00 orpaHM4YeHUAX U YCNOBUAX BONYCKa NPONUCXOAALLUX U3
MHOCTPAHHbIX FOCYAapCTB JIeKapCTBEHHbIX NpenapaTos,
BKJIIOYEHHbIX B Nepe4yeHb XXU3HEHHO HeoOXoAUMbIX U
Ba)KHeMLUUX JieKapCTBEHHbIX NpenapaToBs, ANA Lesneun
OCyLLeCTBJIeHUA 3aKYynoK Ansa obecnevyeHns rocypapCTBEHHbIX U
MYHULMNANbHbIX HYX],

MocTtaHoBneHue MpaBuTenbcTBa Poccuiickon Genepauum - Ne 1289 - o1 30.11.2015 - MpaBnTenbCTBO Poccrinckom
depepaunn - [1eNCTBYET C U3MEHEHNAMMU

MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 30 HOABPA 2015 I'. Ne 1289
MOCKBA

YTpatuno cuny - NoctaHosneHune MpaButenscTBa Poccunckon Gepepaunn ot 23.12.2024 Ne 1875

06 orpaHNYeHUsIX 1 yCNoBUSX AOMYCKa NPOUCXOASLMX N3 MHOCTPAHHbLIX FOCYAapCTB JIEKAPCTBEHHbIX
npenapaToB, BKJYEHHbIX B NepeyeHb XXU3HEHHO HEOBXOAMMbIX U BaXXHEWNLLNX JIEKAPCTBEHHbIX
npenapaToB, 4N19 Lenel OCyLLEeCTBIEHNS 3aKyMNoK Ana obecnevyeHns rocy4apCTBEHHbIX Y MyHULMNAJbHbIX
HYX[

B cooTBeTCTBMM CO CTaTbeln 14 PenepanbHOro 3akoHa "O KOHTPAKTHOM CUCTEME B Chepe 3aKymnok
ToBapoB, paboT, ycnyr ons obecnevyeHns rocy4apCTBEHHbIX U MyHMLMNANbHbIX HY)XA" [paBUTENbCTBO
Poccuinckon ®epepalim NoCTaHOBASET:

1. YCTaHOBUTb, YTO AN Liesiei 0CYLLeCTBAEHNA 3aKyMOoK JIEKapCTBEHHOr O rnpenapaTa, BKKYEHHOro B
nepeyeHb XXN3HEHHO HeOBXOAUMBIX 1 BaXXKHENLWNX NeKapCTBEHHbIX MpenapaToB (fanee - N1eKapCTBEHHbIN
npenapat), Ana obecneyeHns rocyAapCTBEHHbLIX U MyHULMMAAbHBIX HY>KA (C OAHMM MeXAYHapoaHbIM
HenaTeHTOBaHHLIM HAUMEHOBAHMEM UM MPU OTCYTCTBUN TaKOr0 HAMMEHOBAHMSA - C XUMUYECKUM UK
rPYNNUPOBOYHLIM HaMEHOBAHMEM), SBAAIOLLEr0Cs NpeaMeToM 04HOM0 KOHTpakTa (04HOro noTa),
3aKa34uK OTKJIOHSAET BCe 3a8BKU (OKOHYaTeNIbHbIE MPeaioXKeHNS ), COAEPXKaLLMe NPeasoXeHNa 0 NoCTaBke
JIEKapCTBEHHbIX NPEenapaToB, MPOMCXOAALLNX U3 MHOCTPAHHbIX FOCYAapCTB (3a MCKOYEHNEM rOCyAapCTB -
YynieHoB EBpa3niiCKoro 3KOHOMUYECKOro coto3a 1 [loHeLkon HapoagHon Pecnybnuku, JlyraHckon HapoagHon
Pecnybnukun), B TOM 4yncsie o nocTaBke 2 1 6osiee NeKapCTBEHHbIX NpenapaToB, CTPAHOW MPONCXOXAEHUS
X0Ts O6bl 0QHOM0 U3 KOTOPbIX HE ABASETCA FOCYyAapCTBO - 4ieH EBPasnMincKoro 3KOHOMMYeCKOro cotsa uan
[loHeukasa HapogHas Pecnybnuka, JlyraHckaa HapogHas Pecnybnuvka, npu ycnoBmm, 4TO Ha y4YacTue B
onpefeneHny NocTaBLMKa NOAAHO HE MeHee 2 3asBOK (OKOHYaTesIbHbIX NPeasoXXeHnn), KoTopble
yOOBNETBOPSAIOT TPebOBaHUAM n3BeLLeHNs 06 OCYLLECTBAEHNN 3aKYMKN W (MSIM) LOKYMEHTaLUN O 3aKynKe n
KOTOpble 0AHOBPEMEHHO:

