MMPABUTEJIbCTBO POCCUMCKOM ®EIEPAIIUU

MNOCTAHOBJIEHHUE
ot 30 Hos10ps 2015 r. N 1289

OB OTPAHUYEHUSAX U YCJIOBUSX
JIOIYCKA MPOUCXOJSIIUX U3 UHOCTPAHHBIX TOCYJIAPCTB
JEKAPCTBEHHBIX IPENIAPATOB, BKJIIOUEHHBIX B IIEPEYEHD JKU3HEHHO
HEOBXO/JIMMBIX M BAJKHEWLIMX JJEKAPCTBEHHBIX IIPEITAPATOB, JI/Is1
EJEN
OCYIIECTBJEHMS 3AKYNOK JIJIs1 OBECIIEYEHUSI TOCYIAPCTBEHHbBIX
1 MYHUIIATIAJIbHBIX HY KT

CHucoKk U3MEHSIOIMUX TOKYMEHTOB
(B pen. ITocranosnennii [IpaButensctBa 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)

B cootBercTBUU co cTaTheit 14 DenepanbHOro 3akoHa "O KOHTPaKTHOM CHUCTEME B cepe
3aKyIOK TOBapoB, paboT, YCIyr /g 00ecrnedeHus TOCyJapCTBEHHbIX U MYHUIIMIAIBHBIX HYX1"
IIpaBurenscTBO Poccuiickoin denepanyy NOCTaHOBIISAET:

1. YcraHoBUTb, 4TO ISl LEJ€H OCYIIECTBIEHUs 3aKYIOK JIEKapCTBEHHOrO Ipemnapara,
BKJIFOUEHHOT'O B I1€PEUYEHb KU3HEHHO HEOOXOUMBIX U BaYKHEHIINX JEKApCTBEHHBIX MPENapaToB
(manee - JeKapCTBEHHBIN IMpemnapar), Jisi 0O0ecreyeHus] TOCYJapCTBEHHBIX U MYHUIUIATbHBIX
HYXKJ (C OOHUM MEXJYHapOAHbIM HENATEHTOBAHHBIM HAMMEHOBAaHUEM WJIM IMPHU OTCYTCTBUHU
TAaKOro0 HaMMEHOBAHMS - C XUMUYECKUM WJIM TPYNIHUPOBOYHBIM HAUMEHOBAHUEM ), SBJISIOIIErOCS
IPEIMETOM OJHOTO KOHTPAKTa (OJHOrO JIOTA), 3aKa3YMK OTKJIOHSET BCE 3asiBKU (OKOHUYATEIbHbIE
NpPEJUIOKEHHS), COAEpKaIlUe TMPEeAJIOKEHNUS O IIOCTaBKe JIEKAPCTBEHHBIX IIPENaparos,
OPOMCXOJAIIMX M3 MHOCTPAHHBIX TOCYAApCTB (32 HCKIIOYEHHEM TOCyIapCcTB - UJICHOB
EBpa3zuiickOoro 3KOHOMMYECKOIO COK3a M TEPPUTOPHUMA OTACIBHBIX paloHOB JloHenKoW u
Jlyranckoii o6nacteil YKpauHsbl), B TOM YHCIIE O TOCTaBKe 2 1 0oJiee JIEKApCTBEHHBIX MTPENapaTos,
CTpPaHON NPOUCXOXKAECHUS XOTSI Obl OJHOTO M3 KOTOPBIX HE SBISETCS TOCYAAPCTBO - WIEH
EBpa3suiickoro »KOHOMHUYECKOTO COK03a WIH TEPPUTOPHUM OTAEIBHBIX PailoHOB JloHEenkoil u
Jlyranckoii ob6nacteit YKpauHbl, pU YCJIOBHH, YTO HA y4acTHE B OINPENEICHUU IMOCTaBIIUKA
NOJaHO HEe MeHee 2 3asBOK (OKOHYATEIbHBIX MPEAJIOKEHUN), KOTOpBIE YAOBIETBOPSIOT
TpeOOBaHUSIM H3BEIICHUS 00 OCYIIECTBICHUU 3aKyNKU U (WJIM) JOKYMEHTAIMU O 3aKYIKe U
KOTOpBIE OTHOBPEMEHHO:

