IIPABUTEJIbCTBO POCCHUMICKOM ®EJIEPALIMHA
ITOCTAHOBJIEHHUE

oT 16 oktsi6ps 2018 r. Ne 1229

MOCKBA

O BBeaenunu BpPEMEHHOI0O nmopsiika Bpo3a B POCC"ﬁCKle (Denepaumo
OHOMEIHIIHHCKHX KJIETOYHbIX NpoOAYKTOB

B coorBerctBuM co cratee 47 JloroBopa o  EBpasuiickoM
KOHOMHYECKOM coro3e oT 29 mas 2014 r. u paspenom X npunoxeHus Ne 7
K ykazaHHoMmy JloroBopy B wensx oOecrieueHUs] OXpaHbl XU3HH M 310pOBbA
yenoseka [IpaButensctBo Poccuiickoi Penepalyi N0 C TAHOBJ A€ T :

1. YTBepaute npunaraemele IlpaBuna BBo3a B Poccuiickyto ®eaepanuro
OUOMEANIMHCKUX KJIETOYHBIX NPOLYKTOB.

2. YcTaHOBUTh, YTO TMOPSAOK BBO3a Ha TeppuTopHio Poccuilckoin
®enepaud  OMOMEOUMUMHCKMX  KJIETOYHBIX TPOAYKTOB, YCTAHOBIEHHBIH
[IpaBunaMy, YTBEPXKIAEHHBIMH HACTOSIUMM [TOCTAHOBJIEHUEM, JECHCTBYET
¢ 1 HosOps 2018 r. no 30 ampenst 2019 .

3. MunucrtepcTBy 3paBooxpaHenus Poccuiickon Menepauuu:

OCYLLUECTBIATH BblIAYy y4acTHHKaM BHELIIHEIKOHOMUYECKOH
JeSTEe/IbHOCTH  pa3pellieHMd Ha BBo3 B Poccuiickyro  ®enepaumio
OHOMEIHMLIMHCKHX KIETOYHBIX MNPOAYKTOB B co0OTBeTCTBHUM ¢ [IpaBHiamy,
YTBEP)KIECHHBIMM ~ HAacTOSILIMM  TOCTAHOBIEHHMEM, CO CPOKOM JIEHCTBUA
no 30 anpens 2019 r;

pa3zpaboTaTth M HampaBuTh 10 31 sHBaps 2019 r. B ®enepanbHylo
TAMOXXEHHYK  ClIyX0y  ¢opmarbl  HOMEpPOB  pEecTpOBOH  3alUCH
rocyIapCcTBEHHOro peectpa OHOMEIULMHCKMX  KJIETOYHBIX  IPOAYKTOB
U paspeiieHuss Ha BBO3 B Poccuiickyio ®enepauuio O6HMOMEIUMIMHCKHX
KJIETOYHBIX NIPOAYKTOB.
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4. MUHUCTEPCTBY >KOHOMHUYECKOro pa3BUTHUA Poccuiickoit ®enepauuu
B YCTaHOBJIECHHOM [OpsiAKE€ yBEIOMHUTh EBpasuiickylo IKOHOMHYECKYIO
KOMHCCHIO O BBEIEHHUM BpPEMEHHOIO MoOpsaAKa BBO3a OHOMEIMIIMHCKHUX
KJIETOUHBIX TpoayKTOB B Poccuiickyto Menepauuio.

5. Peanuzauus HacCTOSALLETO MOCTAHOBJIEHUS OCYILIECTBJIAETCA
(enepanbHbIMH OpraHaMi UCMIOJTHUTENBHOM BIIACTH B NpefiesiaXx YCTaHOBIEHHOM
IlpaButensctBoM  Poccuiickol  ®enepauuu  npelnejbHOW  YUCIEHHOCTH
paOOTHHUKOB  LEHTPaJbHOIO  anmnapaTa W  TEPPUTOPHATIbHBIX  OpPraHOB
COOTBETCTBYIOIIUX (heepalibHbIX OPraHOB HCIOJHUTEILHON BIACTH, a TAKXKe
B Mpedenax  OIOMKETHBIX  acCUTHOBaHMiH  denepanbHOoro  OoaKeTa,
NpeayCMOTPEHHBIX UM Ha PYKOBOJCTBO M yIpaBiieHUE B cpepe YCTaHOBJICHHBIX
bYHKUMIA.

