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[Tocranosnenue IIpaBurensctBa Poccuiickoit @enepanmu ot 30.11.2015 . Ne 1289
(OdunmanbHblil HHTEPHET-MOPTAN MPAaBOBOM HHPopMaluu (Www.pravo.gov.ru) ot 02.12.2015 .,
ct. 0001201512020026; Cobpanue 3akoHonatenbcTBa Poccuiickoit ®eneparuu ot 2015 1., No 49,
CT. 6981)

ITo cocrostamro Ha 22.06.2023 1.

MPABUTEJBCTBO POCCUIICKOM ®EJIEPAIIUA

HOCTAHOBJIEHHUE

ot 30 Hosiops 2015 . Ne 1289

MOCKBA

OO0 orpaHuYeHHUSAX U YCJIOBHUSIX JI0MYCKA MPOUCXOASNIUX U3 HHOCTPAHHBIX
roCy1apcTB JIEKAPCTBEHHbIX MPENaparoB, BKJIKYEHHBIX B IlepeYyeHb )KU3HEHHO
HEeO00XOAMMBIX M BaKHEHIINX JIEKAPCTBEHHbIX NIPENaparos, AJsl Hejei
OCYLIEeCTBJIEHHSI 3AKYIOK JIJIf1 00ecreyeHusi roCylapCcTBEeHHbIX U
MYHHUIHMNAJBHBIX HYK/

(B peoakyuu nocmanoenenuti Ilpasumenscmea Poccutickou @edepayuu
o1 30.05.2017 Ne 663, ot 12.05.2018 Ne 572, ot 03.08.2020 Ne 1164,

ot 28.09.2020 Ne 1550, ot 17.02.2022 Ne 201, ot 16.05.2022 Ne 883)

B cootBercTBUM co cTathel 14 denepanbHOro 3akoHa "O KOHTPAKTHOUM cHCcTeME B cdepe
3aKyTOK TOBApOB, padOT, YCIOYyT AJisi OOECIEeYeHHs] TOCYJapCTBEHHBIX M MYHUIIUTATBHBIX HYXT"
[IpaBurenscTBO Poccuiickon denepanuu oCTaHOBIISAECT:

1. YcraHoBuTh, UTO IS L€l OCYIIECTBICHHS 3aKyNOK JIEKapCTBEHHOTO Iperapara,
BKJIFOUEHHOTO B IMEpeYeHb KU3HEHHO HEOOXOIMMBIX M BaKHEUIIMX JIEKAPCTBEHHBIX MpenapaToB
(mamee - NEKApCTBEHHBIN Mpemapar), Uisi 00eCNeUYeHUs] TOCYIapCTBEHHBIX W MYHHUIIUIATBHBIX
HYXJ (C OJHUM MEXIyHAapOAHBIM HEMAaTEHTOBAHHBIM HAMMEHOBAHHEM WU TPU OTCYTCTBUU
TaKOT0 HAaUMEHOBAHUS - C XUMUYECKUM WJIHM TPYNIHUPOBOYHBIM HAUMEHOBAHUEM), SIBIISIFOLIETOCS
MIPEIMETOM OJHOTO KOHTpakTa (OIHOTO JIOTA), 3aKa34MK OTKJIOHSET BCE 3asBKU (OKOHYATEJIbHbIE
OpeUIOKEHUs), COoAepXkalllie TMPEeAIOKEHUsI O IOCTaBKE JIEKAPCTBEHHBIX IPENaparos,
MPOUCXOMASIINX W3 HWHOCTPAHHBIX TOCYAApCcTB (3a WCKIIOUYEHHEM TOCYAapCTB - UICHOB
EBpasuiickoro skoHomudeckoro corwsa u Jlonenkoi Hapomuoit PecmyOmuku, Jlyranckoi
Haponnoit PecryOnuku), B TOM uuciae O MOCTaBKe 2 M 0ojee JEKapCTBEHHBIX IpENaparos,
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CTpPaHOW TPOUCXOKACHHUS XOTsI Obl OAHOTO M3 KOTOPBIX HE SIBISIETCS TOCYOapCTBO - YJIEH
EBpasuiickoro skoHomudeckoro corsa unu Jloneukas Hapomnas PecmyOmmka, Jlyranckas
Haponnas PecnyOnuka, mpu ycliOBUHM, YTO Ha y4acTUE B OINpPENEJICHUU IMOCTaBIIMKA MOJAHO HE
MeHee 2 3asBOK (OKOHYATEIbHBIX HPEJIOKEHHI), KOTOpPbHIE YIOBJIETBOPSAIOT TPEOOBAHUSIM
M3BEUIEHUS 00 OCYIIECTBICHUU 3aKyNKd W (WJIM) JOKYMEHTAlMM O 3aKylNKe M KOTOphIE

