NMPABUTENbCTBO POCCUUCKOWU ®EQEPALINA

NMOCTAHOBJIEHUE
ot 30 Hos6ps 2015 . N 1289

OB OrPAHUYEHUAX N YCNOBUAX
AOMNYCKA nrpouncxogAamnx n3 MUHOCTPAHHbIX TOCYOAPCTB
NEKAPCTBEHHbIX NPEMNAPATOB, BKINIOYEHHbIX B MEPEYEHb X)KU3HEHHO
HEOBXOAUMbIX U BAXXHENLLUX NEKAPCTBEHHbIX MPEMAPATOB, ANA LENEN
OCYLUECTBJIEHUA 3AKYMNOK AJ1A OBECNEYEHUA TOCYAAPCTBEHHbIX
N MYHULUNATNBbHbIX HYXKO

CrnHCcOK M3MEHSIONINX TOKYMEHTOB
(8B pen. Iloctanosnenwuii [IpaBurenscrea PO ot 30.05.2017 N 663,
ot 12.05.2018 N 572)

B cootBercTBUM co cratheit 14 DenepanbHOro 3akoHa "O KOHTPAKTHON cHcTeMe B cdepe 3aKyIoK
TOBapOB, PalOT, yCIyr uis o0ecreueHusl roCyJapCTBEHHBIX U MYHUIUMNAIbHBIX HY* A" [IpaBuTen»cTBO
Poccuiickoit denepanuu NOCTaHOBIISIET:

1. YcTaHOBHTB, UTO IS IIEJIEH OCYIIECTBIEHHUS 3aKyIOK JIEKAPCTBEHHOTO TMpemnapara, BKIIOYEHHOTO
B TIEPCYCHb JKU3HEHHO HEOOXOMUMBIX H BaXHEHINIMX JIEKAPCTBEHHBIX IMpemaparoB (namee -
JIEKapCTBEHHBIN Tperapar), il 00eCIeueHUus] TOCYJapCTBEHHBIX W MYHHIMMNAIBHBIX HYXZ (C OTHUM
MEXIYHAPOJHBIM HENAaTEeHTOBAHHBIM HAMMEHOBAHHUEM WJIM NPHU OTCYTCTBUU TAaKOTO HAWMMEHOBAaHHUS - C
XUMUYECKUM WM TPYNIHUPOBOYHBIM HAWMMEHOBAHHMEM), SIBIISIFOIIETOCS MPEAMETOM OJHOTO KOHTpPaKTa
(ogHOTO JI0TA), 3aKA34MK OTKJIOHSET BCE 3aiBKU (OKOHYATEIbHBIE MPEIJIOKEHUS), COJEpKaIlIne
MIPENJIOKEHUS O TIOCTaBKE JICKAPCTBEHHBIX MPENapaTroB, MPOUCXOIANINX U3 WHOCTPAHHBIX TOCYIapCTB (3a
MCKJIIOYEHUEM TOCYIapCTB - WieHOB EBpa3uilckoro 3KOHOMHUECKOTO CO03a), B TOM YHCIIE O ITOCTaBKE 2 U
Oosiee JIEKapCTBEHHBIX MPENapaToB, CTPAHON MPOUCXOXKIACHUS XOTsI ObI OJHOTO M3 KOTOPBIX HE SIBISETCS
rocylapcTBO - ujeH EBpa3uiickoro »KOHOMHUYECKOTO COI03a, IPU YCIOBUHM, YTO HA Y4YacTHUE B
OTIpeNIeJICHUN TIOCTaBIIUKAa TOJAaHO HE MEHee 2 3asBOK (OKOHYATEIbHBIX TMPEIIOKECHHI), KOTOphIE
VIOBIETBOPSIOT TPEOOBAHUSIM M3BEIICHUsI 00 OCYIIECTBICHNUHN 3aKyIKU U (MITH) TOKYMEHTAIIUHU O 3aKYIIKe
1 KOTOPBIE OJTHOBPEMEHHO:

Cofiep)KaT TpPEUIOKEHUsT O IOCTaBKE JIEKApPCTBEHHBIX IIPENapaToB, CTPAHOM MPOMUCXOMKIECHUS
KOTOPBIX SIBJISIFOTCS TOCYIapCTBa - WieHbl EBpa3uiickoro 3KOHOMUYECKOTO COI03a;

HE colepKaT MPEeMIOKeHHM O TOCTaBKEe JIGKAPCTBEHHBIX IMIPEMapaToB OJHOTO M TOTO K
MPOU3BOAUTENS JINOO MPOU3BOAUTENEH, BXOASIMIUX B OAHY TPYIINY JIMIl, COOTBETCTBYIOIIYIO MPU3HAKAM,
MPEeNyCMOTPEeHHBIM cTaThelr 9 DenepanbHoro 3akoHa "O 3amuTe KOHKYPEHIMH', MPU COTOCTABICHUH
ATHX 3a8BOK (OKOHYATENBHBIX MPETI0KESHUN ).

