006 yTBepxaeHuu NMopsaaka Bbifauyum paspeLieHUs Ha NnpoBepeHue
KJINHUYECKOro uccaenoBaHna OMoMeaMLUHCKOro KJ1IeTO4YHOro
npoAaykra

Mpuka3 MnHUCTEpPCTBa 3apaBooxpaHeHuns Poccuinckon ®enepauum - Ne 282H - o1 31.05.2017 - JencTByeT C
N3MEHEHNAMM

MWHWCTEPCTBO 3PABOOXPAHEHISA POCCUACKOW ®ELEPALIAN
MPUKA3
MOCKBA

31 mas 2017 r. Ne 282H

06 yTBepxAeHuM Mopsiaka BblAauy pa3peLleHns Ha NpoBeaeHne
KJIMHUYECKOro NccneaoBaHns buomMmeanumnHCKOro
KJEeTOYHOro NpoayKTa

3aperuncTtpuposaH MuHtocTom Poccum 31 nons 2017 r.
PernctpauunoHHbii Ne 47581

B COOTBETCTBUN C YacTblo 2 cTaTbh 17 defepasibHOro 3aKoHa OT

23 ntoHa 2016 r. Ne 180-®3 "O 6roMeanMUMHCKUX KNETOYHbIX NpogyKTax"
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2016, Ne 26,

CT. 3849) n nognyHKTOM 5.2.207-21 MonoxeHnsa o MnHucTepcTee

34 paBooxpaHeHuns Poccuickon degepaunn, yTBep)KAEHHOr0 MOCTaHOBEHNEM
MpasuTenbcTBa Poccninckon Pegepaunm ot 19 nioHs 2012 r. Ne 608
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2012, Ne 26,

CT. 3526; 2013, Ne 16, cT. 1970; Ne 20, cT. 2477; Ne 22, cT. 2812;

Ne 33, cT. 4386; Ne 45, cT. 5822; 2014, Ne 12, cT. 1296; Ne 26,

cT. 3577; Ne 30, cT. 4307; Ne 37, cT. 4969; 2015, Ne 2, cT. 491; Ne 12,

CT. 1763; Ne 23, cT. 3333; 2016, Ne 2, cT. 325; Ne 9, cT. 1268; N 27,

CT. 4497; Ne 28, cT. 4741; Ne 34, cT. 5255; Ne 49, cT. 6922; 2017,

Ne 7, cT.1066), npMKa3blBalo:

YTBepANTb NpunaraemMbli MopsaoK BblAayn pa3peLlleHns Ha NpoBeaeHne
KJIMHNYECKOro NCCNenoBaHNs BOMeLNLMHCKOr0 KJIETOYHOr0 MPoayKTa.

Bpno MuHuctpa .H.KarpamaHsH

YTBEP)X[EH

nprvka3om MUHUCTEpPCTBa 34paBOOXPaHeHNS
Poccuinckon ®epepauun

oT 31 maa 2017 r. Ne 282H

Mopsapok
Bbl4ayy pa3peLlleHns Ha NpoBefeHne KINHNYECKOro nccnenoBaHms
HroMeanLIMHCKOro KIETOYHOr0 NPoAYyKTa

1. HacToswwun Mopagok ycTaHaBAMBAET MpaBuia BblAayy pa3peLlleHmns
Ha NpoBeAeHNE KJIMHNYECKOr0o NCCNenOoBaHUS B1OMeANLMHCKOrO KNETOYHOro
npoaykTa (fanee - paspeLleHmne).
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2. KnuHuyeckoe uccnepnoBaHne bBruomegnmumMHCKOro KJeTO4YHOro

NpoayKTa B LENsx ero rocy1apCTBEHHON PerncTpaunm, MexayHapoaHoe
MHOIOLIEHTPOBOE KJMHWYECKOE NCCeloBaHNe B1OMeaNLIMHCKOro KJIETOYHOI 0
npoaykTa B Poccuinckon ®epepaumm nam NnoCTpPerncTpaLmoHHOE KJIMHNYECKoe
nccneposaHne 6GoMegnLUMHCKOro KJeTOYHOro NPoOBOAUTCA HAa OCHOBAHWN
pa3peLleHnst B 0JHON NN HECKOJIbKUX MEANLMHCKMX OpraHn3aumsax.