(B pex. [Tocranosnenuii [IpaButenscra PO ot 03.08.2020 N 1164, ot 17.02.2022 N 201)

colepkKaT  MPENIOKEHHS O IIOCTaBKE  JICKAPCTBEHHBIX  IIPENApaTroB, CTPAHOU
IIPOUCXOKICHHST KOTOPBIX SIBIIAFOTCS TOCYJapcTBa - 4jieHbl EBpa3niiCKOro SKOHOMHYECKOTO
CO103a U (MJIM) TEPPUTOPUH OTENbHBIX pailoHoB JloHerkoii u Jlyranckoit obnacteil YKpauHsl;
(B pen. [locranoBnenus IlpaBurenscrBa P® ot 17.02.2022 N 201)

HE cofepXkaT MPEIIOKEHUN O MOCTaBKE JIEKAPCTBEHHBIX MPENapaToB OAHOIO M TOTO K€
MPOU3BOJUTENS MO0 MPOU3BOAUTENEH, BXOJAIIUX B OJHY TPYIIY JIML, COOTBETCTBYIOLIYIO
IIpU3HAKaM, IPENYCMOTPEHHBIM cTaThell 9 denepanbHOro 3akoHa "O 3ammTe KOHKypeHuun", npu
COTIOCTABJICHUH 3THUX 3aIBOK (OKOHYATEIHHBIX MPEJIOKEHUH ).

1(1). B cimyuae ecnu rociie OTKJIOHEHHS 3asiBOK (OKOHYATENbHBIX MPEUI0KEHUI) B TOPSJIKE,
YCTQHOBJICHHOM ITYHKTOM | HACTOSIIIEro MOCTAaHOBJIEHUS, XOTs Obl O/1HA 3asBKa (OKOHYATEIBHOE
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NPEUIOKEHHUE) COICPIKUT TMPEIJIOKECHNE O MOCTABKE JIGKAPCTBEHHBIX IPEIapaToB, BCE CTaJUU
MPOU3BOJICTBA KOTOPHIX, B TOM YHCIE CHHTE3 MOJICKYJbl JCUCTBYIOIIETO BEIIECTBA IPHU
NPOM3BOJICTBE (PapMaleBTUUECKUX CYOCTaHIU, OCYIIECTBISIOTCS Ha TEPPUTOPHUSIX TOCYAAPCTB -
4JIeHOB EBpa3Wiickoro 9SKOHOMHYECKOTO CO¥033a, W TPH OTOM CBEICHHS O TaKHUX
(dapMaIieBTUYECKUX CYOCTAaHIMSIX B YCTAHOBJICHHOM IOPSIKE BKJIIOYEHBI B PETUCTPAIIHOHHOE
JI0OCbE HA JTU JIEKAPCTBEHHBIC IpErNapaThl, B OTHOIICHWH TaKUX JICKAPCTBEHHBIX MPENapaTroB
NPUMEHSIOTCSI YCIIOBUS JOMTyCKa JIJIsS IIeJIeH OCYIIECTBICHUS 3aKYIIOK TOBAPOB, TPOUCXOJISAIIHNX U3
WHOCTPAHHOTO TOCYJapcTBa WM TPYNIbl HWHOCTPAHHBIX TOCYIApCTB, YCTAHOBJICHHBIE
(benepaabHBIM OPraHOM HCIIOJHUTEIBHON BJIACTH, OCYIIECTBISIONIMM (DYHKIIUHM TI0 BBIPAOOTKE
TOCYIapCTBEHHOW TMOJMUTUKH ¥ HOPMATHBHO-TIPABOBOMY  PETrYJIMpPOBAaHUIO B  cdepe
OCYILECTBIICHHSI 3aKyIIOK TOBAapoOB, palOT, yciayr Juisi OOECIeYeHUs TOCYIAapCTBEHHBIX U
MYHHIIUTIATBHBIX HYX]I.