OTHOBPEMEHHO: (B pedaxyuu nocmanosnenuti Ilpasumenvcmea Poccutickou ®Dedepayuu
ot 03.08.2020 Ne 1164, ot 17.02.2022 No 201, ot 16.05.2022 Ne 883)

COAEp)KaT MPEUIOKEHHUsT O T[OCTaBKE JIGKAPCTBEHHBIX  IPENaparoB, CTPaHOM
IPOUCXOXKJEHUSI KOTOPBIX SIBISIFOTCS TOCyJapcTBa - WiIEHbl EBpasuiicKOro 3KOHOMHUYECKOTO
coroza u (mnm) [onenkas Hapomnas PecnybOnuka, Jlyranckas Hapomgnas Pecnybnuka; (B

peoaxkyuu nocmarosienutl IIpasumenscmea Poccutickoii @edepayuu ot 17.02.2022 Ne 201,
ot 16.05.2022 Ne 883)

HE cojiepkKaT MPEeIIOKEHUN O MOCTAaBKE JIEKAPCTBEHHBIX IPENapaToB OJHOIO M TOTO XKe
MPOU3ZBOIUTENS JTUOO MPOU3BOAMTENEH, BXOAAIIMX B OJHY TPYIIY JHIl, COOTBETCTBYIOILYIO
MpU3HAKaM, PeyCMOTPEHHBIM cTatbeil 9 DenepanbHoro 3akoHa "O 3amuTe KOHKYPEHLIHH'", IPH
COTIOCTABIIEHUHU ITUX 3asBOK (OKOHYATEIbHBIX MPEIJIOKEHUH).

1!. B ciydae ecnu mocyie OTKIOHEHHS 3asBOK (OKOHYATENBHBIX MPEUIOKEH i) B MOPSIKE,
YCTAHOBJICHHOM IMyHKTOM | HAacCTOSIIIETO MOCTAHOBJIEHUS, XOTS Obl O/lHA 3asBKa (OKOHUYATEIHHOE
MIPENTIOKEHUE) CONCPKUT TMPEAJIOKEHUE O TMOCTAaBKE JIEKAPCTBEHHBIX MpernaparoB, BCE CTaIuU
MPOM3BOACTBA KOTOPHIX, B TOM YHCJIE CHHTE3 MOJICKYJIbl JEHUCTBYIOIIETO BEIIECTBA TPH
MPOU3BOCTBE (PapMarieBTUYECKUX CYOCTAHIIMM, OCYIIECTBIISIOTCS Ha TEPPUTOPHUSIX TOCYAApCTB -
WIeHOB  EBpa3wiickoro 9SKOHOMHUYECKOTO COr3a, W MpPH  ITOM  CBEIEHUS O TaKHX
(dapMaIreBTHUECKUX CYOCTaHIMSAX B YCTAaHOBICHHOM TIOPSIKE BKJIIOUYECHBI B PETHCTPAIIMOHHOE
JI0OChE Ha OTH JICKAPCTBEHHBIC IIpemaparbl, B OTHOIICHWHM TaKHX JICKAPCTBEHHBIX IIpEIrapaToB
MIPUMEHSIFOTCS YCJIOBHS JOMYCKa IS IIEJICH OCYIIEeCTBICHUS 3aKyIIOK TOBApOB, IPOUCXOAIINX U3
WHOCTPAHHOTO TOCyJapCTBa WJIM TPYNIbl HWHOCTPAHHBIX TOCYIApCTB, YCTaHOBJICHHBIC
(dbenepaibHbBIM OpPraHOM HCIIOJHUTEIBHON BJIACTH, OCYIIECTBIISIOMIUM (DYHKIIMU 1O BBIPAOOTKE
rOCyJapCTBEHHON MOJIMTUKU U HOPMATUBHO-TIPABOBOMY PETYJIIMPOBAHUIO B Chepe OCYIIECTBICHUS
3aKyTOK TOBAapOB, pa0OT, YCIYT ISl OOECIIEYeHHs TOCYAapCTBEHHBIX U MyHHUIIMTAIBHBIX HYXK. (C
1 sameaps 2019 o. oononnen - Ilocmanosnenue Ilpasumenvcmea Poccutickou @Pedepayuu
ot 12.05.2018 Ne 572)