3. Pa3pelueHne BbiAaeTCs Cnenyolmnm opraHu3aumsam, ocyLwecTBASIOWNM
OpraHu3auuto NpoBeaeHNs KNIMHUYECKOro ccnenoBaHns GruomeanumMHCKOro
KNIETOYHOr0 NpoaykTa<l> (nanee - 3a8BUTEND):

1) opraHusaunn, obnagatoLLen npaBaMm Ha pe3ynbTaTbl AOKANHUYECKMX
nccnenoBaHuin GUOMeANLIMHCKOrO KJI€TOYHOIr0 NPOAYKTa, KINMHUYECKMX
nccnenoBaHMn GUOMeAMLINHCKOrO KNETOYHOro NPOoAYKTa 1 (1n) Ha
TEXHOJIOr1to Npoun3BoACTBa BUOMEANLIMHCKOrO KJIETOYHOIr0 NPOAYKTa;

2) obpa3zoBaTeNbHOW OpraHM3auumn Bbiclero obpasoBaHms;

3) obpa3zoBaTeNbHOW OpraHM3aumn 4ONOAHUTENIbHOIO

npogeccuoHansHoOro obpasoBaHms;

4) Hay4HOW opraHu3auuu.

<1> YacTb 1 cTaTbu 28 PenepasibHOro 3akoHa oT 23 uioHs 2016 T.
Ne 180-®3 "O broMeanLNHCKNX KNEeTOYHbIX npoaykTax" (CobpaHue
3aKoHofaTenbCTBa Poccuinckon Penepaunn, 2016, Ne 26, cT. 3849)
(nanee - ®enepanbHbii 3aKOH OT 23 MioHA 2016 . Ne 180-03).

4. PaspelueHne BblJaeTCs No pe3ysibTaTaM 3KCNepTM3bl KAa4ecTBa
O1OMeANLIMHCKOrO KIETOYHOI 0 MNPOAYKTa U 3KCNEPTU3bl JOKYMEHTOB A1
MoslyYeHMsl pa3peLleHnst Ha NPOBedEHNE KIVHUYECKOr0 NCCNen0BaHUS
6I/IOM€,EI,I/ILI,I/IHCKOFO K/1€TO4YHOro NpoAykKTa, 3a UCKIIDYeHNEM 6I/IOM€JJ.I/ILI.VIHCKOFO
KNEeTOYHOr0 NPOAYKTa, B OTHOLLEHWW KOTOPOro NpoBeAeHbl MeXayHapoaHble
MHOTOLIEHTPOBbIE KJIMHUYECKNE NCCNe0BAHNSA, YaCTh U3 KOTOPLIX NpoBeaeHa
B Poccuiickon depepaunn<2>.

<2> YacTb 1 cTaTbu 12 ®PenepasibHOro 3akoHa ot 23 uioHs 2016 T.
Ne 180-03.

5. lna nonyyYeHUs pa3peLleHns B LeNsx rocy1apCTBEHHON

perncTpaumm bMoMeanLMHCKOr0 KNETOYHOIr0 NPOAYKTa 3adBuUTENb
npeacTasnseT B MMHUCTEPCTBO 34paBooXpaHeHns Poccuinckon deaepaumm
(oanee - MUHUCTEpPCTBO):

1) 3a8BNeHNe O Bblfaye pa3peLleHuns, B KOTOPOM yKa3blBalOTCA:

MoJIHOE 1 COKpalLleHHOe HauMeHOBaHMe N aapec MecTa HaxXOXAeHNs
3aaBuUTENS;

HavMeHoBaHve BoMeaMLMHCKOr0 KNETOYHOro NPoAYyKTa, TOProBoe
HanMeHOBaHue 6I/IOM€JJ,I/ILI,VIHCKOFO KNeTo4YHOro npoaykKTa (yKa3bIBaeTCﬂ, ecnim
NPVCBOEHO);

hopMa KIMHNYECKOro nccieaoBaHnsa buoMeanuUnHCKOro KNeTo4yHoro
NPOAYKTa;