copepXxaTt nNpeLnioXeHUs 0 NoCTaBKe NeKapCTBEHHbIX MpenapaToB, CTPaHON NPOMCXOXKAEHNS KOTOPbIX
ABJIAIOTCA rocyAapCTBa - Y4JeHbl EBPa3snnckoro sKOHOMMYeckoro cotsa v (nnu) [loHeukas HapogHas
Pecnybnuka, JlyraHckasa HapogHasa Pecnybnuka;

He cogep>XaT NPeasioXeHNN 0 NOCTaBKE JIEKAPCTBEHHbIX NpenapaToB OAHOM0 1 TOr0 e NPON3BOANTENS
nmbo nponssoguTenei, BXOAAWMX B O4HY rpynny anL, COOTBETCTBYIOLLYIO MPM3HaKaM, NpeayCMOTPEHHbIM
cTaTtben 9 PegepanbHOro 3akoHa "O 3aWmMTe KOHKYpPEeHUMK", Npu CONOCTaBNIEHNN 3TUX 3a5BOK
(OKOHYaTeNbHbIX NPensoXKeHNN).

11, B cnyyae ecav nNocie OTKAOHEHMS 3asBOK (OKOHYaTebHbIX MPEeAJIOXKEHN) B MOPAAKE, YCTaHOBJIEHHOM
NMYHKTOM 1 HacTosLWEro NOCTaHOBAEHNS, XO0TA 6bl 0Ha 3asBKa (OKOHYaTeIbHOE NMPeaoXXeHNE) COAEPXKUT
npegJsoXeHne o NOCTaBKe JIeKapCTBEHHbIX NMpenapaTos, BCe CTaAun NpPou3BOACTBA KOTOPLIX, B TOM Yucne
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CMHTE3 MOJIeKy bl 4ENCTBYIOLLEro BeLecTBa Npu NponM3BoacTBe hapMaleBTUYecKmx cybcTaHumin,
OCYLLEeCTBAAOTCA Ha TEPPUTOPMAX MOCYLapCTB - YneHOB EBPa3mMnckoro 3kOHOMMYECKOro cot3a, 1 Npu 3ToM
CBeLeHMA 0 Takmnx hapMaLeBTNHecKnx CybCcTaHUNAX B YCTaHOBJIEHHOM MOPSAAKE BKOYEHbI B
perncTpaumoHHOe A0Che Ha 3TN SIeKapCTBEHHbIe NpenapaThl, B OTHOLEHUW TaKUX NeKapCTBEHHbIX
npenapaToB MPUMEHSATCA YC10BMA AONYCKa AN14 Llenen 0CyLLeCTBAEeHNS 3aKyNoK TOBapoB, NPOMCXOASALLNX
N3 NHOCTPAHHOrO roCcyaapcTBa UK FPynnbl MUHOCTPAHHbLIX FOCYAaPCTB, YCTAaHOB/EHHbIE (heaepanbHbIM
OpraHoM UCMOMHUTENLHON BAACTU, OCYLLECTBASIOWUM PYHKLUN MO BbipaboTKe rocyfapCTBEHHOM
NOJIMTUKN N HOPMATMBHO-NPaBOBOMY PEryNMPOBaHNIO B Chepe OCYLLLECTBIEHNS 3aKyMnOK TOBapoB, paboT,
ycnyr onsa obecneyeHmns rocyaapCTBEHHbIX U MyHULUNanbHbIX HYXA. (C 1 sHBaps 2019 r. 4ONOAHEH -
MocTaHoBneHwue MpasBuTenbcTBa Poccuinckon depgepaumm ot 12.05.2018 Ne 572)