(n. 1(1) BBenen [locranoBnenuem [IpaBurensctBa PO ot 12.05.2018 N 572)

1(2). TloaTBepkaeHHEM COOTBETCTBUS JIEKAPCTBEHHOTO Tperapara u (hapMareBTHISCKON
cyOcTaHIMu TpeOoOBaHUSAM, YKa3aHHBIM B MyHKTe 1(1) HAcTOSIIEro MOCTaHOBJICHUS, SBIISETCS
JIEKJIApUPOBAHUE YYACTHUKOM 3aKYyINKHU B 3asBKE (OKOHUYATEIHHOM IPEUIOKEHUN) CBEACHUN O
JIOKYMEHTE, MOJATBEPKAAIOUIEM COOTBETCTBHE IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB JIs
MEAMIIMHCKOTO TPUMEHEeHHS TpeOoBaHusAM [IpaBui Hamexkamei mpou3BOICTBEHHON MPaKTUKU
EBpa3uiickoro 3KOHOMHMYECKOIO COr03a, yTBepxkIeHHbIX Pemenuem CoBera EBpasuiickoit
IKOHOMHYECKOW KoMHUCCHH OT 3 HOsi0pst 2016 . N 77 "O06 yrBepxkaenun [IpaBmn Haamexamei
MPOU3BOJCTBEHHON TmpakTuku EBpasuiickoro skoHOMHueckoro cow3a", wumu IlpaBun
HaJyIeKaIEeH MPOU3BOICTBEHHOM TPAKTUKH, YTBEPKIAECHHBIX MUHUCTEPCTBOM ITPOMBIIIUIEHHOCTH
u toproBiau Poccuiickoit denepanuu B COOTBETCTBUM C yacThio 1 crathu 45 denepanbHOro
3akoHa "OO oOpalleHuH JEKapCTBEHHBIX CPEACTB", M CBEICHHUM O JIOKYMEHTE, COAEp KalleM
CBEJICHU O CTAJIUAX TEXHOJOTMYECKOTO IMpoliecca NPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA IS
MEIUIIMHCKOTO TPUMEHEHUS, OCYIIECTBIISIEMBIX Ha TEPpUTOpUH EBpPazniickoro "KOHOMUYECKOTO
coro3a (B TOM 4YHCIE O CTagusiXx MPOU3BOJCTBA MOJIEKYJbl JECWCTBYIOUIETO BEIECTBA
dapmareBTUUeCKOl CyOCTaHIM), BbIJaBaeMOM MUHHCTEPCTBOM MPOMBIIIIIIEHHOCTH W TOPTOBIIH
Poccuiickoi denepanuu B yCTAaHOBIEHHOM UM IOPSJIKE.

(m. 1(2) BBenen IlocranoBnenuem [paButensctBa PO ot 12.05.2018 N 572)

2. [logTBepk1eHUEM CTpaHbl MPOUCXOKICHUS JIEKAPCTBEHHOTO Mpenapara sBJIIeTCsl OAUH
U3 CJEIYIOIMINX JOKYMEHTOB:

a) cepTUPUKAT O MPOUCXOKIACHUH TOBApa, BBIJABAEMBIA YIOJIHOMOYEHHBIM OPTaHOM
(opranmzanuei) rocymapcTBa - uieHa EBpa3sMiicKOro SKOHOMHYECKOTO coro3a mo (dopme,
ycraHoBieHHON [IpaBuimamu ornpeneneHusl cTpaHbl MPOUCXOXKIEHUS TOBAPOB, SBISIOLIUMUCS
HeoTbemsieMol 4YacThio Cornamenuss o IlpaBunax omnpeaeneHuss CTpaHbl MPOUCXOKICHUS
toBapoB B CojnpyxkectBe HezaBucumbix ['ocynapct ot 20 HosOpst 2009 1., 1 B COOTBETCTBHH C
KPUTEPHUSMHU OIPEAEIICHHS CTPAHbI POUCXOKIEHUSI TOBAPOB, MPEAYCMOTPEHHBIMH YKa3aHHBIMU
[IpaBunamuy;