2) bpolutopy uccnenoBaTens, NpeacTaBastoLLyo cobo cBogHOE

N3NI0XKeHMe pe3ynbTaToB AOKIMHNYECKOr0 UccnenoBaHmsa 6momMeanLmnHCKoro
KJIETOYHOr0 MPOAYKTa U KJIMHNYECKOro nccaenosaHma bromeanumHCKoro
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KJIETOYHOr 0 NPOaYKTa;

3) cBepeHnsa 06 onbiTe paboTbl MCCNefoBaTENEN MO COOTBETCTBYIOLUM
CrneunanbHOCTAM M X onbiTe paboTbl MO NPOBEAEHNIO KIMHUYECKUX
nccnenoBaHuin BUOMEANLNHCKMX KNETOYHbIX MPOAYKTOB;

4) Konuio goroesopa 0643aTeNIbHOro CTPaxoBaHWA XNU3HU, 300POBbS
nauneHTa, Y4aCTBYIOLWErO B KJIMHNYECKOM UCCIeA0BaHMM B1OMeNLIMHCKOrO
KNeTOYHOro NPOoAYyKTa (fanee - 4oroBop 0643aTeNbHOr0 CTPaxoBaHUs),
KOTOPGLIN 3aK04eH B COOTBETCTBUM C TUMOBLIMMK Npasuaamm obsa3aTesibHOro
CTPaxoBaHUS XWU3HW, 3L0POBbA NaLMEHTa, YHaCTBYIOWErO B KJIMHUYECKOM
nccnepnoBaHMm BMOMeMLIMHCKOrO KNeTOYHOr0 NPOAYKTa, YTBEPXKAAEMbIMU
MpaBuTenbcTBOM Poccuinckon degepaumm B COOTBETCTBUM C MyHKTOM 4
Yyactn 1 ctaTbun 17 ®denepasibHOro 3akoHa o1 23 uioHA 2016 r. Ne 180-03,

C YKa3aHuneM CBegeHui 0 npefesibHOM YACIEHHOCTM NauneHTOoB,
YHaCTBYIOLLMX B KIMHNYECKOM NCCeA0BaHUN BMOMEANLNHCKOrO KNeTOYHOr0
NPOOYKTa;

5) cBefeHns 0 MeAMLMHCKMX OpraHn3aumnsax, B KOTOPbIX

npeanonaraeTcs NpPoBeAeHne KINHNYECKOro nccnefoBaHns bromMmegnumHCKoro
KJIETOYHOr O NpoAyKTa (MOMHOE U COKpaLLEeHHOe HaMeHOBaHMS,
opraHu3aLmnoHHO-NpaBoBas PopMa, MeCTO HaxXoXAEeHWS, MecTo
OCYLLeCTBJIEHNS feAaTeNbHOCTU, TenedoH, Tenedakc, agpec 3NeKTPOHHON
noYyThl, CBeeHUs 06 akKpeauTaLnm Ha NPaBo NPOBEAEHNS KJIMHUYECKUX
nccnepoBaHnim BMoMeAMLIMHCKMX KNETOYHbIX NPOAYKTOB KaXKAoN MeaNLNHCKOW
opraHmsauun);

6) cBeneHna 0 NnpefnosaraeMbix CpOKax NPOBEAEHNA KIUHNYECKOro
nccnepoBaHmsa BUOMeaNUNHCKOro KIeTOYHOro MPoAyKTa;

7) peKBU3NTbl OKYMEHTa, MOATBEPXAAoLWero ynaaTy rocyaapCTBeHHOM
MOLLJIMHBI 33 BblJa4y pa3peLleHns Ha NpoBeleHne KIMHNYeCKoro
nccnepoBaHms BUOMeaNUMHCKOro KIeTOYHOro MPoayKTa.

6. B cpok, He npeBbiWwatowmnin Nt paboynx gHeN co OHA MPUHATUS
yKa3aHHbIX B NyHKTe 5 HacTosawero [opaaka 3asaBieHns U LJOKYMEHTOB,
MuHMCTepCTBO:

1) npoBOANT NPOBEPKY MOSHOTHI 1 JOCTOBEPHOCTY CBEAEHWN,
copepXxallmxcs B npefcTaB/ieHHbIX 3asaBUTeNeM OOKYMEHTaXx;

2) NpUHMMAET peLleHmne 0 BblJadve pa3peLleHns Ha npoBeaeHne
KJIMHNYECKOro NCCnefoBaHns BoMeanLMHCKOro KJIETOYHOI0 MPOAyKTa uan
06 0TKa3e B BblJa4ye yKa3aHHOr0 pa3peLLeHns;

3) yBeaoMaseT B MUCbMEHHON hopMe 3adaBUTENS O MPUHATOM peLleHnn

(B cniyvae NpmHATUA pelueHns 06 0TKase C yKasaHUeM NpuynH Takoro
oTKa3a);

4) BblaeT paspelleHmne Ha nposefeHne KINHUYeCKOro nccneoBaHns
BroMeNLIMHCKOrO KIETOYHOr0 NPoAyKTa.