IIpencenatens [IpaBute

Poccuiickoit ®enepa A.Mensenes
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YTBEPX/JEHDBI

nocraHoBiaeHUeM [IpaBuTenbcTBa
Poccuiickoit ®enepauuu
oT 16 okts0ps 2018 r. Ne 1229

IIPABHJIA

BB03a B Poccuiickyio ®@egepaunio
OHOMEIHMUHHCKHX KJIETOYHbIX NIPOAYKTOB

[. O0Lme noJjioXeHus

1. Hactosiuiue I[lpaBuna onpeaensior nopsigok BBo3a B PoccHiickyro
®denepaumio OMOMEIULIHHCKUX KJIETOUHBIX NMPOAYKTOB [0 MEPEUYHIO COrNacHo
NPUIOKEHHUIO (Jajee - OUOMETULIMHCKHE KJIETOUHbIE TPOIYKTHI).

2. Iloa KOHKpeTHOM NapTHEH He3aperucTPUPOBAHHOTO OUOMENULMHCKOTO
KJIETOYHOro ImpoaykTa B Hacroswux [IlpaBunax moHuMaeTcsi mapTus
OMOMEIUUMHCKOTO KJIETOYHOTrO MpOAYKTa, [MpeAHa3HAYeHHOro [Uis ero
rocy1apcTBEHHOH  peructpaudd (B TOM  4MclIe Uil [POBEJeHHUSA
OUMOMEIUIIMHCKON SKCIePTU3bI, NOKIUHUYECKUX HUCCIENOBAHMUI U KIMHUYECKUX
UCCJIeNOBaHUH) WIM 111 OKa3aHHsA MEIULHMHCKOH MOMOLIM KOHKPETHOMY
NaluMeHTy MO »XH3HEHHBIM NOKa3aHWsAM, KOTOpas OTIpaBJISIeTCs] OJHOBPEMEHHO
Mo OJHOMY HJIM HECKOJILKUM TOBApOTPAHCMOPTHBIM JOKYMEHTaM B aipec
ofHOro cyObekra oOpalleHusi OUOMEIHULUMHCKHUX KJIETOYHBIX TMPOJIYKTOB
(rpy3ononyvaTens) OT OAHOro cyObekTa oOpallleHus OHOMEIMUMHCKUX
KJETOYHbIX MPOAYKTOB (Tpy300TIIpaBUTENS).

3.BBo3 B Poccuiickyto ®epepaunio OHOMENMUMHCKUX KJIETOUHBIX
OpOAYKTOB, B TOM 4YHCJ€ KOHKPETHOM MapTUM He3aperucTpUpOBaHHOIO
OMOMEIHMLIMHCKOTO  KJIETOYHOrO MpPOAYKTa, OCYUIECTBISIOT CIeAyIOLIHe
IOpUIMYECKHE JINLIA:

a) MPOU3BOAUTENs OHOMEIUUMHCKOrO KIETOYHOIO MNpOdyKTa - JUls
COOCTBEHHOI0 MPOU3BOICTBA OMOMEIULIMHCKOTO KIETOYHOrO NMPOAYKTa;

0) opranuzauus, obaazaroulas MpaBaMyd Ha pe3ybTaTbl JOKIMHAYECKHX
Uccjae1oBaHMH  OHOMEIULIMHCKOrO  KJIETOYHOrO MpPOAYKTa, KIMHUYECKHX
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ucciieqoBaHUH  OMOMEIUMUMHCKOrO  KJIETOYHOro  IMpoayKTa U (i) Ha
TEXHOJIOTHIO [POMU3BOACTBA OMOMEIUIMHCKOTO KIETOYHOrO MPOAYKTa, WIIH
YINOJTHOMOYEHHOE €10  IOPHUAMYECKOE  JIMLO - JUIS  OCYIIECTBJIEHHS
roCyIapCTBEHHOH perucTpallui 6MOMe IMIMHCKOTO KIETOYHOro MPOAYKTa;

