO MEXAyHapOaHbIMM AoroBopamu Poccuiickol deaepaumn.

©

. BbiB03 6110MEMLMHCKX KNETOYHBIX NPOLYKTOB, NPeAHa3HaYEeHHbIX 1S 'yMaHUTapHOM NOMOLLY (COAENCTBHA) UM MOMOLLYM MPY YPE3BLIMaitHbIX CHTyaumsx, n3 Poccuiickoi Peaepaumi 0CyLUEeCTBASETCS B NOPAAKE,
yCTaHoBNeHHOM [MpasuTtenscTBom Poccuitckoi Meaepaumn.

Cratbs 44, IOpup,vNecKue JIULa, KOTOPLIM pa3peLueH BB03 6VIOMGJJ,MI.|MHCKMX KNEeTO4HbIX NPOAYKTOB
BuomMeauumHcKue KneTo4Hble NPOAYKTHI MOTYT BBO3WTb B POCCV]VICKWO @euepauwo cneayoume ropnandeckme nuua:
1) npou3soavTens 61OMEANLIMHCKOrO KNETOYHOr0 npogaykta ang Lienei CO6CTBEHHOTO npom3eoacTea 61OMEANLIHCKOrO KNETOYHOrO npoaykTa;
2) opraHu3aunsd, obnaparoLas npasami Ha pedynbTatbl AOKNUHUYECKIX 1cCnenoBannii GOMeaMLIMHCKOrO KNETOYHOro NPOAYKTa, KNMMHNYECKNX 1ccnenoBanuii GIOMeaMLMHCKOrO KNeTOYHOro npogaykra u (1) Ha
TEXHOMOrMo NPON3BOACTBA 6110MEAVLMHCKOr0 KNETOYHOr0 nNpoaykTa, N ynosHOMOYEHHOE €10 Iop1AnNYEeCcKoe N0 And OCYLLECTBNEHNA I'OC\/,D,aDCTBeHHOIZ peructpauuu 61OMEANLIMHCKOr0 KNETOYHOr0 npoaykTa;
3) O6paSOBaT€J’IbeI€ OpraHn3aumnm BbiCLLEr0 OﬁpaBOBaHMﬂ n (I/U'M) OopraHu3almny AoNONHUTENBHOTO I'IpO(DeCCMOHaﬂbHOI’O O6paSOBaHV]H, y4acTByloLLEe B OpraHn3aumn nposeaeHnd AOKNMHNYECKNX 1ccnenoBanui v
(1) KNHKYECKMX 1ICCNEeA0BaHNI BUOMEANLIMHCKIX KNETOYHBIX NPOLYKTOB N NPOBOAALLME TakKe NCCNeloBaHNg, a Takke UHbIE OpraHn3aunn, KOTopble y4aCTBYIOT B OpraHn3aumni npoBeaeHns AOKNMHNYECKNX

MCCNELOBAHNIA W (M) KIMHUYECKIX MCCNEL0BaHMIA BOMEAULMHCKMX KNETOYHBIX NPOZYKTOB MW B KOTOPBIX NPOBOAATCA Takye UCCNea0BaHus;



4) MefuuMHCKVE OpraHu3aim u YKa3aHHbIE B MyHKTax 1 - 3 HacTosLen cTatbit OpraHun3aumn s 0Ka3aHna MeAULMHCKON NOMOLLM KOHKPETHOMY NauMeHTy N0 XN3HEHHbIM NOKa3aHNAM NPU Hannyni paspeleHns
YNONHOMOY€EHHOro defepanbHOro opraHa UCMONHUTENBHON BNACTH, BbIAAHHOTO B NOPSLKE, YCTaHOB/IEHHOM YNONHOMOYEHHLIM denepanbHbiM 0praHoM UCNONHUTENBHON BNacTh, B GOpMeE 3NEKTPOHHOMO AOKY-

MEHTa, NOANNCaHHOro yCVU'\eHHOV\ KBaNMOULMPOBAHHOM 3NEKTPOHHON NOANNCHIO.

