[JokyMmeHT npegocTasneH KoHcynbTaHTIN0C

MMPABATEJILCTBO POCCUNCKOM ®EJIEPALIIA

IHOCTAHOBJIEHUE
ot 30 Hos10ps1 2015 . N 1289

OB OTPAHMYEHUSIX U YCJIOBUSAX
JIOMYCKA MPOUCXOASIAX U3 UHOCTPAHHBIX TOCYIAPCTB
JEKAPCTBEHHBIX ITPEIMAPATOB, BKJIIOYEHHBIX B MIEPEYEHB )KU3HEHHO
HEOBXOJIUMBIX Y BAYKHENIINX JEKAPCTBEHHBIX TPEMAPATOB, JIJISI
LEJIEN
OCYIECTBJIEHUS 3AKYIIOK JJ151 OBECIIEYEHUSI TOCYIAPCTBEHHBIX
W MYHULIMTAJBHBIX HY KT

CrnHCcoK M3MEHSIONINX TOKYMEHTOB
(8B pen. I[locranosnenwuii IIpaBurenscrsa PO ot 30.05.2017 N 663,
or 12.05.2018 N 572, ot 03.08.2020 N 1164, ot 28.09.2020 N 1550)

B cootBerctBumM co cratheit 14 deaepanbHoro 3akoHa "O KOHTPAKTHOM cUCTEME B cepe
3aKyIMOK TOBapoOB, pabOT, yCiyr /it oOecredeHus TOCYIapCTBEHHBIX U MYHUITUIAIBHBIX HYX1"
IIpaButensctBO Poccutickoin denepannv mOCTaHOBIISIET:

1. YcraHoBUTH, UTO A1 LENEH OCYIIECTBIECHUS 3aKyNOK JIEKAPCTBEHHOIO IIpernapara,
BKJIIOYEHHOT'O B ME€PEUYEHb )KU3HEHHO HEOOXOIMMBIX M BaKHEHILINX JIEKapCTBEHHBIX MPENnaparos
(nanee - JeKapCTBEHHBIM Ipemnapar), As 00ecleueHUs] TOCyAapCTBEHHBIX M MYHHULMIAIBHBIX
HYXKJ (C OIHUM MEXIYHapOAHBIM HEMATEHTOBAHHBIM HAaUMEHOBAHMEM WM IPU OTCYTCTBHUH
TAKOr0 HAUMEHOBAHUSA - C XMMUYECKUM WJIN TPYNIHUPOBOYHBIM HAUMEHOBAHUEM), SIBIISIOLIETOCS
IPEIMETOM OIHOTO KOHTpaKTa (OIHOTO JIOTA), 3aKa3UMK OTKJIOHSET BCE 3asBKH (OKOHYATEIbHbIE
NPEUIOKEHNUS), COIEp)KAIUE MPEAJIOKEHUSI O IIOCTaBKE JIEKAPCTBEHHBIX IIPENaparos,
OPOUCXOJAIIMX M3 HMHOCTPAHHBIX TOCYJapcTB (3a HCKIIOYEHHEM TOCYyAapCTB - UJICHOB
EBpa3uiickoro 3KOHOMMYECKOTO COl03a), B TOM YHUCIIE O MOCTaBKe 2 U OoJiee JTEeKapCTBEHHBIX
[IPEnaparoB, CTPAHON MPOUCXOXKICHHS XOTsI Obl OJHOTO U3 KOTOPBIX HE SIBISETCS rOoCydapCTBO -
yieH EBpa3uiicKkoro »KOHOMHMYECKOIO COK03a, IPU YCJIOBHHU, YTO HA y4acTUE B ONpPEAEICHUU
NOCTaBIIMKA TOAAHO HE MEHee 2 3asiBOK (OKOHYATeJIbHBIX MPEJIOKEHUI), KOTOphIE
YAOBJIETBOPSIOT TPEOOBAHUAM H3BEILEHUs 00 OCYIIECTBICHUHU 3aKYNKU U (M) TOKYMEHTAlUU
0 3aKyTIKE U KOTOpPbIE OTHOBPEMEHHO:

