[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

MPABUTEJTIHCTBO POCCUMCKOIT ®EJIEPAITAN

IIOCTAHOBJ/IEHUE
ot 30 Hosiopa 2015 r. N 1289

OBb OTPAHUYEHHMAX 1 YC/IOBUAX
JOIIY CKA IMPOUCXOJAIINX U3 NTHOCTPAHHBIX 'OCYJAPCTB
JIEKAPCTBEHHBIX ITPEITAPATOB, BK/TFOUEHHBIX B ITEPEYEHD )KU3HEHHO
HEOBXO/MIMbBIX Y BAXKHEWIINX JIEKAPCTBEHHBIX IIPEITAPATOB, JIJIS1 LIEJTEM
OCYHIECTBJ/IEHHMA 3AKYIIOK /11 OBECIIEYEHMA I'OCYJAPCTBEHHBIX
1 MYHUIIUIIAJIBHBIX HY XK/

CrHCOK M3MEHSIIOIHX I0KYMEHTOB
(B pen. ITocranoBnenwii [IpaButensctea PO or 30.05.2017 N 663,
or 12.05.2018 N 572)

B cootBerctBuu co cratbeit 14 ®epmepanbHoro 3akoHa "O KOHTPAkTHOW CHCTeMe B cdepe 3aKyroK TOBapoB, paboT, yciayr st
obecrieueHns1 roCyAapCTBEeHHBIX M MyHULMINAMbHBIX HyX7'" [IpaBuTenscTBo Poccuiickoil deepariyi IOCTaHOBIISET:

1. YcraHoBWUTH, 4YTO /ISl LieJiedl OCYIECTB/IEHHS] 3aKYIOK JIEKAPCTBEHHOTO IIperapara, BK/IIOYEHHOIO B TIlepeueHb JKU3HEHHO
HeoOXOAUMBIX W Ba)KHEHIIMX JIeKapCTBEHHBIX IPErapaTroB (jjajee - JeKapcTBEHHbI mperapar), jyis obecreueHus] rocyjapCTBEHHBIX W
MYHHLMIAMBHBIX HYXZ (C OfHUM MeX/[yHapOJHBIM HelaTeHTOBaHHBIM HAVMEHOBAHWEM WM MPU OTCYTCTBHUM TAKOTO HaMMEHOBAaHUS - C
XUMUYECKAM WM TPYIITMPOBOYHBIM HAUMEHOBAHHEM), SIBJISIFOLLErOCs MPeJMeTOM OJHOrO KOHTpaKTa (Of{HOrO JIOTa), 3aKa3uMK OTKJIOHSET BCe
3asiBKM (OKOHYaTe/IbHbIEe MPEIJIOKEHHT), COZiepIKalLiyie MPe//IOKEHHUsI O IT0CTaBKe JIeKAPCTBEHHBIX MPeriapaToB, IPOMCXOAALIMX U3 NHOCTPAHHBIX
rocyzapeTB (3a UCK/IIOYeHHEeM roCyapcTB - wieHoB EBpa3Hiickoro 3KOHOMHUUECKOro COk3a), B TOM YMCIIe O TOCTaBKe 2 U GoJiee JieKapCTBEHHbIX
IIperapaToB, CTPAHOW MPOMCXOKAEHHs XOTs Obl OJHOrO0 M3 KOTOPHIX He SIB/ISIeTCS] TOCYAApCTBO - uieH EBpasuiicKoro SKOHOMHUECKOro COro3a,
MpY YCJIOBMHM, YTO Ha ydyacTHe B OINpE/eJeHHH IIOCTaBLjMKA IOJAHO He MeHee 2 3asBOK (OKOHYATe/IbHBIX MPEeIJIOKEHHHH), KOTOpble
V/OBJIETBOPSIFOT TPpeOGOBaHUSM M3BelLieHHs 00 OCYILieCTB/IEHUH 3aKYTIKU U (M/IH) JOKYMEHTALMH O 3aKYIIKe U KOTOpble OJHOBPEMEHHO:

cozieprKaT TNpeJyIoXKeHHsT O IOCTaBKe JIeKapCTBEHHBIX IPerapaToB, CTPAHOM MPOMCX0XK/EHHsI KOTOPBIX SIBJISIIOTCS TOCYAapCTBa - WIeHbI
EBpasniickoro 5SKoHOMI4eCKOTro COr03a;

He COfiep)KaT MpeJJIoKeHHWi O TMOCTaBKe /1eKapCTBEHHBIX IPErapaTtoB OJHOTO M TOTO JKe MPOM3BOAWTeNs b0 Mpou3BofuTENeH,
BXOJAILMX B OfjHY TPYIIIY JIML, COOTBETCTBYIOLYIO TIPU3HAKaM, IPeyCMOTPeHHbIM cTathell 9 PesiepanbHOro 3akoHa “O 3aljyuTe KOHKYpeHIuH",
1P COMOCTAB/IEHHUH 3THX 3asBOK (OKOHYATE/IBbHBIX TIPe/JIOKEHHH).