B) oOpazoBaTesIbHbIE OpraHu3ailud Bbicliero oOpa3oBaHHMs U (HIIH)
OpraHH3aLuu JIOTIOJTHHUTENIBHOTO npo¢ecCUOHATBHOTO obpa3oBaHus,
y4yacTBYIOLME€ B OpPraHu3alM{ [pOBeAeHUs NOKIMHUYECKMX HCCIel0BaHUMN
U (MJIM) KIIMHAYECKUX HCCIIEA0BaHUI OGHOMEIULIMHCKUX KIETOYHBIX MPOAYKTOB
UIIM MPOBOIALLME TAKHE MCCIIEIOBAHUS, a TAKXKe MHbIE OpraHW3allH, KOTOphIE
Y4YacCTBYIOT B OPraHHU3alHH MTPOBEACHUS NOKIMHUYECKHUX UCCAEIO0BAaHUM U (MIIH)
KIIMHHYECKUX HCCIENOBAaHUH OHOMEIHLUMHCKUX KIETOYHBIX MPOIYKTOB HIIH
B KOTOPBIX MPOBOJSATCS TAKUE UCCIIENOBAHMS, - U1 OpraHu3alydd ¥ MpoBeeHHS
COOTBETCTBYIOLIUX UCCIENOBAHUI;

r) MEAULMHCKHUE OpraHu3alMd M yKa3aHHble B MoamyHkTtax "a" - "B"
HACTOSAILIEro NYHKTa OpraHu3auMd - Ui OKa3aHHs MEIHLMUHCKOH IMOMOIIH
KOHKPETHOMY MAalMeHTY MO XU3HEHHBIM MOKA3aHHSIM.

4. BB03 3aperucTpUpOBaHHBIX OMOMENMLMHCKUX KIETOYHBIX MPOIYKTOB
OCYLLECTBJIAETCA NPH HAJIUYUHM CBEACHUH O BKIIOYEHHH OHOMEIHLIMHCKHX
KJIETOYHBIX IPOAYKTOB B TIOCYJAapCTBEHHBIA peecTp OHOMEAMIIMHCKHUX
KJIETOYHBIX TPOAYKTOB (J1ajiee - peecTp).

BB0O3 KOHKpPETHOHW MNapTHM HE3aperuCTPUPOBAHHOTO OHOMETUIIMHCKOIO
KJIETOYHOT'O NpPOAYKTa OCYLIECTBIAETCS NMPH HaJUYUM pa3pellieHUs Ha BBO3 B
Poccuiickyto  ®epepaunro  OHOMEAMUMHCKMX  KIETOYHBIX  MPOIYKTOB,
BbIJAHHOrO MUHHUCTEPCTBOM 3apaBooxpaHeHust Poccuiickoit  ®enepauun
B nopsigke M no ¢opme, KOTOpble YTBepxAeHbl MUHHCTEPCTBOM (nayiee -
paspelieHue).

[I. [lomeuieHue nox TamoxKeHHbIE MIPOLIEAYPBI

5. [TomeuieHHe 3aperuCTPHPOBAHHBIX OWOMEAMLMHCKHUX  KIETOUYHBIX
NPOAYKTOB MO TaMOXEHHBIE NPOLEAYPhl OCYILECTBISETCS NPH NPeICTaBIeHUH
B TaMOXeHHbIe opraHbl Poccuiickoii ®Penepannu cBeieHH# 0 BKIIIOUEHHH TaKUX
OMOMEeTMLIMHCKUX KJIETOYHBIX POJYKTOB B peectp.