12. TloaTBep K IEHUEM COOTBETCTBHUs JIEKAPCTBEHHOIO Npenaparta M (apMaleBTHUECKO
cyOcTaHuuM TpeGOBaHMAM, yKa3aHHBIM B MyHKTe 1! HacTosliero MOCTaHOBIEHHMS, SBISETCS
JIEKJIApUPOBAHUE YYACTHUKOM 3aKYNKH B 3asBKE (OKOHYATEIbHOM MPEIJIOKEHHH) CBEACHUU O
JOKYMEHTE, MOATBEPKIAOIIEM COOTBETCTBUE IPOU3ZBOAUTENS JIEKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO NpUMeHeHus TpeboBaHusM [IpaBun Hamiexamieil mpou3BOJACTBEHHON MPAKTUKU
EBpa3uiickoro »KOHOMHMYECKOIO COr03a, YyTBepkIeHHbIX Pemenunem Coera EBpazuiickont
SKOHOMHYECKON Komuccuu OT 3 HosiOpst 2016 . No 77 "O6 yrBepxkaenuu [IpaBun Hapiexaiiei
MIPOU3BOACTBEHHOW MPaKkTUKU EBpa3uiickoro skoHoMmuueckoro corosza", win [IpaBun Hajiexaiei
MIPOU3BOACTBEHHOW MPAKTUKH, YTBEPKIECHHBIX MUHHUCTEPCTBOM MPOMBIIUIEHHOCTH U TOPTOBIIH
Poccuiickoii @enepanii B COOTBETCTBHM C 4acTbto 1 crarbum 45 DenepanbHOro 3akoHa
"OO0 oOpaleHnu JEeKapCTBEHHBIX CPEACTB", M CBEJIECHUM O JIOKYMEHTE, COEpIKallleM CBEACHUS O
CTaAMSIX TEXHOJOTMYECKOro Ipoliecca IMPOU3BOACTBA  JIEKAPCTBEHHOIO  CPEACTBA IS
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MEIUIIMTHCKOTO TPUMEHEHUS, OCYIIECTBISIEMBbIX Ha TeppuUTOpuH EBpazuiicKOro 3KOHOMHYECKOTO
coro3a (B TOM 4YHCI€ O CTaAUSIX HPOU3BOACTBA MOJEKYJIbl JCHCTBYIOIIETO BEIIECTBA
(dapmalieBTHUECKON CyOCTaHIIMM), BbIJaBa€MOM MUHUCTEPCTBOM MPOMBIIIIEHHOCTH U TOPTOBIU
Poccuiickoit @enepauun B ycraHoBieHHOM uM nopsake. (C I auweaps 2019 2. dononmen -
Ilocmanoenenue IIpasumenscmea Poccuiickoti @edepayuu ot 12.05.2018 No 572)

2. IloaTBepkI€HUEM CTPAaHbI MPOUCXOKACHHS JIEKAPCTBEHHOTO Mpernapara sBISeTCs] OJIUH
U3 CIEAYIOIIUX JTOKYMEHTOB:

a) ceptu(duKaT O TPOUCXOXKIECHWW TOBapa, BHIAABAEMBIM YIIOJIHOMOYEHHBIM OPTaHOM
(opranuzamuei) rocygapcTBa - WICHa EBpa3sMCKOrO SKOHOMHYECKOTO CoOro3a 1o (opme,
ycraHoBjieHHOW [IpaBunamMu omnpeaeneHus CTPaHbl MPOUCXOXKACHUS TOBAPOB, SBISIOUIUMUCS
HeoTbemsieMol yacThio Cornnamienus o [IpaBunax onpeaeneHust CTpaHbl TPOUCXOXKACHUSI TOBAPOB
B ConpyxecrBe HezaBucumbix locymapcte or 20 Hos0ps 2009 1., U B COOTBETCTBHH C
KPUTEPUSIMU OIPEJICIICHUSI CTPAHbI MTPOUCXOKIEHHUS TOBAPOB, MPEAYCMOTPEHHBIMH YKa3aHHBIMU
[IpaBunamu;

0) 3aKiIO4eHHE O TMOJATBEPKACHUM TPOU3BOACTBA TMPOMBIIUICHHOW MPOAYKIUU Ha
tepputropun Poccuiickoit ®dexnepanuu, BblIaBaeMoe MHUHUCTEPCTBOM MPOMBIIUIEHHOCTH U
ToproBinu Poccuiickon @enepaumu B cOOTBETCTBUM ¢ [IpaBwiiamu BblIauu 3aKIOYEHUS O
MOATBEPKICHUM TPOU3BOACTBA MPOMBIIIJICHHOW NPOAYKUMHA Ha Tepputopun Pocculickon
Oenepanuy, yTBEPKIACHHBIMH TocTaHOBIeHWEM I[lpaBurensctBa Poccuiickonn denepannu
ot 17 urons 2015 . Ne 719 "O noarBepk1€HUH MPOU3BOACTBA MPOMBIIUIEHHOW MPOIYKIIMH Ha
tepputopun Poccuiickoit denepannn";