1(1). B ciyuae eciu mocsie OTKJIOHEHHS 3asiBOK (OKOHUATe/bHBIX TPEeJIOKEHNi) B MOPsi/Ke, YCTAaHOBJIEHHOM MyHKTOM 1 Hacrosijero
MOCTAHOB/IEHUs], XOTs Obl OfjHA 3asiBKa (OKOHYaTe/lbHOe TNpe/IoKeHUe) COZePXKUT TPe/IoKeHHe O MOCTaBKe JIeKapCTBeHHBIX MPerapaToB, BCe
CTaJWH1 MPOM3BOACTBA KOTOPBIX, B TOM UMC/Ie CUHTe3 MOJIEKY/Ibl [eHCTBYIOLEro BelecTBa TP MPOM3BOACTBe (hapMalleBTUUeCKHX CyOCTaHLI,
OCYILIECTB/ISIIOTCST Ha TEPPUTOPHSX TOCYAApCTB - uieHOB EBpa3suiiCKOro SKOHOMHYECKOTO COr03a, W TPH 3TOM CBEJEHHs O TaKux
(bapmMarieBTHUECKUX CYOCTAaHLMSX B YCTAaHOBJIEHHOM IOpsiZKe BK/IIOUEHbl B PErMCTPALIOHHOE [I0Che Ha 3TH JIeKapCTBEHHbIE Iperiaparsl, B
OTHOLLIEHNH TAKWX JIeKapCTBEHHBIX PerapaToB MPUMEHSIFOTCS YCIOBHS [OMyCKa /ISl LieJiei OCyILeCTB/IeHHs 3aKyTIOK TOBAapOB, TIPOMUCXOASLIUX
W3 WHOCTPAHHOIrO TOCYAApCTBA WM TPYIIbl MHOCTPAHHBIX TOCYAApCTB, yCTaHOB/EHHbIE (esiepajbHBIM OpPraHOM HCIIOJHUTEBHON BIAcTH,
OCYILLIECTB/ISIOUINM (pYHKLMH 10 BBIPAGOTKE rOCYAApCTBEHHOMN MOMMTHUKKA W HOPMAaTHBHO-TIPABOBOMY DEry/IMPOBAHKIO B Ccepe OCYIeCTBIeHHs
3aKyIOK TOBapoB, paboT, yCayr A/1si 06ecrieyeH s roCyjapCTBEHHBIX U MYHULIAMAIBHBIX HYX].

(m. 1(1) BBegen [Mocranosnennem IIpaBurenscrea P® or 12.05.2018 N 572)

1(2). ToaTBep>kAeHNEM COOTBETCTBUS JIEKAPCTBEHHOTO Tperaparta W (apMaljeBTHUYeCKoi cybcTaHii TpebGOBaHMSAM, yKa3aHHBIM B
nyHkTte 1(1) HacTosiLero MOCTaHOB/EHHS, SIB/ISIETCS JeK/IapUpOBaHKe YUaCTHUKOM 3aKYIKH B 3asiBKe (OKOHYaTe/lbHOM IPe/JIOKEeHHH) CBefjeHUi
0 [IOKyMeHTe, IOATBEP)KAAIOIIleM COOTBETCTBME IIPOM3BOAUTE/SI JIeKapCTBEHHLIX CPeZCTB AJIsI MEeAWULMHCKOrO IIpUMeHeHHsI TpeboBaHWSIM
ITpaBu/ Hajyle)xallleil TPOU3BOACTBEHHON NPaKTHKM EBpasMiickoro SKOHOMHYeCKOTO CO03a, YTBep)KAeHHbIX Pemtennem Cosera EBpasuiickoit
3KOHOMHUecKoi Komuccun ot 3 Hosiopst 2016 r. N 77 "O6 yreepkgenunt [IpaBus Hajuiexariell MpOM3BOJCTBEHHOMN MpaKTHKK EBpasuiickoro
9KOHOMHUECKOro coro3a”, win IlpaBui Hazjexaireil TpOM3BOACTBEHHON ITPAaKTUKH, YTBEp K/eHHBIX MUHHCTePCTBOM IIPOMBIIUIEHHOCTH U
ToproBiu Poccuickoit defepaliii B COOTBETCTBUM C uacThio 1 ctathu 45 DegepasnbHoro 3akoHa "O6 obpalljeHHH JIeKapCTBEHHBIX CPeACTB”, U
CBeJIeHNII O /IOKyMeHTe, COJep’KallleM CBeJeHHs O CTafiusX TeXHOJOTHMYeCKOro TIpoljecca MPOM3BOACTBA J1€KapCTBEHHOIO CpeACTBa [JIs
Me/JULIUHCKOr0 NPUMEHEeHHs], OCYILIeCTB/IsIEMbIX Ha TePPUTOpPUH EBpasuiickoro 3KOHOMHUYECKOro Coo3a (B TOM UYKC/Ie O CTaJysIX MPOH3BOACTBA
MOJIEKY/IBl  [IeHCTBYIOIero BeijecTBa (apMaiLieBTUUeCcKON CyOCTaHLM), BblJaBaeMOM MUHHCTEPCTBOM TIPOMBIIIIEHHOCTH W TOPTOBIIH
Poccuiickoii ®efiepaliiv B yCTaHOBIEHHOM UM TIOPSIZIKe.

