[locTaHoBNeHue lNpaButenbcTea PO oT
30.11.2015 N 1289
(pea. ot 16.05.2022)

"O6 orpaHuU4YeHusIX 1 ycrioBusiX AOMnycka
NPOUCXOAALMX N3 MHOCTPAHHLIX rOCYyAapCTB
NIEKAPCTBEHHbIX NpenapaToB, BKIIOYEHHbIX B

nepeyeHb XXU3HEHHO HEOOXOAMMBIX U BaXKHEWULLIMX

NEKapCTBEHHbIX NPenapaToB, AN Leneu
OCYLLIECTBJ/IEHUS 3aKYMNOK A/l obecneyeHuns
rocyapCTBEHHbIX N MyHULMNAMbHbBIX HY>XA"



MocraHoenexue Mpaeutensctea PO ot 30.11.2015 N 1289
(pep. ot 16.05.2022)

NMPABUTENbCTBO POCCUUCKOW ®EOEPALIUN

NMOCTAHOBJEHUE
o1 30 Hos6psa 2015 r. N 1289

Ob OFPAHUYEHUAX N YCIIOBUAX
AOMYCKA nroncxogAaAwmnx n3 MUHOCTPAHHbIX TOCYOAPCTB
JNNEKAPCTBEHHbIX NMPEMAPATOB, BKIIOMEHHbLIX B MEPEYEHb XKU3BHEHHO
HEOBXOAUMbBIX U BAXXHEULLUUX NNEKAPCTBEHHbIX MPENAPATOB, ANA LIENEN
OCYLUECTBJIEHUA 3AKYINOK ANA OBECNEYEHUA TOCYAAPCTBEHHbIX
N MYHULIUNANBHBIX HYXKA

CHrcoK M3MEHSIOIINX TOKYMEHTOB
(8B pen. Ilocranosnenuii [IpaBurensctea 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 cootBercTBUM co crathelt 14 @enepanbHoro 3akoHa "O KOHTPAKTHOU cucTeMe B cepe 3aKyrmok
TOBapoB, paboT, yCIyr Ajisi 00ecredeHus] TOCYIapCTBEHHBIX M MYHUIIMTIANBHBIX HYXa" [IpaBUTENbCTBO
Poccniickoit denepanuu NOCTaHOBIISET:

1. YcranoBUTb, YTO [ LIE€H OCYILECTBICHHS 3aKYIOK JIEKAPCTBEHHOTO MperapaTa, BKIFOUEHHOTO
B TIEpeueHb JKU3HCHHO HEOOXOMMMBIX M BAXHEWIIUX JIEKapCTBEHHBIX TIperaparoB (nmaiee -
JIEKapCTBEHHBIN Mpemnapar), Jis o0ecrmeueHusl TOCyAapCTBEHHBIX W MYHHUIIUIAIBHBIX HYXHI (C OJHUM
MEXYHAPOJHBIM HEMATEHTOBAHHBIM HAUMEHOBAHUEM WJIM MPU OTCYTCTBUU TAKOTO HAUMEHOBAHHS - C
XUMUYECKUM WJIM TPYNIUPOBOYHBIM HAUMEHOBAHUEM), SIBJIAIOIIETOCS MPEIMETOM OJHOTO KOHTpaKTa
(omHOTO 7I0TA), 3aKa34YMK OTKIOHSAET BCE 3asiBKU (OKOHYATENIbHBbIC MPEIJIOKEHUsS), COJepKallnue
MPEAJIOAKEHHUS O MMOCTAaBKE JIEKAPCTBEHHBIX MPENapaToB, MPOUCXOAAIINX U3 UHOCTPAHHBIX TOCYIapCTB (3a
HCKJIIOYEHHEM TOCYNapCTB - 4i€HOB EBpa3uiickoro skoHommuyeckoro coro3a u Jlonenkor Hapomnou
Pecniy6nuku, Jlyranckoir Haponuoit Pecrybnuku), B TOM 4ucie 0 TIOCTaBke 2 U Oojiee JIeKapCTBEHHBIX
MpermapaToB, CTPAHOW MPOUCXOXKACHUS XOTSI OBl OJHOTO M3 KOTOPBIX HE SBISETCS TOCYIApCTBO - YJICH
EBpaswmiickoro sxoHommuueckoro cotoza win Jlonernkas Haponnas PecmyOmuka, Jlyranckas Haponnas
PecniyOnuka, mpu yclIOBHH, YTO Ha ydacTHE B OINPEACICHHUH IMMOCTABIIMKA MOJAHO HE MEHee 2 3asBOK
(OKOHYATENBHBIX ~ MPEAJIOKEHHI), KOTOpPHIE  YIOBJIETBOPSAIOT  TPeOOBAaHUSAM  M3BEIEHUS 00
OCYILIECTBIECHUH 3aKYIKHU U (WJIM) TOKYMEHTAIMU O 3aKyIKE U KOTOPbIE OJJHOBPEMEHHO:
(B pen. Ilocranosnenuii [IpaButensctBa PO ot 03.08.2020 N 1164, ot 17.02.2022 N 201, ot 16.05.2022
N 883)

