[okyMmeHT npepoctasneH KoHcynbTaHTINt0C

NPABUTE/NIbCTBO POCCUNCKOM GEAEPALIUN

MNOCTAHOB/IEHME
ot 3 ceHTA6pA 2010 1. N 673

Ob YTBEPKAEHUN NPABUN
BBO3A B POCCUMCKYIO ®EAEPALIMIO U BbIBO3A U3 POCCUNCKOMN
OEAEPALIUU BUOJIOTMYECKMX MATEPUANIOB, MOTYYEHHDbIX NPU
NPOBEAEHUN KTMHUYECKOIO UCCNEAOBAHUA NEKAPCTBEHHOIO
NPENAPATA Ana MEAULUUHCKOIO NPUMEHEHNA

Cn1CcoK U3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBneHui MpasutenbcTea PO ot 05.12.2011 N 1001,
o7 04.09.2012 N 882, o1 15.10.2014 N 1054, ot 18.12.2020 N 2165)

B cooTtBeTcTBMM CO cTaTbel 40 PeaepanbHOro 3akoHa "0O6 obpalleHnn NeKapcTBeHHbIX cpeacTs"
MpaBuTenbcTBo Poccuitickolt depepaumm NocTaHOBAAET:

YTBepanTb npunaraemble Mpasuia BBo3a B Poccuitckyto Penepaunio n BbiBo3a U3 Poccuinckom
depepaunn BUONOTUYECKUX MaTePUANoB, MONYYEHHbIX NPU NPOBEAEHUN KAMHUYECKOTO UCCNen0BaHUA
JIeKapCTBEHHOrO NpenapaTta 418 MeAnUUMHCKOrO NPpUMEHEHMUS.

(8 pea. NocTtaHoBNeHMA MpaButenbcTea PO ot 18.12.2020 N 2165)

Mpeacepatens MNpasutenbcTea
Poccuitckoin ®epepaumm
B.MYTUH

YTBEepKAaeHbI

MNoctaHoBneHuem lNpaBuTenbCcTBa
Poccuiickoin Pepepaumm

oT 3 ceHTabpAa 2010 . N 673

NPABU/A
BBO3A B POCCUNCKYIO ®EAEPALIUIO U BbIBO3A U3 POCCUNCKOMN
®EAEPALMN BUONIOTMYECKUX MATEPUAJIOB, MOTYYEHHbBIX NPU
NPOBEAEHUM KIMHUYECKOIO UCCNEAOBAHUA IEKAPCTBEHHOIO
NPEMAPATA A1 MEOULMHCKOrO MPUMEHEHUA

Cn1COK U3MEHAIOLWMX LOKYMEHTOB
(8 pea. MoctaHoBneHui MpaButenbcTea PO ot 05.12.2011 N 1001,
o1 04.09.2012 N 882, o1 15.10.2014 N 1054, ot 18.12.2020 N 2165)

1. Hactoawue MpaBuia ycTaHaBAMBAKOT NOPAAOK BBO3a B Poccuiickyto deaepaumnto u BbiBO3a U3
Poccuiickolt depepaumm 6uonornyecknx matepuanos (06pasubl 6MONOMMUECKMX KUAKOCTEN, TKAHEN,
CEKPETOB M NPOAYKTOB KU3HEeAeATENbHOCTN YeN0BEKa, GM3NONOTUYECKMX U NATONOTUYECKMX BblAENEHU,
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Ma3KoB, COCKO60B, CMbIBOB, MMKPOOPraHN3MOB, BUONCUNHBIN MaTepwnan), NoayYeHHbIX MPY NpoBeAeHNN
KAMHMYECKOro MccneaoBaHMA JeKapCTBEHHOro npenaparta A1 MeAMUMHCKOrO NMpuMMeHeHusa (Janee -
BBO3 (BbIBO3) BMONOIMYECKUX MaTepPUanos).