1(1). B cimydae eciu mocie OTKIOHEHHs 3asBOK (OKOHYATENIbHBIX MPEIJIOKEHHUI) B MOPSIIKE,
YCTAaHOBJICHHOM ITIYHKTOM | HACTOSIIIEro IMOCTAHOBJIECHHUS, XOTA Obl OAHA 3asBKa (OKOHYATEIbHOE
MPEAJIOKEHNE) COMAEPXKUT TPEAJIOKEHHE O TOCTAaBKE JIEKAPCTBEHHBIX IMIPEMapaTtoB, BCE CTaAUHU
MIPOM3BO/ICTBA KOTOPBIX, B TOM YHUCIJIE€ CHHTE3 MOJEKYJbl JACHCTBYIOIIETO BEHIECTBA MPHU MPOU3BOJCTBE
(bapMaleBTHYeCKUX CYOCTaHIIUN, OCYIIECTBISIFOTCS HA TEPPUTOPUSLX TOCYIApCTB - WieHOoB EBpasuiickoro
HSKOHOMHUYECKOTO CO03a, M TIPU DTOM CBEACHHA O TakuX (QapMaleBTHUECKHX CyOCTaHIUSAX B



YCTAaHOBJICHHOM TOPSIIKE BKJIIOYEHBI B PETHCTPAIMOHHOE JOChE Ha ATH JIEKAPCTBEHHBIE Mpenaparsl, B
OTHOIICHHWU TaKWX JICKAPCTBCHHBLIX MPE€IaparoB IMPUMCHAKOTCA YCIOBHA JOIMyCKa IJid Henef/i
OCYIIECTBIICHUSI 3aKyMOK TOBapOB, MPOUCXOISIIMX M3 HWHOCTPAHHOTO TOCYAapCTBAa WM TPYIIIbI
HHOCTpPAHHBIX TOCyaAapCTB, YCTAaHOBJICHHBIC CbellepaJ'H)HBIM OopraHomMm HCHOJHUATEIbHOMN BJIaCTH,
OCYIISCTBISIOMUM (YHKIIMA TIO BBIPAOOTKE TOCYAAPCTBEHHOW TMOIMUTUKH W HOPMAaTHBHO-IIPABOBOMY
perylupoBaHui0o B cdepe OCYIISCTBICHUS 3aKylOK TOBAapoOB, pabOT, ycayr uisi oOecredeHus
TOCYAapCTBEHHBIX M MYHUITUTIAIBHBIX HYK]I.

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

1(2). IloaTBep:kIeHHEM COOTBETCTBUS JIEKAPCTBEHHOIrO Ipemapara U  (hapMaleBTU4YecKon
cyOcTaHmuu TpeOOBaHUSM, YKa3aHHBIM B TyHKTe 1(1) HAcTOSIIEro IMOCTAHOBIICHUS, SBISICTCS
JEKJIapUpPOBaHNE YUYACTHUKOM 3aKyIKU B 3asiBKE (OKOHUATEIIbHOM MPEATIOKEHUH) CBEICHH O JOKYMEHTE,
MNOATBEP)KIAIOIIEM COOTBETCTBUE IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB JUISI MEIULUHCKOIO
npuMeHeHuss TpeOoBaHusM IlpaBun Haanmexamied MNPOU3BOACTBEHHOM mpakTuku EBpasuiickoro
HKOHOMHUYECKOTO CO03a, yTBepxAeHHbIX Permenunem CoBera EBpa3uiickoit 5JKOHOMUYECKOM KOMUCCUU OT
3 wmostO6pss 2016 . N 77 "OO6 yrBepkaenuu [lpaBun Hammexamiedl NPOU3BOACTBEHHOW MPAKTUKH
EBpasuiickoro skoHomuueckoro coro3a", mnu IlpaBun Haanexamied NpPOU3BOACTBEHHONW NPAKTUKH,
YTBEPKICHHbIX MUHUCTEPCTBOM MPOMBIINIIEHHOCTH U ToproBiu Poccuiickori  ®enepanuu B
COOTBETCTBUH ¢ yacThio | crarbu 45 @enepanbHoro 3akoHa "OO6 oOpalieHuH JIeKapCTBEHHBIX CPEACTB", U
CBEJICHUN O JOKYMEHTE, COEpXkAIIEM CBEIACHUS O CTAaAUSAX TEXHOJIOTMYECKOro Mpouecca MpOU3BOACTBA
JIEKapCTBEHHOTO CpEACTBAa Ul MEIUIMHCKOIO IPUMEHEHUS, OCYIIECTBISEMBIX Ha TEPPUTOPUU
EBpasuiickoro s5KOHOMHUYECKOTO COI03a (B TOM YHCIIE O CTaUAX MPOU3BOACTBA MOJIEKYJIbI IEHCTBYIOIIETO
BemecTBa (hapManeBTUYECKON CyOCTaHIMM), BbIIaBAeMOM MHHHCTEPCTBOM MPOMBIIIICHHOCTH |
toprosiu Poccuiickoit @enepaiiuy B yCTAaHOBICHHOM UM MOPSIIKE.

