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[ata coxpaHeHus: 07.02.2023

NMPABUTENbLCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
o1 30 HosI6ps 2015 r. N 1289

Ob OFPAHUYEHUAX U YCNTIOBUAX
AOMNYCKA nponcxogAawmx N3 MUHOCTPAHHbIX TOCYOAPCTB
NNEKAPCTBEHHbIX NMPEMNAPATOB, BKITFOMEHHbLIX B NEPEYEHb XKU3HEHHO
HEOBXOOUMBIX U BAXXHEMLLUX NIEKAPCTBEHHbIX MPEMNAPATOB, ANA LENEN
OCYLLUECTBINEHUA 3AKYINOK ANA OBECIMNEYEHUA TOCYOAPCTBEHHbIX
N MYHULUNATBbHbIX HYXO

CrucoK M3MEHSIOMUX TOKYMEHTOB
(B pen. ITocranosnennii [IpaButenscrBa PO ot 30.05.2017 N 663,
ot 12.05.2018 N 572, ot 03.08.2020 N 1164, ot 28.09.2020 N 1550,
ot 17.02.2022 N 201, ot 16.05.2022 N 883)

B cootBercTBUU co cTaTheli 14 denepanbHoro 3akoHa "O KOHTPAKTHOU CHUCTEME B CPepe 3aKyMOK
TOBapoB, padOT, yCIyr A oOecredeHus] TOCYyJapCTBEHHbIX U MYHUIIMNAIBHBIX HYX1" [IpaBUTETHCTBO
Poccuiickoit deneparum mocTaHOBIISIET:

1. YcTaHOBHTB, 4TO AJIS LENIEN OCYIIECTBIEHUS 3aKYyIIOK JIEKAPCTBEHHOT'O Ipenapara, BKIFOUEHHOTO
B TIepeyYeHb JKU3HEHHO HEOOXOJUMBIX M BaXKHEMIIMX JIEKapCTBEHHBIX IIpernaparoB (Jaiee -
JIEKapCTBEHHbIN mpenapat), JUis o0ecleYeHus] roCyJapCTBEHHBIX M MYHHUIMIIAIBHBIX HYXA (C OAHUM
MEXIYHapOJAHBIM HENAaTEeHTOBAHHBIM HAaMMEHOBAaHHEM WJIM IPU OTCYTCTBMM TaKOTO HaMMEHOBAHMS - C
XMMUYECKMM WM TPYNIHPOBOYHBIM HAMMEHOBAHMEM), SBIISIOLIETOCS IMPEIMETOM OJHOTO0 KOHTpakKTa
(omHOTO JOTA), 3aKa3YUK OTKJIOHSAET BCE 3asiBKM (OKOHYATENbHBbIE MNPEUIOKEHUS), COJeprKaliue
IPEUIOKEHHS O MOCTAaBKE JIEKAPCTBEHHBIX MPENapaToB, MPOMCXOIAIINX U3 HHOCTPAHHBIX TOCYIapCcTB (3a
HCKJIFOYEHHEM TOCYJIapCTB - 4WiIeHOB EBpasumiickoro skoHomMuueckoro coroza u Jloneuxoit Hapomnoi
Pecny6nuku, Jlyranckoit Haponnoii Pecniy6nukn), B ToM yuciie o mocraBke 2 U 6osee JeKapCTBEHHBIX
MIpernapaToB, CTPAHOW MPOMCXOXKIEHUS XOTsS Obl OJIHOTO U3 KOTOPBIX HE SIBJISETCA FOCYIapCTBO - YJIEH
EBpasuiickoro sxoHomuyeckoro coro3a min Jlonernkas Haponnas Pecmy0Omuka, Jlyranckas Haponnas
PecniyOnuka, mpu yciaoBHM, YTO Ha ydacTHE B OIpENEJICHHM IMOCTABIIMKA MOJAHO HE MeHee 2 3asiBOK
(OKOHUATENBHBIX ~ MPEAJIOKEHUH), KOTOpBIE  YIOBIETBOPSIOT  TpeOOBaHHMSIM  M3BEIIEHHS 00
OCYILIECTBICHUH 3aKYNKHU U (MJIM) JOKYMEHTAIUH O 3aKYIIKe U KOTOPbI€ OJTHOBPEMEHHO:
(8B pea. Iocranosnenwuii [IpaButenscrea P® ot 03.08.2020 N 1164, ot 17.02.2022 N 201, ot 16.05.2022
N 883)