(B pea. MocraHoBneHusa Mpasutenbctea PO oT 18.12.2020 N 2165)

2. BBo3 (BbIBO3) BMONOTMYECKUX MATEpPUAsIOB OCYLLECTBASETCA AN MX U3ydeHus B Poccuitckoi
depepaummn un  (uan) 3a npegenamm  Poccuiickoit degepaumMM Ha  OCHOBAaHWKM  3aK/HOYEHUNA
(paspewnTenbHOro AOKYmMeHTa), BblgaBaemoro MUWHUCTEPCTBOM 34paBoOXpaHeHMa Poccuiickol
depepaunn B COOTBETCTBUM C pelleHnem Konnermm EBpasninckoin SKOHOMUYECKOM KOMMUCCUMM OT 16 man
2012 r. N 45 "O eaunHolt popme 3akN04YEeHMA (paspelnTesibHOro AOKYMEHTa) Ha BBO3, BbIBO3 U TPAH3UT
OTAENbHbIX TOBAPOB, BK/KYEHHbIX B €AMHbIN MNepedyeHb TOBAPOB, K KOTOPbIM MPUMEHSAOTCA Mepbl
HeTapudHOro perysnpoBaHMA B TOProssie C TPETbUMW CTPaHaMM, U METOAMYECKUX YKa3aHMAX Mo ee
3ano/siHeHuo" (aanee - 3aknoYeHue).

(8 pea. NoctaHoBNeHuA MpaButenbcTea PO ot 18.12.2020 N 2165)

3aK/loyeHne BblAAeTCs Ha nepuos NPOBEAEHUA KAMHUYECKUX UCCAeAO0BaHUM NEeKapCTBEHHOTO
npenapata gaa MeAUUMHCKOTO MNPUMEHEHMA, NpUM  MNPOBEAEHMM KOTOPbIX OyayT nonyyeHbl
buonormyeckme matepuansbl.
(8 pea. NoctaHoBNeHMA MpaBuTenbcTea PO ot 18.12.2020 N 2165)

3aK/o4YeHWe BblAETCA A1A NPeACTaBAEHNS B TAMOXKeEHHbIe opraHbl Poccuiickon degepauum.
(8 pea. NoctaHoBNeHuMA MpaBuTenbcTea PO ot 18.12.2020 N 2165)

3. BBo3utb B Poccuinckyto Peapepaunio n BbiBO3UTbL M3 Poccuiickoit ®egepaumm buonormyeckume
mMmaTepuanbl, NoJly4eHHble NPU NPOBEAEHUMN KIMHUUYECKOrO UCC/e0BaHNA EKAPCTBEHHOrO npenapaTta
AN MeAMUMHCKOro MNPUMEHEHMA, MOTYT C/leAylolne opuanyeckme Auua, OocyllecTeastowme
OpraHu3aumio NPOBEAEHUS B YCTAaHOB/JIEHHOM MOPSAKE KAMHUYECKMX MCCNeAoBaHUIA NIeKapCTBEHHbIX
npenapaTos A1A MeAMUMHCKOro NpUMeHeHun (ganee - opraHn3auma-3aaBUTEb):

(8 pea. NocTtaHoBNeHMA MpaButenbcTea PO ot 18.12.2020 N 2165)

a) pa3pa60TLu4|< NNEKAPCTBEHHOrIo npenapata A4n4a MeauunHCKOro npumeHeHuAa nnn
YNONHOMOYEHHOE MM Ha OpraHusauunio nposeneHUAa KAUMHUYECKOro uUcciegoBaHUMA /1eKapCTBEHHOIO
npenaparta gna meamumMHCKOro npumeHeHua ropmngnyeckoe amuyo,

6) o6bpasoBaTesbHble OpraHM3aumMmM Bbicero obpasoBaHMa W (MaM)  opraHM3aumm
AONONHUTENbHOTO npodeccnoHanbHoro obpasoBaHWA, AEeATENbHOCTb KOTOPbIX NpeaycmaTpuBaeT
BO3MOXHOCTb y4acTMA B OpraHM3auuu NpPoOBeAEHUA WAW MNPOBEAEHMU KANMHUYECKUX WUCCNeAO0BaHWUM
JIeKapCTBEHHbIX NPENapaToB A4 MeAULMHCKOrO NPUMEHEHS;

(8 pea. NoctaHoBNeHuA MpaButenbctea PO ot 15.10.2014 N 1054)

B) HayyHble OpraHu3auuu, OesTe/NbHOCTb KOTOPbIX NpeaycMaTpuUBaeT BO3MOXKHOCTb yyacTus B
OopraHM3aunu NPoBeAEeHNA UM NPOBEAEHUN KANHUYECKMX UCCeA0BaHNIN NEKAPCTBEHHbIX NpenapaTos
ANA MeANUMHCKOro NpUMeHeHUA.