0) 3aKilOYeHHWE O TOATBEPXKIECHUH IPOU3BOJACTBA TNPOMBIIUIEHHOW MPOAYKIUH Ha
tepputopun Poccuiickoii denepanuu, BblgaBaeMoe MHUHUCTEPCTBOM MNPOMBIIIJIEHHOCTH |
toproeinu Poccuiickoii ®Penepauuu B cOOTBETCTBUM ¢ IIpaBuinamMu BbIIAYM 3aKIIOYEHUS O
MOATBEPKJIECHNH TMPOU3BOJCTBA NPOMBINUICHHOW NPOAYKUMU Ha Tepputopun Poccuiickoin
®enepanyy, yrBep:kKJIeHHbBIMHA NTocTaHoBIeHUEM [IpaBurenscrBa Poccniickoit @enepanuu ot 17
urong 2015 r. N 719 "O noxareBepkAeHUU NPOWU3BOACTBA HPOMBINUIEHHOW MPOAYKIHMH HA
tepputopuu Poccuniickoit denepaunn';

B) cepTHU(UKAT O NMPOUCXOXKJIECHUM TOBapa, BbIJABaeMbIil YIOJTHOMOUYEHHBIMH OpraHaMH
(opranuzanusamu), hakTUYECKHU IEHCTBYIOIUMHU Ha TEPPUTOPHUSIX OTIENbHBIX pailoHOB JlOHEeIKOoi


consultantplus://offline/ref=D562C976C3C9A5E72CDCC7F2E8D66B2096F586E8E9CAEE78D099764D38D3DE5C391EC5A10FE3331A6AD8D74BA3uFD5K
consultantplus://offline/ref=D562C976C3C9A5E72CDCC7F2E8D66B2090FD8FE8EBC8EE78D099764D38D3DE5C2B1E9DAD0FE42D1B6ECD811AE5A2AB2E48FABE32F193F08Fu4D8K
consultantplus://offline/ref=D562C976C3C9A5E72CDCC7F2E8D66B2091F084E9ECCAEE78D099764D38D3DE5C2B1E9DAD0FE42D196FCD811AE5A2AB2E48FABE32F193F08Fu4D8K
consultantplus://offline/ref=D562C976C3C9A5E72CDCC7F2E8D66B2091FD85ECE9C8EE78D099764D38D3DE5C2B1E9DAD0FE42D1B6BCD811AE5A2AB2E48FABE32F193F08Fu4D8K
consultantplus://offline/ref=D562C976C3C9A5E72CDCC7F2E8D66B2093FD86E3EECDEE78D099764D38D3DE5C2B1E9DAD0FE42D1B6ECD811AE5A2AB2E48FABE32F193F08Fu4D8K
consultantplus://offline/ref=D562C976C3C9A5E72CDCC7F2E8D66B2096F585ECEDCFEE78D099764D38D3DE5C2B1E9DA806E6264E3F828046A1F0B82E4BFABC36EDu9D3K
consultantplus://offline/ref=D562C976C3C9A5E72CDCC7F2E8D66B2090FD8FE8EBC8EE78D099764D38D3DE5C2B1E9DAD0FE42D1B6CCD811AE5A2AB2E48FABE32F193F08Fu4D8K
consultantplus://offline/ref=D562C976C3C9A5E72CDCC7F2E8D66B2091F084E2E9CFEE78D099764D38D3DE5C2B1E9DAD0FE4291D6CCD811AE5A2AB2E48FABE32F193F08Fu4D8K
consultantplus://offline/ref=D562C976C3C9A5E72CDCC7F2E8D66B2096F587EDECCBEE78D099764D38D3DE5C2B1E9DAF0CEF794B2A93D84BA6E9A62A51E6BE34uEDDK