7. OcHOBaHMSAMM ON5 OTKa3a B BblAaye pa3peLleHns Ha nposeeHune
KJUHNYECKOro nccnefoBaHns bGromMeanLMHCKOro KeTOYHOro NpoayKTa B
Lensx ero rocyaapCTBEHHON perncTpaunm aBasioTCs:

1) HenpefCTaBfeHNEe B NOJIHOM 06beMe JOKYMEHTOB, YKa3aHHbIX B

nyHKTe 5 HacToswero MNMopsaaka;

2) HenpepncTaB/ieHNe 3a8BUTENIEM B YCTAHOB/EHHbIN CPOK OTBETa Ha

3anpoc MUHUCTEPCTBA, YKa3aHHbIN B NyHKTe 11 HacToswero MNopsaaka;
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3) HECOOTBETCTBME COAEPXKAHUSA NPEeACTaB/IEHHbIX 3aABUTENEM
LOKYMEHTOB, YKa3aHHbIX B MyHKTe 5 HacTosAwero Mopsaka, TpeboBaHNsAM
®epnepanbHOro 3akoHa o1 23 uioHs 2016 r. Ne 180-@3.

8. [lns nonyyeHns pa3peLleHns Ha NPoBeAeHNE MEXIYHAaPOAHOrro
MHOMOLEHTPOBOr0 KJIMHWYECKOro nccaenoBaHna bromegnumMHCKoro
KJ€TOYHOr0 NPOAYKTa NN NOCTPErNCTPALMOHHOIO KIANHNYECKOr 0
nccnenoBaHna 6oMeanLMHCKOro KNeTOYHOM0 NPOAYyKTa 3asBUTENb
npeacTaBnseT B MUHNCTEPCTBO CIeAyOLINE JOKYMEHThI 1 CBELEHUS:

1) 3aABNeHMNE O BbIAAYe pa3peLleHns Ha NpoBeAeHNEe MEXAYHAPOAHOMO
MHOrOLEHTPOBOI0 KJIMHWYECKOro nccaenosaHna brnomegnumHCKoro
KNETOYHOr0 NPOAYKTa MW NOCTPErNCTPALMOHHOMO KIANHNYECKOr O
nccnenoBaHna bBroMmeanLUMHCKOro KJ€TOYHOMO NPoAYyKTa, B KOTOPOM
YKa3bIBalOTCS:

MOSHOE 1 COKpaLLeHHOE HaVMEHOBaHMe N afpec MecTa HaXoX4eHMNS
3aaBUTENS;

HanMeHOBaHUe 6I/IOMe,EI,I/ILI,VIHCKOFO KNeTo4YHOro npoaykKTa, TOpProsoe
HanMeHoBaHve BoOMeaNLIMHCKOr0 KIETOYHOIr0 MPOAYKTa (Mpy Hanny4mm);
opMa KIMHNYECKOro nccieaoBaHnsa buoMeanuUnHCKOro KNeTo4yHoro
npoayKTa;

2) peKBM3NTLI AOKYMEHTa, NOATBEPKAAIOLLErO YNAaTy rocyLapCTBEHHON
MOLLU/INHBI 33 BblAaYvy pa3peLleHns Ha NPOBEeAEHNE MEXAYHAPOAHOro
MHOMOLEHTPOBOI0 KJIMHWYECKOro nccaenosaHna bnomegnumHCKoro
KNETOYHOr0 NPOAYKTa UM 3a BblAayy pa3peLleHns Ha NPOBeLeHNE
NOCTPErncTPaLMoOHHOro KJMHNYECKOro nccaenoBaHms bMomMeanuMHCKOro
KJIETOYHOr0 NpoAykTa, Mmbo caMm 3TOT AOKYMEHT (no cobcTBeHHOM
NHUUNATNBE);

