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MNoctaHosneHue Mpasutenscrea PO ot 16.05.2023 N 753
"O6 yTBEPXXAEHUM NEPEYHS KPUTEPUEB, NPEABABSEMbIX K €ANHCTBEHHbLIM
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UcTouHuk ny6nukauum
OduumanbHbIi MHTEPHET-NOPTan NpaBoBor MHdopmauun http://pravo.gov.ru, 19.05.2023,
"CobpaHue 3akoHogatenbcTBa PO", 22.05.2023, N 21, cT1. 3712

MpumeyvaHune K AOKYMEHTY
Hadvano gencrteusa gokymenTa - 01.01.2024.

HasBaHue goKkymeHTa

MoctaHoeneHue MNMpaButensctea PP ot 16.05.2023 N 753

"O6 yTBEpXOEHMU MEepeyHs KpuUTepueB, NpeabsBrAsSeMblX K EeAMHCTBEHHbIM MOCTaBliMKam (noapsgvvkam,
NCMNOMHUTENSIM) NPU OCYLLLECTBIIEHMN 3aKYNOK NEKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOro MPUMEHEHUS, U
nepeyvHs KputTepmes oTOOpa NeKapCTBEHHbIX NpenapaTtoB Ans MeAWUMHCKOro NMpUMEHEHUs Npu OCyLLEeCTBAEHUN
3aKynoK y eAVHCTBEHHOro NocTasLUMKa (nogpsagyvka, UCnonHnTens)"

KoHcynbTtaHTlNtoC www.consultant.ru
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MNoctaHosneHue Mpasutenscrea PO ot 16.05.2023 N 753
"O6 yTBEPXKAEHUM NEPEYHS] KPUTEPUEB, NPEABABNSEMbIX K
€AVMHCTBEHHbIM MOCTa...

[okymeHT npepoctasneH KoHcynbTaHTIA0C
[aTa coxpaHeHus: 27.12.2023

NPABUTENIbCTBO POCCUUCKOW ®EOEPALINA

MOCTAHOBJIEHUE
ot 16 masa 2023 r. N 753

OB YTBEPXXAEHWUM NEPEYHA
KPUTEPUEB, NPEABABNAEMbIX K EAMUHCTBEHHbBIM NOCTABLUUKAM
(noaPAOYUKAM, NCMOJNTHUTENAM) NMPU OCYLWWECTBIIEHUU 3AKYIMNOK
JIEKAPCTBEHHbIX MPENAPATOB A1 MEOULUUHCKOIO NPUMEHEHUA,
N NEPEYHA KPUTEPUEB OTBOPA JIEKAPCTBEHHbIX MPENAPATOB
ansda MEAMLUMNHCKOI o NPUMEHEHUA NMPU OCYLWECTBIEHMU 3AKYNOK
Y EAMHCTBEHHOIO NMNOCTABLLUUKA (MOAPAOYNKA, UCTTONTHUTENA)

B cootBeTcTBUMM C noanyHKTOM "n" nyHkTa 4 lNMopsigka nogroToBKM MPOEKTOB MPaBOBbIX akTOB U NMOPYYEHUI
MpesngeHTa Poccuinckon depepauun, NpoekToB npaBoBbix akToB [1paButensctBa Poccuiickon depepaunm o6
onpefeneHun eguHCTBEHHOro MnocTaBLiMKa (noapsadvika, WUCNONHUTENs), yTBepaeHHoro Ykasom [lpesunpaeHTa
Poccuiickon ®epepaummn ot 14 ceHTtabps 2020 r. N 558 "O6 yrteBepxaeHun [lopsigka NoOAroToBKM MNPOEKTOB
npaBoBbIX aKToOB U nopyyeHuin MNpesunageHTta Poccuiickon ®epepaumm, NpoekToB NpaBoBbIX akToB [1paBuTenbcTBa
Poccuinickon ®depepaumm o6 onpegeneHunm  €OMHCTBEHHOro nocTaBlmka (noapsguvka, wucnonHuTens)”,
MpaButenbcTBo Poccuickon denepaumm NoCTaHOBNSAET:

1. YTBEpAnTb Npunaraemsbile:

nepeyvyeHb Kputepues, npeabaBnaeMbiX K €JUHCTBEHHbIM NOCTaBLUUKaM (I'IO,EI,pFlD,‘-II/IKaM, I/ICI'IOJ'IHI/ITeJ'IFlM) npu
OCYyLUEeCTBITIEHMN 3aKYMNOK JNIEKapCTBEHHbIX npenapaTtoB ANnd MeaULUHCKOro NnpuMeHeHnd;

nepeyeHb KpuTepueB o0OTGOpa JieKapCTBEHHbIX MNpenapaToB Ans  MeAWUUMHCKOTO TMPUMEHEHUS Mpu
OCYLLECTBIEHMU 3aKyMOK Y €4MHCTBEHHOIO NocTaBLuka (MoapsAYvKa, NCTONHUTENS).