CBeneHuss O BKIIOYEHUH OHOMENMIIMHCKHX KIIETOYHBIX MPOJIYKTOB B
peecTp YyKasblBalOTCA B JAeKJapaudd Ha ToBapbl noa koaom "10023" B
COOTBETCTBUH C KJacCM(pMKaTOpOM BHJOB JOKYMEHTOB U CBeJEeHHH,
HCITIOJIb3YEeMbIX MPU TAMOXXEHHOM JIeKJIapUPOBaHUU, YTBEPXKIEHHBIM pelieHUEM
Komuccun TamoxkeHHOro coro3a ot 20 centsaops 2010 r. Ne 378.

6. [Tomeuienue KOHKPETHOM napTUu He3aperucTPUPOBAHHOTO
OHOMEMLIMHCKOrO KJIETOYHOTO MpoAyKTa IOd TaMOXEHHBbIe TMpOoLexypbl
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OCYLLECTBIJISIETCA MPH NpPEACTaBIEHUH B TaMOXXeHHble opraHbl Poccuiickoit
Qenepauuu pa3pelleHus.

CBeneHust 0 pa3pelleHHMH YKa3blBalOTCA B JeKJapalMd Ha TOBapbl MOA
kogoMm "01231" B cooTBeTCTBHH ¢ KJIacCH(PUKATOPOM BHIOB JOKYMEHTOB H
CBEJICHHMH, HCIOJb3YEMBIX [P TAMOXXEHHOM [E€KJIapUpPOBaHHM, YyKa3aHHBIM
B MyHKTe 5 Hactoswux [IpaBun.

7. llomeuienne  OMOMEAMUMHCKMX  KJIETOYHBIX  MPOIOYKTOB  IIOJ
TaMOJKEHHYIO MpoLeaypy OecnOUUTHHHOR TOProBiIH He A0NMYyCKaeTCs.

II1. Beinaua pa3peweHus

8. Ins monydyeHHUS pa3pelieHUs HOPHAUMYECKUM JIMLOM, YKa3aHHBIM
B nyHKTe 3 Hacrosumx [lpaBun, WIM yNOJHOMOYEHHBIM UM  JIMLOM
B MHUHMCTEpCTBO 3/paBooXxpaHeHus Poccuiickoit Denepauuy npeacraBisioTcs
(HanpaBnsAlOTC) Ha OyMaXHOM HOCHTesle WIH B ¢GOpMe 3JIeKTPOHHOTrO
JIOKyMEHTa clieJyloUuIMe JOKYMEHTBI U CBEIeHUS:

a) 3agBJIEHUE O BblJlaye pa3pelleHHS;

6) korus Joropopa (KOHTpaKTa), a B CIy4yae OTCYTCTBHS AOroBopa
(KOHTpaKTa) - KON HHOTO JOKYMEHTA, MOATBEPKAAI0LIEr0 HAMEPEHHS! CTOPOH;

B) cepTH(UKaT MPOU3BOAUTENS OHOMEIULIMHCKOTO NpoayKTa,
YAOCTOBEPSIIOIMHA COOTBETCTBHE BBO3UMOIO OHOMEIHIIMHCKOrO KJIETOYHOTO
NpoayKTa TpeOOBaHHAM HOPMATUBHOH NOKYMEHTaUUM Ha OHOMeIULMHCKUN
KJIETOYHBIN [IPOLYKT;

r) cienupukauusi Ha GHOMEIULIHHCKUH KIIETOYHBIN MPOAYKT;

1) cBeeHHs 00 OCHOBHOM rOCYAapCTBEHHOM PErHCTPAllMOHHOM HOMepe
H UACHTH(UKALKOHHOM HOMEpE HAJIOTroIUIaTeNblINKa 3asiBUTENS,

