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Oﬁl YTBepKICHUH
Iopsinka fauu pa3bsicHeHHH N0/10KeHUli JOKYMEHTAIIUH,
CBA3AHHOMN ¢ rOCyAapCTBEHHOH perucTpanuei, a TaKkKe ¢ JOKJINHHYECKHMH
M KIHHHYEeCKHMH HCC/1eI0BAaHNSIMH OHOMeIHIMHCKHUX KJIE€TOYHbIX NPOAYKTOB

B cootBeTcTBUM c 4acThio 6 ctaThu 8§ DemepanbHOro 3akoHa OT 23 HIOHS
2016 1. Ne 180-®3 «O OmoMemMUMHCKHX KIeTOYHBIX mpoxykrax» (CoGpanue
3akoHogaTenbcTBa Poccuiickoit @enepauyu, 2016, Ne 26, cr. 3849) u nognmyHKTOM
5.2.207° Tonoxenns o MHHHCTEPCTBe 3IpaBoOXpaHeHns Poccmiickoit ®denepauuu,
yTBEepXIOeHHOro mnoctaHoBieHueM IlpaBurensctBa  Poccuiickoit  ®eneparuu
ot 19 utons 2012 r. Ne 608 (Cobpanue 3akoHomarenscTBa Poccuiickoit @enepanmm,
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, c1. 4969; 2015, Ne 2, ct. 491; Ne 12, ct. 1763; Ne 23, cT. 3333; 2016, Ne 2,
cT. 325; Ne 9, ct. 1268; Ne 27, cT. 4497; Ne 28, ct. 4741; Ne 34, cr. 5255; 2016, Ne 49,
cT. 6922; OdunmansHbIi HUHTEPHET-NOPTAI IIpaBOBOM uHbopManuu
http://www.pravo.gov.ru, 7 <¢espans 2017 r. Ne  0001201702070017),
MpUKa3blBalo:

VtBepaute npunaraembii  Ilopsaok gauyd  pa3bACHEHHR  IMOJIOXKEHMIA
JOKYMEHTALlMM, CBS3aHHOH C TOCYJapCTBEHHOW perucrpanueil, a Takke C
NOKIMHUYECKUMH M KIMHHYECKHMH HCCIENOBAHUSAMH OMOMEIHIIMHCKUX KIE€TOYHBIX
MPOJYKTOB.
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B VYTBEPXJIEH
npukazoM MunucTepcTBa 3paBOOXpaHEHNS
Poccuiickoit ®enepanuu

oT « 28 » @Q@Wzon e NeJO K

Hopaaok
AauM pasbsicCHeHH# MOJI0KeHUI JOKYMEHTAIINH, CBSI3aHHOM ¢ rocyAapcTBeHHOMH
perucrpanmeii, a TakxKe ¢ AOKJIHHHYECKHMH H KIHHHYECKHMH HCC/IeJ0OBAHNAMH
OHOMeAHUHHCKHX KJIETOYHbIX NIPOAYKTOB

1. Hactosmuii IMopsnox onpeznenset NpaBuia NPEeOCTaBICHUS
MununcrepctBoM  3apaBooxpaHeHus — Poccuiickoit  ®enepanum  (manee | -
MHUHHCTEPCTBO) MO 3aMpoCcy IOPUAUYECKUX UL, OCYLUIECTBISIOIMX IEATEIbHOCTh
npud oOpareHH OUOMEIUIMHCKUX KJIETOYHBIX IpPOAYKTOB (Jalee — CyOBEKTHI
obpaleHnuss GHOMEIUIIMHCKUX KIETOYHBIX IIPOAYKTOB), Pa3sbICHEHMs IOJIOKEHUI
OOKYMEHTALIMM, CBI3aHHOI C IOCyJapCTBEHHOH peructpanuell OMOMEIMIIMHCKOTO
KJIETOYHOTO TPOJAyKTa, a Takke ¢ JOKIMHUYECKMMH M KIMHHYECKUMH
HCCIEIOBAaHUAMU  OWMOMEOUIMHCKHUX  KJIETOYHBIX  MPONYKTOB  (nmamee  —
JOKYMEHTAIIHS).