2. ina cnyxebHoro nonbL3oBaHus.

3. HacTtodwee noctaHoBneHne BcTynaeT B cuny ¢ 1 suBapsa 2024 .

Mpencepnatens NpaButenscTea
Poccuiickon ®epeparmm
M.MMLWLIYCTWUH

YTBEepxXaeH

nocTtaHosneHveM lNpaBuTenscTBa
Poccuiickon depepaumm

o1 16 masa 2023 r. N 753

NEPEYEHb
KPUTEPUEB, NPEABABNAEMbIX K EAMUHCTBEHHbBIM NOCTABLUUKAM
(noaPAOYUKAM, NCMOJNTHUTENAM) NMPU OCYLWECTBJIEHUU 3AKYTMNOK
NEKAPCTBEHHbIX NPEMAPATOB AnA MEOQUUUHCKOIO NPUMEHEHUA

1. EQVMHCTBEHHbIA NOCTaBLWMK (NOAPSIAYMK, UCMOMHUTENbL) NMPU OCYLLECTBIIEHMM 3aKYMOK JIEKapCTBEHHOro
npenapaTta g9 MeauMLUMHCKOro NpUMEHeHNs B Lienax peanusaumm lNopsiaka nogroToBkM NPOEKTOB NMPaBOBbLIX aKTOB
n nopydenun lpesugeHTa Poccuickon Pepepauumn, NpoeKkToB NpaBoBbix akToB [MpaButenbctBa Poccuiickon
depnepaummn 06 onpegeneHMn egUHCTBEHHOrO NMocTaBLUMKa (Noapsiavmka, UCNONHUTENS), YTBEPXKOEHHOIO YKa3oMm
MpesngeHTa Poccuickon denepaumm ot 14 ceHtsibpst 2020 r. N 558 "O6 yrtBepxaeHun lNMopsiaka noaroToBKu
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"O6 yTBEPXKAEHUM NEPEYHS] KPUTEPUEB, NPEABABNSEMbIX K
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[aTa coxpaHeHus: 27.12.2023

NMPOEKTOB MpaBOBLIX akToB M nopydyeHun [peaugeHTa Poccuiickon depepaumn, NPOEKTOB MNPaBOBbLIX aKTOB
MpaButenbctBa Poccuiickon ®depepaumm 06 onpeneneHMM eaMHCTBEHHOIO MOCTaBlUMKa (nogpsaguvka,
ncnonHutens)" (qanee - eANHCTBEHHbIV NOCTaBLUMK), ABMSETCH IOPUOANYECKAM FNNLIOM.

2. EQVHCTBEHHbIN NOCTaBLUMK SIBMSIETCA NPOU3BOAMTENEM NEeKapCTBEHHOro npenapara Ans MeauumMHCKOro
nNpUMeHeHns1, BCe CTaZMM NpoOM3BOACTBA KOTOPOro, B TOM YMCNeE CUHTE3 MONEeKyrnbl AeACTBYIOLLEro BeLlecTsa npu
npoussoacTeBe apmMaueBTUYECKNX CyOCTaHUMN, OCYLLECTBMASAETCA Ha TeppuTopuMuM TOCYyAapcTB - YNEeHOB
EBpa3snmnckoro 3KOHOMMYECKOro cotosa.

3. EQMHCTBEHHBIV NOCTaBLUMK HE HaxogauTCHA Mo KOHTPOSieM WHOCTPaAHHOro WMHBECTOpAa WM rpynnbl Nuu.
MoHATMA "MHOCTpaHHbIN MHBECTOP" ¥ "rpynna nuy" MCMOMb3ylTCA B 3HAYEHUsX, yKasaHHblX B PegeparnbHOM
3akoHe "O nopsgke OCYLECTBNEHUS WHOCTPaHHbIX WMHBECTULMA B XO3AWCTBEHHble O6LlecTBa, uMmelowme
cTpaTernyeckoe 3HadeHve ansa obecneveHns o60poHbl cTpaHbl M 6esonacHocTy rocygapcTtea”.