3) 0TYET 0 AOKJMHUYECKUX UCCefoBaHMAX BMOMEaNLMHCKOrO
K/1e€TO4YHOIro NpoAykKTa 1N OTHET O NpoBeAEeHHbIX paHee KIIMHNYeCKNX
nccnenoBaHmax bUOMeAMUMHCKOrO KNETOYHOro NpoayKTa (Mpy Hann4mm);
4) NpOeKT NPOTOKOJla MEXAYHAPOAHOr0 MHOIOLLEHTPOBOI0
KJINHNYECKOro nccaenoBaHns boMeonLMHCKOro KNeTOMHO0 NPOAYyKTa nau
NOCTPErNCTPaLMOHHOIO KIMHNYECKOr0 UCcnenoBaHnsa 6MoMeanLNHCKOro
KNeTOo4YHOro npoAyKTa;

5) bpowiopy nccnenosatens;

6) MHPOPMALIMOHHBIN INCTOK NaUNEHTa;

7) 06 onbiTe paboThl NCCnenoBaTeNeNn N0 COOTBETCTBYIOLMM
CNeUnanbHOCTAM 1 UX onbITe paboTbl MO NPOBEAEHNIO KJIMHUYECKUX
nccnenoBaHuUin BUOMEANLNHCKMX KNETOUYHbIX MPOAYKTOB;

8) 0 MeaNUMHCKIMX opraHM3aunsax, B KOTOPbIX NpeanosiaraeTcs
npoesegeHmne KInHn4eckoro nccnenoBsaHud 6I/IOM€,D,VILI,I/IHCKOFO KJIETOYHOI 0
npoaykTa (NosHoe 1 COKpaLleHHOe HaMEeHOBaHNS,
OpraHn3aunoHHO-NpaBoBas hopMa, MECTO HAaXOXXAEHNS N MECTO
OCYLLECTBNIEHNS 0eaTeNbHOCTK, TeNnedoH, Tenedakc, aapec 3NeKTPOHHON
noyThl, CBeeHUs 00 akKpeauTaLUnn Ha NpaBo NPOBEAEHNS KJIMHNUYECKUX
nccnenoBaHuin BUOMEANLNHCKMX KNETOUYHbIX MPOAYKTOB KaX 40N MeOAULNHCKON
opraHusauun);

9) 0 NpeanonaraemMbix CPOKax NPOBEAEHNS KIMHNYECKOTO

nccnenoBaHma 6oMeanLMHCKOro KNeTo4HOr0 NPOAyKTa;
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10) konuio gorosopa 0653aTeNbHOr0 CTPAXOBaAHUS, 3aKJIIOHYEHHOI0 B
COOTBETCTBUM C TUMOBLIMK NMpaBunaMn 0653aTeNbHOr0 CTPaxoBaHUS, C
yKa3aHneM npenesibHoN YNCAEHHOCTM NaLNeHTOB, y4aCTBYOLINX B
KJINHNYECKOM MUCCNIeA0BaHUN BMOMEONLNHCKOTO KNETOYHOMO NPOAYKTa;

11) o cocTaBe 6BOMeaMLIMHCKOrO KJIETOYHOIO MPOAYKTa;

12) DOKYMEHT, COCTaBJIEHHbI MPON3BOAMTENEM BMOMEANLNHCKOMO
KJIETOYHOr 0 NMPOAYKTa U COAep KaLluNin CBEAEHNS 0 Ka4eCTBEHHOM COCTaBe,
KOJINYECTBEHHOM COCTaBE U NHbIE XapPaKTEPUCTUKN BMOMEANLIMHCKOTO
KJIETOYHOr0 NPOAYKTa, NPOU3BEAEHHOr0 415 MPOBEAEHNS KINHNYECKNX
nccnenoBaHun.