(B pen. Ilocranosnenus IlpaBurensctBa PO ot 03.08.2020 N 1164)

COlep)KaT  MPEIUIOKEHUs] O  TOCTaBKe JICKAPCTBEHHBIX  IPEMaparoB, CTPaHON
NPOMCXOXKACHUS KOTOPBIX SIBISIIOTCA TOCYIapcTBa - wWieHbl EBpasuicKOro 3KOHOMHYECKOTO
COI03a;

HE cofepXaT MPeIJIoKEHUH O MOCTaBKE JIEKAPCTBEHHBIX IPENAapaToB OJHOIO U TOTO ¥KE
IPOU3BOAMUTENS JIMOO HPOU3BOAUTENEH, BXOIAIIMX B OJHY IPYIMILy JIMIl, COOTBETCTBYIOILYIO
IIpU3HaKaM, MPEeayCMOTpPEHHbIM cTatbell 9 ®denepanbHOro 3akoHa "O 3ammre KOHKYpPEHIMH',
IIPU CONOCTABJIEHUHU 3TUX 3aBOK (OKOHYATENIbHBIX MPEIOKEHHN).

I(1). B cnywae ecinu mocie OTKJIOHEHHs 3asBOK (OKOHYATEIbHBIX MPEAJIOKEHUM) B
HOPSJKE, YCTAHOBJIEHHOM ITyHKTOM | HAacTOSIIEro MOCTAHOBJIECHUS, XOTS Obl O/HA 3asBKa
(OKOHUATENbHOE TMPEAJIOKEHUE) COMACPKUT TPEIJIOKEHHE O TMOCTAaBKEe JIEKAPCTBEHHBIX


https://www.consultant.ru

IpernaparoB, BCe CTaJAUU MPOU3BOACTBA KOTOPBIX, B TOM UHCJIE CUHTE3 MOJICKYIbI JEHCTBYIOLIETO
BEIICCTBA IIPH IPOU3BOACTBE  (hapMaIeBTUICCKUX CYyOCTaHIIMH, OCYIICCTBISIOTCS Ha
TEPPUTOPUSIX TOCYAAPCTB - WICHOB EBpa3uiickoro 5JKOHOMUYECKOTO COK03a, U TIPH TOM CBEACHHUS
0 TakuX (apMalEeBTUICCKUX CYOCTAHIMSIX B YCTAaHOBJICHHOM IOPSIKE BKIIOYCHBI B
pETHCTpAIlMOHHOE JIOCh€ Ha JTH JIEKAPCTBEHHBIE TIperaparbl, B OTHOIICHHWH TaKHUX
JICKApPCTBEHHBIX TIPENaparoB MPUMEHSIOTCS YCIOBHS JIOMyCKa IS IIeJIed OCYIIeCTBICHUS
3aKyMOK TOBapOB, MPOUCXOMSIINX M3 MHOCTPAHHOTO TOCYAApCTBA WIIM TPYIIBI HHOCTPAHHBIX
TOCyIapCTB,  YCTaHOBJICHHbIC  (emepanbHBIM  OpraHOM  HCIOJHUTEIBHON  BIIACTH,
OCYHISCTBISIOMMUM  (YHKIMM  TIO  BBIpAaOOTKE  TOCYJApCTBEHHOH  TMONUTUKH U
HOPMAaTHUBHO-TIPABOBOMY PETYIHPOBAaHUIO B cepe OCYNIECTBICHHS 3aKylOK TOBapOB, PadoT,
YCIIYT JUis 00eCTeYeHHs TOCYAapCTBEHHBIX M MYHUIIUTAIBHBIX HYK]I.