B) cepTHU(HUKAT O MPOUCXOKJICHUU TOBapa, BbIJABAEMbBIH YIIOJIHOMOYCHHBIMH OpraHAMH
(opranmzarusimu) Jloneuxoit Hapomnoit PecnyOmmku, Jlyranckoit Hapomuoit PecmyOmuku, mo
dopme, ycraHoBneHHO# [lpaBuiiamMmm ompeneneHUs CTpaHbl MPOUCXOXKIEHUS  TOBAPOB,
ABJSIFOIIMMHUCS  HeoTbemiieMoll 4vacTero Cornamenus o IlpaBwiax omnpeneieHus CTpaHbl
npoucxoxaenus ToBapoB B CoapyxectBe HezaBucumbix T'ocynapets ot 20 nosiopst 2009 r, u B
COOTBETCTBUM  C  KPUTEPUSIMH  ONPEACICHUS  CTPaHbl  IPOUCXOXKIEHHUS  TOBAPOB,
MpeAYyCMOTPEHHbIMU yKa3aHHbIMU [IpaBunamu. (/Jononnen - Ilocmanosnenue Illpasumenvcmea

Poccuiickou @edepayuu ot 17.02.2022 Ne 201) (B pedaxyuu Ilocmanosnenus Ilpasumenvcmea
Poccuiickou @edepayuu ot 16.05.2022 Ne 883)

(C 1 aneaps 2019 2. nynkm 6 peoakyuu Ilocmanoenenus Ilpasumenscmea Poccutickou
®@eoepayuu ot 12.05.2018 Ne 572)

3. Ilpu 3aKiIrOYEHUN W UCIIOJTHEHUN KOHTPAKTa, MPEAMETOM KOTOPOTO SIBISETCS MOCTaBKa
JIEKapCTBEHHOTO Tpernapara ¢ COOJIOACHUEM OrpaHUYEeHUM, NPEAYyCMOTPEHHBIX HACTOSAIIUM
IIOCTAHOBIICHHEM, HE JIONYCKAaeTCs 3aMEHa JIEKapCTBEHHOIO IIpernapara KOHKPETHOIO
IOPOU3BOJAUTENST WM CTPAaHbl €ro IPOUCXOKIEHUS, YKAa3aHHBIX B 3asBKE (OKOHYATEJIbHOM
MIPEJIOKEHUN ), COZIEpIKAILEH ITPEITIOKEHUE O ITOCTABKE JIEKAPCTBEHHOT'O Mperapara.

4. B cinyuae ecnu 3asBKa (OKOHYATEJIbHOE IPEJIOKEHNE), cojepiKallas MpeasioKeHue o
MOCTaBKE JICKAPCTBEHHOIO Ipenapara, MPOUCXOSIIEr0 W3 HMHOCTPAHHOIO TrocylaapcTa (3a
UCKJIIOUYEHHEM TOCYJapCTB - WIEHOB EBpa3suiickoro SKOHOMHYECKOro coro3a u JloHeukoit
Hapoanoii Peciy6nuku, Jlyranckoit Hapomnoit PecriyOnuku), HE OTKIOHSETCSI B COOTBETCTBUU C
YCTQHOBJICHHBIMH HACTOSIIMM ITOCTAHOBJIICHHMEM OrpPaHUYEHUSMH, MPUMEHSIOTCS YCIIOBHS
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JIOIyCKa Uil LEeJIed OCYIIECTBIEHUS 3aKyIlOK TOBApOB, IPOMUCXOASIIUX W3 HHOCTPAHHOIO
roCy/apcTBa WJIM I'PyHIbl HHOCTPAHHBIX IOCYAApCTB, YCTaHABIMBAaEeMble (hefepaibHbIM OpraHOM
WCIIOJIHUTEIbHOM BJACTH, OCYUIECTBISIOIUMM (QYHKIMH 1O BbIpaOOTKE TIOCydapCTBEHHOM
NOJUTUKU U HOPMATUBHO-IIPABOBOMY PETYJIUPOBAHUIO B C(pepe OCYyIIECTBICHUS 3aKyIIOK TOBAPOB,
pabot, yciayr ans obeclieueHusi TOCYJapCTBEHHBIX W MYHMUIMIAIbHBIX HYXA. (B pedaxyuu

nocmanosnenutl  Ilpasumenvcmea  Poccuiickoti  @eoepayuu ot 30.05.2017 Ne 663,
ot 17.02.2022 Ne 201, ot 16.05.2022 Ne 883)

