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ITopsinika BbIIa4H pa3pelieHHs HA BBO3 B Poccuiickyio Peaepanuio
KOHKPETHO# MAPTHA He3aPErHCTPHPOBANNOro OHOMEAHUHHCKOro
KJ1eTOYHOro npoaykrTa u ¢popmMsl paspelieHHs Ha BEO3 B Poccuiickyio ®enepanuio
KOHKPETHO# MapTHH He3aperHcTPHPOBAHHOIO OHOMeIMIHMHCKOrO
KJIETOYHOTO NPOAYyKTa

B coorBercTBum ¢ myHktom 4 IlpaBmi BBosa B Poccmickylo denepanuio
GHOMEIMIMHCKAX ~ KIETOYHBIX  IPOAYKTOB,  YTBEPXAEHHBIX  TOCTaHOBICHHCM
TIpasutensctBa Poccuiickoit Peznepanuu OT 16 oxtsdpst 2018 r. Ne 1229 (Cobpanue
sakoHOJaTenbcTBa Poccuiickoit ®enepanuy, 2018, Ne 43, ¢T. 6613),npuKa3 bl Balo:

1. YTBepauTh:

TlopsiioK BhIIaUM paspelleHus Ha BBO3 B POCCHCKYIO denepaliiio KOHKPETHOM
MapTHy HE3apETHCTPHPOBAHHOTO GHOMEIMIMHCKOrO . XICTOIHOTO NpOAyKTa COTJIacHO
npuoxeruro Ne 1; ;

dopMy paspelleHHs Ha BBO3 B POCCHHCKYIO denepanuio KOHKPETHOH MapTHH
He3aperMCTPUPOBAHHOrO  OHOMEJMIMHCKOro  KJICTOIHOTO  NpONYKTa COTJIACHO
npuitoxeHuto Ne 2. ~

2. Hacrosunmii ipuka3 aeficteyer o 30 anpenst 2019 roza.

MuHuCTp B.M. CxBopuosa




Ipunoxerue Ne 1
K TpHKa3y MHUHHCTEPCTBA 3/1paBOOXPaHEHIA
Poccuiickoii Penepanuut
OT « W»Md/é/ 2019 r. Ne 3//4

Hopsaaok
BBLIJA4H pa3pellieHHsi Ha BBO3 B Poccuiickyio ®enepanuio KOHKPETHOH NMapTHH
He3aperHcTpHPOBAHHOTO OHOMEHIMHCKOTO KJI€TOYHOro MpoayKTa

1. Hacrosuuii Tlopamok yCTaHaBIMBaeT IpaBuia BBIJaYd MHUHHCTEPCTBOM
3[paBOOXPaHCHHUS Poccuiickoiit ®epepauun (nanee — MHHHUCTEPCTBO) paspelieHnd Ha
o3 B Poccmiickylo ®enepaiuio KOHKpPETHOM NapTHH He3aperuCTPUPOBAHHOTO
GHOMEIUIIMHCKOr0  KJIETOYHOTo  NpPOAYKTa, mpenHa3sHaueHHoro i €ro
rOCyJapCTBEHHON pErucTpalni (B TOM UHCIE Ui TPOBEICHHA GUOMEJULITHCKON
9KCIEPTH3bI, JOKITHHHICCKUX JCCIIeOBAHUN U KIMHUYECKHUX UCCIieIOBaHNM) WK UL
oKa3aH@Wi MENHIMHCKOM TOMOIIM  KOHKPETHOMY NalUeHTy [0 JKU3HCHHBIM
roKasaHuaAM' (manee — paspelIeHHe).

2. PasperieHre BBIAACTCA MUHUCTEPCTBOM CJICAYIOIIIM cybbekTaM OOpalicHHs
OHOMEIUITMHCKHX KJIETOYHbIX HpOIIyKTOBZZ

a) IIPOU3BOUTEIIIO GrOMEIMLMHCKOTO  KIIETOYHOTO  TPOAyKTd — — TSt
c06CTBEHHOTO IIPOU3BOICTBA OHOMEIUIIMHCKOTO KJIETOYHOTO NPOAYKTA,