(8 pen. NMocTtaHoBneHusa Mpasutenbctea PO ot 15.10.2014 N 1054)

KoHcynbTaHTIAKOC: NpumeyaHue.

A63. 1 n. 4 (B pea. ot 18.12.2020) B yacTn npeAcTaBAeHUA (HanpaBieHUA) AOKYMEHTOB U CBEAEHUN C
MCMNO/Nb30BaHWEM eAMHOro NopTasa rocyAapCTBEHHbIX U MYHULMMANbHbIX YCAYr BCTyMaeT B cuay ¢ 1
ntona 2021 roga.

4. Ona nosyyeHuWs opraHusaumen-3anBuTeNIeM 3aK/lOYeHMs Heobxoaumbl NpeacTaBisemble B
MUHUCTEPCTBO 34paBOOXpaHeHUs Poccuiickoi depepaumm Ha BymaxkHOM HOCUTE/le UK C MOMOLLbIO
denepanbHOi rocysapcTBeHHOW MHGOPMAUMOHHOM cucTembl "EAMHBIM NopTan rocyfapcTBEHHbIX M
MYHUUMNAaNbHbIX yeayr (GyHKUMIA)" (ganee - eauHbIN NopTan) B Gopme 31eKTPOHHOTO AOKYMeHTa (NakeTa
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3N1EKTPOHHbIX AOKYMEHTOB), NOAMNMCAHHOIO YCUNEHHOM KBanndULMPOBaAHHOMN 31EKTPOHHOM NOAMNMUCHIO,
cneayrouime JOKYMEHTbI:
(B pea. MocrtaHoBneHusa Mpasutenbctea PO ot 18.12.2020 N 2165)

a) 3asaB/ieHMe 0 BBO3e (BbIBO3€) BUONOTMYECKMX MaTepUasnios, BKAOYaloLLee cneaylollme CBeleHus:

JaHHbleé O KAWHUYECKOM UnccnenoBaHMM NeKapCTBeHHOro npenapata Ana meanumnHCKoro
npuMeHeHnA C yKa3aHMeM NPOTOKO/1a KINMHUYECKOro unccaenoBaHna U coaepalwmuxca B HEM LI,eﬂeﬁ
KIMHNYECKOIo mnccneaoBsaHmMA NEKapCTBEHHOro npenapata ana MeguuunHCKoro npmMmmeHeHuAa, CpoKoB
nposeaeHNA KAMHUYECKOro nccnegoBaHuA, B KOTOPOM npeanosaraetca nosiyyeHue 61oN0rMyecknx
MaTepPnanos;

HaMMeHOBaHMe rocyapcTBa, B KOTOPOM MaHUPYeTcA NpoBedeHNe KAMHUYECKUX nccnenoBaHni
JIeKapCTBEHHbIX MPenapaTtoB AAA MeOUUUHCKOTO MNPUMEHEHUA, MEeCTO HaXOoXAeHWUA W MoJsiHoe
HaMMeHOBaHMe OpraHusauuu, B agpec KOTOPOM NAaHMPYyeTCs OCYLWecTBAATb BBO3 (BbIBO3)
6MON0rMYECKNX MaTepUanos;

Lenb BBO3a (BblBO3a) 6MOIOrMYECKUX MaTepUanos;

BM A, BBO3MMOTO (BbIBO3MMOTr0) 61M0/I0rMYecKoro matepunana;

KOJIMYECTBO eAMHUL, KaXKA0ro B1Aa BBO3MMOro (BbIBO3MMOro) BMONOIrMYecKoro matepumana;
BWA, YNaKOBKM A1 KaXK40ro BMa BBO3MMOro (BbIBO3MMOro) 61Mon0rMyeckoro matepuana;