COEepKAT MPEIIOKEHHUST O IIOCTABKE JIEKAPCTBEHHBIX IIPENAPATOB, CTPAHOU IPOMCXOKIACHUS
KOTOPBIX SIBJIAIOTCS TOCyJapcTBa - ujieHbl EBpasmiickoro skoHOMHYECKOro coro3a u (wiaum) JloHenkas
Haponnas PecriyOnuka, Jyranckas Haponnas Pecriy6nuka;

(B pen. [Tocranosnenntii [IpaButenscrBa PO ot 17.02.2022 N 201, ot 16.05.2022 N 883)

HE CcoJAepKaT NPEUIOKEHUH O IIOCTaBKE JIEKAPCTBEHHBIX IIPENApaTOB OJHOIO M TOrO JKE
MIPOU3BOJUTENS JTUOO MPOU3BOUTENEH, BXOASIIMX B OJIHY TPYIIY JIUL, COOTBETCTBYIOUIYIO MTPU3HAKAM,
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MNoctaHosneHue Mpasutenscrea PO ot 30.11.2015 N 1289
(pen. ot 16.05.2022)
"O6 orpaHuUy4eHusX 1 yCroBMSX AOMYCKa NPOUCXOASLLM. ..

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 07.02.2023

MPeAYCMOTPEHHBIM cTaTheil 9 DenepanbHoro 3akoHa "O 3amUTe KOHKYPEHIMHU'", TIPU COMOCTABICHUU
ATHUX 3aIBOK (OKOHYATEJIbHBIX MPEII0KEHUIN).

1(1). B cayuae ecnu mociie OTKJIOHEHHS 3asBOK (OKOHYATENbHBIX MPEIJIOKEHUI) B MOPSIIKE,
YCTQHOBJICHHOM ITYHKTOM | HacTOSIIEro MOCTAaHOBJICHUS, XOTs OBl OJHA 3asBKa (OKOHYATEIHLHOE
NPEUIOKEHUE) COACPKUT TMPEUIOKEHHE O TIOCTaBKE JICKAPCTBEHHBIX IPEMapaTtoB, BCE CTaJuU
MIPOU3BOJICTBA KOTOPBIX, B TOM YHCIIE CHHTE3 MOJICKYJbl JEHCTBYIOIIErO BEUIECTBA MPHU MPOU3BOJICTBE
(bapmalneBTHUECKUX CyOCTaHIINI, OCYIIECTBISIFOTCS HA TEPPUTOPUSIX TOCYIaPCTB - WIeHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a, M IPH OSTOM CBEACHUS O TakuX (apMaleBTUYECKUX CYOCTaHIHMAX B
YCTAaHOBJICHHOM TIOPSJKE BKIIOYCHBI B PErHCTPAIIMOHHOE JOChE HA 3TH JIEKAPCTBEHHBIC TpENaparhl, B
OTHOIIICHUMA TAaKUX JICKAPCTBCHHBIX IPEMapaToB MPHMEHSIOTCS YCIOBHS JONMycKa JUIsl  Iesieid
OCYIIIECTBIICHUS 3aKYIOK TOBApOB, TPOMCXOMSIIUX W3 HWHOCTPAHHOIO TOCYJapCTBa WM TPYIIIIBI
WHOCTPAaHHBIX TOCYAapCTB, YCTaHOBIICHHbIE (eAepaibHBIM OpPraHOM HCIIOJIHUTEIILHOW — BJIACTH,
OCYIIECTBISIONMM (YHKIIUU TI0 BBIPAOOTKE TOCYNAPCTBCHHOW MOJUTUKA W HOPMATHBHO-IIPABOBOMY
peryaupoBaHui0 B chepe OCYIIECTBICHHS 3aKyllOK TOBapoB, padoOT, yCIayr s oOecredeHus
TOCYIapCTBEHHBIX ¥ MYHUITUTTATBLHBIX HYX]I.