©) opraHu3anuy, obnajaroliel MpaBaMM Ha  pe3yJbTaThl JNOKJIMHUYECKUX
MCCIIeIOBaHMH GHOMEIMIIMHCKOTO KISTOHHOTO NpOIyKTa, KIMHUIECKUX yiccieNOBaHUM
GHOMEIMIIMHCKOTO KIETOYHOTO MPOAYKTa 1 (unu) Ha TEXHOIOTHIO NPOHU3BOJCTBA
6rOMETALIMHCKOrO KIETOYHOTO NPOAYKTa, Mk YIOJIHOMOYCHHOMY €10 IOPUIATUYECKOMY
MLy — JUIs OCYINECTBICHUWA rOCy/IapCTBEHHON pETHCTPAllH OMOMETUITUHCKOTO
KJIETOYHOTO IPOAYKTa;

B) 00pa30BaTe/IbHBIM OpraHu3alliAM  BBICLIEIO oOpazoBaHus U (anm) .
OpraHu3alyaM JOTOIHUTENLHOTO npodecCHOHAIBHOTO 06pa3oBaHus, Y4aCTBYIOLIUM B )
opraHu3alMy NPOBEACHUA JNOKITMHAYECKUX pccnenoBanuil ¥ (WiM) KIHHAYECKAX
JicCileJOBaHMH  OMOME/IUIIMHCKHX  KICTOIHBIX IPOAYKTOB HIU TIPOBOJALIMM TaKue
JCClIeNOBaHus, a TaKkKe HHBIM OpraHu3alusaM, KOTOPBIC y4acTBYIOT B OpraHW3allvH
IpoBeJieHHs IOKITMHAICCKUX pccieoBanii ¥ (Win) KIMHIIECKHIX pccIe0BaHuI

! Myukr 2 [lpaBui BBO3A B Poccuiickyto Deaepaiuio GUOMEIMIUMHCKHX KIETOYHBIX TPOJYKTOB, yTBepAKACHHBIX
nocTaHoBNeHYEM TIpaBHUTENBCTBA Poccniickoit Penepatiu ot 16 okTsi6ps 2018 1. Ne 1229 (Cobpanue 3aKOHONATENBCTBA
Poccuiickoii denepallvy, 2018, Ne 43, cT. 6613) (nasnee — [Tpasuia BBO3A).

2 ITynkr 3 [pasun BBO3A.
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OMOME/IMIMHCKHMX KIETOYHBIX NPOAYKTOB WM B KOTOPBIX IPOBOAATCS TAaKHe
MCCICNI0BaHM, — JUIs OpPTaHU3ALMH H TIPOBEIEHHS COOTBETCTBYIOLIMX MCCIIENOBAHHIA,

[) MEIMIIMHCKAM OPraHM3amMsAM H YKA3aHHBIM B HNOIIIYHKTaX «a» — «B»
HaCTOALICTO MYHKTAa OpraHW3allM¥ — JUI OKa3aHHs MEJUIHHCKOH IOMOIIH
KOHKPETHOMY MAILIMEHTY I10 )XU3HEHHBIM [TOKA3aHUsIM.

3. lna nomydeHHs paspelieHHs CyOBeKTHI oOpailieHuss GUOMEIUITUHCKUX
KI€TOYHBIX TIPOAYKTOB, YKa3aHHBle B TMyHKTe 2 Hacrosmero Ilopsnka, wiu
YIOIHOMOYEHHbIE MMM JIHUA (fajee — 3asIBUTENH) HANpPABIAOT (MPEACTABIAIOT) B
MuHucTepcTBO Ha GyMaKHOM HOCHTeNIEe WK B JOpME SNEKTPOHHBIX JOKyMEHTOB Hepe3
opuIManbHEIH caiit MuHHCTepCTBa B HH(OPMaLIOHHO-TEIEKOMMYHHKALIOHHOM CETH
«HTepHET» Cneayolre TOKYMEHTHI HITH CBEEHUS:

a) 3asBJIEHHE O BBIAY€e pa3peLICHHS;

0) xomuio foroBopa (KOHTPaKTa), NPHIOKEHHS W (urmH) mOMONHEHHs K HeMYy,
a B Ciy4ae OTCYTCTBHS JOroBopa (KOHTpakTa) — KOMNHIO HHOTO JOKYMEHTa,
MIOATBEPXKIAIOIIEr0 HAMEPEHHSI CTOPOH;