6) obocHOBaHME pacyeTa KOAMYECTBa eAWMHUL, Ka)[oro BMAA BBO3MMOrO (BbIBO3MMOTO)
6MONOrMYEcKoro matepuana MUCXoas M3 MPOTOKOJIA KAMHUYECKOro WUCCNefoBaHUA JIeKapCTBEHHOIO
npenaparta gasa MeaUUMHCKOTO NMPUMEHEHMA M YMCAa NAUMEHTOB, y4yacTBYOWMX (y4aCTBOBaBLUMX) B
K/MHUYECKOM WCCNef0BaHUM NIeKapCTBEHHOIO MpenapaTta gas MegULMHCKOro MNPUMEHEHUs, UHble
OOKYMEHTbI, noATBepaatowme HeobxoaMmocTb BBO3a (BbiBO3a) OMONOTMYECKMX MaTepuanosB B
3anABAeHHOM o6beme, BblAaHHble B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM CTpPaHbl MPOUCXOXKAEHUS
6MON0rMYECKNX MaTeprnanos;

(8 pea. NocTtaHoBNeHMA MpaButenbcTea PO ot 18.12.2020 N 2165)

B) KONWA BbIAAHHOIO B YCTAHOB/JIEHHOM MOpAAKE pPa3pelleHMs Ha NPOBeAeHME KAUHWUYECKOTo
NUCCNefOBaHUA  JIEKApPCTBEHHOrO Mpenapata  AnAd  MeAWUMHCKOTO MNPUMMEHEHMA, B KOTOPOM
npeanonaraeTca nosyyeHne 6MoNOrMYecKoro matepuana, B cydyae NpoBeLeHUA TAaKOro Uccief0BaHUA
Ha TeppuTopum Poccuiickoin ®egepauymu;

(8 pea. NocTtaHoBNeHuA MpaButenbctea PO ot 05.12.2011 N 1001)

r) Konmuu yuypeamTeNbHbIX [AOKYMEHTOB, CBUAETENbCTBA O T[OCYAAPCTBEHHOW perncrpauuu
IOPUOMYECKOTO /iMLa U CBUAETENbCTBA O MNOCTAaHOBKE Ha Yy4YyeT B Ha/JIoOrOBOM OpraHe opraHu3auumu-
3anBuTens. Ecam B KayecTBe opraHM3auMm-3asaBUTENA BbICTYMaeT MHOCTPAHHOE lopuaMyeckoe ANLUO B
cnyy4ae npoBefeHUA KAMHUYECKOro WCCNef0BaHWA JeKapCTBEHHOrO npenapata Aaa MeauuMHCKOro
NPUMeHeHMA Ha Tepputopun Poccninckon ®Peaepauunn, NpeacTaBAAOTCA AOKYMEHTbI, NOATBEPKAAOWME
aKKpeauTaumo NpeacTaBUTeNbCTBa MHOCTPAHHOMO HOPUANYECKOrO /iMua Ha TeppuTopun Poccuiickolt
depgepaunn.

(8 pea. NocTtaHoBNeHuMA MpaButenbctea PO ot 05.12.2011 N 1001)

4(1). MwuHucTepcTBO 34paBooxpaHeHua Poccuiickoit Pepepaunmn He Bnpase TpebosaTb Y
OpraHuM3auMm-3anBuTeNA NPeacTaBNeHUA KOMWWM paspelleHus, npeaycMOTPeHHoro noanyHktom "s"
nyHKkTa 4 HactoAawmx [paBua, a TaKXKe KONWI CBUAETENbCTBA O [OCYAapPCTBEHHOW perncrpaumm
IOPUANYECKOTO NLA U CBMAETENbCTBA O MOCTAaHOBKE OpraHM3auMu-3anBUTENA Ha YYyeT B Ha/Jl0roBOM
opraHe, NpeAycMOTPEHHbIX NoAnyHKTom "r"" nyHkTa 4 HactoAwwmx [Npasun. OpraHusauma-3anBuUTeNb
BNpase NPeACTaBUTb KOMWM YKa3aHHbIX LLOKYMEHTOB MO COOCTBEHHOM MHULMATUBE.