9. B cpok, He npeBbiWaoWun NaTn paboynx AHen co OHS

npegcTaBieHns yKasaHHbIX B MyHKTe 8 HacTosAwero Nopsaka LOKYMEHTOB U
CcBeAeHun, MMHNCTepCTBO:

1) NnpoBOAUT MPOBEPKY MOJIHOThLI U LOCTOBEPHOCTW CBEAEHMNN,
COAEPXKALLMXCA B MPeACTaBNEHHbIX 3adBUTENEM OOKYMEHTaX;

2) NpMHMMAET peLleHne 0 NPoBeAeHNN 3KCNepTu3bl KayecTsa
6roMeanLMHCKOro KIETOYHOr0 MPOAYKTa, 3KCNEepPTM3bl JOKYMEHTOB 414
NoJIy4eHUs paspelleHmns Ha NpoBedeHne MexayHapo4HOr0 MHOMOLLEHTPOBOM0
KJINHNYECKOro nccaenoBaHns boMeonLMHCKOro KNeTOMHO0 NPOAYyKTa nau
NOCTPErNCTPaLNOHHOIO KIMHNYECKOr0 UCCnenoBaHnsa 6MoMeanLNHCKOro
KJIETOYHOr0 NpoAYyKTa U 3TUYEeCKOM 3KCnepTu3sbl 1nbo 0b oTkase B
NpPoBeLEeHUN YKa3aHHbIX 3KCMepTus;

3) yBeaomaseT B MUCbMEHHON hopMe 3adaBUTeNS O NPUHATOM peLleHnn

(B cnyyae NpuHATMA peweHns 06 0TKa3e B NPOBeAeHNN COOTBETCTBYIOLLEN
3KCMEepPTU3bl yKa3blBaeT NPUYMHbI TAKOr0 0TKa3a).

10. OcHoBaHMEM /15 0TKa3a B NPoOBEeAEeHUN IKCNepTU3bl KavyecTsa
BroMeanLMHCKOro KIETOYHOIr0 MPOAYKTA, 3KCMEPTM3bl JOKYMEHTOB 414
NoJlyYeHNs pa3peLleHns Ha NPoBeAEHNE MEXOYHAPOAHOr0 MHOMOLEHTPOBOIO
KJINHNYECKOro nccaenoBaHmsa bromeanuLMHCKOro KNeToO4HOR0 NPOAYyKTa nau
NOCTPErNCTPALNOHHOIO KIMHWYECKOr0 UCCnenoBaHmsa 6MoMeanLmnHCKOro
KJIETOYHOr0 NPOAYKTa ABJSeTCS:

1) npencTaBneHne LOKYMEHTOB, NPeAYyCMOTPEHHbLIX MYHKTOM 8

HacToswero Mopsaaka, B HeNosHOM 0bbeMe;

2) HenpencTaBJ/ieHNe B YCTAaHOB/EHHLIN CPOK OTBETA Ha YKa3aHHbIN B
nyHKTe 11 HacToawero MNopsaaka 3anpoc MUHUCTEPCTBA;

3) OTCYTCTBME B NPeACTaB/EHHbLIX B COOTBETCTBUM C MYHKTOM 8

HacTosiwero Mopsaaka AOKYMEHTax CBELEHUI, KOTOPbIE AO/KHbI ObITb
OTPa)XeHbl B HUX;

4) oTCyTCTBME UHOPMaLUK, MOATBEPKAAOLLEN yAaTy

rocyfapCTBEHHOMN MOLWINHLI 3@ BblAavy pa3peLleHmns Ha NpoBegeHmne
MeXLYHapOoL4HOro MHOMOLLEHTPOBOI0 KJIMHUYECKOro UccsieloBaHNs
BroMeAMLIMHCKOr0 KIETOYHOr0 MPOAYKTa UK paspeLlleHns Ha NpoBedeHmne
NOCTPErncTPaLMOHHOr0 KJIMHNYECKOro nccaeoBaHns bMomMeanuMHCKOro
KJIETOYHOr 0 MPOAYyKTa.