COZepKaT MPEAJI0KEHUSI O IOCTAaBKE JICKAPCTBEHHBIX IPENApaToB, CTPAHON MPOUCXOKICHUS
KOTOPBIX SIBJISIIOTCSI TOCYAAapCTBa - WieHbl EBpa3sMiCKOro 3KOHOMHYECKOro coro3a u (wmu) JloHerkas
Hapopnas PecnyOnuka, Jyranckas Haponnas PecriyOnuka;

(B pen. [locranosnenuii [IpaBurenscrBa P® ot 17.02.2022 N 201, ot 16.05.2022 N 883)

HE COJEpXKaT IPEUIOKEHHH O II0CTaBKE JIEKAPCTBEHHBIX IIPENAapaToB OJHOIO M TOrO XkKe
MIPOU3BOAUTEIIS JINOO MPOU3BOAUTENEH, BXOIAIINX B OJHY TPYIIILY JIUI], COOTBETCTBYIOUIYIO NIPU3HAKAM,
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MpeAyCMOTPEHHBIM cTaTtheil 9 PdenepanbHoro 3akoHa "O 3amuTe KOHKYPEHLMH', MPU COMOCTABIICHUU
3THUX 3aBOK (OKOHYATEIbHBIX IPEATIOKEHUN).

I(1). B cinyuae ecnu mocie OTKIOHEHHUs 3asBOK (OKOHYATENbHBIX MPEAJIOKEHUN) B MOPSAKE,
YCTaHOBIIEHHOM WYHKTOM | HACTOSIIIEr0 TOCTAHOBJICHHUS, XOTs OBl OJHA 3asBKa (OKOHYATEIHHOE
MPEAJIOKEHNE) COJEPKUT MPEIJIOKEHUE O TOCTaBKE JIEKAPCTBEHHBIX IPENapaToB, BCE CTaUU
MIPOU3BOJICTBA KOTOPBIX, B TOM YHCIJIE CHHTE3 MOJIEKYJbI JEUCTBYIOIIETO BEIIECTBA MPU MPOU3BOJICTBE
(hapMaleBTHUECKUX CYOCTAHIIH, OCYIIECTBISIFOTCS HA TEPPUTOPHUSLX TOCYAAPCTB - WICHOB EBpa3uiickoro
SKOHOMHYECKOTO COI03a, W TpPH D3TOM CBEIACHHUA O Takux (HapMaleBTUUECKUX CYOCTAHIUSIX B
YCTaHOBIIEHHOM TIOPSJKE BKIIOYCHBI B PETUCTPAIMOHHOE JIOChE HA 3TH JICKAPCTBEHHBIC IMpemapaTsl, B
OTHOIICHUHM TAaKUX JICKAPCTBEHHBIX TIPEMapaToB MPHUMEHSIOTCS YCIOBUS JOMycKa JUIS IeJel
OCYILIECTBIICHUSI 3aKYIIOK TOBAapOB, MPOUCXOASIINX W3 HHOCTPAHHOTO TOCYIapCcTBa WM TPYIIIBI
WHOCTPaHHBIX TOCYIapCTB, YCTaHOBJCHHbIE (enepaabHbIM OpPraHOM HCIIOJTHUTEIBHOW BIIACTH,
OCYILECTBISIONIUM (DYHKIIMM TIO BBIPAOOTKE TOCYNAapCTBEHHOW MOJIMTUKH W HOPMATHBHO-TIPABOBOMY
pETYIUpPOBAaHUI0 B cdepe OCYIIECTBICHHUS 3aKylMmoOK TOBAapoB, paboT, ycayr s oOecreueHus
TOCYIapCTBEHHBIX U MYHUITUTAIBHBIX HYX]I.