(n. 4(1) sBeaeH MNoctaHoBneHnem MpasBuTenbctea PP ot 05.12.2011 N 1001, B pes. MNocTaHOBAEHUA
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MpasuTenbctsa PO ot 04.09.2012 N 882)

5. MuHucTepcTBo 3apaBooxpaHeHmna Poccuiickoit depepaumnm B TedeHue 10 pabounx aHen co gHA
NPUHATUA AOKYMEHTOB, NPeayCMOTPEHHbIX NYHKTOM 4 HacToawmx Mpasun:
(B pea. MocrtaHoBneHua Mpasutensctea PP ot 04.09.2012 N 882)

a) NpoBOAUT NPOBEPKY NONHOTbI U AOCTOBEPHOCTM CBEAEHUN, COAEPIKALLMXCA B NPeACcTaBAEHHbIX
OOKYMeHTax, a npu  HenpeactaBNAeHUMM  OpraHu3auuMein-3asBuTeNeM  KONUU  paspelleHus,
npeaycMoTpeHHOro nognyHKTom "B" nyHKTa 4 HactoAwmx MpaBuA, - TakyKe NPOBEPKY Ha/MYMA TaKoro
paspeleHmsa Ha OCHOBaHUM AaHHbIX peecTpa BblAaHHbIX Pa3pelleHUid Ha npoBedeHUe KAMHUYECKUX
nccnenoBaHN NeKapcTBEHHbIX NPenapaTos;

(nn. "a" B pea. NoctaHoBneHuA Mpasutenbctea PO ot 05.12.2011 N 1001)

a(1)) sanpawuvBaeT W nNoAy4aeT B MOPAAKE MEKBEAOMCTBEHHONO WHGOPMALMOHHOIO
B3aMmogencTama ot PegepanbHOM HAaNOroBo Cny*Kbbl MHGOPMaLUIO O daKkTe BHECEHUA cBeadeHU 06
opraHusaumm-3assutene B EgMHbIN rocyaapCTBEHHbIN pPeecTp PULUYECKUX ANl U O GpaKTe NOCTaHOBKM
OpraHn3aLMn-3aaBUTENA HA YYEeT B HaANOrOBOM OpraHe, ec/iM OpPraHW3aumsa-3afBuTeNb, ABAAIOWAACA
POCCUINCKMM HOPUONYECKMUM NMLOM, He NpeacTaBuMNna Komnuu CBUAETENbCTBA O TOCYAAPCTBEHHOM
perncTpauumn IpUANYECcKoro MLUAa U CBMAETENbCTBA O NOCTAHOBKE Ha YYeT B HAJIOFOBOM OpraHe;

(nn. "a(1)" BBeaeH MoctaHoBneHuem Mpasutensctea PP o1 05.12.2011 N 1001)

6) NpMHUMAaET pelueHne O BblAaye 3aK/I4YeHUA AN 06 OTKase B Bblgaue 3aK/IoueHus;
(nn. "6" B pea. MoctaHoBneHus Mpasutenbctea PP ot 18.12.2020 N 2165)

KoHcynbTaHTlAOC: NpumeyaHue.
Mocne 01.07.2021 He Q[OONyCKaeTca Bblgaya 3aK/IlOYEHWUM (paspelunTenbHbIX [AOKYMEHTOB) Ha
6ymarkHom HocuTene (MoctaHoBneHue Mpasutenbctea PP ot 18.12.2020 N 2165).

KoHcynbTaHTIAOC: NpumeyaHue.

Mn."8" n.5 (B pea. ot 18.12.2020) B yacT npeacTaBaeHUA (HanpaBieHUs) AOKYMEHTOB U CBEAEHUI C
NCMNo/Ib30BaHMEM eA4MHOro MopTasa roCyAapCTBEHHbIX U MYHULMMNAAbHbIX YCAYr BCTynaeT B cuay ¢ 1
ntona 2021 roga.