12, MonTBEpXXAEHNEM COOTBETCTBUSA NEKAPCTBEHHOrO NpenapaTta 1 hapMaLeBTUYEeCKON cybcTaHL MM
TpeboBaHMAM, YKa3aHHbIM B MyHKTe 1! HacTosALWero NoOCTaHOBNEHWS, ABNSETCSA LeKlapupoBaHme
YYaCTHMKOM 3aKYMKKN B 3a8BKe (OKOHYaTesIbHOM NPeasio)KeHnn) CBEAEHNA O LOKYMEHTe,
noATBepXaloleM COOTBETCTBUE MPOU3BOAMNTENS JIEKaPCTBEHHbIX CPEACTB AN MeANLMHCKOro
npuMeHeHns TpebosaHmam MpaBua Hagnexallen Npom3BoACTBEHHOW NPaKTUKKN EBpa3ninckoro
3KOHOMUYECKOro COl03a, YTBEPXAEHHbIX PewweHnem CoBeTa EBpa3nnNCcKon 3KOHOMUYECKON KoMUccum ot 3
HoA6ps 2016 r. Ne 77 "O6 yTBepxaeHWM MpaBun Hagnexxallen Npou3BoACTBEHHON NPaAKTUKN
EBpPa3ninCKoro 3SKOHOMUYECKOro coto3a", nam MpaBna Hagnexallen Npon3BoACTBEHHON MPaKTUKN,
yTBEPXAEHHbIX MUHNCTEPCTBOM NPOMbILLAIEHHOCTY U TOProean Poccuinckon ®enepaum B COOTBETCTBUM C
YyacTbio 1 cTaTbm 45 GenepanbHOro 3akoHa "06 obpalleHnn nekapCTBEHHbIX CPeACTB", U CBEAEHWIA O
LOKYMEHTe, COLEepXalleM CBeleHUs 0 CTafamax TEXHONOMMYeCKoro npoLecca npon3BoacTBa
JIeKapCTBEHHOr0 CpeAcTBa A1 MeJULMHCKOro NPUMEHEHUs, OCYyLLeCTBJIIEMbIX Ha TeppUTOpPUN
EBPa3ninCKoro 3KOHOMMYECKOro coto3a (B TOM Yuce 0 CTafauax Npon3BoACTBa MOJIEKY /bl AeNCTBYIOLLEro
BellecTBa (papMaLeBTUYeCcKon cybcTaHuum), BblaaBaeMoM MUHUCTEPCTBOM MPOMbILLIEHHOCTY U TOProBan
Poccninckon ®Pegepaunn B ycTaHoBeHHOM UM nopsaake. (C 1 aHBaps 2019 r. gonosnHeH - MocTaHOBNEHUE
MpasuTenbcTBa Poccuinckon ®egepaumm ot 12.05.2018 Ne 572)

2. MoaTBepxAeHMEM CTPaHbl MPONCX0XKAEHMA JIEKaPCTBEHHOIO NpenapaTta ABASeTCS OAUH U3 CeLyowmX
LLOKYMEHTOB:

a) cepTndUKaT 0 NPOUCXOXAEHNUM TOBapa, BblAaBaeMbI YNOJHOMOYEHHbLIM OPraHoM (opraHu3aunen)
rocygapcTea - YieHa EBpa3minckoro aKOHOMMYeCKOro coto3a no opme, yctaHoBIeHHOW MpaBmnamu
onpeneneHns cTpaHbl NPOUCXOXAEHNS TOBApPOB, ABAAIOWLMMUCS HEOTbEMIEMON YacTbio CornalleHms o
MpaBunax onpegeneHns CTpaHbl NPoMCcXoXxaeHns Tosapos B CoapyxecTse HesaBncuMbIX [oCyaapcTB OT
20 HOs6psa 2009 r., 1 B COOTBETCTBMM C KPUTEPMSAMM OMpedesieHns CTpaHbl MPOUCXOXXAEHNS TOBApOB,
npegycMoTpPeHHbIMU yKa3aHHbIMU [pasusiamu;