(m. 1(2) BBenen [Nocranosnennem IlpaBurenscrea P® or 12.05.2018 N 572)

2. TloxTBep)KAEHNEM CTPaHBI TIPOUCXOXKIEHUS JIEKapCTBEHHOT'O TIperiapaTa sIB/sieTCsl OAWH U3 CIe/yIOLIUX JOKyMeHTOB:

a) cepTH(UKaT O TPOMCXOKAEHWH TOBapa, BbHIJABAEMbIH YIIOMHOMOYEHHBIM OpraHoMm (opraHu3aijieidl) TrocyzapcTea - uYieHa
EBpasuiickoro 5KOHOMUYECKOro Cor03a 1o (opMe, YCTaHOBIEHHOH [IpaBUiamMy oripe/ie/ieHHsi CTpaHbl POUCXOK/IEHHST TOBAPOB, SIBJISTFOLIIMUCS
HeoTbemsIeMol yacThio CorvarieHus o [IpaBuiax onpeziesieHHs! CTpaHbl POMCXOXKeHNsT ToBapoB B CozpykectBe He3aBucumbix I'ocynapcts ot
20 Hosi6pst 2009 r., ¥ B COOTBETCTBHUM C KPUTEPHSIMU OTIPEJe/eHHs] CTPAHbI MPOUCXOXKIEHHS TOBAPOB, TIPENYCMOTPEHHBIMH yKa3aHHBIMU
IIpaBunamy;

6) 3aksiroueHMe O MOJTBEP)KAEHUU MPOM3BOJCTBA MPOMBIIIJIEHHOH MPOAYKLMK Ha TeppuTopuu Poccuiickoll ®efepaliuy, BblgaBaeMoe
MUHICTEPCTBOM TPOMBILUIEHHOCTM M ToproBnu Poccuiickoit Pefepaliii B COOTBETCTBMM C IIpaBWiaMM Bbljaudl 3aK/IHOYEHHs O
TIOATBEP)KAEHNN TIPOM3BOJCTBA TPOMBIIIIEHHON TPOAYKLMK Ha Tepputopun Poccuiickoii defeparuy, yTBeP)KAEHHBIMU I10CTAaHOBJIEHHEM
IMpaeutenbctBa Poccutickoit ®@emepaipn ot 17 utonst 2015 r. N 719 "O mopgTBep>KAeHHUM MPOW3BOACTBA MPOMBILIEHHON TPOAYKLUU Ha
Tepputopru Poccuiickoit ®epepariin”.

(m. 2 B pen. TTocranosnenust [IpaButenbctea PO ot 12.05.2018 N 572)
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3. I1py 3aK/IIOUEHNH Y WCIIO/HEHWH KOHTPAKTa, NIPeMETOM KOTOPOIO SIB/ISIeTCsl TOCTaBKa JIeKapCTBEHHOIO Mperapara ¢ cob/moseHneM
OrpaHUYeHUH, MpeJyCMOTPEHHbIX HACTOSIIUM II0CTaHOBJIEHUEM, He J[OIyCKaeTCsi 3aMeHa JIeKapCTBEHHOrO IIpeflapata KOHKDETHOIO
TIPOM3BOAMTENS WM CTPAaHBl €ro TNPOMCXOXKZEHHs, YKa3aHHbIX B 3asBKe (OKOHYAaTe/JbHOM TIPeIJIOKEeHHH), COAepiKalllel TNpesioKeHHe O
0CTaBKe JIeKapCTBEHHOIO IIperapara.