(n. 1(1) BBenen [locranosnenuem [IpaBurensctBa PO ot 12.05.2018 N 572)

1(2). IlonTBepkaeHNEM COOTBETCTBHS JIEKAPCTBEHHOTO Tpernapara u (apmarieBTHIeCKOMn
cyOcTaHuu TpeOOBaHUSAM, yKa3aHHBIM B IMyHKTe 1(1) HACTOSIIEro MOCTaHOBICHUS, SIBISIETCS
JEKJIapUpPOBAHNE YYAaCTHMKOM 3aKyIKH B 3asBKE (OKOHYATEIbHOM IPEUIOKEHUHU) CBEIEHUH O
JIOKYMEHTE, MOATBEPKIAIOIIEM COOTBETCTBUE NPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB s
MEMIIMHCKOTO MpuMeHeHUs TpeboBaHusM [IpaBui Hajuiekamie mpou3BOJICTBEHHON MPAKTHKU
EBpa3uiickoro 3>KOHOMHYECKOTO COr03a, yTBepxkAeHHbIX Pemenuem CoBera EBpaszuiickoii
IKOHOMHYECKOM Komuccuu oT 3 HosOpst 2016 . N 77 "O6 yrBepxkaenun [IpaBun Haanexamei
MPOU3BOJICTBEHHOM TMpakTUKK EBpasuiickoro skoHOMHYEcKoro coro3a", wunum [lpaBun
HaJyIe)Kalen IIPOU3BOJICTBEHHOU [IPaKTUKH, YTBEPKIECHHBIX MuHucrepcTBOM
MPOMBIIJIEHHOCTH U ToproBiu Poccuiickoit deaepanuu B COOTBETCTBUU C YacThio 1 crarbu 45
®enepanbHoro 3akoHa "OO oOpallleHUH JIEKApCTBEHHBIX CPEACTB'", M CBEIEHUH O JIOKyMEHTE,
COJIEpoKallleM CBEJEHUS O CTaIUsAX TEXHOJOTMYECKOIro Mmpolecca Mpou3BOACTBA JIEKAPCTBEHHOTO
CpencTBa JJii MEIUIIMHCKOTO MPUMEHEHHs, OCYIIECTBIsEMbIX Ha Tepputopun EBpasuiickoro
SKOHOMHMYECKOTO CO03a (B TOM YHCJIE O CTaIusAX MPOU3BOACTBA MOJEKYNbl JEHCTBYIOLIETO
BelecTBa (hapMareBTUYECKON CyOCTaHIINH ), BbIIaBaeMOM MUHUCTEPCTBOM MPOMBIIIJICHHOCTH U
toprosiu Poccuiickoit @eaepaiuy B yCTAaHOBICHHOM UM MOPSIKE.

(n. 1(2) BBenen [locranosnenuem IIpaButenscrBa PO ot 12.05.2018 N 572)

2. HOI[TBep)KI[eHI/IeM CTpaHbl IMPOUCXOKIACHHA JICKAPCTBCHHOI'O IIpCIiapara sABJIACTCA OAHUH
H3 CJICAYIOIUX JOKYMCHTOB!:

a) cepruukar O MPOUCXOKACHUU TOBAPA, BBIIABAEMBIM YIOJTHOMOYEHHBIM OpPraHOM
(opranmzanmeit) rocygapcTBa - ujeHa EBpa3uiickoro 3KOHOMHUYECKOro coro3a 1o (opwme,
yctaHoBJeHHON [IpaBuiamu orpeneiaeHus] CTPaHbI MPOUCXOXKICHHUS TOBAPOB, SBISIOIIUMUCS
HeoTbemsieMor 4acTtbto Commamenus o IlpaBunax ompeneneHusi CTpaHbl MPOUCXOKIACHUS
toBapoB B CoapyxectBe HeszaBucumbix T'ocymapets ot 20 HossOpst 2009 1., 1 B COOTBETCTBHH C
KPUTEPUSIMU OTIPEICIICHUS] CTPAHbI MPOUCXOXKIEHHUS TOBAPOB, IPEyCMOTPEHHBIMU YKAa3aHHBIMU
[IpaBunamu;