u Jlyranckoi obsacreid YkpauHsl, 1o ¢hopme, ycTaHOBIeHHOH [IpaBunamu onpeneneHus CTpaHbl
IIPOUCXOXKIECHNS TOBAapOB, SBISIIOIIMMUCA HeoTbeMieMmol 4dacTtbio Cornamenus o IlpaBumax
orpeziesieHus: CTpaHbl MpoucxoxaeHus ToapoB B CoapyskectBe HezaBucumbix ['ocynapcrs ot 20
HOs10pst 2009 ., ¥ B COOTBETCTBUM C KPUTEPUSMHU OIIPENIEIICHUS CTPAHBI IPOUCXO0KICHUS TOBApOB,
pelyCMOTPEHHBIMU YKa3aHHbIMU [IpaBuiamu.

(nm. "B" BBeneH [loctanosnenuem I[paBurensctea PO ot 17.02.2022 N 201)

(m. 2 B pen. [Tocranosnenus [IpaButensctBa P® ot 12.05.2018 N 572)

3. HpI/I 3aKIIIOYCHHUU W UCIIOJIHCHHUU KOHTpAKTa, NPpCAMETOM KOTOPOT'O ABJIACTCA IIOCTaBKa
JICKApCTBCHHOT'O IIpfriapara C CO6J'IIO,I[€HI/IGM OFpaHI/I‘IeHPlﬁ, IpeaAYCMOTPECHHBIX HACTOAIIUM
IMOCTAHOBJICHUCM, HC [JOIIYCKACTCA 3aMCHA JICKAPCTBCHHOI'O0 IIpeliaparta KOHKPCTHOI'O
IMPOU3BOAUTEIIA HJIKM CTpaHbl €TI0 IIPOUCXOXKACHHA, YKa3aHHBIX B 3asBKC (OKOH‘IaTCJ'II)HOM
HpGI[JIO)KeHI/II/I), co;[epncameﬁ MPEAJIOKCHUC O ITOCTABKEC JICKAPCTBCHHOI'O IIpCIiapara.

4. B ciay4ae ecinu 3asBKa (OKOHYATEJIbHOE IPEJIOKEHHE), coleprKallas MpeaIokKeHue o
IIOCTAaBKE JIEKAPCTBEHHOr'O Ipenapara, MPOMCXOMASIIEro U3 HWHOCTPAHHOIO rocyaapcTBa (3a
UCKJIIIOYEHHEM TOCYJapcTB - 4YJI€HOB EBpa3suilcCKOro 3KOHOMHUYECKOIO COK03a U TEPPUTOPUI
oTHenpHBIX pailoHoB JloHeukodd u Jlyranckoit obOmacteld YKpawHbl), HE OTKJIOHSETCS B
COOTBETCTBUU C YCTAHOBJICHHBIMU HACTOSIIIMM IIOCTAHOBJICHUEM OTPAHUYEHUSAMU, IPUMEHSIOTCS
YCIJIOBHS JOITYCKA IS LIEJIEH OCYIECTBIICHHS 3aKyIIOK TOBAPOB, IPOUCXOASAIINX U3 MHOCTPAHHOIO
rocyJapcTBa WM TPYIIIbl HHOCTPAHHBIX FOCYIapCTB, yCTaHABIUBAeMbIe (e/iepaIbHbIM OPraHOM
UCTIOJTHUTEIIFHOW BJIACTH, OCYIIECTBIIIONIMM (YHKIMH MO BBIPAOOTKE TOCYIapCTBEHHOM
HOJUTUKM W HOPMAaTUBHO-IIPAaBOBOMY PETYJIUPOBAaHHIO B c(epe OCYIIECTBIECHHUS 3aKyNOK
TOBapOB, padoT, yCIyr AJs 00ecreueHus: TOCyIapCTBEHHBIX U MYHULIUIIAJIbHBIX HYXI.

