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(pea. ot 28.09.2020)

"Ob6 orpaHMYeHusIX 1 ycnoBmusaIX A0onycKa
NponCxXoasamx U3 MHOCTPaHHbLIX rOCyAapcTB
NIeKApPCTBEHHbIX NpenapaToB, BK/IKOYEHHbIX B

nepeyeHb XM3HEHHO HEOOXOAMMbBIX N BaXKHENLLIUX

NEKapCTBEHHbIX NMPEnapaToB, ANS Leneu
OCYLLIECTBJ/IEHUNS 3aKYMOK A/1s1 obecrneyeHuns
rOCyapCTBEHHbIX N MYHULMMANbHbLIX HYXA"



NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
o1 30 Hos6ps 2015 . N 1289

Ob OFPAHUYEHUAX U YCNTOBUAX
AOMyCKA nponcxogAamnmx n3 MUHOCTPAHHbIX TOCYOAPCTB
NNEKAPCTBEHHbIX NMPEMNAPATOB, BKITFOMEHHbLIX B MNEPEYEHb XKU3HEHHO
HEOBXOAUMbIX N BAXXHENLLUUX NNIEKAPCTBEHHbIX MPEMAPATOB, ANA LIENEN
OCYLUECTBINEHUA 3AKYINOK ANA OBECIMNEYEHUA TOCYOAPCTBEHHbIX
N MYHULUNAJDBbHbIX HYXAO

Cnucok U3MEHSIIOIINX IOKYMEHTOB
(B pen. ITocranosnennii [IpaBurensctBa 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)

B cootBercTBuM co cratheil 14 denepansHoro 3akona "O KOHTPAKTHOI cucteme B cdepe 3aKymoK
TOBApOB, PabOT, yCIIyr IJisi 00eCIeYeHHsI TOCYJapCTBEHHBIX U MYHUIIMIAIBHBIX HYXI'" [IpaBUTEIBCTBO
Poccuiickoit ®deneparuu NOCTaHOBIISET:

1. YcraHoBUTSB, 4TO [UIs LEJIeH OCYLIECTBICHU 3aKyIIOK JEKapCTBEHHOI'O MIpernapaTa, BKIIOYEHHOIO
B IIEpPEYCHb JKU3HEHHO HEOOXOJMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IpenapaToB (naiee -
JIEKapCTBEHHBIN Ipenapar), sl 00ecledeHHs] TOCYJapCTBEHHbIX M MYHMIMIAIBHBIX HYXKJ (C OJAHUM
MEXXyHapOJAHbIM HENaTeHTOBAaHHBIM HAaMMEHOBAaHMEM WJIM IPU OTCYTCTBUU TAKOT'O HAaMMEHOBAaHUS - C
XUMHYECKUM WM TPYHNIUPOBOYHBIM HAaWMEHOBAaHUEM), SIBJISIOLIETOCS IMPEAMETOM OJHOIO0 KOHTpPAKTa
(ogHOrO JOTA), 3aKAa3UYMK OTKJIOHSAET BCE 3asABKU (OKOHYATEIbHBIE MPEUIOKEHUs), COJepiKallie
IPEJJIOKEHHS O MOCTaBKE JIEKApPCTBEHHBIX MPENapaToB, MPOUCXOAAIINX U3 HHOCTPAHHBIX TOCYAapCcTB (3a
UCKJIIOUEHHEM TOCY/IapCTB - 4IeHOB EBpa3suiickoro sSKOHOMHYECKOro co103a), B TOM YHCIEe O MOCTaBKe 2
u OoJiee JIEKAPCTBEHHBIX IpPENapaToB, CTPAHON TNPOMCXOXKICHHUS XOTd Obl OJHOIO U3 KOTOPBIX HE
ABJIAETCS TOCYNapCTBO - WieH EBpasuiiCKOro 3KOHOMHYECKOTO COI03a, 3a MCKJIIOUYEHHUEM 3asBOK
(OKOHYATENBHBIX MPEIOKEHHH), KOTOPBIE COJIEP)KaT MPEJIOKEHHUS O IMOCTaBKE OPUTMHAJIBHBIX WIH
pedepeHTHBIX JIEKAPCTBEHHBIX MpenapaToB MO MEPEYHIO COrJIAaCHO MPUIIOKEHUIO, IPU YCIOBUH, YTO Ha
ydyacTUE€ B OIpEAENICHUU MOCTaBUIMKA IOJAHO HE MeHee 2 3adBOK (OKOHYATENbHBIX MNPEJIOKEHUN),
KOTOpbIE YIOBJIETBOPSIOT TPEOOBAaHUAM U3BELIECHHUs 00 OCYLIECTBICHUM 3aKyNKU U (WJIN) JOKYMEHTAILUH
0 3aKyIKE€ ¥ KOTOPbIE OJHOBPEMEHHO:
(B pen. IlocranoBnenus IlpaButenscrBa PO ot 03.08.2020 N 1164)