B) CepTH(UKAT IPOU3BOAMTEIS GHOMEIUIMHCKOTO IIPOAYKTa, YAOCTOBEPSFOILIHEA
COOTBETCTBHE BBO3MMOIO OHOMEJMIMHCKOTO KJIETOYHOrO IPOAYKTa TpeGOBaHHAM
HOpMaTHBHON NOKYMEHTaLlMK Ha GHOMEIULMHCKHI KIE€TOYHbI IPONYKT;

I) CeUM(HKAIHIO Ha GUOMEULMHCKHH KIeTOYHBIN IPOIYKT;

J) CBelleHHs! 00 OCHOBHOM TOCYJapCTBEHHOM pEriCTPALHOHHOM HOMepe H
MIEHTH(PHUKALMOHHOM HOMEPE HAJIOTOIIATENbIINKA 3asBHTEIS,

€)B  Clyyae BBO3a  KOHKDETHOH I[apTMH  He3aperMCTPHPOBAHHOIO
OHOMEIHMLMHCKOrO KJIETOYHOTO IPOAYKTA, MpPEAHA3HAYEHHOTO IS IIPOBEIECHHUS
OMOMEUIIMHCKOM SKCIIEPTH3BI U (WJIH) JOKIHHMYECKHX HCCIIeJOBAHMIA, — 0GOCHOBAaHME
KOJIUYEeCTBa BBO3UMOro OHOMEUIIMHCKOTO KJIETOYHOTO POAYKTA;

K)B  ciydae  BBO32a  KOHKPETHOM  NapTMd  He3aperHCTPHUPOBAHHOTO
OMOMENMUMHCKOrO KJIETOYHOrO IPOAYKTA, MpPEAHA3HAYEHHOTO IS IPOBENEHHS
KIMHUYECKUX UCCIEN0BaHUH 6MOMEHIIMHCKOTO KJIETOYHOTO, IPOAYKTa:

000CHOBaHKE KOJMYECTBA BBO3UMOTO OHOMEIMIMHCKOTO KIETOYHOTO IIPOLYKTa;

CBEACHUS O paspelicHMd MHHHUCTEpCTBA Ha TMPOBEAECHHE KIMHHYECKOTO
UCCIe0BaHusl 6MOMEIHIIUHCKOTO KIIETOYHOTO POAYKTa,;

KOTHH JOKYMEHTOB (MaKeTsl ¥ (HIH) ¢poTorpaduu ynakoBoK), HOITBEPKAAIOLIHX
HaJIeXKAaIIyro MapKHUpPOBKY OHOMEeUIIMHCKOTO KJIETOYHOTO HOpPOAYKTa,
00yCJIOBIUBAIOIIYI0 HX IIeleBOe MWCIOJIb30BaHME MCKIIOUUTENFHO B KIMHHYECKHX
HCCIIEIOBaHMSIX;

3) B ClIydae  BBO3a  KOHKDPETHOM  NapTHM  HE3apPEeTHCTPUPOBAHHOTO
OMOMEIMIIMHCKOrO  KJIETOYHOrO TMPOAYKTa, IPEJHA3HAYEHHOTO M  OKa3aHHS
MEIMIMHCKOM IMOMOIIY KOHKPETHOMY IMAaLUEHTY 110 XU3HEHHBIM [TOKA3aHUAM:

CBEJIEHUS O IOJHOM HaHMEHOBAaHMH M ajpece (elepabHOTO YYPEXAEHHUS, B
KOTOPOM MallUeHTy OKa3bIBaeTCS MEAUIIMHCKAS TOMOIIIb,;




3aKIIIOYEHHE KOHCHMIIMYMa Bpayeil (enepanbHOro YUYpexaeHus, B KOTOPOM
OKa3bIBACTCS MEAMLUHCKAs MOMOIL KOHKPETHOMY IMalHUEHTy, MOAMMCAHHOE [IABHEIM
BPauOM (PYKOBOAMTEIEM) HITH JIMLIOM, HCIIOJHSIOIMM €ro 06sS3aHHOCTH, O HA3HAYSHHH
3TOMY TalHEHTY OMOMENMIMHCKOTO KIETOYHOTO MPOAYKTA, HE3aPETHCTPHPOBAHHOTO B
Poccuiickoii @enepanum, Ans OKa3aHUS €My MEIUIMHCKOM MOMOLIM 1O KH3HEHHBIM
MOKa3aHUsAM C yKa3aHHeM KOJNUYECTBA OHOMEIUIIMHCKOIO KIETOYHOTO MPOAyKTa,
nojyiexxaniero BBo3y B Poccuiickyro ®enepanmio;

