INPABUTEJILCTBO POCCHUMICKOH ®EIEPAIIAN
IIOCTAHOBJIEHHUE

ot 12 mag 2018 r. Ne 572

MOCKBA

O BHeceHnH H3MeHeHUl B noctaHoBJenne [IpaBuTteibcTBa
Poccniickol @enepanun ot 30 nosiops 2015 r. Ne 1289

IlpaBurensctBO Poccuiickont @enepalii MO CTAHOBJA A €T :

1. YTBepaurh mpuiaraeMble  U3MEHEHHS, KOTOpble BHOCATCA B
noctaHoBiieHue IlpaButenscrBa Poccuiickoit ®eneparnuu ot 30 HosOps 2015 r.
Ne 1289 "O6 orpaHMYeHHSX W  YCIOBHSAX JOMYyCKa IMPOUCXOASIIMX
M3 WHOCTPaHHBIX TOCYHapCTB JEKApCTBEHHBIX IPENapaTroB, BKIOYEHHBIX
B IIepeueHb OJKU3HEHHO HEOOXONUWMBIX M BaKHEHIINX JIeKapCTBEHHBIX
npenaparoB, Ui LieJleM  OCYyIIeCTBIEHHS 3aKylnoK Mjs  obecredeHHs
rOCyJapCTBEHHBIX M MyHULMNAIBHBIX Hyx71"' (CoOpaHne 3aKOHOAATENbCTBA
Poccuiickoit ®enepaunu, 2015, Ne 49, ct. 6981; 2017, Ne 23, cT. 3359).

2. Hacrosmmee moctaHoBieHue BCTynaeT B cwity ¢ 1 sHBaps 2019 r. u
OpPUMEHSETCd K OTHOLIEHHSAM, CBSA3aHHBIM C OCYUIECTBJICHHEM 3aKYIIOK
JIEKapCTBEHHBIX  IpENapaToB, BKIIOYEHHBIX B  IepedeHb  JKU3HEHHO
HEOOXOAUMBIX M BaXHEHIIMX JIEKApCTBEHHBIX MpENapaToB, s 00eCleYeHns
rOCYyapCTBEHHBIX M MYHHLIMNAIbHBIX HYXJ, W3BelIeHHs 00 OCYIIeCTBIIEHHH
KOTOPBIX pa3MEILIEHbl B €AUHON MH(OPMaLMOHHON cHcTeMe B cepe 3aKymoK
1160 NpUrnalieHus MPUHATH yyacTHe B OIpeNeNIeHHH IOCTaBIIMKAa KOTOPBIX
HaIpaBJIEHBI NTOCNE YKa3aHHOW JIaThl.
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YTBEPX/IEHbBI

nocraHosieHueM [IpaBurenbcTBa
Poccuiickoit @enepanuu
ot 12 Maz 2018 r. Ne 572

N3IMEHEHMAI,

KOTOpbIe BHOCATCA B nocTaHoBjaeHHe IIpaBuTenberBa
Poccniickoii ®enepanun ot 30 HoaOpa 2015 r. Ne 1289

1. Jomonuuts myHkrame 1' u 12 CIEAYIOLIETO CONCPIKAHUS:

"1''"B cmydae ecnm Imoclie OTKIOHEHHS 3asBOK (OKOHYATENbHBIX
NpeNJOKEHUH) B TOpAOKE, YCTAHOBJIEHHOM IIyHKTOM 1 HacTosmiero
IIOCTaHOBJIEHUS, XOT OBl OJHa 3asBKa (OKOHYATEIHFHOE IPEIJIOKEHHUE)
COEPXUT IPEIJIOKEHHE O IIOCTaBKE JIEKAPCTBEHHBIX MpPENaparoB, BCE CTaUU
MPOU3BOACTBA KOTOPHIX, B TOM WYHCJI€ CHHTE3 MOJEKYJbl ACHCTBYIOLIETO
BelllecTBa npu IIPOU3BOACTBE bapmalieBTHYEeCKUX cyOcraHIui,
OCYIIECTBIIAIOTCS Ha TEPPUTOPHUSAX TOCyIAapcTB - 4WiIeHOB EBpasuiickoro
SKOHOMHYECKOI'O0 COK3a, U NPH 3TOM CBEJEHUS O TaKUX (hapManeBTHUECKUX
CyOCTaHLIUMAX B YCTAaHOBIIEHHOM IOPSIAKE BKIIFOYEHB! B PETUCTPAIIMOHHOE JOCHE
Ha O3TH JIEKapCTBEHHBIE IIperapaTbl, B OTHOHIEHUMM TaKHX JIEKapCTBEHHBIX
[IpenapaToB INPUMEHSIOTCS YCIOBUS JOMycKa i LeNned OCyIeCTBICHHS
3aKyIOK TOBAapOB, NPOUCXOSAIINX U3 MHOCTPAHHOTO TOCyAapcTBa WUJIU I'PYIIIbI
MHOCTpaHHBIX  TOCYyJapCTB, YyCTaHOBJEHHBbIe  (peepalbHBIM  OPraHoOM
UCIIONHUTENBHON BJACTH, OCYIIECTBISIOMM (GYHKIMH 10  BeIpaboTKe
roCyJapCTBEHHOM TOJUTUKA M HOPMaTHBHO-NPABOBOMY pPETyJIHPOBAHUIO B
cepe OCYILIECTBIEHUS 3aKyNOK TOBapoB, paboT, yciayr s oOecreuyeHHus
rOCyAApCTBEHHBIX U MYHULIMNTAJIBHBIX HYXK/I.