COACPIKAT TMPCIAIOKCHUA O IIOCTaBKE JICKAPCTBCHHBLIX IIPEIIaparTos, CTpaHOﬁ IMMPOUCXOKIACHUA
KOTOPBIX ABJIAIOTCA TOCYAapCTBa - YWICHBI EBpa3HﬁCKOFO OKOHOMHYCCKOI'O COr03a,

HE coaepKaT NPEeIJIOKEHHH O TMOCTaBKE JIEKaPCTBEHHBIX IMPENApaToB OJHOIO MU TOTO K€
MPOU3BOTUTENS JIUOO MPOU3BOIUTENCH, BXOASIINX B OJIHY TPYIITY JIUI, COOTBETCTBYIOIIYIO MMPU3HAKAM,
MPEIyCMOTPEHHBIM cTaThell 9 DenepanbHOro 3akoHa "O 3amuTe KOHKYPEHIMHU'", MPH COMOCTAaBIECHUU
3TUX 3a8BOK (OKOHYATEIbHBIX MPEATIOKEHUI).

1(1). B caydae ecnu mocie OTKJIOHEHHS 3asiBOK (OKOHYATENBHBIX TMPEAJIOKEHUN) B TOPSJKE,
YCTaHOBJICHHOM ITYHKTOM | HAaCTOSIIEro TMOCTaHOBIEHUS, XOTs Obl O/JHA 3asBKa (OKOHYATEIHHOE
NPEJUIOKEHNE) COMEPKUT TMPEAJIOKEHHE O TIOCTaBKE JIEKapCTBEHHBIX IIpernaparoB, BCE€ CTaJAHU
MPOU3BOJICTBA KOTOPBIX, B TOM UYUCIIE€ CUHTE3 MOJIEKYJbl JEHCTBYIOLIEIO BEIIECTBA MPHU MPOU3BOICTBE
(dapmalieBTUYECKUX CYOCTaHIIMN, OCYIIECTBISAIOTCA Ha TEPPUTOPHUSAX TOCYIapCTB - wieHoB EBpasuiickoro
HSKOHOMHYECKOTO COI03a, M TMpPHU OITOM CBEIEHUS O TakuX (apMaleBTUUECKUX CYyOCTaHLHUAX B
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YCTaHOBJICHHOM TOPSIKE BKIIOYCHBI B PETHCTPAIIMIOHHOE JOChE HA 3TH JIEKAPCTBEHHBIC NpENaparthl, B
OTHOIICHWHM TAaKWX JICKAPCTBCHHBIX IPEMapaToB MPHUMEHSIOTCS YCIOBHS JIOyCKa JUIs  IIeJIeH
OCYIIECTBIICHUSI 3aKyMOK TOBApOB, MPOWCXOMAAIIUX W3 HWHOCTPAHHOTO TOCYJapCTBAa WM TPYIIIIHI
WHOCTPAaHHBIX TOCYIapCTB, YCTAHOBIEHHBbIE (eAepalbHBIM OpPraHOM HCIIOJIHUTEILHOW  BJIACTH,
OCYIIECCTBISIONUM (YHKIIUU TO BBIPAOOTKE TOCYNApPCTBCHHOW MOJUTUKA U HOPMATHBHO-TIPABOBOMY
peryiaupoBaHuio B cdepe OCYHIeCTBICHHS 3aKyllOK TOBapoOB, pPadoOT, yciayr s oOecredeHus
TOCY/IapCTBEHHBIX ¥ MYHUITUTIAIBHBIX HYXK].