6) 3ak/l04eHNe 0 NOATBEPXKAEHUM MPONU3BOACTBA MPOMBILLJIEHHOW NPOAYKLMM Ha TeppuTopumn Poccrinckon
depepaumnm, BblfaBaeMoe MUHUCTEPCTBOM MPOMbLILLAEHHOCTM U TOproeau Poccuinckon ®epepaunm B
COOTBETCTBUM C lMpaBuiamMm BbiAayn 3aKa0HeHNA O NOATBEPXKAEHUN NPOM3BOACTBA NPOMbILLIIEHHON
NpoayKUuUn Ha TeppuTopun Poccuinckon denepauunn, yTBep)X4eHHbIMU NOCTaHOBIeHNeM paBMTenbCTBa
Poccuinckon ®egepaumm ot 17 nona 2015 r. Ne 719 "O noaTeepXAeHWM NPON3BOACTBA NPOMbILLIEHHON
npoayKuum Ha Tepputopun Poccuinckon Gepepauumn’;

B) CEpTUGMKAT 0 MPOUCXOXKAEHMN TOBapa, BblAaBaeMbIi YNOJHOMOYEHHbIMU OpraHaMm (opraHn3aumnsamm)
[loHeukon HapogHon Pecnybnuku, JlyraHckon HapoaHon Pecnybnnku, no dhopme, yCTaHOBNEHHOMN
Mpasunamu onpefeneHns CTpaHbl MPONCXOXKAEHUSA TOBAPOB, ABASIOLLNMUCA HEOTHEMIEMON HaCThbio
CornaweHuns o MpaBunax onpeneneHnsa CTpaHbl NPONCXoXxaeHns ToBapos B CoapyxecTBe He3aBUCUMbIX
Mocynapcts oT 20 HOA6psA 2009 r., 1 B COOTBETCTBUM C KPUTEPUAMU ONpPeaeeHns CTpaHbl MPONCXOXXAEHNS
TOBapoOB, NPeLyCMOTPEHHbIMU YKa3aHHbIMU Mpasunamu. (JonosnHeH - MocTaHoBneHKe MNpaBuTenbCTBa
Poccninckon ®egepaumm ot 17.02.2022 Ne 201)

(C 1 aHBaps 2019 r. nyHKT B pedakuum MNoctaHoBneHus MpasuTtenscTBa Poccuinckon ®epepaumm ot
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12.05.2018 Ne 572)

3. MNpwn 3aKII04EHUN U UCNOJTHEHUUN KOHTPaKTa, NpeaMeToM KOTOPOro ABASETCS NOoCTaBKa JIeKapCTBEHHOM 0
npenapata ¢ cobnogeHmem orpaHuyeHni, NpeayCMOTPEHHbIX HAaCTOAWMM NOCTAHOBIEHNEM, He
LONYCKaeTCs 3aMeHa JIeKapCTBEHHOro npenapaTta KOHKPETHOro Npon3BoANTeNA UK CTPaHbl ero
NPOUCXOXAEHWS, YKa3aHHbIX B 3a8BKe (OKOHYaTeNbHOM MpeanioxXeHnm), CoaepKaLlen npeanoxeHue o
nocTaBKe NeKapCTBEHHOrO nNpenapara.

4. B cnyyae ecnn 3aaBKka (OKOHYaTesIbHOE NpedsioXXeHne), CoaepKaLlas npeasoxeHne o nocTaBke
JIeKapCTBEHHOrO npenapaTa, NPOUCXO0AALLEro N3 MHOCTPAHHOIr0 rOCyAapCTBa (3a UCKI0YEeHNEM
rocygapcTB - YieHoB EBPa3nNCKOro sSKOHOMMYECKOro coto3a v [loHeukon HapogHon Pecnybnunkn,
JNlyraHckoin HapogHon Pecnybinku), He OTKNOHAETCA B COOTBETCTBUM C YCTAHOBJIEHHbIMU HACTOALLUM
NOCTaHOBJIEHNEM OrpPaHMYEHNAMN, MPUMEHSAITCS YCI0BMUA A0NYCKa AAs Lenen oCyLecTBeHNs 3aKynokK
TOBapOB, NPOUCXOAALMNX U3 MHOCTPAHHOIO roCyAapcTBa WKW rpyrnbl MHOCTPaHHbIX FOCY4apCTB,
yCTaHaBAvBaeMble befepanbHbiM OPraHOM UCMOJHUTENbHON BAACTM, OCYLLECTBAALWUM (QYHKLAN N0
BbIpaboTKe rocyaapCTBEHHOW MOAUTUKU 1 HOPMATUBHO-NPaBOBOMY PErynpoBaHuio B cepe
OCYyLLLeCTBJIEHNS 3aKYMNOK TOBapoB, paboT, ycayr ana obecneyeHmsa rocy4apCTBEHHbIX Y MYHULMNAIbHbIX
HYX .