Cratbs 45. BaaumogeiicTeune (epiepanbHoro opraHa UCNONHUTENbHOI BAACTH, YNONHOMOYEHHOr0 B 001aCTH TAMOXEHHOrO Aena, U ynonHOMOYeHHOro (epepanbHoro opraHa MCNONHUTENbHON BRACTH
1. YNOnHOMOYEHHbI henepanbHblli Opra UCMOAHUTENBHOM BNACTV NPEOCTaBNAET B pacnopsxeHne denepansHoro opraHa UCMOAHUTENLHON BRacTy, YNONMHOMOYEHHOr0 B 00nacTi TaMOXEHHOr0 Aena, rocyaap-
CTBEHHbIV peecTp 61OMEAVLMHCKNX KNETOYHbIX NPOAYKTOB, a TakxXe VHMOPMALMIO O BbljaHHbIX Pa3PELLEHNSX HA BBO3 KOHKPETHOM napTiu 61OMEAVLMHCKNX KNETOYHBIX NPOAYKTOB B C1y4asXx, ykadaHHbIX B 4aCTh 4
CTaTby 43 HacToALLEero CDenepaanoro 3aKOHa.
2. CDeuepaﬂbem OpraH UCMOMHUTENBLHOM BNacTy, yFIOJ'IHOMOHeHHbM B 001aCTM TAMOXEHHO0 fiena, MHQ)ODMVIpyeT \/I'IOJ'IHOMO‘-IGHHbIVI denepanbHblii Oprax UCMOAHUTENLHON BNACTV O BBO3E BroMeauUMHCKuX Kne-
TOYHbIX MPOAYKTOB B POCCVIVICKVIO CDGJZLSDHU,VHO 11 BbIBO3€ GOMEIMLMHCKMX KNETOYHBIX NPOLYKTOB 13 Poccuitckoi @eﬂ,epaLLI/ll/l 1o GOpME 1 B NOPSLKE, KOTOPbIE YCTaHOBJIEHbI Mpasutenbctom Poccuiickor depne-

pauwm.

Crarbsi 46. FocypapcTBeHHbIi KOHTPONb B cepe 0BpawieHns GMOMEANLMHCKHUX KNETOYHbIX NPOAYKTOB
1. F0CYIAPCTBEHHBIN KOHTPOMb B Chepe 0bpaLLeHUs GMOMEAMLIHCKIAX KIIETOYHbIX POZYKTOB OCYLLECTBASETCS heaepasbHbiM 0praHoM UCMOHUTENBHON BNACTM, OCYLLECTBASIOLLAM GYHKLIM MO KOHTPOIO 1 HAA30py
B chepe 30paBoOXPAHEHNS, U BKIIOYAET B Ce0S IMLEH3MOHHBIA KOHTPOMb B CHEPE NPOU3BOACTBA G1OMEANLMHCKMX KIIETOUHbIX MPOLYKTOB, FOCYAAPCTBEHHBIN KOHTPOMb 38 AESTENLHOCTBIO B Chepe 0bpaLleHus

61OMEINLIMHCKMX KNETOYHBIX MPOAYKTOB, Bb\ﬁOpO‘-{HbM KOHTPO/b Ka4yecTea 61OMEAMLMHCKNX KNETOYHbIX NPOLYKTOB.

o

JINLLEH3MOHHBIV KOHTPONb B CdEPEe NPON3BOACTBA OUOMELAMLIMHCKIX KNETOYHbIX MPOAYKTOB OCYLLECTBAAETCS B COOTBETCTBUN ¢ PeaepanbHbiM 3akoHoM oT 4 mas 2011 roga Ne99-d3 «O nuueH3MpoBaHum oT-

AENbHbIX BUO0B LEATENBHOCTU».

