00 0coOeHHOCTAX NPaBOBOro peryampoBaHua B cepe
MapKUPOBKHU NIeKapCTBEHHbIX CPeAcCTB CpencTBamMm
npeHTudunkaumm Ha Tepputopuax loHeukon HapopHomn
Pecnyonuku, Jlyranckoun HaponHou Pecnyb6snku, 3anopo>XcKomu
obnactu n XepcoHckou obnactu

MocTaHosneHue MpasuTtenbcTBa Poccunckon ®epgepauum - Ne 977 - oT 14.06.2023 - MpaBuTenbCTBO Poccuinckon
®epepaunm - YTpaTua cuny

MPABUTESIbCTBO POCCUNCKOWN ®ELEPALIN
MOCTAHOBJIEHWE
OT 14 NIOHA 2023 T. Ne 977
MOCKBA

06 0cobeHHOCTSAX MPaBOBOro PeryaMpoBaHns B Chepe MapKMPOBKU NEKapCTBEHHbLIX CPEACTB CpeacTBaMu
naoeHTudukauum Ha Tepputopusax LoHeukon HapoaHoin Pecny6anku, JlyraHckonn HapogHomn Pecnybnmkuy,
3anopoxxckoi obacTn n XepcoHckowm obnactu

B cooTBeTCTBMM C (hefepanbHbIMU KOHCTUTYLMOHHLIMW 3aKoHaMuK "O npuHaTum B Poccuiickyo deaepauuio
NoHeukon HapoaHon Pecnybnukn n obpasoaHunn B coctaBe Poccuinckon denepauum HOBOro cybbekTa -
JoHeukon HapoaHon Pecnybnunkn", "O npuHaTum B Poccuiickyto Pepepaunto JlyraHckon HapoaHon
Pecnybnuku n obpasosaHum B coctase Poccuinckon depepalimm HoBoro cybbekTa - JlyraHckon HapogHow
Pecnybnukn", "O npuHsTun B Poccuinckyto ®enepaunto 3anopoxckon obnactn n obpasoaHun B COCTaBe
Poccuinckon ®egepaumm HoBoro cybbekTa - 3anopoxxckon obnactun', "O NpuHATMM B POCCUIACKYIO
depepaumto XepcoHckom obnactu 1 obpasoBaHun B cocTaBe Poccuinckon ®enepauum HOBOro cybbekTa -
XepcoHckon obnacTtu" MNMpaeBuTtenscTBo Poccuninckon Genepauum NoCTaHOBAIAET:

1. YTBepanTb npunaraemoe MonoxxeHne 06 0CoOb6EHHOCTAX NPaBOBOro PerympoBaHns B chepe MapKMpPOBKIY
NEKAPCTBEHHbIX CPEACTB CPeACTBaMM UAEHTU(GMKaLMN Ha TeppuTopuax JoHeukon HapogHow Pecnybnunku,
JlyraHckon HapogHon Pecnybamnkun, 3anopoxckon obnactu n XepcoHckon obnactu.

2. HacTosee NnocTaHOB/IEHNE BCTYNaeT B CUJY CO AHS ero ouumnansHoro onybamkosaHus.

Mpencenatens MNpaBuTenbCTBA
Poccuinckon ®epepauny M.MuwyctmH

YTBEPXXLEHO

nocTtaHoBieHneM lMNpaBmTenbCTBa
Poccuinckon ®epepauun

oT 14 nioHs 2023 r. Ne 977

MONTOXXEHUE

06 0c06eHHOCTSAX NPaBOBOro PeryMpoBaHns B chepe MapKMpPOBKK IeKapCTBEHHbIX CPeACTB CpeacTBaMu
naeHTUdUKaLmm Ha TeppuTopuax JoHeukon HapoaHon Pecnybanku, JlyraHckon HapogHon Pecny6nuku,
3anopoxxckorn obnacTn n XepcoHckonm obnactu

|. ObLme nonoXeHns

1. HacTosiwee MNonoxxeHme ycTaHaBAMBaeT 0COBEHHOCTY NPaBOBOr0 PEryMpoBaHNs B CDePe MapPKUPOBKM
JIEKapCTBEHHbIX CPEACTB CPeACTBAMU NAEHTUDNKALMMN B HAaCTW, KacaloLLeNnCsa MapKUPOBKIN NEKAPCTBEHHbIX
npenapaToB A8 MeaULUMHCKOr0 NPUMEHEHUS CPeaCTBaMN NAeHTUMUKaL KN, Ha Tepputopusax LoHeuKon
HapogHown Pecny6nuku, JlyraHckon HapogHon Pecny6aunku, 3anopoxckon obnactu n XepcoHckonm obnactu
(manee COOTBETCTBEHHO - TEPPUTOPUN HOBLIX CYyOBEKTOB Poccuinickon denepaunn, NeKapCTBEHHbIE
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npenapaThbl).