(. 1(1) BBegen Ilocranosnenuem IIpaButensctBa PO ot 12.05.2018 N 572)

1(2). TloaTrBepkIeHHEM COOTBETCTBUSI JIGKAPCTBEHHOIO Tmpenapata H  (hapMaleBTHYECKOU
cyOcTaHmmu TpeOOBaHUSAM, YKa3aHHBIM B mTyHKTe [(1) HACTOSIIEro TOCTAHOBIICHUS, SBISICTCS
JEKIApUPOBAHUE YYACTHUKOM 3aKyIKH B 3asBKE (OKOHYATEIBHOM MPENJIOKEHUU) CBEIEHUH O
JOKYMEHTE, IOATBEP)KJAIOLIEM COOTBETCTBUE IPOU3BOJUTENS  JIEKAPCTBEHHBIX  CPEICTB UL
MEIMIMHCKOTO TpHUMEHeHUs TpeboBanusM [IpaBun Hamnexameld NTPOU3BOJICTBEHHON MPaKTHKU
EBpa3uiickoro = 3KOHOMHYECKOIO  COI03a, yTBepxkaAeHHbIX Pemenuem Cosera  EBpasuiickoit
HSKOHOMHYECKOW Komuccuu oT 3 HosOps 2016 r. N 77 "OO6 yrBepxkaenun IlpaBun Hamnexamien
MIPOU3BOJICTBEHHOM NpakTUKu EBpa3uiickoro skoHoMHYecKOoro coto3a", wiu [lpaBun Haanexamieit
IIPOU3BOJICTBEHHOW TPAaKTUKH, YTBEPKIACHHBIX MUHHCTEPCTBOM MPOMBILUIEHHOCTH M TOPIOBIHU
Poccuiickoit @enepanii B COOTBETCTBHU € 4acThio | ctatbu 45 denepansHoro 3akoHa "OO6 oOpaiieHun
JEKapCTBEHHBIX CPEACTB", M CBEOEHUM O JIOKYyMEHTE, COJIEp)KalleM CBEIEHUS O CTaausx
TEXHOJIOTMYECKOI0 Mpoliecca MPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA ISl MEAULIMHCKOTO IPUMEHEHUS,
OCYILECTBISIEMBIX Ha TeppuTopun EBpa3smiickoro SKOHOMHUYECKOTO COI03a (B TOM 4YHCIE O CTAagusIX
MIPOM3BOJICTBA MOJIEKYJIBI JIEMCTBYIOIErO BeIlecTBa (papManeBTUUECKON CYOCTaHIMHU), BbIIaBAEMOM
MuHHCTEpCTBOM IIPOMBILIIEHHOCTH U TOProBiau Poccuiickoi denepanuy B yCTAHOBICHHOM UM IOPSIKE.
(. 1(2) BBeaen Ilocranosnenuem IIpaButensctBa PO ot 12.05.2018 N 572)

2. TloaTBepkaeHHEM CTpaHbl MPOUCXOXKICHMS JIEKApCTBEHHOIO Ipernapara SBISETCS OOUH U3
CJIEYIOLUX TOKYMEHTOB:

a) cepTHPUKAT O TPOUCXOXKIECHHUH TOBapa, BbIIABAEMBIH  YIIOJHOMOYEHHBIM OpPraHOM
(opranuzarmeit) rocynapcTsa - wieHa EBpa3uiickoro SKOHOMHUYECKOTO COI03a Mo (opMe, YyCTaHOBICHHOM
[IpaBunaMu omnpeneneHusi CTpaHbl MPOMCXOKIEHHUS TOBApOB, SIBISIOLUIMMUCS HEOTHEMIIEMOM YacThbIO
Cornamenus o IlpaBuiiax onpeneseHus cTpaHbl NpoucxoxieHus Topapos B Coapyxectse HezaBucuMbIx
TF'ocymapcte or 20 HosiOpst 2009 r., ¥ B COOTBETCTBHM C KPHUTECPHSIMU OIpPEIACICHHUS CTpPaHbI
IIPOUCXOXKICHUS TOBApPOB, IPEyCMOTPEHHBIMH YKa3aHHbIMHU [IpaBuitamu;