(n. 1(1) BBenen IlocranoBnenuem IlpaBurensctBa PO ot 12.05.2018 N 572)

1(2). IloaTBep:kieHHEM COOTBETCTBUSI JIEKAPCTBEHHOIO IIpemapaTa M (apMaleBTUYECKOU
cyOcTaHIIMM TpeOOBaHUSAM, YKa3aHHbBIM B myHKTe 1(1) HacTosIIero IOCTaHOBIIEHUS, SBISIETCS
JEKJIapUpPOBAHUE YYaCTHMKOM 3aKyIKM B 3asBKEe (OKOHYATEJIbHOM MPEIJIOKEHUH) CBEACHUHM O
JOKYMEHTE, IOATBEPKIAIOLIEM COOTBETCTBUE IIPOM3BOJAUTENS  JIEKAPCTBEHHBIX CPEIACTB  JUIA
MEAUIMHCKOTO TpuMeHeHus TpeOoBaHusAM [lpaBun Haanexameil NpPOU3BOJICTBEHHOW IPAKTUKU
EBpasuiickoro  3KOHOMHYECKOIO  COr03a, yTBepkIeHHbIX Pemenuem Cosera  EBpasuiickoit
SKOHOMHUYEeCKOM kKomuccun OoT 3 HosOps 2016 r. N 77 "OO yrBepxknenun IlpaBun Haiexaien
IIPOM3BOJICTBEHHOW NPakTHKU EBpasuiickoro skoHomMuueckoro corosa", win IlpaBwn Hamnexamen
MIPOU3BOJCTBEHHON IPAaKTHKH, YTBEPKICHHBIX MHUHHCTEPCTBOM MPOMBIIIJIEHHOCTH W TOPTOBIU
Poccuiickoit denepanyy B COOTBETCTBUU ¢ yacThio 1 crateu 45 denepanpHoro 3akoHa "O6 obparieHun
JIEKapCTBEHHBIX CpEACTB", W CBEACHUH O JOKYMEHTE, COJAEpXkallleM CBEACHHs O CTagusx
TEXHOJIOTMYECKOT0 MpoLiecca IPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA I MEAULIMHCKOTO IIPUMEHEHHS,
OCYILIECTBIISIEMBIX Ha TeppuTOpuu EBpasuilckoro 3KOHOMHUYECKOro cor03a (B TOM YHCIE O CTaausX
MIPOM3BOJICTBA MOJIEKYJIbI JIEMCTBYIOIIEro BellecTBa (hapMalleBTHUECKOW CyOCTaHIIMM), BBIJABAEMOM
MuHHCTEPCTBOM IPOMBINUIEHHOCTH U TOprosin Poccniickoit denepanuy B yCTAHOBIEHHOM UM ITOPSIAKE.
(m. 1(2) BBenen [locranoBnennem [IpaButenscrea PO ot 12.05.2018 N 572)

2. TloaTBepkIeHHEM CTpPaHBl TPOUCXOXKJICHUS JIEKAPCTBEHHOTO TMpernapara SIBISETCS OJUH U3
CJIeIYIOLIUX TOKYMEHTOB:

a) cepru@uUKaT O MPOMCXOXKJIEHHH TOBapa, BBIJABAEMbI  YIOJHOMOYEHHBIM  OpraHOM
(opranmzanueit) rocynapcrsa - wieHa EBpa3uiickoro s5KoHOMHYECKOro coro3a 1o Gopme, yCTaHOBICHHON
[IpaBmiaMu ompeneneHusi CTpaHbl MPOUCXOKICHHUS TOBAPOB, SBISIIOIIMMUCS HEOTHEMIIEMOM 4YacThiO
Cornamenus o IIpaBunax onpenenenus cTpaHbl NPOUCX0KIeHUs ToBapoB B ConpyxkectBe HezaBucumbIx
locymapcts ot 20 HosiOps 2009 r., ¥ B COOTBETCTBUM C KPUTEPHUSIMH ONPEIECICHHUS] CTPAHbI
IIPOUCXOXACHUS TOBApOB, IPEAYCMOTPEHHBIMU yKa3aHHbIMU [IpaBunamu;

0) 3aKJIOYeHHE O MOJTBEPXKIECHUM IMPOU3BOJCTBA IPOMBIIIJICHHON NPOAYKLIHUU Ha TEPPUTOPHUU
Poccuiickoit @enepanuu, BblgaBaeMoe MHUHHMCTEPCTBOM IPOMBIIIJIEHHOCTH W TOProeiau Pocculickoin
@enepauuu B cooTBeTcTBUU € [IpaBmiaMy BbIIaYM 3aKIIOYEHHS O IMOATBEP)KICHUU IPOU3BOJACTBA
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 07.02.2023