w

["0CynapCTBEHHbI KOHTPONb 33 AEATENBHOCTHIO B Chepe 06paLLeHIs G1OMEANLMHCKIX KNETOYHbIX MPOJYKTOB OCYLLECTBASETCS B COOTBETCTBIM C DenepanbHbiM 3akoHOM 0T 26 fekabps 2008 rona Ne294-03 «O
3aLLyTe NpaB 0PUAMYECKIX L, 1 MHANBIAYaNbHBIX NPEANPUHAMATENEI! NP OCYLLECTBAEHIM TOCYAAPCTBERHOTO KOHTPONS (HaA30pa) 1 MyHULMNANLHOMO KOHTPONS» C Y4eTOM 0COOEHHOCTEN, NPeayCMOTPEHHbIX

HaCTOsILLEl CTaTbel, U B Nopsake, yeTaHoBNeHHoM MpaButenscTBoM Poccuiickoit Denepaumm.

&~

rOCy,ELapCTBeHHbIVI KOHTPO/b 32 AEATENbHOCTBIO B cc])epe OﬁpaLLLeHVIH 61OMEAVLMHCKMX KNETOYHbIX NPOAYKTOB BK/NIO4AET B ceos:

OpraHn3aumnio 1 npoBeaeHNe NPoBEPOK cobnioaeHms C\/ﬁ'beKTaMV\ Oﬁan.LeHVIﬂ 61OMEIVLMHCKMX KNETOYHbIX NPOAYKTOB YCTAHOBNEHHBIX HACTOALLMM CDeuepaﬂbelM 3aKOHOM 1 NPUHATLIMW B COOTBETCTBIN C HAM
WNHBIMX HOPMATUBHBIMY MPABOBbIMI aKTaMW Poccuiickoit CDeuepaLw TpeﬁosaHmM K AOKNMHMYECKNM NCCNEA0BAHNAM, KNMHUYECKIM UCCNEeA0BaHNAM, NPOU3BOACTBY, Peann3aLmni, XpaHeHuio, ToaHCNoPTUPOBKE,

BB03y B Poccuiickyio Peaepaumio, BbIBO3y 13 Poccuiickoit eaepaumi, NPUMEHEHHIO, YHIHTOXEHIO OMOMELNLIMHCKMX KNETOYHBIX NPOLYKTOB;

o

OpraH13aLmio 1 NPOBEAEHNE NPOBEPOK COOTBETCTBUS OMOMELNLIMHCKIX KNETOYHbIX NPOLYKTOB, HAXOAALLMXCS B 0OpALLEHIM, NoKa3aTensm kayecTsa, yCTaHOBNEHHBIM HOPMATUBHON JOKyMeHTaLmel Ha buomean-

LIHCKWIA KNETOYHBIV NPOAYKT;

L

NpUMEHeHNe B NOPsaaKe, yCTaHOBNIEHHOM 3aKOHOAATENbCTBOM Poccwuiickoit @eﬂ,epaul/ll/l, Mep MO NPECEYEHNIO BbIABNEHHBIX HapyLLIeHVIVI TpeﬁOBaHVHZ HacTodALero CDeuepaﬂbHoro 3aKoHa 1 (unu) no YCTPAHEHMIO NO-
CNEeACTBUI TakuX Hap\/LLleHVM, B TOM 41CNe NPUHATE PELLEHMA O NPUOCTAHOBNEHNN Oﬁan.LeHVIﬂ 61OMEIMLMHCKMX KNETOYHBIX NMPOAYKTOB U BblAa4y npean1caHni 06 YCTPaHEHWW BbIABNEHHBIX HapyLLIeHMI;I, aTakxe

NpuBAeYeHNe K 0TBETCTBEHHOCTV IULL, COBEPLUMBLLNX TAKNE HAPYLLEHMA.