0) 3aKiO4eHHE O TOATBEPKACHUU IPOU3BOACTBA INPOMBIIUICHHOW MPOAYKIMH Ha
Tepputopun  Poccuiickont ®enepanuu, BblAaBaeMoe MMHHCTEPCTBOM NPOMBILIUIEHHOCTH U
toproin Poccuiickoit ®enepauyu B cOOTBETCTBUM ¢ [IpaBuiiaMu BbIIa4M 3aKIIOYEHUS O
NOATBEPKACHUM IIPOM3BOJACTBA IIPOMBIIUIEHHON NPOAYKIHMH Ha TeppuTtopun Poccuiickoi
®denepanny, yTBepKACHHbIMU NTocTaHoBiIeHueM IIpaBurenscTBa Poccuiickonn @enepannu ot 17
urong 2015 . N 719 "O noarBepkI€HUM MPOU3BOJICTBA MPOMBIIUICHHON MPOIYKIIMU Ha
tepputopun Poccuiickoit @eneparyn’.

(m. 2 B pex. [Tocranosnenus [IpaBurenscra PO ot 12.05.2018 N 572)

3. HpI/I 3aKJIFOUCHUH W HUCIIOJIHCHUH KOHTpPAKTa, IPCIAMETOM KOTOPOI'O SABJIACTCA IMOCTAaBKa
JICKAPCTBCHHOI'O IIpfriapara ¢ CO6HIO,[[CHI/ICM OFpaHI/I‘leHPlﬁ, NpeaAyCMOTPCHHBIX HACTOALIUM



IMOCTAHOBJICHUCM, HC JOIMYCKACTCA 3aMCHa JICKAPCTBCHHOI'O IIpCliapara KOHKPETHOT'O
IPOU3BOAUTECIIA MWW CTpPaHbl €ro IPOHUCXOXKIACHHUA, YKAa3aHHBIX B 3asdBKE (OKOanTeHI)HOM
l'IpCIIJ'IO)KCHI/II/I), coz[epn(ameﬁ MPCIJIOKCHUC O IMOCTABKE JICKAPCTBCHHOTI'O IIpCIiapara.

4. B cnyuyae ecnu 3asBKa (OKOHYATENIbHOE MPEIJIOKEHHUE), CoAeprKallasi NpeyIoKeHUE O
MOCTaBKE JIEKAPCTBEHHOIO IIpenapara, MPOUCXOASIIEr0 M3 HMHOCTPAHHOIO TocyaapcTBa (3a
WCKIIIOYEHHEM TOCYJapcTB - YWiIEHOB EBpa3uiickoro SKOHOMHUYECKOTO CO103a), HE OTKJIOHSETCS B
COOTBETCTBUM C  YCTAHOBJIEHHBIMU  HACTOSIIIMM  TOCTAHOBJIEHHUEM  OrPAHUYCHUSIMHU,
MIPUMEHSIOTCSI YCIIOBHS JOMYyCKa ISl TIEe OCYIIEeCTBICHUS 3aKYTOK TOBapOB, MTPOUCXOISIINX
U3 HMHOCTPAHHOIO TOCYAapCTBa WJIM TPYIIbl WHOCTPAHHBIX TOCYAApCTB, YCTaHABIMBAaEMbIE
(dbenepasbHBIM OPTaHOM HCITOJIHUTEIBHON BJIACTH, OCYIIECTBISIIONIMM (PYHKIIUU O BBIPaOOTKE
TOCyIapCTBEHHOW TOMUTHUKA ¥  HOPMAaTHBHO-TIPAaBOBOMY  pETYIMpPOBaHHIO B  cdepe
OCYUIECTBIIEHHSI 3aKyNOK TOBapoOB, paboOT, yciayr njis oOeclnedeHHsl TOCYNapCTBEHHBIX U
MYHUIUTIAIBHBIX HYX]I.