11. B cnyyae BbISIBAEHWUS HEMOHOThI NN HEAOCTOBEPHOCTN CBEAEHUN,
copepXKalmxcs B MaTepuanax, npefcTaBlieHHbIX 3a8BuTeneM, MUHUCTEPCTBO
HanpaBnAseT 3asBUTEN0 3aMpocC 06 YTOYHEHUN yKa3aHHbIX CBEAEHUIA. [aHHbIN
3anpoc MoXXeT BbITb NepefaH YNoJIHOMOYEHHOMY MpeacTaBUTENIO 3aaBUTeNS
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JIVYHO MO PacrnuncKy, HarnpasJ/ieH Mo NoyTe 3aKa3HbIM NMUCbMOM WK NepefaH
B 3JIEKTPOHHOWN (hopMe Mo TeNIeKOMMYHUKaLMOHHBIM KaHaslaM CBA3W. B cnyyae
Hanpas/eHUs SAaHHOrO 3anpoca Mno noyTe 3aka3HblM NMUCbMOM OH CYUTAETCS
NOJIyYEHHbIM MO UCTEYEHUMN LECTN AHEN C AaTbl HanpaBAEeHUS 3aKa3HOro
nucbma.

12. 3asBuTeNb 0653aH NpPeacTaBMTb OTBET Ha 3anpoc MnHUCTEPCTBa

B CPOK, HEe MpeBbILLaoWMn AeBAHOCTa paboynx AHEN Co OAHS NoayyeHus
[laHHOro 3anpoca.

CpoKWu, yKa3aHHble B MyHKTax 6, 9 HacTosAwero Nopsaka,
NPUOCTaHaB/INBAIOTCA CO AHA HANPaB/eHNA 3asBUTENI0 YKA3aHHOI0 B NMyHKTe
11 HacToswero Mopaaka 3anpoca MMHUCTEPCTBA 40 OHA MOJIYYEHUA UM
OTBETa Ha AaHHbIN 3anpoc.

Cpok co gHS HanpaBJieHUs 3as8BUTES0 YKa3aHHOro B NyHKTe 11

HacTosLero Nopsaka 3anpoca MMHUCTEPCTBA 40 OHSA NOJly4eHUs UM OTBETa
Ha OaHHbIA 3aNPOC HE YYUTHLIBAETCA NPU NCHUCAEHNN CPOKA NPUHATNS
MWHNCTEPCTBOM peLleHNs 0 MPOBEAEHNN IKCNEPTU3bI Ka4yeCTBa
6roMeanLMHCKOro KIETOYHOr0 MPOAYKTa, 3KCNEepPTM3bl JOKYMEHTOB 414
NnoJly4eHNs pa3peLleHns Ha NpoBefeHe MeXayHapoLHOro MHOrOLEeHTPOBOro
KJINHNYECKOro nccaenoBaHns boMeonLMHCKOro KNeTOMHO0 NPOAYyKTa nau
NOCTPErNCTPaLNOHHOIO KIMHNYECKOr0 UCCnenoBaHnsa 6MoMeanLNHCKOro
KJIETOYHOr0 NPOayKTa.

13. Mpw nosiy4eHnn 3aKN04eHNS KOMUCCUMN 3KCNepTOB IKCMEPTHOro
yUYpeXXLeHUs 0 MOATBEPXKAEHNMN KavyecTBa BMOMEANLMHCKOrO KNETOYHOI0
NPOAYKTa N BO3MOXHOCTW NPOBELEHNS ero KIIMHNYECKOro nccnefoBaHns u
3aKJII0YEHUS COBETa MO 3TUKE 0 BOSMOXHOCTW NPOBefEeHUSA KJIMHUYECKOro
nccnenoBaHna BoMeanLMHCKOro KNeTo4HOro NpoaykTa MMHNCTEPCTBO
NPUHMMaeET peLleHre 0 Bbl4aye pa3peLlleHns Ha NpoBefeHne KIIMHNYEeCKOoro
nccnenoBaHns 6MoMeaULMHCKOro KNEeTOYHOMO NPOAYKTa B LENSX ero
roCyfapCTBEHHOW pPerncTpauumn B COOTBETCTBUMN C MyHKTaMn 5 - 7,

11 - 12 HacTosawero MNopagka nan paspeLlleHns Ha nposegeHne
MeXAYHapOo4HOro MHOMOLLEHTPOBOI0 KJIMHUYECKOro UccsieLoBaHNs
BromMeanLMHCKOr0o KNETOYHOr0 MPOAYKTa, NOCTPErncTpaLMoOHHOro
KJINHWYECKOro nccienoBaHns bromeauLMHCKOro KNeTo4HOro B COOTBETCTBMM
¢ nyHkTamu 8 - 10, 11 - 12 HacToswero Mopagka.