KOMHIO MacropTra WM CBUIETENbCTBA O POXAEHHH IIallHeHTa, KOTOPOMY
Ha3HaYeH OMOMENULMHCKHME KIETOYHBIA MPOMYKT MO XM3HEHHBIM MOKA3AHHWAM IS
OKa3aHUs MEAUITMHCKOMN ITOMOIIH.

4. JIOKyMeHTBI ¥ CBeJieHHS, yKa3aHHble B IYHKTe 3 Hacrtosmero Ilopszka, B
TE€4EHHE OJHOTO paboyYero mHs €O JAHA NOCTYIUICHHS HX B MHHHCTEpCTBO
PETHCTPUPYIOTCS JlemapTaMeHTOM yNpaBieHMs JelaMd H KaapoB MHUHHCTEpCTBA H
nepefaloTcs B JlemapTaMeHT roCyJapCTBEHHOTO — PeryJIMpOBaHHS — OOpalieHHUs
JNIEKapCTBEHHBIX CpeICTB MuHKcTEepcTBa (faniee — Jlenapramenr).

5. lupexkrop JlemaprameHTa B TedeHHe omHOro pabodero mHA CO AHA
IIOCTYIUICHHs YKa3aHHBIX B IyHKTe 4 Hactosmero Ilopsaka HOKYMEHTOB U CBEeACHHIA
ONpEZENseT HCIONHUTENSI, OTBETCTBEHHOTO 3a HX paccMOTpeHMe (fjanee —
OTBETCTBEHHBIH HCIIONTHUTEE ).

6. OTBETCTBEHHBI HCIIONHATENL B TEYEHHE NATH pabodmx AHedl MpOBOAMT
NPOBEPKY INOTHOTHI U JOCTOBEPHOCTH COJEpIKaILleiicsl B PECTABIEHHBIX JOKYMEHTAX
M CBCJCHWIX HMHGOpMAMHM M  MPEACTABIACT HAa  NOANUCH  JUPEKTOPY
JlemapramMenTa MpOEKT paspemieHys (P OTCYTCTBUH OCHOBAaHMM, IPeyCMOTPEHHBIX
nmyHKTOM 7 Hacrosimero Ilopsaka) nubo npoekT MOTHBHPOBAHHOI'O OTKa3a B BhIIaye
paspelieHds (NpW HAJM4YUM OJHOTO M3 OCHOBaHHM, NpPEAyCMOTPEHHBIX IYHKTOM
7 Hacrosiuero [lopsinka).

7. OCHOBaHUSIMH AJIS OTKA3a B BBIIaU€ pa3pelleHus SBISIOTCS:

a) IOKYMEHThl ¥ CBEJEHMsd, yKa3aHHble B IyHKTe 3 Hacrosmero Ilopsaka,
TIPE/ICTABJIEHEl HE B TOJTHOM 0O0BbeMe JIN00 B IPeACTaBIEHHBIX JOKYMEHTaX OTCYTCTBYET
BCsl HeoOxonumast uHGopMaIus;

0) 3asBuTENs HE SBIAETCS IOPHIWYECKUM JIMLIOM, YKA3aHHBIM B IIyHKTE
2 nactosero [Topsaka.

8. Ilmpextop JlemapTamMeHTa B Te€UeHHe OAHOTO pabodero AHS PaccMAaTpHBAET
IpPEJACTaBJICHHBII B COOTBETCTBMM C IIyHKTOM 5 Hacrosimero Ilopsika mpoekr
paspeeHus 1160 NPOeKT MOTUBHPOBAHHOI'C OTKA3a B BhIJaye pa3pelleHHs.