4. EOWHCTBEHHbIN MOCTaBLUK MMEEeT ONbIT WCMOMHEHUS KOHTPAKTOB (OOrOBOPOB) Ha  MOCTaBKY
NeKapCTBEHHbIX NpenapaToB ANs MeAMLMHCKOrO MPYMEHEHWs!, 3aKITOYeHHbIX B COOTBETCTBUMM ¢ PenepanbHbIM
3akoHOM "O KOHTpaKTHOM cucTeMe B cchepe 3aKyrnok ToBapoB, paboT, ycnyr ans obecneveHms rocyaapCTBEHHbIX U
MyHULMNanbHbIX Hyxa" unu ®egepanbHbiM 3akoHoM "O 3aKynkax TOBapoB, paboT, ycnyr OTAeNbHbIMU Buaamu
lopuaudeckmx nuu" B TedeHue 3 neT, NpeWwecTBYOLWMX AaTe HanpasfeHuss B YCTaHOBNEHHOM Mopsike
obpalleHunsi, copepxaiwiero npegnoxeHve o6 onpegeneHMn  eOMHCTBEHHOTO MOCTaBLUMKA, C  YYETOM
npaBonpeemMmcTBa.

5. EOMHCTBEHHBbIN MOCTaBLWWK obGnagaeT WCKMHOYUTENbHBIM MpaBoOM Ha M306peTeHue, oTHocAlleecs K
XMUMUYECKOMY  COEOMHEHUI0, OXpaHsloWMM  (papMakomorMyeckM  akTMBHOE  [elCTBYlollee  BellecTBO
nekapcTBEHHOro npenapaTa ans MeauLMHCKOro NPUMEHEHMUS!, CO CPOKOM [ENCTBUS HE MEHEee CpOKa, Ha KOTOopbIi
onpenenseTcs eAVHCTBEHHbIN MOCTaBLLMK.

YTBEpPXAEH

nocTtaHoBneHveM lNpaBuTenscTBa
Poccuiickon depepaumm

o1 16 masa 2023 r. N 753

NEPEYEHb
KPUTEPUEB OTBOPA NNEKAPCTBEHHbIX NMPEMAPATOB AnAdA MEANUUHCKOI o
NPUMEHEHUA NPU OCYLWECTBJIEHUM 3AKYNOK Y EDMUHCTBEHHOIO
NOCTABLLUUKA (MOAPAOYUKA, ACNONTHUTENSA)

1. Bce cTaguv npousBOACTBA IleKapCTBEHHOro npenapaTta Ans  MEAMLMHCKOro MNPUMEHEHUA npu
OCYLLECTBMEHMN 3aKYyMOK Y €AMHCTBEHHOro nocTaBluka (Noapsavvka, WCMONHMTENsl), B TOM YMUCle CUHTe3
MoneKynbl AeiCTBYIOLEro BelwecTsa npy Npou3BOACTBE hapMaleBTUYECKUX CyGCTaHLMiA, OCYLLEeCTBNATCA Ha
TeppUTOpPUM rocyaapcTB - YneHos EBpasnitckoro aKOHOMMYECKOTO Coto3a.

2. CDapmaKonormquKM aKTnBHOE /J,e|7|CTByrou.|,ee BeLEeCTBO JieKapCTBEHHOro npenaparta ana meguumHCKoro
NPUMEHEHNA KaK XMMWUYECKOe coeuHEeHMEe OXpaHAeTCA MNaTeHTOM Ha TepputTopun Poccurickon CDe/J,epau,MM,
nverwwmmca 'y npegnonaraemoro €guHCTBEHHOro rnocTtaBLyMKa (I'IOD,pFl,D,‘-MKa, I/ICI'IOJ'IHMTeJ'IFl) JIeKapCTBEHHOro
npenapara ana megunuunHCcKoro npnmMmeHeHumsa, co CpoKom OENCTBUSI HE MeHee CpoOKa, Ha KOTOprVI onpepenaeTca
€ANHCTBEHHbIN NOCTaBLUMK (I'IO,EI,pFl,EIHMK, I/ICI'IOJ'IHI/ITeJ'Ib).
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