14. Pa3pelueHne ohopMasieTcs Ha bnaHke, SBASAIOLLEMCS 3aLUNLLEHHOW
noAurpacmyeckon NpoayKumnen co CTeNeHbIO 3aLnTbl ypoBHS "B", 1
COLEPXUT Clieflyloline CBeeHNS:

1) HOMep 1 faTy paspeLleHus;

2) NONHOE N COKpaLLEHHOe HaMMeHOBaHWE 1 agpec MecTa HaxoXaeHuns
opraHmM3aLunn, ocyLLEeCcTBAALWEN OPraHn3aLnio NPoOBEAEHNS KINHNYECKOr 0
nccnenoBaHma 6roMeanLMHCKOro KNeTO4HOr0 NPOAYKTa;

3) NONHOE 1 COKpaLLEeHHOe HanMeHOBaHWE 1 aapec MecTa HaxoXaeHuns
IOPUANYECKOrO S, NPUBAEYEHHOro pa3paboTynkoM BuoMe ANLNHCKOro
KJIETOYHOr0 NPOAYKTa K OpraHu3auny npoBefeHns KJIMHUYEeCKoro
nccnenosaHns (Npu Hann4yum);

4) HanMmeHoBaHNe BoMeaNLIMHCKOrO KNEeTOYHOIr0 NPOAYKTa; TOProBoe
HanMeHoBaHNe BMOMELMNLMHCKOr0O KNETOYHOI0 NPOAYKTa (Mpu Hannyum);

5) hopMy KNMHMYECKOro nccnenoBaHns BriomegnUMHCKOro KJeTO4YHOro
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NPoAyKTa (KIMHUYECKOe uccnenoBaHne BMoMeaNLMHCKOrO KNETOYHOI0
NPOAYKTa B LieNsxX rocy4apCTBEHHON perncTpauum 3Toro npoaykTa,
MeXAYHapo4HOe MHOMOLLEHTPOBOE KANHNYECKOE NccefoBaHme
H6roMeanNLMHCKOro KNIETOYHOr0 MPOAYKTa, NMOCTPErncTpaLoHHoe
KNUHMYeCKoe nccnegosaHme 6MoMeanLNHCKOro KNeTO4YHOro NPpoayKTa);
6) NONHOE 1 COKpaLLEHHOe HanMeHOBaHWE 1 aapec MecTa HaxoXaeHuns
MeLMLMHCKON OpraHu3aLmm, B KOTOPO/ MPOBOANTCA KAUHUYECKOe
nccnenosaHne GoMegnLMHCKOro KJETOYHOIO NPOAYKTa;

7) DaTy HaYana v gaTy OKOHYaHUS KJIMHNYECKOro nccnenoBaHuns
BroMeAMLIMHCKOrO KIETOYHOr0 NPoAyKTa.

15. B ciiyyae yTpaThl UK NopYy paspeLleHmns 3aaBuTens obpallaeTcs
B MMHNCTEPCTBO C 3asBNeHNEM O Bbifayve AybvKaTa pa3peLueHuns.

B TeyeHme Tpex paboynx gHeR C MOMEHTa NOCTYMNAEHNS B
MWHNCTEPCTBO 3as8BNIEHNSA O Bbigavye aybnunkaTa ¢ NPUIoXKeHNeM
NCNOPYEHHOr 0 paspeLleHmns (B cyvae ero nop4ym) MnHNCTepCTBO:

1) ocywiecTBaseT NPOBEPKY MNOJIHOThLI U AOCTOBEPHOCTM

npencTaBJ/IEHHbIX B 3aABJIEHNN CBEeLEHWI C LEenblo ornpegeneHna Haan4md

OCHOBaHWI ANs NpefocTaBneHnsa nybnnkaTta paspeLleHuns;
2) othopmnseT oybnukaT paspelueHns ¢ nomeTkamm "aybaukat" u

"opuUrnuHan paspeleHns NPU3HaeTCsa HeJenCcTBYOWUM" nan yseaomsaeHmne ob

OTKa3e B Bbla4e p,y6nv|KaTa pa3pelleHnsa B CBA3U C BbISIBJIEHHOW
HENOCTOBEPHOCTbIO NPEACTaBJZIEHHbLIX B 3aAB/EHNN cBeLeHunn.
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