OTBEeTCTBEHHBIHI MCIIOJNHHUTENh B TEYeHHE [ABYX paboumx [OHEH co JHA
MNOJANKUCAHYS TUPEKTOpOM JlenmapTameHTa paspelieHus Wid MOTHBHPOBAHHOI'O OTKa3a B
BbIIaye pa3pellieHusl HampasiseT (BblAaeT) 3asBUTENNIO (YIIONHOMOYEHHOMY HM JIHILY)
COOTBETCTBYIOIIIee pa3pelieHne 1100 MOTHBHPOBAaHHBIN OTKA3 B BhIZaue pa3pelleHHus.
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9.B cinyuae yTpaThl WM NOpYH pa3spelieHHs] 3asBUTENb (YIIOJHOMOUYECHHOE UM
nuio) obpainaercs B MUHHCTEPCTBO C 3asiBI€HHEM O BbiJadue JyOIuKaTa pa3peileHus ¢
TIPUJIOKEHUEM HUCTIOPUEHHOTO pa3pellieHus (B ClIydae ero HajJuuus).

10. B Teuenne Tpex pabouux OHeH ¢ JaThl MOCTYIUIEHMsS 3asBIECHHS O BbIade
nybnukara pa3pemeHnss B MHHHCTEPCTBO OTBETCTBEHHBIH MCIIONHUTENb:

a) OCYILECTBISET MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH IIPEACTABIEHHEIX B
3asiBJICHUM CBEJICHUM;

6) odopmiser nyOnuKaT paspelleHHs € MOMETKAMU «IYOJHKAT» W «OPHUTHHA
paspelleHys NMPU3HAETCsl HEeACHCTBYIOIIMM» TUOO MOTHBHPOBAHHBIA OTKa3 B BEIaye
nyOiuKaTta pa3pelieHus 1 MpeICcTaBigeT Ha MOANUCH TUpekTopy [emapTameHTa.

11. OcHoBanueM nans oOTKa3a B Bblgave AyOJHKaTra paspelleHHs SBISETCA
OTCYTCTBHE NOATBEPXKACHHs (PaKTa BEIAAYN pa3pelleHUS.

12. OTBeTCTBEHHBI HUCHOJHHUTENb B TEYeHHE ABYX pabouymx nOHeH co IHA
noAnucaHus  aupekropoM  JlemaprameHta = ayOnmkara — paspelieHus — Ju0o0
MOTHUBHUPOBAaHHOTO OTKa3a B BbiJaue OyOIMKaTa pa3pelieHdss HamnpasisieT (BbIAAET)
3asBUTENIO (YIIOJTHOMOYEHHOMY MM JIMITy) COOTBETCTBYIOIIUI NyOJHKAT pa3pelleHwus
JU00 MOTHBHPOBAHHBIH OTKa3 B BhIIade MyOJMKaTa pa3peieHus.

13. OtBeTCTBEHHBIH HCMOJNHUTENb B Te4YeHHE JABYX pabouux aHed co OHA
HamnpaBlieHUs (BbIAAYH) 3asABUTENIO (YNOTHOMOUYEHHOMY UM JIHMIy)  pa3pelieHHs
(mybnukaTta paspelleHusl) HamnpaBiseT B JlemapramMeHT IU(POBOro pa3BUTHS H
HH(POPMAIMOHHBIX TEXHOJIOTHH MHUHHCTEpPCTBAa CBEAECHHUS O BBIOAHHBIX PAa3pELICHHUIX
(nybnukarax paspelieHuii) [uis pasMeHmIeHus HUX Ha OQHLIHAIBHOM  CaiTe
MunucrepctBa B HH(POPMALMOHHO-TENEKOMMYHHKAlMOHHOK ceTtH «MHTepHET» C
COOJIIOIEHHEM  OTpaHMYEHHi, YCTAaHOBJIEHHBIX 3aKOHOJATEIBCTBOM Poccuiickoii
denepaiii B 00JacCTH MEPCOHANBHBIX JAaHHBIX M 3aKOHOJATENBCTBOM Poccuiickoin
denepaiyu 0 roCyJapCTBEHHOMN U HHOM OXpaHAEMOM 3aKOHOM TaMHE.



