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Ilopsaka fa4H pa3bACHEHHH NM0J0XKEHUH 10KYMEHTAIIUH,
CBA3aHHOH C roCyAapcTBEHHOM perucrpamnueii, a Tak:Ke ¢ JOKJINHHYECKHMHU
¥ KJIHHHYECKHMH HCCIEeA0BAHNAMH OHOMEIHIIHHCKHX KJIETOYHbIX IPOAYKTOB

B cooTBeTcTBUH ¢ 4YacThio 6 cratbu 8§ DenepansHOro 3aKoHa OT 23 HIOHS
2016 r. Ne 180-®3 «O OuOMEIMIMHCKHUX KJIETOYHBIX mpoxykrax» (CoGpanue
3akoHogarenscTBa Poccuiickoit ®enepauyu, 2016, Ne 26, ct. 3849) u nognmyHkTOM
5.2.207° Tonoxenuss 0 MUHHMCTEpCTBe 3IpaBOOXpaHeHHs Poccuiickoit ®depnepauuu,
yTBEPXACHHOro mnoctaHoBieHueM IlpaButensctBa Poccuiickoit  ®enepanuu
ot 19 mionsa 2012 r. Ne 608 (Cobpanue 3akoHomatensctBa Poccuiickoit @enepanuu,
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, ct1. 1268; Ne 27, ct. 4497; Ne 28, ct. 4741; Ne 34, cr. 5255; 2016, Ne 49,
cT. 6922; OdunmansHeIR MHTEPHET-II0pTall IIpaBOBOM uHbopMauu
http://www.pravo.gov.ru, 7 ¢espans 2017 r. Ne  0001201702070017),
MpHUKa3BbIBal:

VtBepaute npunaraeMbld Ilopsanok fgayu  pa3bsCHEHUN  ITOJIOXKEHHUM
JOKYMEHTalluW, CBS3aHHOW C TIOCyJJapCTBEHHOH perucrpaumei, a TaKkkKe C
JOKJIMHUYECKHUMH M KINHUYECKUMH HCCIEeIOBAHUSIMH OMOMEIMIIMHCKUX KIIETOYHBIX
MIPOJIYKTOB.
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N VYTBEPXJIEH
nprKa3oM MUHHCTEPCTBA 3/IpaBOOXpaHEHUS
Poccuiickoit ®enepanuu
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IHopagox
AauM pazLACHEHUi MON0KeHHH JOKYMEHTAIlHH, CBA3aHHOMH ¢ rocy1apcTBeHHOIM
perucTpanmeii, a TakxKe ¢ JOKJIHHHYECKHMH H KJIHHAYECKHMH HCC/Ie0BAHMIMH
OHOMEeIHIMHCKHUX KJIETOYHbIX NPOAYKTOB

1. Hactosmui Iopsimox onpenaesier npasuia IPENOCTaBICHUSA
MunucrepcTBoM — 3ApaBooxpaHeHus  Poccmiickoit  @epeparuu  (manee  —
MUHHCTEPCTBO) O 3alPOCy HOPUAUYECKUX JIHL, OCYLUECTBISIOINUX NEATENbHOCTH
npu oOpaiieHnH OHOMEIMIMHCKUX KIETOYHBIX IPOAYKTOB (Janee — CyOBEKTHI
obpaleHnss OHOMEIUIIMHCKUX KIJIETOYHBIX IPOAYKTOB), Pa3bsCHEHHs IIOJNOXECHUI
JOKYMEHTALIUU, CBS3aHHON C OCYIAapCTBEHHOHM perucrpanued OMOMEIULIMHCKOIO
KJIETOYHOTO IpPOAYKTa, a TakKkKe C JOKIMHMYECKMMHM M  KIHHUYECKHUMHU
HCCIICIOBAaHNAMH  OMOMEIUIMHCKAX  KIIETOYHBIX  NPOAYKTOB  (maiee  —
IJOKYMEHTAIIHA).