3]

[penBsapuTensHoe Cornacosaxue C opraHamm NPOKypaTypbl COOKOB NPOBEAEHUA BHENNAHOBOW NPOBEPKM CyﬁbeKTOB OépaLU,EHI/IH 61OMEMLIMHCKMX KNETOUHBIX NPOLYKTOB, a TaKXE NpeaBapuTenbHOE YBEAOMNEHNE
HOPUANYECKMX NNLL, NHAVMBUAYANbHBIX I'IDEJJ,HDMHMMHTEJ'IGIZ 0 Hayane nposenexHns TaKoi npoBepkn He Tpeﬁ\/eTCﬂ. Opl’aHb\ NPOKypaTypbl I/IH(])ODMMD\/DOTCH 0 nposefeHnn BHENNAHOBO npoBsepkn Cy@beKTOB 06pa-

LeHIst BYOMEZMLMHCKNX KNETOYHBIX NPOLYKTOB NyTEM HANPaBNEHWA COOTBETCTBYIOLLNX LOKYMEHTOB B TEYEHUE TPEX pﬁ@O‘-MX [Helt CO AHA OKOHYaHMA Takov NPOBEPKM.

o

Bb\éOpO‘-IHbHZ KOHTPO/b Ka4yecTea OMOMEIMLIMHCKMX KNETOYHBIX MPOAYKTOB OCYLWECTBNAETCA B nOpAAke, yCTaHOBNEHHOM YNONHOMOYEHHLIM denepanbHbIM OpraHoM UCTONHATENBHON BACTY, U BKIKOYAET B ceos:

06p360TKy CBefeHIH, B 06513aTeNbHOM nopsAake NpeaocTaBNFeEMbIX CyébeKTaMM OépaLU,EHVIﬂ 61OMEAVLMHCKNX KNETOYHbIX NPOAYKTOB, O Cepudx, NapTuax OMOMEINLIHCKIX KNETOYHbIX NPOLYKTOB, NOCTyNAIOLLNX B

o6patuerme B Poceuiickoit Pepepaim;

o

0T60p OﬁpaBLI,OB 61OMEAVLMHCKNX KNETOYHBIX NPOAYKTOBY CyébEKTOB 06paLLL€HV\9| 61OMEIMLIMHCKMX KNETOYHbIX NPOLYKTOB B Liendx nposeaeHna ucn bITaHWI Ha NX COOTBETCTBIE TpeéOEaHMHM HOpMaTMBHOl?I [OKy-

MEeHTaLMN Ha 61IOMEAVLMHCKNIA KNETOYHBIA MPOAYKT;

L

NPUHATWE NO Pe3ynbTatam NPOBEAEHHbBIX VCMBITAHWIA PELEHUS O AanbHEeNLem OﬁpaI.IJ,eHVIVI COOTBETCTBYIOLLErO B1OMEaNLIHCKOrO KNETOYHOro npoaykTa;

4) npuHaTHe GeaepanbHbIM OpraHoM UCMOMHUTENBHOM BNaCTy, OCyLLeCTBNFIOLLMM (D\/HKIJ,VIVI MO KOHTPOJIO 1 HAA30pY B cdepe 30paBoOXpaHeHus, PeLLeHs 0 Nepesoae 61OMEANLIHCKOrO KNETOYHOr0 npoaykTa Ha
FIOCepVH;\HbIVI BblﬁOpOHHbll?l KOHTPO/b Ka4eCTBa B Cliy4ae NOBTOPHOIO BbiiBNEHNA HECOOTBETCTBUA Ka4eCTBa 61OMEANLIHCKOrO KNETOYHOr0 npoaykra TpeﬁOBaHMHM HOpMaTVIBHOVI AOKYMEHTalWn Ha 61oMeanLMH-
CKMiA KNETOYHBIN NPOAYKT N (npw HeOﬁXOﬂMMOCTV]) 0 NMPOBEAEHUM NPOBEPKN cy6bema OépaLLleHMﬂ 61OMEANLMHCKNX KNETOYHbIX NPOLYKTOB. Pacxopbl, CBA3aHHbIE C NPOBEAEHNEM NOCEPUIAHOTO BbI@OpOHHOFO KOH-
TpONg Ka4yecTsa 61OMEANLIHCKOrO KNETOYHOrO npoAykTa, onja4nearoTca NpomM3soanTenem 61IOMEAVLMHCKOrO KNETOYHOrO npoaykra 16o BnagenbLem perncTpaumoHHOro yooctoepeHus 61OMeaNLMHCKOro