4. B cnyuae ecnu 3asiBKa (OKOHUATelbHOE MPEAIOXKEHHE), COZEPXKALasi MpeJIoKEeHHe O IMOCTAaBKe JIeKAPCTBEHHOrO Iperapara,
MPOMCXOASALIEr0 M3 MHOCTPAHHOTO TOCYJApCTBa (33 MCK/IIOYEHHEM TIOCY[apcTB - 4ieHOB EBpasHiicKoro 35KOHOMMYECKOTO COr03a), He
OTKJIOHSIETCSI B COOTBETCTBUM C YCTAHOB/IEHHBIMU HACTOSILLIAM OCTAHOB/IEHHEM OTPAHHUYEHHSIMH, PUMEHSIIOTCS YCIOBUSL J0TYCKa Jiist LieJie
OCYIL|eCTB/IEHHS 3aKyIOK TOBApOB, MPOUCXOASLIMX M3 UHOCTPAHHOIO rOCYJapcTBa WM IPYIIbl MHOCTPAHHBIX TOCYAApCTB, yCTaHAB/IMBaeMble
benepanbHBIM  OPraHOM — WCTIONHUTENLHOM — BJIACTH, OCYIECTBAIOLMM (YHKLUM [0 BbIPAOOTKE TIOCYZAPCTBEHHOW TIONMTHKH W
HOPMATHBHO-TIPABOBOMY DETY/JMPOBAHUIO B C(epe OCYIIECTBIEHUs 3aKYNOK TOBapOB, paboT, yciyr s obecrieueHds: TOCYAApCTBEHHBIX W
MYHULIMITATBHBIX HYX.

(B pea. locranosnenust [IpaButenscrea PO or 30.05.2017 N 663)

5. YcraHoB/IeHHbIE HACTOSALLIMM ITOCTAaHOBJ/IEHWEM OrpaHWYeHMsI He TIDUMEHSIFOTCS B C/Tydae:

OCYILECTB/IEHHs] 3aKYTIOK JIEKAPCTBEHHBIX TIPEaparoB, MPOUCXOASIIMX M3 MHOCTPAHHBIX IOCYNAPCTB (32 MCK/IFOUEHHeM TOCYAApCTB -
yseHOB EBpa3uiicKoro 5KOHOMHUECKOTro COH03a), B OTHOLIEHWH KOTOPBIX Ha TEPPUTOPHSIX TOCYAAPCTB - 4eHOB EBpa3Hiickoro SKOHOMHUYECKOro
COM03a OCYIIECTB/ISIOTCS UCK/TIOUMTEIbHO MepBUYHAs YITaKOBKAa M BTOpUYHasi (MOTpeOuTe/bCKas) YIakoBKa MIM BTOPUYHAs (MOTpebUTebCKast)
yI1aKOBKa JIEKapCTBEHHBIX TIPerapaToB C 00ecrieyeHreM BBITYCKAIOIero KOHTPOJSI MX KadecTsa, - 0 31 nekadbpst 2016 r. BK/IFOUHTESTBHO;

pasMelljeHHsi Ha o¢uIManbsHOM caiite Poccuiickoii Pefepaiy B MH(OPMAaIMOHHO-Te/IleKOMMYHUKALIMOHHON cetn "VIHTepHeT" f/1s1
pasMmellleHust HH(OpMaL{i 0 pa3MelljeHUH 3aKa30B Ha TI0CTaBK{ TOBapOB, BBINOIHEHHEe paboT 1 OKa3aHUe YC/IyT M3BelleHHi 06 oCylecTBIeHNH
3aKyIOK JIEKaPCTBEHHBIX IPerapaToB WM HalpaB/eHus MPUIVIALIeHWH MPUHATH yyacTHe B OMNpeje/leHNH IMOCTABLIMKA 3aKPBITHIM CIOCOOOM,
OCYIIeCTBJIEHHBIX 10 BCTYIUIEHUSI B CHJTy HAaCTOSIIIETO TIOCTAHOB/IEHNS,

OCYIL{eCTBJIEHHs] 3aKyIOK JIeKAPCTBEHHbIX IIPErapaToB 3aKa3uMKamH, yKa3aHHbIMK B yactd 1 craten 75 ®PegepanbHoro 3akoHa "O
KOHTPAKTHOMW crcTeMe B c(epe 3aKyroK TOBapoB, paborT, yciyr fisi obecriedeHust rocyfapCTBEeHHbIX M MYHHLMIAIBHBIX HYX/', Ha TEPPUTOPUH
HMHOCTPAHHOIO rOCYAApCTBa /15 00ecriedeHHsi CBOel JesiTe/IbHOCTH Ha TOW TepPPUTOPHH.

IIpencenarens IIpaBuTenscTBa
Poccuiickoii denepanuu
O.MEJIBEJJEB
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