2.B  coorBerctBuM ¢  HacrosumMm  Ilopsakom  MunuctepcTBoM
IIPEACTABISIOTCS Pa3bsICHEHMUS:

1) opranuzanum, OCYIIECTBIAIOLIEH IIpoBeICHUE JOKJIMHUYECKOTO
UCCIeN0BaHUA OMOMEIUIMHCKOrO KJIETOYHOTO MPOAYKTa, 10 BOIPOCAaM COCTABJICHHUS
OT4eTa O JOKJIMHHUYECKOM HCCIIe0BAaHUM OMOMETUIIMHCKOIO KIETOYHOTO MPOAYKTa,
COIlepXKallero OIMCAaHWE, pe3yIbTaThl M aHalU3 pe3yNbTaTOB JOKJIMHHYECKOIO
WCCIIENOBAaHUS, a TaKXKe 3aKIIOYEHUs O BO3MOXHOCTH INPOBEAECHUSA KIMHUYECKOIO
HCcCIieJoBaHUS OHOMEIUIIMHCKOro KIE€TOYHOIO MPOAYKTa;

2) opraHuzanyy, oOnajaromied npaBaMu Ha pPe3yNbTATEl JOKIMHUYECKUX
UCCIIEIOBAaHU  OMOMEIUIIMHCKOTO  KIIETOYHOTO  NpOAYKTa,  KIMHAYECKUX
UCCIIEJOBaHMM OMOMEIUUMHCKOTO KIIETOYHOrO NMpPOAYKTa U (WiIM) Ha TEXHOJOTHUIO
IPOU3BOACTBA OHOMEIMLMHCKOTO  KJIETOYHOTO npoxyxra', mo  Bompocam
¢dbopMHpoBaHKS M TIPEICTABICHUS PErUCTPAIMOHHOIO JOChe Ha OMOMEIUIMHCKHI
KJICTOYHBIH ITPOAYKT;

3) opraHu3anyy, OCYMECTBIAIOUEH OpraHU3aluIoO IIPOBEACHNUA KIMHHUYECKOTO
HCCIIEOBaHM OMOMEIUIIMHCKOrO KIETOYHOIO npo;(yKTaZ, II0 BOIIpPOCaM MOJy4YeHHUs
paspellieHUs Ha NpoBeJeHHe KINHUYECKOrOo MCCIECHOBaHUA OMOMEIUIIMHCKOTO

! CraThs 9 ®enepanbHOro 3akoHa ot 23 mroHs 2016 r. Ne 180-®3.
2Yacts 1 crathu 28 ®eaepansHoro 3akoHa ot 23 mons 2016 r. Ne 180-03.




KJIETOYHOT'O IIPOJYKTa, IIPOBEACHUS KJIIMHUYECKOTO UCCIIeOBaHUA
OMOMEIMIMHCKOIO KJIETOYHOrO IpOAyKTa, B TOM YHCIE MEXIyHApOJTHOro
MHOTOIEHTPOBOTO KIMHMYECKOTO WCCIeJOBaHUS OHOMENUIIMHCKOTO KJIETOYHOIO
IPOAYKTa, TIOCTPErHCTPALMOHHOrO KITMHHYECKOTO HCCIEeN0BaHNA OHOMEIMIMHCKOTO
KJIETOYHOI'O IIPOAYKTAa;

4) Bmajienblly ~ PETUCTPAILMOHHOTO  YHOCTOBEpEHHs  OHMOMEINMIIMHCKOTO
KJIETOYHOT0 IPOJYKTA [0 BOIPOCaM MOATBEPXKACHHS I'OCY JapCTBEHHOM PErHCTpaliy
OMOMEIUIMHCKOTO KJIETOYHOTO IIPOJYKTa, BHECEHWS H3MEHEHHH B JOKYMEHTHI,
coliepXalMecss B PErHCTPAalMOHHOM  JOChE€  Ha  3apETMCTPUPOBAHHBIN
OuOMeIMIIMHCKUN KJIETOYHBIA NPOAYKT.

3. 3anpoc o pa3bACHEHHUH MOJIOKEHUH JOKyMEHTalHH (Aanee — 3a1poc) MOXET
OBITH HampaBieH (TUpeacTaBleH) B MuHHCTepCTBO CcyOBekToM oOpaleHus
OMOMEIULIMHCKUX KIETOYHBIX MMPOJYKTOB B MUCEMEHHOM ()opMe WM B 3JIEKTPOHHOM
dopMe mocpencTBoM oOpameHHs uepe3 OGHMIMANBHBINM caiit MuHucTepcTBa B
UH()OPMALHOHHO-TENIEKOMMYHHUKAIIHOHHOM ceTH «MIHTepHET».

4. Toctynuemuit B MHHHMCTEpCTBO 3alpoc HampaBisfeTcs B JlemaprameHT
rOCYapCTBEHHOTO  PEryJIHpOBaHMsA  OOpallleHHsA  JEKapCTBEHHBIX  CPEICTB
Munucrepcrea (manee — JlemapraMeHT) A TOATOTOBKM M  HalpaBIICHHA
(mpencraBieHus) oOTBeTa CyOBeKTy oOpameHHs OHOMEOWIMHCKHX KIETOYHBIX
IPOJYKTOB.