1% IlonTBepxaeHHEM COOTBETCTBHS JIEKAPCTBEHHOTO Tipernapara u
dapMaLleBTHUECKOM CyOCTAHIMM TpeGOBaHHSIM, YKasaHHBIM B myHKTe 1'
HaCTOSLIETO MOCTAHOBIICHUS, SBJISIETCS JEKJIApPUPOBAHUE YYACTHUKOM 3aKYIKH
B 3asiBKe (OKOHYATEeIbHOM IIPEAJOKEHHWHU) CBEJAeHHH O JOKYMEHTe,
IIOATBEPXKIAIOIIEM COOTBETCTBUE MPON3BOAUTENS JIEKAPCTBEHHBIX CPEICTB JJIst
MEULIMHCKOTrO npuMeHeHus TpeboBanusM [IpaBun Hagiexarei mporu3BoACTBEHHOM
IIpakTUKH EBpa3suiickoro 3KOHOMHYECKOTO COr03a, YTBEPXKAEeHHBIX PemieHueM
Cosera EBpasmiickoii 3KOHOMHYECKOH KOMHCCHH OT 3 Hosiops 2016 . Ne 77
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"O6 yrtBepxaeHun llpaBun Hamnexameld MNPOW3BOJACTBEHHON MPaKTHKU
EBpasuiickoro skoHomHuueckoro coro3a", wiaum IlpaBun  Haiexamen
MTPOU3BOACTBEHHON IIPaKTHKH, YTBEP)KACHHBIX MunuctepcTBoM
NPOMBIIIUIEHHOCTH KU ToproBinu Poccuiickoit ®enepanyi B COOTBETCTBHH C
gacteto 1 crateu 45 DenepanpHoro 3akoHa "OO oOpallieHUU JeKapCTBEHHBIX
cpeAcTB", W CBeIEHHN O [IOKYMEHTE, COAEPXAIleM CBEACHUS O CTajusx
TEXHOJIOTMUECKOI0 Ipolecca MpPOM3BOJACTBA JIEKAPCTBEHHOIO CpeAcTBa Ul
MEIUIIMHCKOrO0 MPUMEHEHHUS, OCYILECTBISIEMBIX Ha TeppuTOpuH EBpazuiickoro
SKOHOMHYECKOTO CO103a (B TOM HHCIE O CTagusX IMPOU3BOJICTBA MOJEKYJIBI
IOEeHCTBYIOIIero BellecTBa ¢apMaleBTU4eckoil cyOcTaHLMM), BbiIaBaEMOM
MuUHHUCTEPCTBOM TNPOMBILIUIEHHOCTH U ToproBiu Poccuiickoil denepauuu B
YCTaHOBJICHHOM UM Topsiiike.".

2. IIyHKT 2 A310KHUTH B CIEAYIOIEN peaaKIUu:

"2.TloaTBepKI€eHHEM  CTpaHbl  IMPOHUCXOXKACHUSA  JIEKapCTBEHHOI'O
npernapara sBIeTCS OJUH U3 CICIYIOINX JOKYMEHTOB:

a) cepTu(UKaT 0 MIPONCXOXKIECHUN TOBapa, BbIIaBa€MBbIH
YIOJIHOMOYEHHBIM  opraHoM (opraHu3alnuei) rocyjaapctBa -  4j€Ha
EBpa3smiickoro 3koHOMHYECKOT0 coto3a 1o ¢opMe, yctaHoBieHHOH [IpaBunamu
onpeJeNeHHs CTPaHbl IPOUCXOXKIECHHS TOBAPOB, SIBIISIIOLIMMUICS HEOTHEMIIEMOMN
yacThlo Cornamenns o IlpaBunax ompeneneHHss CTpaHbl HPOUCXOXKIAECHUS
toBapoB B CojnpyxectBe HezaBucumeix I'ocynapct ot 20 Hosi6ps 2009 1., u B
COOTBETCTBHU C KPUTEPHUSMH OIpeNeNIeHUs CTpaHbl MPOUCXOXKAEHHUS TOBApOB,
NpeayCMOTPEHHBIMU yYKa3aHHBIMU [ IpaBunamuy;

6) 3aKi0oueHre O IIOATBEPXKIEHUHM NPOU3BOJACTBA IPOMBILIJIEHHOM
NpOAyKIMH Ha Tteppuropun  Poccuiickoii  @enepauuy, BblIaBaeMoe
MuUHHCTEPCTBOM IPOMBILIJIEHHOCTH U TOproeiu Poccuiickoil ®enepanuu B
cootBeTcTBUM C IlpaBMnamMm BBIJa4d 3aKIIOYE€HHS O IOATBEPKICHUHU
IpPOW3BOJACTBAa IIPOMBIIUICHHOW MNPOAYKUMH Ha Tteppuropun Poccuiickoit
®enepanyu, yTBEPXKACHHBIMH INOCTaHOBIeHHeM [IpaBurensctBa Poccuiickoi
®enepamuu ot 17 wrong 2015 r. Ne 719 "O nonarBepkKaeHUU NPOU3BOJCTBA
TIPOMBIHUIEHHOW MPOYyKIMHU Ha TeppuTopun Poccuiickoi ®epepanun”.".
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