KNETO4HOro NpoAaykTa.

~

JlonxHoCTHbIE MLUA defepanbHoro opraHa MCMOMHUTENBHOM BNacTy, OCYLLECTBNAIOLLETO (D\/HKLLI/II/I MO KOHTPOJIIO U Haf30py B chepe 3apaBOOXPAHEHMS, B NOPAIKE, YCTaHOB/IEHHOM 3aKOHOAATENLCTBOM Poccuit-

ckoit Gepepaunm:

Ha 0CHOBaHWN MOTUBMPOBAHHbIX MMCbMEHHBIX 3aNPOCOB NONY4atoT OT C‘/ﬁbeKTOB Oﬁan.LeHVIH 61OMEIMLIMHCKMX KNETOUHBIX NPOLYKTOB CBEAEHU, HeobxoaMMble Ans MPUHATIS PELLEHNI N0 BONPOCAM, OTHECEHHBIM

K KOMNETEHLMM OpraHa rocyfapCTBeHHOro KOHTpONs;

o

6€CHDEHHTCTBGHHO Nno npeabABneHUn cny>~<e6Horo YAOCTOBEPEHNA 1 KONWK Nprkasa (pacnopﬂerMﬂ) 0 Ha3Ha4eHnn NPOBEPKM NOCELLAKT NCNONb3yEMbIE C\/ﬁ'beKTaMM Oﬁan.LeHVIH 61OMEIVLIMHCKMX KNETOYHbIX

NPOAYKTOB TEPPUTOPUK, 30aHNS, NOMELLEHNA 1 COOPYXEHNA B LLENAX NpOBEAEHNA MepOI’IpMﬂTM\;\ MO KOHTPOIO;

3) npoBoaAT 0T60p 06{)83\.[08 61OMEAVLMHCKNX KNETOYHbIX NPOAYKTOB, NpeAHa3Ha4Y€eHHbIX AN peann3aumnn n peanm3yemblx C\/ﬁ'beKTaMM 06paLLl€HMﬂ 61OMEANLMHCKNX KNETOYHbIX NPOAYKTOB, AN9 NPOBEPKM UX Kade-
CTBa, NPOBEAEHNS UCCNEA0BAHMIA, UCTIbITAHWIA B COOTBETCTBIM C NPpasunaMm OTGODH oépasuos, YCTaHOBNIEHHLIMW YNONMHOMOYEHHBIM (benepansbHeIM OpPraHoM MCMONHUTENBHON BNaCTH;

4) Bblpaot CyébeKTaM Oﬁan.LeHVIﬂ 61OMEAVLMHCKNX KNETOYHBIX NPOAYKTOB NpeanucaHna 0 npekpatleHnn HapyLLIeHVII;I Tpe@OBaHMVI HacTosaulero QJenepaanoro 3aKOHa 1 00 YCTPAHEHWN BbIABNEHHbIX HapyLIJeHVIVI

yKa3aHHbIX TDeGOBaHMIA.