5. IlogroToBka OTBeTa Ha 3alpOC M HAIIpaBIIEHUE €ro B IMCBMEHHOW MM
3JIEKTPOHHOMU (opMe cyOBekTy oOpamieHHs OHOMETUIIMHCKUX KIIETOYHBIX IPOAYKTOB
OCYIIECTBIISIIOTCH Cc cobmoaeHneM OrpaHUYCHHH, YCTaHOBJICHHBIX
3aKOHOJATEILCTBOM O IePCOHANBHBIX AAaHHBIX, KOMMEPYECKOM, rOCyJapCTBEHHOH H
MHOI OXpaHsIeMOi 3aKOHOM TaitHe, B CPOK, He IPEBHIIAIONIMH JecsATH pabodnx JHeH
CO JTHA MMOCTYILIEHH 3a1poca B MUHHCTEPCTBO.

6. Jlupexktop [JlemaprameHta (Mo, €ro 3aMelnaromiee)  OIpeneser
HCIIOJHUTEIA, OTBETCTBEHHOrO 3a IIOJIOTOBKY M HampaBlieHHE (IIpeACTaBICHHs)
oTBETAa CyOBEKTY OoOpaimeHus GHMOMeIUUMHCKOTO KIETOYHOIO ripouyKTa (manee —
OTBETCTBEHHBIH HCIIOJIHUTEIH).

7. OTBETCTBEHHBIM MCIONHUTENb pacCcMaTpUBaeT IIOCTYIUBIIMN 3alpoc H
mpuiaraeMple K HeMy JOKyMEHTHl (IpM Halu4MM), IIOArOTaBIHUBAET IIPOEKT
pa3bsCHEHHS TOJNOXCHUM NOKYMEHTallMM U IPEACTaBIsSET €ro Ha pacCMOTPEHHE M
moAnucanue aupekropy JlenaprameHTa (JHIy, €ro 3aMeIarolemy).

8. B cnyuae HeoOXOIUMOCTH DKCIIEPTHOH OLIEHKM ITOCTABIICHHBIX B 3aIpoce
BONPOCOB OTBETCTBEHHLIM WCIIONHHUTENb HANpaBlisieT 3ampoc B  deaepanbHOe
rocyJapcTBeHHOe OI0[DKETHOE YUpexJICHUE, HaXoJs1eecs B BeleHu MuHiCTepCTBa
u ofecreynBaloliee HCIONHEHHe IIOTHOMOYMII MMHMCTepCcTBA II0  BBIAYE
paspellieHHii Ha MpoBefeHHe KINHUYECKUX HCCIeNOBaHHH OGHOMENMIIMHCKHX
KJIETOYHBIX MPOLYKTOB M (HIH) rOCYHApCTBEHHOHW perucTpaly OHOMEOMIMHCKHX
KJIETOYHBIX IIPOAYKTOB.




[Ipy HampaBleHHH YKa3aHHOrO 3alpoca CPOK PacCMOTPEHHs COoOOeHHs,
OTpe/ieNieHHBIA MyHKTOM 5 Hactosimero ITopsaka, MOXeT OBITH IIPOAJIEH Ha JECsTh
KaTeHJapHBIX JOHeH C yBemomieHHeM 00 3ToM cyOBekra oOpamieHus
OHOMEIUIIMHCKUX KIIETOYHBIX IIPOJYKTOB.

9. B ciy4ae eciM JIMIO, HAlpaBuBILee (IPEACTaBUBILEE) 3AIIPOC, HE SBJIAETCS
cybbekToM ofbpamnieHns OMOMETULMHCKUX KIETOYHBIX IPOAYKTOB, YKa3aHHBIM B
nyHkTe 2 Hactosiero [lopsaka, UK coJiep)KaHue 3aIpoca He 3aTparuBaeT BOIPOCOB
Pa3BACHEHHUS MON0XKEHHH JOKYMEHTALlUH, JIUITy, HalpaBuBLIEMY (IpeICTaBUBILEMY)
TaKo# 3ampoc cooOuiaeTci O HEBO3MOXHOCTH TIPENOCTAaBJIE€HHsS OTBETa B
cooTBeTcTBHH ¢ HactosmuM Iopsaxom.