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

1(2). TloarBepkaeHHWEM COOTBETCTBUS JICKAPCTBEHHOTO Tpemapara ©  (apMaleBTUISCKOM
cyOcTaHIMu TpeOOBaHUSM, YKa3aHHBIM B MyHKTe [(1) HacToOsIEero NOCTAaHOBIIECHUS, SBISIETCA
JIEKJIApUPOBAHUE YYAaCTHUKOM 3aKyNKH B 3asBKE (OKOHYATEIBHOM TMPEUIOKEHUU) CBEACHUN O
JNOKYMEHTE, IOJTBEPXKJAIOUIEM COOTBETCTBHE MPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEIACTB  JUIA
MEJMIIMHCKOTO TpUMEHeHUs TpeOoBaHusaM [IpaBuii Haiekamiei MpPOU3BOJACTBEHHONW IPAKTUKU
EBpa3uiickoro 3KOHOMHUYECKOTO  COro3a, yTBepxkaeHHbIXx Pemenuem CoBera  EBpasuiickoi
PKOHOMHYECKOW Komuccuu oT 3 HosiOps 2016 r. N 77 "OO6 yrBepxacauu [IpaBun Hajiexarien
MPOU3BOJCTBEHHON mMpakTuku EBpasuiickoro skoHomHuueckoro corosza", unu [lpaBun Haanmexaiei
MPOU3BOJICTBEHHON TMPAKTUKH, YTBEPKICHHBIX MMUHHUCTEPCTBOM MPOMBINIJIEHHOCTH W TOPTOBIHU
Poccuiickoit @enepanyvi B COOTBETCTBUH ¢ 4acThio 1 cTaThu 45 denepanbHoro 3akona "O0 obparieHun
JIEKApCTBEHHBIX CPENACTB", ¥ CBEACHUH O JIOKYMEHTE, COJEpKalleM CBEACHUS O CTaausX
TEXHOJIOTHYECKOr0 Mpoliecca MPOU3BOJICTBA JIEKAPCTBEHHOT'O CPEACTBA JIJISI MEAUIIMHCKOTO MPUMEHEHUS,
OCYIIECTBIISIEMbIX Ha TeppUTOpUU EBpa3uilcKOro SKOHOMHMYECKOTO COr03a (B TOM YHCIE O CTaJHsIX
MPOU3BOJICTBA MOJIEKYJbl JEHCTBYIOIIETO BelIeCTBa (apMaleBTUYECKON CyOCTaHIMHU), BbIAABAEMOM
MuHKCTEPCTBOM ITPOMBILIIEHHOCTH U TOProBiau Poccuiickoit @enepanny B yCTAaHOBIEHHOM UM TOPSIIKE.
(. 1(2) BBenen [locranoBnenuem IlpaBurensctBa PO ot 12.05.2018 N 572)

2. HOI{TBep)Kl[eHI/IeM CTpaHbl MPOUCXOKACHHA JICKAPCTBCHHOI'O IIpCriapara ABJIACTCA OAWH U3
CICAYIOMUX TOKYMCHTOB!:

a) cepruduKaT O TPOUCXOXKICHUM TOBapa, BbIAABAEMBIA  YIIOJIHOMOUYEHHBIM OpPraHOM
(opranusanueit) rocyapcTaa - wieHa EBpa3uiickoro SKOHOMHYECKOT0 COk03a 1o ¢popMe, yCTaHOBICHHOM
[IpaBunamMu ompeneneHusi CTpaHbl MPOUCXOXKJIEHUS TOBApPOB, SBJSIOLUIMMUCS HEOTHEMIIEMOM 4YacThIO
Cornamenus o IIpaBunax onpeneneHus cTpanbl IpoucxoxkaeHus ToBapos B Coapyxectse HezaBucuMbIx
locynapcte ot 20 HosiOps 2009 T., U B COOTBETCTBUHM C KpPUTEPHUSIMH ONPEICICHUS CTpPaHBI
IIPOUCXOXKICHUS TOBapOB, IPEAYCMOTPEHHBIMU yKa3aHHbIMU [IpaBunamu;