Cratbs 47. OTBETCTBEHHOCTb 33 HapyLueHue 3aKkoHOAaTeNbCTBA Poccwuiickoit d)enepauvm 00 oﬁpameuuu 6HOMEAMI.IMHCKMX KNeTO4HbIX NPOAYKTOB
Hapyu.leHme 3aKoHoaaTenbCTea Poccuickon CDGJILSDHU,MM 06 OépaLLleHVM 610MEMLMHCKX KNETOYHbIX NPOLYKTOB BIEYET 38 coboi HacTynnexne OTBETCTBEHHOCTW B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuit-

ckoit Gepepaum.

Cratbs 48. BosmeLenue BpeAa, NPUYUHEHHOr0 XN3HKU N 3A0POBbI0 rPaXaaH BCNeACTBUE NPUMEHEHMS GMOMEIJIVII.IHHCKVIX KNeTO4HbIX NPOAYKTOB
1. Mpoussogutens 61OMEAVLIHCKOr0 KNETOYHOr0 npoaykra 00513aH BO3MECTUTb BPeS, NPUYMHEHHIN XW3HW, 3A0POBLIO rPaXaaH BCNEACTBUE NPUMEHEHHS 6110MEANLMHCKOr0 KNETOYHOr0 npofaykTa, eciv Loka3aHo
Hann4ne 0aHOro 13 cneaytoumx 00CTOATENbCTB:
1) B1OMEaNLMHCKMIA KNETOYHBIA MPOAYKT NPUMEHANCA N0 Ha3Ha4eHM0 B COOTBETCTBUM C VIHCTp\/KLI,MeV\ N0 NPUMEHEHNIO 61OMEANLIHCKOrO KNETOYHOr0 npoaykrau NPUYMHON BPEAA XW3HM, 300POBLIO MPaXaH ABu-

JI0Cb NPUMEHEHNE He,U,O6p0KaHeCTBEHHOI’O O1OMEINLIHCKOrO KNETOYHOrO npoaykTa;



2) NPUYNHON BPEAa X13HW, 3A0POBbIO rpaxaaH ABnack HELOCTOBEPHAA MHPOPMALIS, COAEPXaLLancs B WHCTPYKLMX NO NPUMEHEHNIO 61OMEANLMHCKOr0 KNETOYHOr0 npoAaykTa.

2. OpraHmaauwﬂ, B KOTOPOW NPUMEHAETCH OMOMEINLMHCKMIA KNETOYHbIN MPOAYKT, 0053aHa BO3MECTUTb BPEL, NMPUYMHEHHBIA XWU3H, 300POBLIO rPaxaaH BCAEACTBIE MPUMEHEHNS 61MOMEANLIHCKOr0 KNETOYHOrO npo-
AyKTa, eCnn AokasaHo, 41o NPUYMHON BPEAA XM3HM, 3A0POBbLIO rpaxaaH SBII0Cs NPUMEHEHNE 61OMEINLIHCKOrO KNETOYHOrO npoaykTa ¢ HapyLeHNEeM UHCTPYKLW NO ero NPUMEHEHNIO.

3. Boamellenue BpeAa, NPUYMHEHHOr0 XM3HW, 300PO0BbIO rpaxnaaH BCneacTsne NpUMEHeHNs 6110MEANLMHCKOr0 KNETOYHOrO NPOAYKTa, OCYLLECTBNAETCA B COOTBETCTBUW C 3aKOHOAATENLCTBOM Poccwiickoit ®ene-

pauwm.

Cratbst 49. Mlopspok BeTynnexus B cuny Hactoswero GepepancHoro 3akoHa
1. Hacroswwumit PeaepanbHblit 3akoH BCTynaeT B cuny ¢ 1 aHBaps 2017 roaa, 3a MCKII0HEHeM NONOXEHMIA, ANS KOTOPbIX HACTOSILLEN CTaTbei YCTAHOBNEH MHOI CPOK BCTYNAEHWS UX B CUNY.
2. HacTb 2 1 nyHKT 2 4yacTn 5 cTatby 35 HacTosLLero PeaepanbHoro 3akoHa BCTynaiot B cuny ¢ 1 auBaps 2018 roga.
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