B) HanpaB/AeT OpraHU3auuun-3asBUTENIO 3aK/IlodeHMe Ha bymakHom HocuTene nmvbo B popme
3/IEKTPOHHOIO AOKYMEHTA, NOANNUCAHHOTO YCUNEHHOMN KBANPULMPOBAHHOM 3/1EKTPOHHOM NOANUCHIO, B
JINYHbIV KabMHET Ha egMHOM MopTase UAW YBEeLOM/ISET OpraHM3aLMio-3anBuTeNa 06 oTKase B Bblgave
3aK/Il0YEHMA C YKa3aHMEM NPUYMH TaKOro OTKasa.

(nn. "8" B pea. NoctaHoBneHuA MpaButenbcTea PO ot 18.12.2020 N 2165)

6. Ab3au, yTpatun cuay. - MoctaHoeneHwue Mpasutenbcrtsa PO o1 18.12.2020 N 2165.
MnaTa 3a Bblgayy paspeLleHms Ha BBO3 (BbIBO3) BMONOrMYECKMX MaTEPUAIOB HE B3MMAETCS.

7. OcHOoBaHMem A/1A OTKasa B Bblgaye 3aK/A0YEeHMA ABAAETCA MpeacTaBNeHue OOKYMEHTOB B
HenosHoM obbeme W (MM) Hanuume B NPEACTABNEHHbIX OpPraHuW3auMen-3asBuTeNem maTepuanax
Hef0CTOBEPHOMN MHbOPMALLUU.

(B pea. MocTtaHoBneHusa Mpasutenbctea PO ot 18.12.2020 N 2165)

8. 3anBneHve o BBO3e (BbIBO3€) BMONOIMYECKMX MaTepManoB MU pesy/bTaTbl MPUHATOrO MO Hemy
MuHUCTEpCTBOM 34paBOOXpaHeHua Poccuitckoi Pepepaumm peleHMA MNoANeXKaT perncTpauum B
peecTpe BblAAHHbIX 3aKNOYEHUI, peleHnid 06 OTKase B BblAaye 3aK/AOYEHUM, KOTOpbIA BeaeTcs
MwuHUCTEpPCTBOM 34paBOOXpaHeHnA Poccuiickon Pegepaumnm no yctaHoOBAEHHON nm dopme.

(8 pea. NoctaHoBneHui MpaButenbctea PO o1 04.09.2012 N 882, o1 18.12.2020 N 2165)


consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4E3DE884076E482CD80E038E967A35AEE68D149E32F6601333F2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4E39EF8C016E482CD80E038E967A35AEE68D149E32F662143AF2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4E39EF8C016E482CD80E038E967A35AEE68D149E32F6621732F2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4C3CEC830466482CD80E038E967A35AEE68D149E32F6621736F2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4C3CEC830466482CD80E038E967A35AEE68D149E32F6621534F2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4C3CEC830466482CD80E038E967A35AEE68D149E32F6621535F2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4C3CEC830466482CD80E038E967A35AEE68D149E32F6621734F2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4C3CEC830466482CD80E038E967A35AEE68D149E32F6621735F2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4C3CEC830466482CD80E038E967A35AEE68D149E32F662173AF2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4E3BEA810765482CD80E038E967A35AEE68D149E32F662153BF2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4E3DE884076E482CD80E038E967A35AEE68D149E32F6601333F2F313609D6B7D6EA86BDEF8D73073x7x3H
consultantplus://offline/ref=3C91C8A68D60322D64E984C2E4C6EE1A4C3CEC830466482CD80E038E967A35AEE68D149E32F662173BF2F313609D6B7D6EA86BDEF8D73073x7x3H

9 - 13. YTpatuam cmay. - NoctaHosneHue Mpasutenocrea PO ot 18.12.2020 N 2165.

14. B cny4vae npnoCTaHOBAEHUA UK NPEKPALLEHUA KAMHUYECKOro UCCIeA0BaHMA IEKAPCTBEHHOrO
npenapaTta 4a4 MeguUMHCKOro npumeHeHmMa MUHUCTEPCTBO 34paBOOXpaHeHMA Poccuiickon deaepaumnn
NPUHMMAET pelleHne O MNPUOCTAHOBAEHUN [LEWACTBMA 3aKAOYEHMA HA CPOK NPMOCTaHOBAEHMA
KAMHMUYECKOTO UCCNef0BaHMA NN NPUHUMAET pPeLLeHNE O NPEKPALLEHUN AENCTBUA 3aKNIOYEHUSA.

