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NMPABUTENbCTBO POCCUUCKON ®EQEPALIUA

NOCTAHOBJIIEHUE
ot 16 mana 2023 r. N 753

Ob YTBEPXAEHWUU NMEPEYHA
KPUTEPUEB, NPEOBABNAEMbIX K EAMHCTBEHHBIM NOCTABLLUMKAM
(noaPAOYNKAM, UCNOJTHUTENAM) NMPU OCYLLECTBJIEHUAU 3AKYNOK
JNNEKAPCTBEHHbIX MPENAPATOB AnA MEAUMUUWHCKOIO NPUMEHEHUA,
N NEPEYHA KPUTEPUEB OTBOPA JIEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEQUUUHCKOI o NPUMEHEHWUA NMPU OCYLLECTBJIEHUN 3AKYTOK
Y EAMHCTBEHHOI'O NMOCTABLLUUKA (MOAPAOYUKA, UCTTOJTHUTENA)

B cootBerctBuM ¢ noanyHkTom "n" myHkra 4 Ilopsimka moAroTOBKHA MPOEKTOB MPABOBBIX AKTOB U
nopydenui IIpesupenra Poccuiickorn @enepanuu, NIPOEKTOB NIpaBOBBIX akToB [IpaBurenscrBa
Poccutiickoit deaepanmu 00 ompeneaeHUH €IWHCTBEHHOTO IMOCTaBIIUKA (TIONPSAIYNKA, MCTIOTHUTENS),
yTBepkaeHHOTo Ykazom Ilpesumenta Poccuiickoit @enepauuu ot 14 centsiops 2020 r. N 558 "O6
yTBepkaeHnu [lopsiika moArOTOBKM MPOEKTOB MPABOBBIX akTOB M mopydeHuil [Ipesunenta Poccuiickoi
denepanyv, MPOEKTOB MpaBOBbIX akToB IIpaBurenbcrBa Poccuiickoit ®epepanuu 00 onpeneneHuu
€IMHCTBEHHOTO TOCTaBIIMKa (moapsmuuka, ucnonHutens)", IIpaBurensctBo Poccmiickoit deneparuun
MMOCTaHOBJISIET:

1. YTBepauTh npunaraeMole:

NepeueHb KPUTEPHUEB, TMPEABIBIAEMBIX K EIWHCTBCHHBIM I[IOCTABIIUKAM (MIOAPSIIUKAM,
UCIIOJIHUTENSIM) TPU OCYHIECTBJICEHWM 3aKyNOK JIEKapCTBEHHBIX IpenaparoB [UIsl MEIUIIMHCKOTO
MIPUMCHCHHS,

nepeyeHb KPUTEpUEB OTOOpa JIEKAPCTBEHHBIX MpPErnapaToB IS MEAMIIMHCKOTO MPUMEHEHUS MpH
OCYIIECTBJICHUU 3aKYMOK Y €UHCTBEHHOT'O IMOCTABIIMKA (TIOAPSIAYMKA, UCTIOTHUTEIS).

2. Ins cimyeOHOTO0 MOJIb30BaHMUS.

3. Hacrosiiee noctaHoBIEHUE BCTYAeT B cuily ¢ | ssHBaps 2024 r.

IIpencenareins [IpaBurenscrBa
Poccuiickoit ®eneparuun
M.MUITYCTHUH

Yr1BepxkaeH

nocranoBienueM [IpaButenbcTBa
Poccuiickoit ®enepanun

ot 16 mas 2023 r. N 753
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NEPEYEHDb
KPUTEPUEB, NPEABABNAEMbIX K EQJUHCTBEHHBLIM NOCTABLLUUKAM
(noaPAAYNKAM, UCNOJTHUTENAM) NPU OCYLWIECTBJIEHUM 3AKYNOK
JNNEKAPCTBEHHbIX NMPEMNAPATOB And MEOULMHCKOIO NPUMEHEHUA

1. EauHcTBeHHBII NOCTAaBUIMK (MOAPSIAYUK, HWCHOJHUTENb) MPHU OCYLIECTBICHUU 3aKyIMOK
JIEKApCTBEHHOTO TIpernapara A MEAUIIMHCKOTO MPUMEHEHUS B LessX peann3anuu [lopsaka noaroToBKu
MPOEKTOB MPABOBBIX aKTOB U mopyueHuil [Ipesmnenta Poccuiickoit deneparuu, NpOeKTOB MPaBOBBIX
aktoB IlpaBurensctBa Poccmiickoit denepaiuu 00 ONpPEIEICHUH EAUHCTBEHHOTO IOCTABIIUKA
(mompsiqurMKa, WCHOMHUTENS), yTBEepkKIeHHoro Yka3zom IIpesummenta Poccwuiickoit denmeparuu ot 14
centsiops 2020 r. N 558 "OO yrBepxkaenuu Ilopsaka MOATOTOBKM TNPOEKTOB IMPABOBBIX aKTOB M
nopyuennii IIpesunenta Poccuiickoit ®enepanuu, NOpOEKTOB NPaBOBbIX akToOB I[IpaBuTenncTBa
Poccwuiickoit denepanuu 06 onpeneneHU: €IMHCTBEHHOTO MOCTaBIIUKA (MOAPSAYMKA, MCIIONHUTENS )"
(manee - eIMHCTBEHHBIH MMOCTABIIHUK ), SIBISETCS FOPUIUIECKUM JIULIOM.