0) 3aKJIIOYEHHE O TOJTBEPXKICHUM MPOU3BOJACTBA MPOMBIIUICHHOW MPOAYKIIMH HA TEPPUTOPUHU
Poccuiickoit @enepannu, BblgaBaeMoe MUHHCTEPCTBOM NPOMBILIJIEHHOCTH W TOProBiu Poccuiickon
®enepaunn B COOTBETCTBUMM ¢ [IpaBmiamu BbIJAUM 3aKIIOUYEHUS O MOATBEPKACHUU MPOU3BOJACTBA
NPOMBILUICHHOW  MNpoaykKuuu Ha  teppuropun  Poccuiickon — @enepauuu,  yTBEP:KICHHBIMU
nocranoBienueM IIpaButensctBa Poccuiickon @Penepauuu ot 17 wmrons 2015 r. N 719 "O
MOATBEPKIECHNUU MTPOU3BOACTBA IPOMBIIINIEHHON MPOJIYKLIUU Ha Tepputopuu Poccuiickoit @eaepannn".
(m. 2 B pen. [Tocranosnenus [paBurensctBa PO ot 12.05.2018 N 572)

3. Ilpym 3axiOYEHUM W UCHOJHEHUH KOHTPAKTa, IPEIMETOM KOTOPOIrO SBIIETCS IOCTaBKa
JIEKapCTBEHHOI'O IpemapaTta ¢  COOJIOJEHHEM OrpaHMuYEHUM, MPEeIyCMOTPEHHBIX  HACTOSIIUM
[IOCTAaHOBJICHUEM, HE JIOIIYCKAETCs 3aMEHA JICKAPCTBEHHOTI'O IIpenapara KOHKPETHOTO IIPOU3BOAUTENIS HIIH
CTpaHbl €ro MPOUCXOXKJEHHUS, YKa3aHHBIX B 3asiBKEe (OKOHYATEIbHOM IPEAJIOKEHUH), CoepKalien
IIPEIJIOKEHHUE O ITOCTaBKE JIEKAPCTBEHHOIO IIperapara.

4. B ciydae ecnu 3asBKa (OKOHYATEIHHOE TPETIOKEHNE), COMepKaIIas MPETIOKEHHE O TTOCTaBKe
JICKapCTBEHHOTO TMpemnapaTta, NPOUCXOSAIIET0 M3 HMHOCTPAHHOTO TOCYJapcTBa (32 UCKIIOYCHHEM
TOCyJapCcTB - WICHOB EBpa3smiickoro 3KOHOMHUYECKOTO CO¥03a), HE OTKIIOHSETCS B COOTBETCTBUH C
YCTaHOBJICHHBIMU HACTOSIIIUM TIOCTAHOBJICHUEM OTPAHUYCHUSMH, MPUMEHSIOTCS YCIOBUS JOMyCKa IS
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HeNel OCYIIECTBICHUS 3aKYIMOK TOBAapOB, MPOUCXOMISIINX U3 MHOCTPAHHOTO TOCYNapCTBA WU TPYIIIBI
MHOCTPaHHBIX TOCYIapCTB, YCTaHaBIMBaeMble (enepaabHbIM OpPraHOM HCIOJIHUTEIBHOM BJIACTH,
OCYIIECTBISIONUM (YHKIIUU TO BBIPAOOTKE TOCYIAapCTBEHHOW MOJIUTUKA U HOPMATHBHO-TIPABOBOMY
perynupoBaHuio B cdepe OCYIIECTBIEHUS 3aKylOK TOBapoB, pabOT, YCAyr mig OOecTeUCHHS
TOCY/IapCTBEHHBIX M MYHUITUTIAIBHBIX HYXK].