0) 3aKJIIOYEHHE O MOJTBEPKACHUHU MPOU3BOJCTBA IMPOMBIIIICHHON MPOIYKIHUU HA TEPPUTOPHH
Poccniickoit @enepauny, BbliaBaeMoe MHUHUCTEPCTBOM IPOMBIIUIEHHOCTH M TOprosim Poccuiickoit
@enepaunn B cooTBeTcTBUM ¢ [IpaBMinaMu BbIIAUM 3aKIIOYEHUS O IOATBEPXKIACHUHU IIPOU3BOJCTBA
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MPOMBIIJICHHOM  NpOAyKuuMu Ha  Teppuropud  Poccuiickorn  ®enepauuu,  yTBEpXKACHHBIMU
noctaHoBiaeHueMm IlpaButensctBa Poccuiickont ®epepanuum ot 17 wmrons 2015 r. N 719 "O
MOATBEPKIEHUH IIPOU3BO/ICTBA IPOMBIIIEHHON IPOAYKIIMK Ha Tepputopun Poccuiickoit ®denepanun';

B) cepTH(UKAT O MPOUCXOKJICHUM TOBApa, BBIJABAEMBIH YIIOJHOMOYEHHBIMH OpraHaMH
(opranmzammsamu) Jlonenkoit Haponuoit PecriyOnukwu, Jlyranckoit Hapomnoit PecrmyOnuku, mo ¢opwme,
ycraHoBiieHHOH IIpaBunmamu  ompefeneHus CTpaHbl —IPOUCXOXKJICHHUS TOBAapOB,  SBIISTFOIIUMHUCS
HeoThemsieMol yactbio Cornamenus o IlpaBunax ompeneneHus CTpaHbl MPOUCXOXKJICHHS TOBAPOB B
ConpyxectBe HezaBucumbix [NocymapctB ot 20 HOsiOps 2009 T., 1 B COOTBETCTBHH C KPUTEPUSIMHU
OTIpEIeJICHUs] CTPaHbI MPOUCXOKICHHUS TOBAPOB, IPEAYCMOTPEHHBIMHU YKa3aHHbIMU [IpaBunamu.

(mm. "B" BBegeH IloctanoBinenuem IlpaButensctBa PO ot 17.02.2022 N 201; B pea. IlocranoBneHus
IIpaButensctBa PO ot 16.05.2022 N 883)
(. 2 B pen. IlocranoBnenus IIpaBurenscrea P® ot 12.05.2018 N 572)

3. Ilpum 3aKiIOUYEHUM W HCIOJHEHUU KOHTPAKTA, NPEAMETOM KOTOPOTO SBISETCS IOCTaBKa
JICKApCTBEHHOTO ~ Mperapara C COOJIOACHHWEM OTpPaHUYEHUH, TNPETyCMOTPEHHBIX  HACTOAIIMM
IIOCTAaHOBJIEHUEM, HE JOIyCKaeTCs 3aMeHa JIEKApCTBEHHOTO Mpenapara KOHKPETHOIO MTPOU3BOIUTEINS WU
CTpaHbl €ro IPOUCXOXACHHS, YKa3aHHBIX B 3asiBKE (OKOHYATEJIBbHOM IPEIOKEHHH), COJEpIKallel
IIPEVIOKEHNE O TIOCTABKE JIEKAPCTBEHHOTO MIpenapara.

4. B cnyyae ecnu 3asBKa (OKOHYATEJIbHOE MPEAJIOAKEHHUE), COJEpIKaIlas MPEUIOKEHNUE O TTOCTaBKE
JIEKAPCTBEHHOT'0 IMpernapara, MPOUCXOMASIIEr0 W3 MHOCTPAHHOTO TrocyaapcTBa (3a HCKIIOUEHUEM
rocynapcts - wieHoB EBpasuiickoro skoHommueckoro coro3a u Jloneunkoir Haponmnoit PecmyOnukw,
Jlyranckoit HapongHoii PecyOnuku), He OTKIOHSETCS B COOTBETCTBUU C YCTAHOBJICHHBIMU HACTOSIIIUM
[MOCTAHOBJIEHUEM OTPAHUYEHUSAMM, IPUMEHSIOTCS YCIOBUS JOMYCKa JUIA LEJIEW OCYILIECTBICHHUS 3aKyIIOK
TOBapOB, NPOUCXOJAIIMX K3 HHOCTPAHHOIO TOCYAAPCTBAa WJIM TPYIIbl HHOCTPAHHBIX TOCYAAPCTB,
ycTaHaBIMBaeMble (hefepaibHBIM OPraHOM HCTOTHHUTEIHHOW BJIACTH, OCYIIECTBISIONUM (QYHKIIUU IO
BBIPaOOTKE TOCYAapCTBEHHOW TMOJUTUKA W HOPMATHBHO-TIPABOBOMY pETYIUPOBAHHIO B cdepe
OCYIIIECTBIICHUS 3aKyIOK TOBApOB, paboT, YCIyT AJisi 00€CIeYeH s TOCYJapCTBEHHBIX U MYHUITUTIAIBHBIX
HYXI.