MPOMBIIUIEHHON  NPOAYKUMH Ha  Teppurtopuu  Poccuiickoit ~ @enepauuu,  yTBEPKICHHBIMU
nocranoBieHueM IIpaButensctBa Poccuiickoir ®enepanun ot 17 wmroma 2015 r. N 719 "O
IIOITBEP>KIEHUH IIPOU3BOICTBA IIPOMBIIIJIEHHON IPOAYKIIMU Ha TeppuTopun Poccuiickoit denepanun';

B) cepTu(dUKAT O MPOUCXOXKICHUU TOBApa, BBHIJABAEMBI YHNOJHOMOYEHHBIMH OpraHaMu
(opranmzanusamu) Jlonenkoit Hapoguoit PecniyOnmku, Jlyranckoit Hapomuoit PecniyOnuku, mo ¢opwme,
ycraHoBieHHOW [lpaBunmamu ompezeneHuss CTpaHbl MPOUCXOXKICHHUS TOBApOB,  SBISIOLIUMUCS
HeoTbeMiieMOl 4acTeio Cornamenust o IlpaBunax omnpeneneHuss cTpaHbl MPOMCXO0XKJEHUS TOBAapOB B
ConpyxectBe HezaBucumpbix ['ocymapctB or 20 Hos6ps 2009 r., 1 B COOTBETCTBHU C KPUTEPHUSIMHU
OTpe/IelICHUs] CTPAHBI TPOUCX0KICHUSI TOBAPOB, IPEIYCMOTPEHHBIMHU YKa3aHHBIMU [IpaBunamu.

(mm. "B" BBemeH IlocranoBnenuem IlpaButenbctBa PD ot 17.02.2022 N 201; B pen. IlocraHoBnenus
[IpaButensctBa PO ot 16.05.2022 N 883)

(n. 2 B pen. [locranosnenus [IpaBurensctea PD ot 12.05.2018 N 572)

3. HpI/I 3aK/IIIOYCHUU W MCIIOJIHCHUH KOHTpAKTa, IMPEAMCTOM KOTOPOTO ABJIACTCA IIOCTaBKa
JICKapCTBCHHOI'O nperapara ¢ CO6J'IIO,I[€HI/I€M OrpaHquHHﬁ, NpeaAYCMOTPCHHBIX  HACTOAIIHUM
IMOCTAHOBJICHUECM, HC JOITYCKACTCA 3aMCHA JICKAPCTBCHHOTI'O IMperiapaTa KOHKPETHOT'O ITPOU3BOAUTCIIA UIIU
CTpaHbl €T0 IMPOUCXOKICHHSA, YKA3dHHBIX B 3asi1BKC (OKOH‘I&TGJ’ILHOM Hpe,Z[J'IO)KeHI/II/I), conepmameﬁ
MPEAJIONKCHUC O MOCTABKE JICKAPCTBCHHOI'O IpcIiapara.

4. B cimyuae ecnu 3asiBKa (OKOHYATENbHOE MPEATIOKEHUE), CoAeprKalas MpeyIoxKEeHHEe O TTOCTaBKe
JIEKapCTBEHHOI'O Ipenapara, IPOUCXOSIIEr0 M3 HMHOCTPAHHOIO TOCYJapcTBa (3a HUCKIOYEHHEM
rocynapctB - uieHoB EBpaszuiickoro skoHommueckoro corw3a u Jloneuxoit Haponmnoit PecnyGmukw,
Jlyranckoit Haponnoit PeciyOnuku), He OTKJIOHSETCS B COOTBETCTBUU C YCTAHOBIICHHBIMU HACTOSIIAM
MMOCTAHOBJICHUEM OIPAaHUYEHUSAMH, TPUMEHSIOTCS YCIOBUS JTONMYCKa JJIs 1eJIed OCYIIECTBICHUS 3aKYIOK
TOBapoOB, MPOUCXOASAIIMX W3 HHOCTPAHHOIO TOCYJapcTBa WM TPYNIbl HHOCTPaHHBIX TOCYJApCTB,
yCTaHaBIMBaeMble (peiepalbHBIM OPTaHOM MCIIOJIHUTEIBHON BIACTH, OCYIIECTBISIONMM (YHKIUH TIO
BBIpa0OTKE TOCYAApCTBEHHOW TMOJUTUKA M HOPMAaTUBHO-TIPABOBOMY DETYJIUPOBaHUIO B cdepe
OCYIIIECTBIIEHHS 3aKYIIOK TOBapOB, padoT, yCiIyr ajsi oO0ecredeHns ToCyIapCTBEHHBIX U MYHHUITUTATbHBIX
HYX]I.