5. YcTaHOoBJIeHHble HAaCTOALLMM MOCTAaHOBEHNEM OrPaHUYEHUS HE NPUMEHAIOTCS B C/ly4Yae:
OCYLLLeCTBJIEHNS 3aKYMNOK JIeKapCTBEHHbIX MpenapaToB, NPOUCXOAALWMNX U3 MHOCTPAHHBIX FOCYAapCTB (3a
NCK0YeHNEM roCcyAapcTB - YeHoB EBpa3niiCKOro 3KOHOMWYECKOro COK3a U TEPPUTOPUIN OTAESbHbIX
palioHoB [oHeLKkon 1 JlyraHcko obnacten YKpanHbl), B OTHOLIEHNN KOTOPbIX Ha TEPPUTOPUAX FOCY1apcTB
- 4neHoB EBPa3nnCcKOro 3KOHOMMYECKOro CoK3a OCYLLECTBASIOTCA UCKJIIOYUTESIbHO NepBuYHas ynakoska u
BTOpMYHasa (NnoTpebuTenbckas) ynakoBka nan BTopmyHas (notpebuTtenbckas) ynakoBka 1eKapCTBEHHbIX
npenapaToB c obecneyeHEM BbIMYCKAOLLEr0 KOHTPOJIA UX KayecTBa, - A0 31 nekabps 2016 r.
BKJIIOYNTEIIbHO;

pa3MeLleHmnsa Ha odmumnansHoM cante Poccunckon ®egepauum B MHGOOPMaLIMOHHO-
TeNIeKOMMYHUKaLMOHHON ceTn "UIHTepHeT" ons pasMeLleHns MHHopMauum o pasMeLleHn 3aKka3oB Ha
NMOCTaBKM TOBApOB, BbiNOJIHEHNE paboT 1 OKa3zaHme yCAyr n3BeLeHnin 06 oCyLLeCcTBAEHNN 3aKYMNOK
JleKapCTBEHHbIX NpenapaToB Wiy HanpasaeHUa NPUriaeHUn NPUHATb y4acTue B onpegeseHunm
MOCTaBLLMKa 3aKPbITbIM CNOCOBOM, OCYLLLECTBMIEHHbIX A0 BCTYNAEHWS B CUY HAaCTOALLEr0 NOCTaHOBEHNS;
OCYLLLeCTBJIEHNS 3aKYMNOK JIeKapCTBEHHbIX NpenapaToB 3aKa34mkaMm, yKasaHHbIMK B YacTu 1 ctatbmn 75
defepanbHOro 3akoHa "O KOHTPAKTHOW CUCTeMe B cpepe 3aKynok ToBapoBs, paboT, ycayr ans
obecneyeHns rocy4apCTBEHHbIX U MyHMULMMANbHbLIX HY)KA", Ha TEPPUTOPUN NHOCTPAHHOMO rocyapcTBa
Ana obecneyeHns CBOEN OeATENbHOCTW Ha 3TOW TEPPUTOPUN.

Mpencepatens MpaBuTenbCTBa

Poccuinckon ®epepaunn [I.Mensenes

MNMPUNTOXKEHUE

K nocTaHoBneHuto MNMpaBuTtenscTBa Poccuinckon Genepauun
oT 30 HosA6bpsa 2015 . Ne 1289

MEPEYEHDb

OpPUrUHANbHBIX N pedhepeHTHbIX IeKapCTBEHHbIX NPenapaToB, NpeAHa3Ha4YeHHbIX AN obecneyeHus
HECOBEPLUEHHONIETHUX FpaXkAaH, 60/IbHbIX 3/T0KAaYeCTBEHHBIMU HOBOOOPA30BaHMAMY IMMGONLHOIA,
KPOBETBOPHOI 1 POLCTBEHHbIX UM TKaHen

(He pencteyeT c 1 sHBapa 2022 r. - MocTaHoBAeHNe MpaBuTensCcTBa Poccuinckon ®epepauum ot
03.08.2020 Ne 1164)
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