(m. 1(2) BBenen IlocranoBnenuem [IpaButenscta PO ot 12.05.2018 N 572)

2. HOI[TBep)KI[CHI/IeM CTpaHbl MPOHUCXOXKACHUA JICKAPCTBCHHOT'O IIpliapara ABJIACTCA OAHWH U3
CIICAYIOMUX NOKYMCHTOB:

a) cepTupUKaT O TPOMCXOKACHUU TOBAapa, BbIIABAEMBIH  YIOJIHOMOUYEHHBIM  OpraHOM
(opranm3arnueii) rocyaapcTsa - wieHa EBpa3uiicKoro 3JKOHOMHUYECKOTO COr03a 1Mo (popme, YCTaHOBICHHOU
[TpaBuiiaMu onpeneseHns CTpaHbl MPOMCXOXKIEHUS TOBApOB, SBISIOLIMMUCS HEOTHEMIIEMOM 4YacTbIO
Cornamenus o [IpaBunax onpeneneHus crpaHbl MpoucxoxkaeHus Toapos B Conpyxectse HezaBucumbix
Tocynapcte ot 20 HosOps 2009 T, M B COOTBETCTBUH C KPHUTEPHUSIMHU OIPEICICHHUS CTPaHBI
IIPOUCXOXKACHUS TOBAPOB, MPEAYCMOTPEHHBIMHU yKa3aHHbIMU [IpaBuiiamus;

0) 3aKJIOYEHUE O MOATBEPKICHUM IPOU3BOJICTBA MPOMBIIUIEHHONW MPOXYKIHM Ha TEPPUTOPUHU
Poccuiickoir ®denepauyu, BblAaBaeMoe MMHHMCTEPCTBOM IPOMBILIIEHHOCTH U TOprosiau Poccuiickon
@enepaunn B cOOTBETCTBUU C [IpaBunamu BblIa4M 3aKIHOUEHUS O IMOATBEPKIACHUM IIPOU3BOICTBA
IIPOMBIIUICHHOM  NpoayKuMu Ha  Teppuropun  Poccuiickorr — denepanuu,  yTBEP:KICHHBIMU
nocraHoBineHueM lIpaBurenbctBa Poccuiickoit ®Pepepanmuu ot 17 wmona 2015 o N 719 "O
NOATBEPKIACHUM [TPOU3BOACTBA IPOMBIIIJIEHHON POAYKIUHU Ha Tepputopun Poccuiickoit denepanun’.

(1. 2 B pen. IlocranoBnenus [IpaButensctea PO ot 12.05.2018 N 572)

3. Ilpu 3aKkiro4eHHH M HCHOJIHEHUH KOHTPAKTa, MNPEAMETOM KOTOPOIro SBISIETCS IOCTaBKa
JIEKapCTBEHHOTO  Ipemapara ¢  COOJIIOACHMEM OrpaHMYEHHUIl, MpPeIyCMOTPEHHBIX  HACTOSIIUM
MIOCTAHOBJICHUEM, HE JIONYyCKAaeTCs 3aMEHa JIEKApCTBEHHOI'0 Ipenapara KOHKPETHOTO POU3BOAUTEINS WU



CTpaHbl C€T0 IIPOUCXOXKICHHA, YKA3aHHBIX B 3a4BKC (OKOH‘-IB.TCJ'IBHOM HpeIIJ'IO)KeHI/II/I), co;[epxcameﬁ
MPEAIIOKEHUC O MOCTABKE JICKAPCTBCHHOT'O IIpCIiapara.

