IMMPABUTEJILCTBO POCCHUMCKON ®EJEPALIU
ITOCTAHOBJEHUWE

ot 16 mag 2023 r. Ne 753

MOCKBA

00 yTBep:KkI1eHUU NepevYHs] KPUTEePHUeB, NMPeIbsBJIsiEeMbIX K €IHHCTBEHHbIM
MOCTABIIMKAM (MOAPSITYUKAM, HCTIOJTHUTEJISIM) MPHU 0CYIEeCTBJIeHUH
3aKYINOK JIEKAPCTBEHHBIX NPenaparoB AJisi MEAHIUHCKOr0 MPUMEHEeHMsl,
nepeyHsi KpuTepueB 0TOOPA JIeKAPCTBEHHBIX MpPenapaToB 1Jsl
MEJUIMHCKOI 0 IPUMEHEHHUS MPH 0CYIIeCTBJICHUN 3aKYIOK Y
€IMHCTBEHHOI0 MOCTABIIUKA (TMOAPSAIUNKA, NCTIOJTHUTEJIS)

B coorBerctBum ¢ moamynktoMm '"n" mynkra 4 Ilopsaka moAroToBKH
IIPOEKTOB MPABOBBIX akTOB U nopy4denuii [Ipesunenta Poccuiickoit @enepanumy,
MPOEKTOB TMpaBoBbIX akToB IIpaButenbctBa Poccuiickoit  ®enepaunu
00 ompeneseHnH E€AWHCTBEHHOTO IIOCTABIIMKA (MOAPSAYUKA, HCIIOJHUTEINS),
yTBepkaeHHoro Yka3zoMm IIpesunenta Poccutickoit @enepamuu ot 14 ceHTaOps
2020 r. No 558 "OO6 ytBepxkaeHuu llopsiaka mMOArOTOBKH MPOEKTOB MPABOBBIX
akToB u nopyuenuii [Ipesunenra Poccuiickoit ®enepannu, MpoeKTOB MPaBOBBIX
aktoB  [IpaBurenbctBa  Poccuiickoit ~ ®Denepanuu 00  ompeAesieHUH
EAMHCTBEHHOTO TOCTaBIIMKA (Tompsaumnka, wucrnoiaHuTens)”, [IpaBUTensCTBO
Poccutickoit Oenepaimu mo CTAHOBJSIE T :

1. YTBepauTh npuiaraemsie:

NEePEYEHb KPUTEPUEB, MPEABIBIAECMBIX K €AUHCTBEHHBIM IMOCTABIIMKAM
(moapsiTYMKaM, UCTIOJIHATEIISIM) TIPU OCYIIECTBIIEHUH 3aKYIIOK JIEKApCTBEHHBIX
MPEnapaToB Jyisi MEJULIMHCKOTO TPUMEHEHU S,

nepevYeHb KPUTEPUEB orbopa JIEKQpCTBEHHBIX npenapaTon
JUTSl MEULIUHCKOTO MPUMEHEHUS npu OCYILECTBIICHUN 3aKyIOK
y €IMHCTBEHHOIO MOCTABINUKA (TIOPSIIYNKA, UCTIOTHUTE).




2. JIns cimy»KeOHOTO MOJIb30BAHUA.
3. Hacrosmee nocranoBjieHue BeTymnaer B cuity ¢ 1 suBapsa 2024 r.

OKYMEHT NOANUCAH
IIpencenarens [IpaBuTenscra S OO GO NRELIG
Poccuiickoit denepanun gy M.Mutiycrus