(B pen. IToctanosnenus I1paBurenscTa PO ot 30.05.2017 N 663)

5. YcraHOBJICHHEIE HACTOAIIUM IMOCTAHOBJICHUCM OI'PAHUYCHUSA HC IIPUMCHAKOTCA B CJIydac:

OCYIIECTBIICHHUSI 3aKYIOK JICKAPCTBEHHBIX MPENaparoB, MPOUCXOAAIIUX W3 MHOCTPAHHBIX
rocyapcTB (3a MCKIIOYEHHEM TOCYIapCTB - 4iIeHOB EBpazuiicKOro 3KOHOMHYECKOrO CO03a), B
OTHOILIEHUU KOTOPBIX Ha TEPPUTOPUAX TOCYHApCTB - 4WIEHOB EBpa3uiickoro SKOHOMHUYECKOTO
COH03a OCYILECTBISAIOTCS UCKIFOUUTENBHO IEPBUYHAS YIIAKOBKA M BTOPUYHAsL (IOTPEOUTETBCKAs)
yHakoBKa WM BTOpUYHAsl (MOTpEOUTENbCKasi) YIMAKOBKa JIEKAPCTBEHHBIX IIpenapaToB ¢
o0ecIedyeHrneM BhIITYCKAIOIIEro KOHTPOJISI UX KauyecTBa, - 10 31 gexadps 2016 1. BKIIOUUTENHHO;

pa3MenieHust Ha opuUIIHaTEHOM caute Poccuiickoi denepanun B
UH(POPMAITMOHHO-TEIEKOMMYHUKAIIMOHHON ceTtn "MHTepHeT" mid pa3menieHuss HHGopMauu o
pa3MelleHNH 3aKa30B Ha MTOCTABKH TOBAapOB, BHIMOJIHEHHE Pa0OT U OKa3aHUE YCIyT U3BEIICHUIN
00 OCYIIECTBIEHUH 3aKyINOK JIEKapCTBEHHBIX MPENapaToB WJIM HANpABICHUS NpPUIIALICHUN
IPUHATH y4YacTHE B ONPEAETICHHUU IOCTABIIMKA 3aKPBITBIM CHOCOOOM, OCYIECTBIECHHBIX 0
BCTYIIJIEHUS B CHJTy HAaCTOAILETO TOCTaHOBIICHUS;

OCYIIECTBIICHHUS 3aKyTOK JIEKapCTBEHHBIX MPENaparoB 3aKa3ulKaMH, YKa3aHHBIMU B YacTH
1 crarbu 75 @enepanpHOro 3akoHa "O KOHTPAKTHOW cucTeMe B chepe 3aKymok TOBapoB, padoT,
yCcIyr Juisi o0ecreueHus: TOCYAapCTBEHHBIX W MYHULMMAJIBHBIX HYXJI', Ha TEpPUTOPUU
WHOCTPAHHOTO TOCYAApCTBA 7Sl 00SCIICUeHUs] CBOCH EATEIILHOCTH HAa STOU TEPPUTOPHH.

IIpencenarens IIpaButenscTBa
Poccuiickon ®enepanuu
JA.MEJIBEJEB

[Ipunoxenue

K noctaHosineHuto [IpaBurenscTea
Poccuiickon ®enepanuu

ot 30 Hos6ps 2015 . N 1289

MMEPEYEHD
OPUTUHAJBHBIX U PEOEPEHTHBIX JJEKAPCTBEHHBIX ITPEIAPATOB,
MPEJHA3ZHAYEHHBIX JIJI51 OBECIIEYEHUS HECOBEPIIEHHOJETHUX

T'PAJKIAH,
BOJBHBIX 3JIOKAYECTBEHHBIMYA HOBOOBPA3OBAHUSIMHY JTUM®OWTHOWA,



KPOBETBOPHOM U POJICTBEHHBIX UM TKAHEM

Yrparwi cuiy ¢ 1 saBaps 2022 roga. - [locranosnenne IIpaBurenscta PO ot 03.08.2020
N 1164.