€)B Clyuyae BBO3a KOHKPETHOH MapTHU He3aperuCTPHPOBAHHOIO
OHMOMEULIMHCKOr0 KJIETOYHOr0 NpOoAYyKTa, NpeJHa3Ha4YeHHOro ISl POBEAEHHUs
OMOMENULIMHCKON JKCHEepPTH3bl U (WIM) [JOKIMHUYECKUX HCCIEIOBaHUH, -
0o0OCHOBaHHE  KOJMYECTBA  BBO3MMOIO  OHOMEIMLIMHCKOTO  KJIETOYHOIO
NpPOAYKTa;

) B Clydyae BBO3a KOHKDETHOHW [apTHUU He3aperuCTPHPOBAHHOIO
OHOMEIMIIMHCKOrO KJIETOYHOTO MPOAYKTA, NPEeHA3HA4YE€HHOro 1151 [IPOBEIECHHS
KJIMHAYECKUX UCClIeJOBAaHUH OMOMEIMLIMHCKOTO KIIETOYHOTO NTPOAYKTA!

000CHOBaHHE KOJHYECTBA BBO3WMOr0 OHOMEJHULIMHCKOIO KJIETOYHOIO
NPOLYKTa;

cBeJeHHUs O pa3pellieHMHd MuUHUCTepcTBa 34paBooxpaHeHHust Poccuiickon
denepauny Ha NpoBefEHHE KIMHMYECKOTO HCCIIENOBAHHA OMOMEIMLMHCKOrOo
KJIETOYHOTO MPOOYKTa;
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KONMM  JOKyMEHTOB (MakeTbl M (wiHM) doTtorpadvd  YIaKoBOK),
MOATBEPXKAAIOIIMX HALJNEXKaLlYyI0 MAapKHPOBKY OMOMEAMIMHCKOrO KJIE€TOYHOIO
NpoAyKTa, OOYC/IOBJIMBAIOUIYI0 MX LieJIeBOE UCMOJb30BaHHE HCKIIOYHTEIBHO
B KJIMHUHYECKHX HCCIIEIOBAHUSAX;

3) B Clydae BBO3a KOHKPETHOM MapTUM He3aperHCTPHPOBAHHOIO
OMOMEIULIMHCKOTO KJIETOYHOrO MPOAYKTA, MpeaHa3Ha4eHHOro [Uls OKa3aHWs
MEAWLUHMHCKOH MOMOIIM KOHKPETHOMY MMALIUEHTY MO XXHU3HEHHBIM MOKa3aHHAM:

MOJIHOE HAMMEHOBAHUE U azpec (elepalbHOro YUpexIeHus, B KOTOPOM
NalUMeHTy OKa3blBaeTCsl MEeAUIIMHCKAs TIOMOLLb;

3aKJII0YEHHE KOHCHIMYMa BpaueH ¢elepallbHOrO YUPEKIAEHHs!, B KOTOPOM
MalMeHTy OKa3blBAaETCsl MEIAMLIMHCKAs [TOMOLLb, NIOANHCAHHOE MIABHBIM BPauoOM
(PyKOBOIUTENEM) UJIM JTMLIOM, UCIIOIHSIOLUM ero o0si3aHHOCTH, O HA3HAYEHHU
3TOMY nauueHTy OvOMeAULIMHCKOTO KJIETOYHOTO MpOAYKTa,
He3aperucTpuposaHHoro B Poccuifickoit ®enepauuu, 18 OKa3aHUS €My
MEIUUMHCKON MOMOILY M0 XU3HEHHBIM MOKAa3aHUAM C yKa3aHWeM KOJIMuYeCTBa
OHOMEMIIMHCKOrO KJIETOYHOrO MPOAYKTa, MoJuleXkalero BBo3y B Poccuiickyro
®enepaumio;

KOMUs MacnopTa WM CBHIETENBCTBA O POXKAEHUHM NAaLMEHTa, KOTOPOMY
Ha3HayeH OMOMEIMLMHCKHI KJIETOYHBIH NPOAYKT JJIS OKa3aHHS MEAMLHHCKOM
TIOMOLLIM [10 >KW3HEHHBIM MOKa3aHHUSIM.