(n. 14 B peg,. MocTtaHoBneHuA MpasuTenbcTa PP ot 18.12.2020 N 2165)

15. PeweHne MuHucTepcTBa 34paBooxpaHeHnsa Poccuinckon Peagepaumm o nPUOCTaHOBIEHUN UK
npeKpaLweHnn AenNCcTBUS 3aKN0UYEHNA AO0BOANTCA A0 CBeAEeHMA OpraHusaunn-3aasutens n degepanbHoli
TaMOKEHHOM CNyKbbl B CPOK, HE NpeBbilatownii 5 paboumx gHel co AHA NPUHATUA TAKOTO PeLIeHUs.

(8 pea. NoctaHoBneHum MpaBuTtenbctea PO o1 04.09.2012 N 882, ot 18.12.2020 N 2165)

16. PeweHne o BO306HOBAEHUW AEMCTBUA 3aK/IHOYEHUA B C/ly4ae NPUHATUA ero MUHUCTepCcTBOM
3A4paBooxpaHeHua Poccuitckoit Pepepaumm gosBoguTca A0 CBEAEHMA OPraHW3aLMuU-3asBUTENS W
PepepanbHON TaMOXKEHHOM CY»KObl B MMCbMEHHON dopme B CPOK, HE NpPeBbIWAOWMA 5 pabounx gHe
CO AHA NPUHATMA TAKOTO peLleHuns.

(8 pea. NoctaHosneHui Mpasutenbctea PO ot 04.09.2012 N 882, o1 18.12.2020 N 2165)

17. CBeAeHMA M3 3aK/JOYEHUIM MPEeACTaBAAIOTCA B TAMOMEHHble OpraHbl B 3/1EKTPOHHOM BUAe
nocpeacTBOM UCNONb30BaHMA €4ANHON CUCTEMbI MEXBELOMCTBEHHOIO 3/1IEKTPOHHONO B3aMMOAENCTBUA.
(n. 17 BBegeH MoctaHoBneHnem MpasuTtenbctsa PO oT 18.12.2020 N 2165)

MpunoxkeHne N 1

K NpaBunam BBO3a

Ha TeppuTopmto Poccuiickom
Pepepaunu 1 BbIBO3a

3a npegenbl TeppUTOPUN
Poccuiickoin Pepepaumm
61010rMYECKMX MATEPUASIOB,
NoJly4YeHHbIX NPU NPOBEAEHUN
KNMHUYECKOTO nccnenoBaHumaA
JIeKapCcTBEHHOro NpenapaTa
AN MeANLMHCKOTO NpUMEHEHNs

PA3PEWUEHNE N
Ha BBO3 (BbIBO3) BMONOrMYECKMX MaTepPUasoB, NOYYEHHbIX NPU NPoBEAEHUN
KNIMHWMYECKOro UccneoBaHWA NEKapCTBEHHOTO Npenapara
AN MeAULMHCKOTO NPUMEHEHMS

YTpatnno cuay. - NoctaHosneHue Mpasutenoctsa PO o1 18.12.2020 N 2165.

MpunorkeHue N 2

K MNpasBnnam BBO3a

Ha TeppuToputo Poccuiickoi
Pepepaunu 1 BbIBO3a

3a npegenbl TeppUTOpPUN
Poccuitckoit ®epepaumm
61ON0rNYeCKUX MaTepmanos,
NOJIy4eHHbIX MPY NPOBeAEHNN
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KAMHWUYECKOro UccneaoBaHus
NleKapcTBeHHOro npenapaTta
A9 MeANUMHCKOTO NPUMEHEeHMn

AJONONHEHWUE K PASPELLEHUIO N
Ha BBO3 (BbIBO3) BMOI0rMYECKMX MaTepPMaioB, MOAYYEHHbIX MPU NPoBeaeHUU
K/IMHWUYECKOTo UCCe0BaHNA IeKapCTBEHHOIO Npenapara
419 MeANUMHCKOTO NMPUMEHEHUS

YTpaTtuno cuny. - NMoctaHosneHue MNpasutenscresa PP ot 18.12.2020 N 2165.
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