2. Ina uenen HacToAwero MonoXKeHNs NCNOoNb3YIOTCA CeayloLme NoOHATNS:

"TeppuTopranbHbie CybbekTbl 0bpaLleHns NekapCTBEHHbIX CPEACTB" - OpMANYecKme amua
VHAVBUAYANbHbLIE NPEANPUHUMATENN, ABAAIOWMNECS HAOrOBLIMY pe3nieHTamMm Poccuinckon ®enepaumm,
npeacTaBMTeNbCTBa MHOCTPAHHbLIX OpraHn3auunin Ha TeppuTtopumn Poccninckon ®epepalimm, SBASIOLLNXCS
AepxaTensMmm unn snagenblamm perncTpaunoHHOro ya0CTOBEPEHNSA, KOTOPbIE OCYLLEeCTBASAIOT BBOA B
obopoT, n (unn) obopoT, n (nnn) BeiBo4 U3 060pOTa NEKaPCTBEHHBLIX NPENapaToB Ha TEPPUTOPUAX HOBbIX
cybbekToB Poccuiickon deaepaumu.

VHble NOHATUS, NCNOMb3yeMble B HAaCTOAWEM MOI0XKEHNIN, MPUMEHSAIOTCA B 3HAYEHNSX, ONPeAeNieHHbIX B
®epepanbHOM 3akoHe "06 obpalleHnn nekapCTBEHHbIX CPeAcTB" M NoCTaHOBAeHUW MpaBUTeNbCTBA
Poccuinckon ®epepaumm ot 14 nekabpsa 2018 r. Ne 1556 "O6 yTBepxaeHun MoN0XKeHUS 0 cucteme
MOHUTOPWHIa ABMXEHUS NEeKapCTBEHHbLIX NPenapaToB A5 MeLULMHCKOro NpUMeHeHns".

3. OcobeHHOCTY MPaBOBOr0 PEryJIMPOBaHNUS, NPEeAYCMOTPEHHbIE HACTOALMM [10N0XKEHNEM, MPUMEHSIOTCS K
TeppuTopmnanbHbiM cybbekTam obpalleHns NeKapCTBEHHbLIX CPeACTB 1 cybbekTam obpalleHns
JIeKapCTBEHHbIX CPeaCTB.

4. B cpok £o 1 nioHs 2027 . TeppuTopranbHble CybbeKThl 06paLLeHns NeKapCTBEHHbLIX CPeACcTB 0653aHbI
OCYLLEeCTBUTb PerncTpauunio B CMCTEME MOHUTOPUHIA ABMXEHUS NEKAaPCTBEHHbIX NpenapaToB Ans
MeONLNHCKOro NpMMEeHeHNs (fanee - cuctema MOHUTOPWHIA) B NOpsaKe, onpeneneHHoM MNono)KeHnem o
CUCTEME MOHUTOPUHIa ABVXEHUS NEKAPCTBEHHLIX NPenapaToB 4158 MeAULUHCKOr0 NPUMEHEHMS,
yTBEPXEHHbIM MNOCTaHOBNEHNEM [paBuTenbcTBa Poccuinckon Genepauum ot 14 nekabps 2018 r. Ne 1556
"06 yTBepxaeHumn MNoNoXKeHNs 0 CUCTEME MOHMUTOPVHIa ABUXEHMNS IEKAPCTBEHHbIX MpenapaToB Ans
MeLMLMHCKOro npuMeHeHuns" (ganee - NMonoxeHne 0 cUCTEME MOHUTOPUHTA).

Mpwn perncTpaumm B CUCTEME MOHUTOPUHIa TEPPUTOPUabHbIE CYOBEKTHI 0O6paLLeHNS NeKapCTBEHHbLIX
cpeLcTB obecneymBaoT KOHPUAEHLNANBHOCTb NH(OPMaLIMK, COAEPXKALLENCS B CUCTEME MOHUTOPUHIa, 33
UCKJIIO4YEHNEM NHOPMaLIMK, OTHeCEeHHON MNpaBuTensCcTBOM Poccuiickon deaepaunm K obLenocTynHon
NHGOPMaLUN N MHGOPMaLLMK, HEAOMYCTUMOCTb OrpaHUYeHNa AOCTYMNa K KOTOPOW YCTaHOB/IEHA
3aKOHoZaTeNnbCTBOM Poccuinckon depepaumn.