(B pen. IlocranoBnenuii [IpaBurensctea PO ot 30.05.2017 N 663, ot 17.02.2022 N 201, ot 16.05.2022 N
883)

5. YcTaHOBIIEHHBIE HACTOSIIMM IIOCTAHOBIICHUEM OrpaHH4YCHUA HC IPUMCHAIOTCA B ClIy4dac:

OCYLIECTBJIEHUSI 3aKYyNOK JIEKAPCTBEHHBIX IPENapaTroB, MPOUCXOASAIIMX W3 HHOCTPAHHBIX
rocyJapcTB (32 HCKJIIOYEHHEM TOCYAAapCTB - YJIeHOB EBpasuiickoro 3KOHOMHMYECKOIO CO03a U
TEPPUTOPUIN OTAENbHBIX palioHOB JloHerkoil u Jlyranckoil obnacteil YkpauHsbl), B OTHOIIEHUN KOTOPBIX
Ha TEPPUTOPUAX TIOCYIAapCTB - UWIECHOB EBPa3sMHCKOr0 SKOHOMHUYECKOIO COK03a OCYLIECTBISAIOTCS
UCKITIOYUTENIbHO TepBUYHAsl yIaKoBKa M BTOpUYHAasl (MOTpeOMTENbCKas) yIMakoBKa WM BTOPUYHAS
(moTpebuTeNnbCKast) ymakoBKa JIEKAPCTBEHHBIX IPENapaToB ¢ 00ECIEYEHUEM BBIITYCKAIOIIET0 KOHTPOJIS
UX KadecTBa, - 10 31 gexabps 2016 r. BKIIOUUTENHHO;

(B pen. I[locranoBnenus IlpaBurenscrea PO ot 17.02.2022 N 201)

pa3MeeHust Ha opuIIHaTEHOM caire Poccuiickoit denepanuu B
MH(POPMALIMOHHO-TEIEKOMMYHUKAITMOHHOW cetn "WHTepHer" mans pasmemieHuss uHPOpMaLUUd O
pasMeIleHNH 3aKa30B Ha IOCTaBKM TOBApOB, BBHINOJHEHUE pabOT M OKa3aHHWE YCIYr H3BEUIEHHH 00
OCYILIECTBIEHUM 3aKYNOK JIEKAPCTBEHHBIX IIPENapaToB WM HaIpaBJICHUS MPUIVIALIEHUA IPUHATH
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 07.02.2023

y4acTtucC B ONPCACIICHUU IMOCTABIIMKA 3aKPbIThIM CHOCO6OM, OCYIICCTBJICHHBIX OO BCTYIUICHHA B CHUITY
HaCTOSAIICroO IIOCTaHOBJICHUSA,

OCYIIECTBJICHUS 3aKYIIOK JIEKAPCTBEHHBIX MIPENapaToB 3aKa3uMKaMU, YKa3aHHBIMHU B 4acTu | cTaThu
75 ®enepanbHOro 3akoHa "O KOHTPAaKTHOM cucTeMe B cdepe 3aKylmoK TOBapoB, pabOT, yciuyr s
o0ecrniedeHurs TOCYITapCTBEHHBIX Y MYHUIIUTMIATBHBIX HYXK['", HA TEPPUTOPUN MHOCTPAHHOTO TOCYIAapCTBa
Ui obecriedeHus CBOeH JeSITeIbHOCTU Ha 3TON TEPPUTOPUH.

[Ipencenarens [IpaButenbcTBa
Poccniickoit enepanuu
JA.ME/IBEJIEB

ITpunoxenue

K noctaHoBJyieHuto [IpaBurenscrBa
Poccuiickoit @enepanuu

ot 30 Hos1Opst 2015 . N 1289

NEPEYEHDb
OPUT'NMHAJIbHbIX U PE®EPEHTHbIX JIEKAPCTBEHHbIX NMPEMNAPATOB,
NMPEAHA3HAYEHHbLIX ANA OBECNEYEHUA HECOBEPLUEHHOJIETHUX TPAXKOAH,
BOJIbHbIX 3JIOKAYECTBEHHbIMY HOBOOEPA30BAHUAMU TMM®OUOHOMW,
KPOBETBOPHOW 1 POOCTBEHHbIX UM TKAHEN

VYrparun cuny ¢ 1 suBaps 2022 roga. - [loctanosnenue [IpaBurensctBa PO ot 03.08.2020 N 1164.
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