2.B  coorBerctBUM ¢  HacrosuuM  llopankom — MunucrepcTBoM
IIPEICTABIISIIOTCS Pa3bICHEHU:

1) opranuszanuu, OCYIIECTBIISIONIEH MpoBeJIeHHE JOKIIMHUYECKOIO
UcCIeNOBaHUsS OMOMETUIIMHCKOrO KJIETOYHOTO MPOAYKTa, IO BOIIPOCAM COCTABJICHUS
OT4eTa O JOKIMHUYECKOM HCCIeOBaHUM OMOMEIUIIMHCKOr0 KIIETOYHOTO MPOAYKTa,
COIEp KaIero OIMUCaHHWe, pe3yJbTaThl W aHalu3 pe3yJbTaTOB AOKIMHUYECKOIro
HCCIIEOBaHMsA, a TAKXXe 3aK/II0YeHHS O BO3MOXXHOCTH MPOBEACHMSA KIMHHYECKOTO
Hcclie/IoBaHus OHOMEIUIIMHCKOTO KIETOYHOr0 IIPOAYKTa;

2) opraHusanuy, oOnagaroniedi npaBaMM Ha pPe3yNbTaThl JOKIMHUYECKHMX
HCCIIENOBaHu  OMOMETUIIMHCKOTO  KJIETOYHOTO  IPOAYKTa,  KIMHUYECKUX
UCCIIEIOBAHUH OMOMETUUUHCKOTO KIIETOYHOrO IMpOAYKTa M (WIM) Ha TEXHOJOTHIO
[IPOM3BOACTBA  OHOMEIMIMHCKOTO  KIETOYHOro MPOAYKTa', 1O  BOMpOCaM
dbopMHUpOBaHUSI M TIPEACTABICHUS PETHCTPAUHMOHHOTO IOChe Ha OMOMEIUIHCKHIMA
KJIETOYHBIA MPOAYKT;

3) opranu3aluy, OCymECTBILIIONIEH OpraHU3aLyiO IPOBEACHUs KIMHUYECKOTO
HCCIIeIOBaHUS OMOMETUIIMHCKOTO0 KIETOYHOIO HpO,I[yKTaZ, 10 BOMPOCaM MOJyYEHUS
paspellieHHsT Ha IpOBEAEHHE KIMHHYECKOrO0 HCCIEJOBaHNs OHOMEANIUHCKOrO

! Cratea 9 ®enepanbHoro 3akoHa ot 23 mroHs 2016 r. Ne 180-®3.
2Yacts 1 craTen 28 denepansHoro 3akoHa ot 23 mons 2016 r. Ne 180-03.



KJIETO4YHOI'0 IIPOAYKTa, IIpOBEIICHUSA KIIMHUYECKOTO UCCIIeIOBAHUSA
OMOMEIMIMHCKOr0 KJIETOYHOro MpOoAyKTa, B TOM YHCIE MEXITYHApOIHOIO
MHOT'OIEHTPOBOI0 KIMHHUYECKOTO MCCIENOBaHUS OMOMEIULIMHCKOIO KJIETOYHOIo
IPOAYKTa, MOCTPErMCTPALOHHOrO KIHHUYECKOTO HCCIE0BaHNA OHOMEUIIMHCKOTO
KJIETOYHOI'O IIPOZYKTA,

4) Blafenslly ~ PETHCTPAI[MOHHOTO  YJOCTOBEPEHHA  OHMOMEIMIHUHCKOIO
KJIETOYHOI'O IIPOAYKTA IO BOIIPOCaM IOATBEPXKICHUS rOCYAaPCTBEHHOM PErucTpaluu
OMOMEIUIMHCKOTO KJIETOYHOIO NpOJYKTa, BHECEHUS H3MEHEHHH B JIOKYMEHTHI,
coliepKalliecs B  PETrHCTPAallMOHHOM  JOCh€  Ha  3apEerMCTPHUPOBAHHBIM
OHOMEIULIMHCKHN KIETOYHBIA NPOAYKT.

3. 3anpoc 0 pa3bACHEHHUH MOJNOKEHUH TOKYMEHTaIHH (flajiee — 3a1IpoC) MOXET
6bITE HanpablieH (npeAcTaBleH) B MUHHCTEPCTBO CyOBEKTOM OOpalleHHs
OMOMEIULMHCKUX KIETOYHEIX MMPOJAYKTOB B MUCEMEHHOM (popMe MM B 3JIEKTPOHHOMN
dopme mocpencTBoM oOpalieHHs uepe3 oQuIMANbHEIM caiit MuHHMCTepCTBa B
UH()OPMALIMOHHO-TENEKOMMYHHUKAIMOHHOH ceTH «AHTepHETY.