4. B ciyuae ecnu 3asBKa (OKOHYATEIbHOE MPEIOKEHHE), COACpPIKaIas MPEIIOKEHNUE O TIOCTaBKe
JICKapCTBEHHOTO Ipernapara, MHPOMCXOASANICT0 W3 WHOCTPAHHOTO TOCylapcTBa (32 HCKIIOYCHUEM
roCy1apcTB - WieHOB EBpa3suMiiCKOr0 KOHOMHYECKOTO CO03a), HE OTKJIOHSETCS B COOTBETCTBUH C
YCTAaHOBJICHHBIMH HACTOAIIUM IMOCTAHOBJICHUCM OTPAHUYCHHUAMU, MPUMCHAIOTCS YCJIOBHUA OOIIYCKa IJIA
1eJIei OCYIICCTBICHUS 3aKyIOK TOBAapOB, MPOMCXOASIIMX M3 WHOCTPAHHOTO TOCYIApCTBA WIIM TPYIIIIbI
HHOCTPAHHBIX TOCYyAapCTB, YCTAaHABJIIMBACMBLIC q)ellepaHBHBIM OopraHom HUCIOJHUTEIBHOU BJIaCTH,
OCYIICCTBISIONMM (DYHKIIMK IO BBIPAOOTKE TOCYIAPCTBEHHON MOJUTHKA W HOPMATHBHO-IIPABOBOMY
peryaupoBaHui0 B cdepe OCYIISCTBICHHUS 3aKyllOK TOBapoB, padOT, ychnyr s oOecredeHus
rOCYAapCTBEHHBIX M MYHHIIUTIAIbHBIX HYXK]I.

(B pen. [TocranoBnenus IIpasurenscrea PO ot 30.05.2017 N 663)

5. YcraHoBieHHBIC HACTOAIIUM IMOCTAaHOBJICHUCM OTI'PaHUYCHHA HE IPUMCHAIOTCA B CIIy4dac:

OCYIIECTBIICHUSI 3aKyINOK JIEKQpPCTBEHHBIX IPENaparoB, MPOUCXOMSAIIUX W3 HHOCTPAHHBIX
roCylapcTB (3a HCKIIOYEHHEM TOCYlapcTB - UJIEHOB EBpa3suilckoro 3KOHOMHYECKOTO CO103a), B
OTHOIIIEHWH KOTOPBIX Ha TEPPUTOPHUSAX TOCYIapcTB - 4WieHOB EBpa3miickoro 3KOHOMHYECKOTO CO03a
OCYILECTBIIAIOTCS UCKIIIOUUTENIFHO NIEPBUYHAsL YIIAKOBKA M BTOpUYHAs (MOTpeOUTEeNbCKasl) yIaKOBKa UIIH
BTOpHYHAs (IMOTpeOUTENhCKasl) YIIAKOBKA JIEKAPCTBEHHBIX MpEnaparoB ¢ 00€CIeYeHNEM BBIITYCKAIOIIETO
KOHTPOJISL UX KauecTBa, - 10 31 nexadpst 2016 . BKIIOUUTENBHO;

pasmemiennss Ha oduumanbHoM  caiite  Poccuiickoii  ®emepanmu B MH(POPMALMOHHO-
TEJICKOMMYHHUKAITMOHHOW ceTn "VHTepHeT" misa pasMmenieHus WHOOpPMAIMK O pa3MEINICHUH 3aKa30B Ha
MOCTaBKH TOBAapOB, BBIMIOJHEHHWE pAabOT M OKa3aHWE YCIYyT W3BEUICHWH 00 OCYHIECTBICHHH 3aKyIOK
JIEKapCTBEHHBIX IMPENaparoB WM HANpPABICHUS MPUIIALICHUM HNPUHATh YYacTUE B OIpPENEICHUU
MOCTaBUIMKA 3aKPBITBIM  CIIOCOOOM, OCYHIECTBICHHBIX JIO BCTYIUIGHHS B CHJIy HACTOSIIETO
MIOCTAaHOBJICHUS;

OCYIIECTBIICHUS 3aKyIOK JEKapCTBEHHBIX MPENapaToB 3aKa3uyMKaMH, YKa3aHHBIMU B 4acTH | cTarbu
75 ®enepanbHoro 3akoHa "O KOHTPAaKTHON cucTeMe B cdepe 3aKylmoK TOBapoB, padOT, yCIyr Ui
o0ecrieueHnst TOCYIapCTBEHHBIX 1 MyHHLMIAIBHBIX HYKA', HA TEPPUTOPUU HHOCTPAHHOTO TOCYIapCcTBa
JUTsT 00ECTIEYCHNUSI CBOCH JICATEIILHOCTH Ha ATON TEPPUTOPHUH.

[Ipencenarens [IpaButenscraa
Poccuiickoit ®enepanuun
AME/IBEJIEB