9. OcHoBaHHUsIMH 117151 OTKa3a B BblAaue pa3pelleHHs sIBISIOTCS:

a) IOKYMEHTbl W CBEJIeHHS, yKa3aHHble B NMyHKTe 8 Hactoswmx [lpasui,
NpeACTaBlIeHbl HE B MOJHOM oOBeMe, WM B MpPEACTaBIIEHHBIX JIOKYMEHTaX
OTCYTCTBYET Bcsi HeoOxoaumasi UHGopMalus;

0) 3asBUTENb HE ABIAETCA IOPUAHUECKHUM JIMLIOM, YKa3aHHBIM B MyHKTE 3
Hactosawumx [lpasui.

10. PaccMoTpeHue 3asBieHHs O BblAaYe pa3pelleHus ¢ MpeCTaBIeHHBIMH
JOKYMEHTAaMH U CBEICHHUSIMH W NPHUHATHE pelleHUs] O BblJaue pa3pelleHus WM
00 oTKa3e B BblAaue pa3pelleHHs] OCYLUECTBISIOTCS B CPOK, HE MpPEeBBILIAOIIHIL
10 pabouux naHe#lt co AHs TNpHHATHS MUHHCTEPCTBOM 3[paBOOXpPaHEHUS
Poccuiickoit denepauuu 3asBieHuUs.

11. B cimy4yae yTpaThl MM NOpYH pa3pelleHHs] 3asBUTEIb - FOpUIAHYECKOoe
IMUO, yKa3aHHoe B nyHKre 3  Hactosmux [lpaBun,  oOpauiaetcs
B MuHucTepcTBO 3apaBooxpaHeHusi Poccuiickoii ®enepauud ¢ 3asBiIeHUEM
O BbiZlaue AyOJiMKaTa pa3pelleHus ¢ NPUTOoKeHHEeM HCIIOPUYEHHOrO pa3pelleHus
(B cnyudae ero HaJNM4uA).

12. OcHoBaHMeM Ang OTKa3a B Bblaaue AyOnukaTa paspelieHHs sSBIfeTCs
OTCYTCTBHE MOATBEPKAECHHS (paKTa Bblaul pa3pellieHHUs.
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13. IInata 3a Belmauy paspeweHus (ayOnukata paspelleHus) He
B3UMaETCH.

14. MuHucTtepcTBO 31paBOOXpPaHEHUS Poccuiickoii Qenepauuu
npeactasisieT B PenepalbHYl0 TaMOXXEHHYIO CIYXOY MOCpPEACTBOM €IMHOMN
CUCTEMBI MEXBEJOMCTBEHHOIO 3JIEKTPOHHOIO B3aMMOJEHCTBHS CBEICHUS W3
peecTpa, a Takxe HH(OPMAUUIO O BBbIIAHHBIX paspelleHusx (Aybiukatax
pa3peleHuit).

15.CBeneHuss O  BbIIAaHHBIX  MHHHCTEPCTBOM  3JIpaBOOXpaHEHHUs
Poccuiickoit  Pepepaundud  paspelueHusix  (ayOsMkarax — paspelleHHi)
pazMemiarorcss Ha ero oduUUHaNBHOM caidTe B HMHGMOPMAUHUOHHO-
TeJleKOMMYHHUKALlMOHHON ceTd "HMHTepHer" c¢ colniomeHueM orpaHuuyeHHHd,
YCTaHOBJIEHHBIX 3aKoHodaTenbCcTBOM Poccuiickoit ®enepauuut B obnactu
NEepCOHANBHBIX AaHHBIX M 3aKoHoAaTeabCcTBOM Poccuiickoii ®enepauuu o
roCyJapCTBEHHON M HHOH OXPaHsieMOH 3aKOHOM TaliHe, B TeueHHe 2 pabouux
JHEH co qHS BbIIA4U pa3pelieHus (AyOiukara pa3peuieHus).
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