Mocraswuk: KasHavelictso Poccum
MpasuTensctso Poccuiickoit Gegepaumm
[leiicteutenen ¢ 07.03.2023 no 30.05.2024
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YTBEPXJIEH

nocta”HoByieHneM [IpaBurenscTBa
Poccuiickoii @enepanun
ot 16 mas 2023 r. Ne 753

HEPEYEHD

KPHUTEpPHEB, MPeIbSABJIAEMbIX K €IMHCTBEHHBIM MOCTABIIUKAM
(moapsiAYMKAM, HCTIOJIHUTEJISIM) MPH 0CYIIEeCTBJIEHHU 3aKYIOK
JIEKAPCTBEHHBIX MPeENnapaToB 1Jisi MEAHLIUHCKOr0 MPUMEHEeHM I

l. EnuHCTBeHHBIE  TOCTABIMMK  (MMOAPAMYUK,  HWCTIOJHUTENb)  TIPH
OCYILECTBJICHUM 3aKylOK JICKAPCTBEHHOrO Tpenapara s MEAUIMHCKOTO
MPUMEHEHUS B LE/IX peanu3auuu [lopsnka moAroToBKM MPOEKTOB MPABOBBIX
aktoB U nopyuenuii [Ipesunenra Poccutickonn denepannm, MpoOEKTOB NPABOBBIX
aKTOB IIpaBurenscTBa Poccutickon Oenepanuu 00 omnpeneneHun
€AMHCTBEHHOTO TMOCTAaBIIMKA (MOAPSAYMKA, HMCHOJHUTENA), YTBEPKIECHHOTO
VYkazom IIpesunenta Poccutickoit @eneparuu ot 14 centsadpsa 2020 r. No 558
"OO0 ytBepxaeHun llopsiaka TOATOTOBKM MPOEKTOB TMPABOBBIX aKTOB M
nopyuenuii [Ipesnaenta Poccuiickoit Denepaiuu, NpOEKTOB MPABOBBIX AKTOB
[IpaBurensctBa Poccuiickoit ®deneparuu 00 ONpeAEiEHUH €IUHCTBEHHOTO
MOCTAaBIIMKA  (MOApPSAYMKA, HWCHONHWTENA)"  (mamee -  €AMHCTBEHHBIM
MTOCTABIIIVK), SIBJISICTCS FOPUINICCKUM JTUIIOM.

2. EnuHCTBEHHBIN MOCTaBIIHK SABJISIETCA MPOU3BOIUTENIEM
JIEKQpCTBEHHOTO TMpemnapara i MEIUIMHCKOTO TMPUMEHEHUsA, BCE CTaauu
MPOU3BOJICTBA KOTOPOTO, B TOM WYKCJI€ CHHTE3 MOJICKYJIbl JEHCTBYIOIIETO
BEILIECTBA npu MIPOU3BOJICTBE (hapmarieBTHIeCKIX cyOcTaHIui,
OCYILECTBJISIETCA HA  TEPPUTOPUU  TOCYJAPCTB - WieHOB  EBpasumiickoro
SKOHOMHUYECKOTO COH03a.

3. EAVHCTBEHHBIA  MOCTABIIMK HE  HAXOAUTCA TMOJ  KOHTPOJIEM
MHOCTPAHHOTO WHBecTOpa wiud rpynnel jul. [loHsaTus "WHOCTpaHHBIN
uHBecTOp" W 'rpynma Jun' UCHOJB3YIOTCA B 3HAUEHMSX, YKA3aHHBIX
B ®enepanpHoM  3akoHe 'O MOpAIKE  OCYLIECTBJICHUS  MHOCTPAHHBIX
WHBECTUIIMN B XO3SMCTBEHHBIE O0IIECTBA, UMEIOIINE CTPATETUUECKOE 3HAUCHUE
U151 oOecrieueHuss 000POHBI CTPaHbl M OE€30MAaCHOCTU rocyaapcTaa’.