(8 pen. IlocranoBnenwuii [IpaBurensctBa PO ot 30.05.2017 N 663, ot 17.02.2022 N 201, ot 16.05.2022 N
883)

5. YcTaHOBICHHBIC HAaCTOAIIWUM ITOCTAHOBJICHUCM OTPAaHUYUCHUSA HC ITPUMCHSAIOTCA B CJIydac:

OCYILIECTBICHUSI 3aKylOK JIEKAPCTBEHHBIX IpPENapaToB, MPOUCXOIAIIMX W3 HHOCTPAHHBIX
rocylapcTB (3a MCKIIOUEHHUEM TOCYJapCTB - 4WIEHOB EBpa3uiicCKOro SKOHOMMYECKOTO COO3a H
TEPPUTOPUIN OTIENbHBIX paiioHOB JloHerko# u Jlyranckoi obnacteil YKkpauHsl), B OTHOIIICHHH KOTOPBIX
Ha TEPPUTOPUAX TOCYIAapCTB - 4WIEHOB EBpasuilcKOro SKOHOMHUYECKOTO COI03a OCYIIECTBIISIOTCA
UCKJTIOUYUTENFHO TEpBUYHAs YIAKOBKa M BTOpUYHAs (MOTpeOUTENbCKasl) yHMaKOBKAa MJIM BTOPUYHAs
(moTpebuTenbcKas) yrmakoBKa JEKapCTBEHHBIX MPENapaToB ¢ 00ECIIEYEHUEM BBITYCKAIOIIET0 KOHTPOJIS
UX Ka4ecTBa, - 710 31 nexabpst 2016 r. BKIIOYUTENBHO;

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 17.02.2022 N 201)

pasMeneHus Ha opUIHATEHOM caiite Poccuiickoit denepauun B
MH(POPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOW cetn "MHTepHer" mans pasmemieHuss UHPOpMAIMU O
pa3sMeIleHNH 3aKa30B Ha IOCTaBKM TOBApOB, BBHIMOJHEHHWE pabOT M OKa3zaHHE YCIYr H3BEleHHH 00
OCYILIECTBJICHUM 3aKylOK JIEKAPCTBEHHBIX IIPEMAapaTOB WM HANpaBlIEHUS MPUIJAlIEHUNd MPUHSITH
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y4aCTucC B ONPCACIICHUU IOCTAaBIIMKA 3aKPBIThIM CHOC060M, OCYIICCTBJICHHBIX OO BCTYIUJICHUSA B CHITY
HaACTOAIICTO IIOCTAHOBJIICHHU A,

OCYILIECTBIIEHUS 3aKYIOK JIEKaPCTBEHHBIX IIPENApaTOB 3aKa3uMKaMH, YKa3aHHBIMH B 4acTH | cTaTbu
75 ®enepanpHoro 3akoHa "O KOHTPAKTHOM cucTeMe B cepe 3aKylmoK TOBapoB, paboT, yciayr Ui
o0ecrieyeHns TOCYAapCTBEHHBIX U MYHHUIMIIATIBHBIX HYX'", HA TEPPUTOPUN HHOCTPAHHOTO TOCyIapCTBa
11t o0ecTieyeHns: CBOCH AEATENbHOCTH Ha STON TEPPUTOPHH.

IIpencenarens IIpaBurenscrBa
Poccniickoit denepanuu
JAMEJIBEJIEB

IIpunoxxenue

K nocra”oBieHuto IIpaBurenscraa
Poccniickoit denepanuu

ot 30 HosOpst 2015 . N 1289

NEPEYEHDb
OPUITMHAJIbHbLIX N PE®EPEHTHbIX NEKAPCTBEHHbIX NMPEMNAPATOB,
NMPEAHA3HAYEHHbLIX ANA OBECMNEYEHUA HECOBEPLUEHHOJIETHUX TPAXOAH,
BONbHbIX 3IOKAYECTBEHHbIMY HOBOOEPA30BAHUAMU TUM®OUOHOMW,
KPOBETBOPHOMN U POOACTBEHHbIX UM TKAHEMW

VYrparun cuny c 1 suBaps 2022 roga. - Ilocranosnenue Ilpasurensctea PO ot 03.08.2020 N 1164.

Crpanvua 513 5



	ПРАВИТЕЛЬСТВО РОССИЙСКОЙ ФЕДЕРАЦИИ
	Приложение