Ipunoxenue Ne 2
K npukazy MUHUCTEPCTBA 3[paBOOXPaHECHUS
Poccuiickgit enepanviu

OT «ﬁ» 2019 r. Ngj/,é/

®opMa

Pazpemenne
Ha BB03 B Poccniickyio @eepaunio KOHKPETHOH NAPTHH

He3aperncTPUPOBAHHOT0 OHOMEAMIHHCKOr0 KJIETOMHOIO npoaykra’

Brigaso

(II0JTHOE ¥ COKpAaLIeHHOe HAHMEHOBAHMSA | /[PEC OPraHM3aLMHY, KOHTAKTHBIC AHHDIC,
MAEHTH(UKALMOHHEIA HOMEP HATOrOTUIaTeNbUINKa)

HaumMeHOBaHIE OHOMEIUITMHECKOTO KIETOYHOTO MPOAYKTa U €r0 KOJ B COOTBETCTBHH C ¢IMHOM
ToBapHO#  HOMEHKJIATYpoil ~ BHEIIHEOKOHOMHMYECKOH  ICATENLHOCTH EBpasuiickoro
9KOHOMHYECKOTO COK03a, yTBepxKIeHHOH pemenneM CoBera EBpasuilcKOA 3KOHOMHYECKOH

xoMuccHH oT 16 mrons 2012 1. Ne 542,

KonuyecTBO BBO3UMOr0 OMOMETULIMHCKOTO KJIETOYHOTO NNPOJAYKTa

Lens BBO3a GHOMEIULIMHCKOTO KIETOYHOTO MPOAYKTa (HYXKHOE HIOAUEPKHYTH):

1) anst cOGCTBEHHOrO MPOM3BOACTBA GHOMEIUIIMHCKOIO KIETOYHOTO IPOAYKTA;

2) UIs OCYIIECTBJIEHHUs TOCYAPCTBEHHOM pErnCTpaliii GHOMETULMHCKOTO KICTOYHOTO
IpOJYKTa,;

3) nna OpraHu3alyu 17} IIPOBEACHUA JOKITMHUYECKUX HCCIIeI0OBAaHUMH
1 (WIK) KIIMHAYECKUX UCCIIEN0BAHHUM,

4) o9 OKa3aHMA MEIMLMHCKOM ITOMOIIM KOHKPETHOMY MAlMEHTy MO JKH3HCHHBIM
HOKa3aHUAM.

HauMeHoBanue rocyaapcraa, U3 KOTOPOTo BBO3UTCA OMOMEIULIMHCKUHI KJICTOYHBIH IIpOAYKT

OTI'IpaBI/ITCJIB OMOMEIMIIMHCKOr0 KINETOYHOIO IIPOAYyKTa

(MECTOHAX QK IEHHE ¥ TIOJIHOE HAMMEHOBAHHE OPraHH3aUNH HHOCTPAHHOTO FOCY/APCTBa)

Paspemenue neiicreutensHo no 30 anpens 2019 roma’.

(IOJDKHOCTB) (oamuch) (K.0. (nipu Hayvuum) Pamunus)

A

L

1 TIpH OTCYTCTBHM AAHHBIX JUTA 3aTIOJIHEHUS B COOTBETCTBYIOLIEH CTPOKE CTABUTCA NMPOUEPK.

2 YKa3bIBAIOTCA B COOTBETCTBHH ¢ mpminoxeHuem k [IpaBmnam BBo3a B Poccuiickyro denepaumio OHOMEJUIIMHCKHUX
KIETOUHBIX MPOXYKTOB, YTBEPKAECHHBIM NOCTaHOBNEHHeM [IpaBHTeNbCTEA Poccuiickoit ®enepaunn ot 16 okrabpa 2018 r.
Ne 1229 (Co6panue 3akoHonaTeNbCTBa Poccutickoit denepanuy, 2018, Ne 43, cr. 6613).

3Mynkt 3 nocranosneHus Ilpautensctsa Poccuiickolt denepauun OT 16 oxtabps 2018 r. Ne 1229 «O BBeAeHHH
BpeMeHHOro mopsika BBoza B Poccumiickyro denepaniio GUOMEMIMHCKAX KJIETOYHbIX mpoxykToB» (Cobpanve
sakoHoIaTenbcTBa Poccuitckoit ®enepaunn, 2018, Ne 43, cT. 6613).