4. EIMHCTBEHHBIM MOCTABIIMK HMMEET ONBIT HMCHOJHEHUS KOHTPAKTOB
(IOrOBOPOB) HAa TOCTABKY JICKAPCTBEHHBIX MPENApPATOB YISl MEIUIIMHCKOTO
MPUMEHEHUS, 3aKIIOYEHHBIX B COOTBeTcTBUU ¢ DenepaibHbIM 3aKOHOM
"O KOHTpPakTHOW cucTeMe B cdepe 3aKymoK TOBapoB, padoT, yCiIyr
U1t 0OecrieueHus roCyAapCTBEHHBIX u MYHUIUTIATBHBIX HYXK1"
i OenepanbHbIM 3aK0HOM 'O 3aKymKax TOBApPOB, pabOT, YCIYT OTIAEIbHBIMU
BHJAAMU IOPUAWYECKUX JIMIW B TEUEHHE 3 JIeT, MPEAIMICCTBYIOIIUX JaTe
HalpaBJICHWs] B YCTAHOBJIEHHOM TIOpSIKE OOpallleHus, COJEP KaIIEro
npeyiokeHne 00 OMpEeNeIeHUd €JIMHCTBEHHOrO0 TOCTAaBIIMKA, € YYETOM
MPaBOMPEEMCTBA.

5. ENMHCTBEHHBI TOCTABUIMK O00JIAIa€T HUCKIIOYUTEIBHBIM MPaBOM
Ha U300peTEeHNUEe, OTHOCAIIEECHs K XUMUUYECKOMY COEIUHEHMIO, OXPaHSIOIIUM
(hapMaKoNIOTHUECKH AaKTUBHOE JCHCTBYIOIIEE BEIIECTBO JIEKAPCTBEHHOTO
npenapara Ajsi MEIUIUHCKOTO MPUMEHEHHS, CO CPOKOM JEHCTBHUS HE MEHEE
CPOKa, Ha KOTOPbIYA ONPENEAETCA €MMHCTBEHHBIN MTOCTABIIIUK.
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YTBEPXJIEH

nocta”HoByieHneM [IpaBurenscTBa
Poccuiickoii @enepanun
ot 16 mas 2023 r. Ne 753

HEPEYEHD

KpUTepHueB 0TOOPA JIEKAPCTBEHHBIX MPenapaToB
JJIs1 MeTHIIMHCKOT 0 MPUMEHEeHUsI PH 0CYIIeCTBJIEHHH 3aKYNOK
Y €IMHCTBEHHOI 0 MOCTABIIHNKA (MOAPATIUKA, HCTIOJTHUTEJIS)

1. Bce cragum mpou3BOACTBA JIGKAPCTBEHHOIO Hpemapara Ul
MEIUIMHCKOTO MPUMEHEHUS MPHU OCYIIECTBIECHUU 3aKyNOK Y €IUHCTBEHHOTO
MOCTABIIMKA (TOAPSAAYAKA, HWCTIOJHUTENS), B TOM YHCJI€ CHUHTE3 MOJIEKYJIbI
JEHCTBYIOIIETO BEIIECTBA MPHU MPOU3BOACTBE (hapMaleBTUUECKUX CyOCTaHIIHIA,
OCYLIECTBJISIFOTCA HAa  TEPPUTOPUM  TOCYIAPCTB - 4ieHOB  EBpasuiickoro
HKOHOMMYECKOTrO CO03a.

2. ®apmMaKoJIOTUIECKU AKTUBHOE NEUCTBYIOLIEE BEIIECTBO
JIEKQpCTBEHHOT'O Ipenapara il MEAULUMHCKOTO MPUMEHEHUS KaK XMMUYECKOE
COEIMHEHUE OXPaHSAETCs MAaTeHTOM Ha Tepputopun Poccuiickoit denepanum,
UMEIOIIUMCS Y MPEANOJaraeMoro €IUHCTBEHHOTO MOCTaBIIMKa (TOIPS UMK,
WCIIOJTHUTES) JIEKQPCTBEHHOIO TpemnapaTra Jjii MEAUIIMHCKOTO NMPUMEHEHUS,
CO CDOKOM JIeCTBHSI HE MEHEe CpOKa, Ha KOTOPBIA omnpenensercs
CAVMHCTBEHHBIN IMOCTABINUK (TTOAPSTINK, UCTIOJTHUTETH).
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