(B pen. ITocranosnenuii [IpaBurensctea PD ot 30.05.2017 N 663, ot 17.02.2022 N 201)

5. YcTaHOBIIEHHBIE HACTOSIIMM ITOCTaHOBJICHUEM OTpaHUYCHUA HC ITPUMCHSAIOTCA B CIIydac:

OCYIIECTBJICHUSI 3aKYMOK JICKAPCTBEHHBIX IMPENapaToB, MPOUCXOSANINX U3 MHOCTPAHHBIX
rocyJapcTB (3a UCKIIOYEHUEM TOCYJapCTB - WieHOB EBpa3uilcKOro 3KOHOMHYECKOTO COK3a U
TEPPUTOPHUIN OTHENbHBIX paiioHOB JloHenkoit u Jlyranckoit obnmacteit YkpauHbl), B OTHOIIEHUU
KOTOPBIX Ha TEPPUTOPHUSAX TOCYAapCTB - WiIEHOB EBpa3uiicKOro SKOHOMHYECKOIO COH3a
OCYIIECTBIISIIOTCS UCKIIOUUTENIbHO TepBUYHAs YMaKOBKAa W BTOpPUYHAs (TIOTpEOUTEIHCKAS)
yIIaKOBKa WM BTOpUYHas (MOTpeOUTENIbCKasl) YIAaKOBKA JEKAPCTBEHHBIX MpENapaTtoB ¢
obecreueHrneM BBITYCKAIOIIET0 KOHTPOJIS UX Ka4ecTBa, - 10 31 aexadps 2016 r. BKIIOUUTEIHHO;
(B pexn. [Tocranosnenus Ilpasutenscrea PO ot 17.02.2022 N 201)

pasMenieHnuss Ha o¢uuuanbHoM caiite Poccuiickoit ®enepauuu B HMHYOPMAIOHHO-
TEJIEKOMMYHHUKAIIMOHHON cetu "MHTepHer" Ui pasmerieHuss MHQOpMalMu O pa3MelleHUH
3aKa30B Ha IIOCTaBKM TOBApoOB, BBIIOJHEHHE pabOT M OKa3aHWE YCIyr U3BEUIeHHH 00
OCYIIECTBIICHUN 3aKYIIOK JICKAPCTBEHHBIX IIPENApaTOB WU HAIIPABJICHMS PUTJIAIICHUN TPUHSATH
y4acTHe B ONPEICTICHUH MTOCTABIIMKA 3aKPBITHIM CIIOCOOOM, OCYIECTBIEHHBIX /10 BCTYIUICHUS B
CHIIY HACTOSIIETO ITOCTAHOBIICHUS;

OCYUIECTBJICHUS 3aKYIOK JIEKAPCTBEHHBIX MPENapaToB 3aKa3uyMKaMH, YKa3aHHBIMU B YacTU
1 crateu 75 ®@enepanpHoro 3aKkoHa "O KOHTPAKTHOM CHUCTEME B cdepe 3aKyImoK TOBapoB, pabdoT,
yCIyr ans oOecnedeHus TOCYNapCTBEHHBIX W MYHUIMMNANBHBIX HYXI', Ha TEPPUTOPUU
MHOCTPAHHOI0 IrOCy1apCcTBa JIjIsl 00ecTieueHus! CBOEH NesATeIbHOCTH Ha 3TON TEPPUTOPHH.

[Ipencenarens [IpaButenscTBa
Poccuiickoit denepanuu
JAME/IBEJIEB
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[Ipunoxxenue

K ITocTaHoBieHMIo [IpaBurenscrBa
Poccuiickoit denepanuu

ot 30 HOos16pst 2015 1. N 1289

MEPEYEHDb
OPUT'MHAJIBHBIX U PEOEPEHTHBIX JIEKAPCTBEHHBIX ITIPEITAPATOB,
NPEJHA3HAUYEHHBIX JII1 OGECHHEUEHUSI HECOBEPIIEHHOJIETHUX
I'PAJKIAH,
BOJIBHBIX 3JIOKAYECTBEHHBIMU HOBOOBPA3OBAHUSIMU JIMM®POUTHOM,
KPOBETBOPHOM U POJICTBEHHBIX UM TKAHEHN

VYrparun cuity ¢ 1 auBaps 2022 roaa. - [locranosnenue IIpaBurenscrea PO ot 03.08.2020
N 1164.
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