4. TTocrynuBmuid B MUHHMCTEpCTBO 3alpoc HampabisieTcss B JlemapraMeHT
TOCYNApCTBEHHOTO  perylupoBaHMs  oOpalleHHs  JIEKapCTBEHHBIX  CPE/ICTB
Munucrepcta (manee — JlemapraMeHT) [ MNOATOTOBKM M HalpaBlIeHMsA
(mpencraBiieHus) oTBeTa CcyOBeKTy oOpaleHus OHOMEIMIMHCKHX KIIETOYHBIX
NPOIYKTOB.

5. TloaroroBka OoTBeTa Ha 3alpoC W HANpaBIEHUE €r0 B IMCBMEHHOW HIIH
3NIEKTPOHHOM Popme cyOBeKTy oOpamieHHs OMOMETULIMHCKIX KIETOYHBIX IIPOAYKTOB
OCYILECTBIIFOTCS c cobmoaeHueM OrpaHUYCHM, YCTaHOBJICHHBIX
3aKOHOAATENILCTBOM O NEPCOHANBHBIX JAaHHBIX, KOMMEPYECKOM, rOCYIapCTBEHHON U
HHOM OXpaHsIeMoli 3aKOHOM TaifHe, B CPOK, He IPEBHIIAIOMMN ecsaTH pabodux AHei
CO JIHA IOCTYIUIEHUA 3a1poca B MUHUCTEPCTBO.

6. lupekrop [HemaprameHra (Mo, ero 3aMeIlalollee) OIMpenelseT
HCIIOJIHUTENA, OTBETCTBEHHOIO 3a IIOATOTOBKY U HampaBlieHHE (TIpeACTaBICHHUN)
oTBeTa CyOBEKTy oOpameHus GHMOMEIHMIMHCKOTO KIETOYHOIO ripoz[yKTa (manee —
OTBETCTBEHHBIN UCIIOJIHUTEND).

7. OTBeTCTBEHHBI!l HCIIOJIHUTENb PacCMaTpUBaeT IIOCTYIUBIIUN 3alpoc u
npujaraeMple K HeMy JOKYMEHThl (IpH Hald4uU), IOATOTABIMUBAET IIPOEKT
pa3bsACHEHUs MONIOXKECHUH NOKYMEHTAllUM U IIPEICTaBJIAET €ro Ha PacCMOTPEHME U
noAnucanue aupekropy JemaprameHTa (Jiviy, €ro 3aMeIlaroleMy).

8. B cinyuae HeOoOXOAMMOCTH JKCIEPTHOM OLIEHKM IIOCTABIIEHHBIX B 3aIlpoce
BOIIPOCOB OTBETCTBEHHBIH WCIIONHHUTENs HANpaBlsgeT 3alpoc B QeaepanbHOE
rocyaapCTBeHHOE OI0/KETHOE YUpeKACHUE, HaXods1leecs B BeAeHHH MUHHCTEpCTBA
u of0ecrneunBaromee HCIOJHEHWE IIOJTHOMOYMA MMHHCTEpCTBA IO  BhIJaye
paspellleHHii Ha [pOBeJeHHe KIMHWYECKUX HCCIeNOBaHUM OHOMEIUUMHCKMX
KJIETOYHBIX MPOAYKTOB M (MIM) FOCYyJapCTBEHHOHW perucTpalud OHOMEIMIMHCKHX
KIIETOYHBIX IIPOJXYKTOB.



IIpy HamnpaBieHHH YKa3aHHOLO 3allpoca CPOK PacCMOTPEHHs COOOLIECHHS,
onpejie/IeHHbIH MyHKTOM 5 Hactosmiero Ilopsanaka, MOXeT OBITH IIPOUICH Ha NECATH
KaleHIapHBIX [OHEW ¢ yBemomieHHeM 06 3ToM cybmekra oOpameHus
OHOMETUITHHCKHUX KIETOYHBIX NPOAYKTOB.

9. B ciy4ae eciy JIMIIO, HaNpaBUBILee (IIPECTaBUBLIEE) 3alPOC, He SABJISETCH
cybnexTOoM oOpameHuss GHOMETULMHCKMX KIETOYHBIX MPOAYKTOB, YKa3aHHHIM B
nyHkTe 2 Hactosmiero Ilopska, HiaM coJiep)KaHue 3ampoca He 3aTparuBaeT BOIPOCOB
PasbACHEHHs TIONOXEHUH JOKyMEHTAIMH, JIHIY, HaIpaBUBIIeMY (Ipe/CTaBUBIIEMY)
TaKoOM 3ampoc coolIiaeTcss O HEBO3MOXHOCTH NpPEAOCTAaBICHHS OTBeTa B
cooTBeTCTBHHU ¢ HacTosmuM Ilopsaxom.