5. BBog B 060poT 1 060p0T Ha TeppuTopun Poccuinckon GenepaLum NeKapCTBEHHbIX MpenapaTos, Ha
KOTOpbI€ HE HaHeCeHbl CPeLCTBa MAEHTU(DMKALMM NO NPUYMHE UX NPOM3BOACTBA Ha IKCNOPT Ha
TeppuTopun HoBbIX CybbeKTOB Poccuiickon ®enepaunn oo 5 okTsbps 2022 r., 6e3 MapKMpoBKY
CpeLCTBaMM UAEHTU(MKaLMKN He fonycKaloTcs. Beoa B 060poT, 060poT 1 BbiBOA 13 060p0Ta
JIeKapCTBEHHbIX NPenapaToB Ha TeppuTopun Poccuinckon Genepaumnm oCyLEeCTBAAITCA B COOTBETCTBUM C
MoNo)KeHNeM 0 CMCTEME MOHUTOPWHIA, EC/IN UHOE HE YCTAHOBEHO HACTOAWMM MMON0XKEHNEM.

MocTaBka Ha TeppuTOpUK HOBbIX Cy6BbeKTOB Poccuinckon ®efepau He MapKUPOBaHHbLIX CPeACTBaMU
NOEHTUDUKALMN NEKAPCTBEHHbIX NPEnapaToB, MPOU3BeAeHHbIX, U (1K) NPUOBPETEHHBIX, U (1K)
noMeLLeHHbIX 0 5 okTa6ps 2022 r. no4 TaMOXXeHHbIe NpoLefypbl B LLefsX UX BbiBO3a 3a Npefens
TaMOXXEeHHOoI TeppuTopun EBPa3ninckoro 3KOHOMMYECKOro Cot3a 1 (MnK) BbIBO3UMBIX Mocne 5 oKTs6ps
2022 r., B npefenax yCTaHOBAEHHbIX CPOKOB rOAHOCTU NeKapCTBEHHbLIX MPenapaToB WU NPy Hannyum y
MOCTaBLUMKa NIeKapCTBEHHbIX NpenapaToB NOATBEPXKAAOLNX LOKYMEHTOB, NPeayCMOTPEHHbIX CTaTbsAMM
106 1 108 TaMOXeHHOro Kofekca EBpa3ninckoro 3KOHOMUYECKOro coto3a, 0hopMAEHHbIX B COOTBETCTBUM C
npunoxxeHnem Ne 8 K peLeHuio Komuccum TaMoxxeHHoro cotosa ot 20 ceHTabps 2010 r. Ne 378 "O
KnaccugukaTopax, UCNosib3yeMblX 419 3aM0JIHEHNA TaMOXEHHbIX LOKYMEHTOB", 0hOpMAEHHbIX 40 5
okTAbps 2022 r., ponyckaetcs Ao 1 anpens 2024 r.

IIl. Mopapok obpallieHns NeKapCTBEHHbIX MpenapaToB Ha TePPUTOPMAX
HOBbIX CybbekToB Poccuinckon ®enepauun

6. 0o 1 nioHs 2027 r. Ha TeppUTOPUSAX HOBLIX CyBBbEKTOB Poccuinckon degepaunn LONyCKaeTCs BBOL B
06opoT n (nnu) BeiBOA 13 060pOTa JIEKAaPCTBEHHbLIX NPEenapaToB (B Lenax MeanUnHCKOro NPUMEHEHUS, NN
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B paMKax OTMNyCKa Mo peLenTy, Wan B paMKax PO3HWYHON TOProBAW C UCMONb30BaHNEM KOHTPOJIbHO-
KaCCOBOWN TEXHWNKKN) 6e3 HaHeCeHUS Ha HUX CPeacCTB MAeHTUGMKaLmm n 6e3 BHeceHnsa nHdopMaLmMm o
JIeKapCTBEHHbIX NpenapaTax B CUCTEMY MOHUTOPWHIa.