2. EAQVHCTBEHHBIM NIOCTaBLIMK SIBJSETCS IPOU3BOJUTENEM JIEKAPCTBEHHOTO Ipenapara Jis
MEIMIIMHCKOTO NPUMEHEHHS, BCE CTaJUU IPOMU3BOJICTBA KOTOPOTO, B TOM YHCIIE CHHTE3 MOJICKYJIBI
JCUCTBYIOIIETO BELIECTBAa NPHU IPOU3BOACTBE (PapMalleBTUUECKUX CYOCTaHLMN, OCYIIECTBIISETCS Ha
TEPPUTOPUU TOCYAPCTB - YICHOB EBpa3niicKOro 3KOHOMHUYECKOTO COI03a.

3. E,Z[HHCTBGHHBIﬁ MNOCTaBIIMK HEC HAXOAUTCA IIOJ KOHTPOJIEM HHOCTPAHHOTO HWHBCCTOpA WA
rpynnbl aun. [loHsatuss "wHOCTpaHHBIM WHBecTOp'" W '"rpynma JHIl' HMCHOJB3YIOTCS B 3HAYCHUSX,
ykazaHHbIX B ®PenepanbHoM 3akoHe "O MOpsAIKE OCYIIECTBICHUS WHOCTPAHHBIX WHBECTULMN B
X03s5IiICTBEHHBIE OOIIECTBA, UMEIOIINE CTPATETUYECKOE 3HAUEHUE ISl o0ecreueHrss 0OOpPOHbI CTPaHbl U
Oe3omacHOCTH rocyaapcTna'.

4. ENMHCTBEHHBI NMOCTABUIMK MMEET ONbBIT MCIOJIHEHUS KOHTPAKTOB (JIOTOBOPOB) Ha IOCTABKY
JIEKapCTBEHHBIX IIPENapaToB sl MEIUIMHCKOTO IPUMEHEHMsI, 3aKIIOYEHHBIX B COOTBETCTBHM C
®denepanbHbiM 3aK0OHOM "O KOHTPAaKTHOM cucTeMe B cdepe 3aKymok TOBapoB, pabOT, yciuyr s
o0ecreyeHus: TOCYAapCTBEHHBIX M MYHUUMNAIBHBIX HYXA" unu denepanbHbiM 3akoHOM "O 3aKkymkax
TOBApOB, pabOT, YCIyr OTAEIbHBIMU BUAAMHU FOPUAMYECKHX JHL" B TeUEHUE 3 JIET, MPEIIIeCTBYIOMUX
JaTe HalpaBlIeHUs B YCTAHOBJICHHOM TMOpPSAJIKE OOpalleHUs, COJAep)Kallero mpeiokeHne o0
OIIpEeJIEeJIEHNH €IMHCTBEHHOIO OCTABIIKKA, C yU€TOM IPaBONPEEMCTBA.

5. EI[HHCTBGHHLIﬁ IIOCTaBUIINK 06na;[aeT HNCKIHOYUTCIIbHBIM HpaBOM Ha I/I306peT€HI/Ie, OTHOCHAIIICECCA
K XHMHYECKOMY COCJIMHEHHUIO, OXPaHSIOMMM (apMaKOJIOTHYECKH AaKTHBHOE JIEHCTBYIOIIECE BEIIECTBO
JIEKApCTBEHHOTO TMpernapaTa i MEIULIMHCKOTO TPUMEHEHHUsI, CO CPOKOM JCHCTBUSI HE MEHEE CpPOKa, Ha
KOTOPBIN ONPeAesieTCs €IUHCTBEHHBIN MOCTaBIIUK.

YT1BepxaeH
IIOCTAHOBJICHUCM HpaBI/ITCHLCTBa
Poccuiickoit ®eneparuun
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ot 16 mag 2023 1. N 753

NEPEYEHDb
KPUTEPUEB OTBOPA JIEKAPCTBEHHbIX NMPEMNAPATOB AnA MEAULUHCKOIO
NMPUMEHEHUA NPU OCYLUECTBJIEHUU 3AKYINOK Y EDJMHCTBEHHOIO
NOCTABLUUKA (MOAPAAYUKA, UCNOJTHUTEA)

1. Bce cragum mpou3BOJCTBA JIEKAPCTBEHHOTO IpernapaTa A MEIUIIMHCKOTO MPUMEHEHUsS IIpU
OCYILIECTBJICHUH 3aKYMOK Yy €AMHCTBEHHOTO MOCTaBIUKa (MOAPSIYMKA, HCIIOIHUTENS), B TOM YHCIE
CHHTE3 MOJICKYJbl JIEHCTBYIOIIETO BEIIECTBA INPH IPOU3BOJACTBE (papMalleBTUYECKUX CYOCTaHIIMH,
OCYULIECTBJISIFOTCS] HA TEPPUTOPUN FOCYAAPCTB - YIEHOB EBPa3uiickoro 3KOHOMMYECKOTO CO03a.

2. @®apMakoJIOrMY4ecKH aKTUBHOE JIEHCTBYIOIEE BEIIECTBO JIEKAPCTBEHHOIO IIpernapaTta Jyis
MEIUIUHCKOTO IMPHUMEHEHHUS KaK XHUMHYECKOE COEJUHEHUE OXPAaHSAETCs MaTEHTOM Ha TEPPUTOPUHU
Poccuiickoit denepanny, UMEOMUMCS Y IPEANOIAraéMOro €JMHCTBEHHOIO MOCTaBIIMKa (TIOAPSIIUMKA,
WCIIOJIHUTEJISA) JIEKapCTBEHHOTO IpernapaTa A MEAUIIMHCKOTO MPUMEHEHUS, CO CPOKOM JEHCTBUS HE
MEHEE CpOKa, Ha KOTOPBIN onpeensieTcs eqUMHCTBEHHbIN OCTABUIUK (TOAPA UMK, UCTIOTHUTEND).
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