(B pen. [Tocranosnenus [IpaButensctBa PD ot 30.05.2017 N 663)

5. YcraHoOBIIEHHBIC HACTOAIINUM ITOCTAHOBJIICHUEM OI'PpaHUYCHUA HC IIPUMCHAKOTCA B CJIydac:

OCYLIECTBJICHUSI 3aKyNOK JIEKapCTBEHHBIX IPENapaToB, MPOUCXOIAIUMX M3 HHOCTPAHHBIX
rocyJapcTB (3a MCKIIOYEHHEM TIOCYIAapcTB - 4ICHOB EBpa3zuiickoro 5KOHOMHYECKOIO COI03a), B
OTHOILLIEHUM KOTOPBIX Ha TEPPUTOPHSIX TOCYAAapCTB - wWieHOB EBpazuiickoro 3KOHOMHYECKOro CO03a
OCYILECTBIISIIOTCS UCKITIOUUTENIBHO TIEPBUYHASL YIIAKOBKA M BTOPHYHAs (TIOTpEeOUTENbCKAs) YIIAKOBKA HITH
BTOpHYHAs (IIOTPeOUTENILCKAs) YIIAKOBKA JEKAapCTBEHHBIX MPENapaToB ¢ 00ECIIEYEHNEM BBIITYCKAIOLIETO
KOHTPOJIS UX KauecTBa, - 10 31 nexkadps 2016 r. BKIIOUUTENBHO;

pasmemennss Ha odunuasbHOM —caidte Poccuiickoir  ®eneparmun B WH(OpMaIMOHHO-
TEJIEKOMMYHHUKAIIMOHHON ceTn "MHTepHeT" 1 pa3menieHus WH(GOpMauy o0 pa3MEIICHUH 3aKa30B Ha
MOCTaBKM TOBApOB, BBINIOJHEHHE Pa0dOT M OKa3aHUE YCIYr M3BEHICHWH 00 OCYIIECTBICHHUU 3aKYIOK
JICKAPCTBEHHBIX IMPENapaToB WWJIM HANpPaBICHUS MPUTIIAIEHUNA TPUHATH YyYacTHE B OIPEACIICHUH
MOCTaBIMKA 3aKPBITBIM CIOCOOOM, OCYIIECTBICHHBIX JO BCTYIJICHHUS B CHIy HACTOSIIETO
IIOCTaHOBJICHUS;

OCYIIECTBIICHHS 3aKYIIOK JIEKAPCTBEHHBIX MPENAapaToB 3aKa34nKaMH, YKa3aHHBIMH B 4acTH 1 cTaTbu
75 ®enepanbHoro 3akoHa "O KOHTPaKTHOM cucTeMe B c(epe 3aKylmoK TOBapOB, padOT, YCIyr st
o0ecrieueHns ToCyJapCTBEHHBIX U MYHUIIMIIAIBHBIX HYXKA'', HA TEPPUTOPUU WHOCTPAHHOTO TOCYJapCTBa
JUIs1 00ECTICYCHHUSI CBOCH JEATEIEHOCTH Ha STON TEPPUTOPHH.

IIpencenarens [IpaBurenscTBa
Poccuiickoit denepanuu
JAME/IBEJIEB

[Ipunoxxenne

K nocta”oBieHuto IIpasurenscrBa
Poccniickoit ®enepanun

ot 30 Hos6ps 2015 1. N 1289

NEPEYEHb
OPUM'MHANBbHBLIX U PE®EPEHTHbIX NEKAPCTBEHHbIX NPEMAPATOB,
NPEOHA3HAYEHHbIX ANA OBECNEYEHUA HECOBEPLUEHHONETHUX TPAXKOAH,
BOJbHbIX 3TIOKAYECTBEHHbLIMUA HOBOOBEPA30BAHUAMU NMUMPOUOHOMU,
KPOBETBOPHOW U POOCTBEHHbLIX UM TKAHEWN

CIuCcOK NU3MEHSIONINX JOKYMEHTOB
(BBenen I[locranosnennem IIpaButensctBa PO ot 03.08.2020 N 1164;
B pell. [loctanosnenus [IpaButenscta PO ot 28.09.2020 N 1550)
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MexayHapoaHOoe HeraTeHToBaHHOe HanMeHoBanne (MHH)

dunrpactTum

MMMyHOTI00YIIHMH YelioBeKa HOpMaibHBIN
Kacnopyurun

MuxkadyHrun

KapO6omiatun

Bopuxkonazon

CeBoaypan

Purykcumab

© © N o g » w b

Onynapabux
10.  Buskpuctus

(. 10 BBeneH Ilocranosnenuem IIpaBurensctea PO ot 28.09.2020 N 1550)
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