5. YcraHOBJIEHHBIE HACTOSAIIMM IIOCTAHOBJICHHEM OTpaHHUYCHUSI HC IPHUMCHAIOTCS B
clIy4dac:

OCYILIECTBJIEHUS 3aKYNOK JIEKAPCTBEHHBIX IMPENapaToB, MPOUCXOIAIINX U3 MHOCTPAHHBIX
rocyaapcTB (3a HCKIIIOYEHUEM TOCYAAapCTB - 4JI€HOB EBpa3uilcKoro 3KOHOMHYECKOTO COI03a U
TEPPUTOPUN OTHEIBHBIX paiioHOB JloHenkon u Jlyranckoil obGnactedt YkpauHbl), B OTHOIICHUH
KOTOPBIX Ha TEPPUTOPHUSAX TOCYAApCTB - WICHOB EBpa3uiicKOro 3SKOHOMHYECKOTO COH3a
OCYIIECTBISIOTCS HUCKIIOYUTENIBHO TMEepBUYHAS YMAaKOBKA M BTOpUYHAs (MOTpeOUTEIbCKAs)
yIakoBKa WJIM BTOpUYHas (MOTpeOUTENbCKas) YMakoBKa JIEKAPCTBEHHBIX MPENapaTtoB ¢
oOecrieueHrEM BBIMYCKAIOMIETO KOHTPOJISI MX KadecTtBa, - 10 31 npgexabps 2016 T
BKJIIOUUTENBbHO; (B peoakyuu Ilocmanosenenus Ilpasumenscmea Poccuiickoii ®Dedepayuu
ot 17.02.2022 Ne 201)

pasMenienusi Ha odumuanbHoM caite Poccuiickoit @Deneparuu B MHGOPMAIMOHHO-
TeJEKOMMYHUKalMOHHOW cetn "WHTepHeTr" s pa3melmneHus HHPOPMAIUMU O pa3MELICHUU
3aKa30B Ha IIOCTaBKM TOBApOB, BBINOJIHEHHE padOT M OKa3zaHWE YCIYr U3BEIICHUH 00
OCYILIECTBJIEHUH 3aKyIIOK JIEKAPCTBEHHBIX IIPENApaTOB WJIM HAIPABICHUS NPUIIALICHUN TPUHATH
y4acTHe€ B ONpPENEICHUU MOCTAaBUIMKA 3aKPBITBIM CIIOCOOOM, OCYILIECTBIEHHBIX O BCTYIUIEHUS B
CUJLy HACTOSILLETO IIOCTAHOBJICHUS;

OCYIIECTBJIEHUS 3aKYIOK JIEKAPCTBEHHBIX MPENapaToB 3aKa3yMKaMU, YKa3aHHBIMU B YaCTH
1 cratbu 75 ®enepanbHoro 3akoHa "O KOHTpaKTHOM cucteme B cdepe 3aKylnoK TOBapoB, padoT,
yeIyr st oOecreyueHusi TOCYAapCTBEHHBIX M MYHHUIIMNAIBHBIX HYXI"', Ha TEpPUTOPUH
WHOCTPAHHOTO TOCYAapCTBa JJIsl 00ECIIEUCHHs CBOCH JIEATEILHOCTH Ha 3TOW TEPPUTOPHH.

[Ipencenarens IIpaBurtenscTBa
Poccuiickon @enepanuun J.Mengenes

ITPMJIOXXEHUE
K rnocranosieHuro [IpaBurenscrea

Poccuiickoit ®enepanun
ot 30 Hos0pst 2015 1. Ne 1289

IHEPEYEHD
OPUTMHAJIBHBIX U pe()epeHTHBIX JIeKAPCTBEHHBIX NPenaparos,
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NpeaAHaSHAYCHHbIX J1JIA oOecreyeHus HECOBCPIICHHOJECTHUX I'PaKIAaH, 00JIbHBIX
3JI0KAQYC€CTBCHHbBIMHU HOBOOﬁpa3OBaHHﬂMI/I JIHM(l)OI/IIlHOﬁ, KpOBeTBOpHOﬁ H
POACTBCHHBIX UM TKaHel

(He oeticmeyem c 1 saneaps 2022 2. - Ilocmanoesnenue Ilpasumenvcmea Poccuiickou
@eoepayuu ot 03.08.2020 Ne 1164)
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