[o 1 aHBaps 2028 r. Ha TeppuTOpMAX HOBbIX CybbekToB Poccuinckon ®epepaumm gonyckaertcs obopoT
NeKapCTBEHHbIX NpenapaToBs U BbIBOA U3 060p0Ta SleKapCTBEHHbIX NpenapaTos (3a UCKAI0YeHWEM BbiBOAA
13 060pOTa NeKapCTBEHHbLIX MPENapaToB B LIENSX MEAULUHCKOrO MPUMEHEHNS, UM B PaMKax OTMycKa no
peuenTy, Ux B paMKax PO3HWYHON TOProBAW C UCMONb30BaHNEM KOHTPOJIbHO-KACCOBON TEXHUKM) 6e3
nepenayn ceegeHmin 06 obopoTe n BbiBOAE 13 060pOTa SIEKAPCTBEHHbIX NPENapaToB B CUCTEMY
MOHUTOPWHTa.

(MyHKT B pepakumm MoctaHoBneHud MpasuTenscTBa Poccuinckon ®egepaumm ot 01.04.2026 Ne 361)

7. 0o 1 wioHs 2027 r. ponyckaeTcs Ha TeppuTopumn Poccuinckon ®epepaummn BBog B 060p0T NEKaPCTBEHHbIX
npenapaToB 6e3 HaHeceHWsa Ha HUX CPeACTB naeHTudrkaumum n 6e3 BHeCeHNs nHpopMaLum o
JIeKapCTBEHHbIX NpenapaTax B CUCTEMY MOHUTOPWHIA, BBO3MMbIX (BBE3EHHbIX) C TEPPUTOPUN FOCYOAPCTB,
He ABASIOWMXCA rOCyAapCTBaMM - YneHamu EBpa3ninckoro 3KOHOMMYECKOro COl03a, B LieNsax NoCTaBKM Ha
TeppuTopun HOBbIX CybbekToB Poccuiickon depepaunn.

Ab63au. (YTpaTun cuny - NMoctaHosneHmne MpasutenscTea Poccuinckon ®epepaunm ot 07.02.2025 Ne 123)
TpaHCNOPTUPOBKa JSIeKapCTBEHHbIX NpenapaToB 6e3 MapKUPOBKK CPeLCTBaMM UAEHTU(MMKAL KN, BBO3UMbIX
(BBE3€HHbIX) B Poccuinckyo ®enepaumnio C TeppUTOPUN rOCYAapCTB, He ABNSIOLLMXCSA rocydapcTBaMm -
YyneHamu EBpa3nincKoro 3KOHOMMYECKOr0 COK3a, B LIe1sSX NOCTAaBKN Ha TEPPUTOPUM HOBLIX CyOHEKTOB
Poccuinckon ®epepalim 0NyCKaeTCs TOIbKO N0 TEPPUTOPUAM HOBbIX CybbekToB Poccuiickon ®enepauum
N TEPPUTOPUSAM NPUrPAHNYHBIX (MPUIEraloWnX K TEPPUTOPUNAM HOBLIX CybbekToB Poccuinckon depepaumnn)
cybbekToB Poccuiickon ®epepaumun. MNpy 3TOM B TOBapOCONPOBOAUTENILHOM AOKYMEHTE AOJKHbI
CoAepXXaTbCa B TOM YMCae Cielyolne cBeeHuns:

KOHEYHbIV MYHKT Ha3Ha4YeHUs, PaCnosIOXXEeHHbIN Ha TEPPUTOPUSAX HOBLIX CY6BEKTOB Poccuinckom
depepaumnu;

NOAHOE HaMMeHOBaHWE TEPPUTOPUASILHOIO CybbeKkTa obpallleHns NeKapCTBEHHbIX CPEACTB -
rpy3ononyyaTtens.

[Il. MopaaoK BbiBO3a NEKAPCTBEHHbLIX NPENapaToB C TEPPUTOPUI HOBbIX CybbekToB Poccuinickon ®enepauum
B Apyrue cybbekThl Poccunckon deaepauum

8. BbiBO3 € TeppuTopunii HOBbIX CybbekToB Poccminckon depepaunn eKapCcTBEHHbIX npenapaTos 6e3
HaHEeCEeHNs Ha HUX CPeACTB NAEHTU(MKaAUMN B COOTBETCTBUM C [TON0XKEHNEM O CUCTEME MOHUTOPWHIA,
NHOPMaLNS 0 KOTOPbLIX OTCYTCTBYET B CUCTEME MOHUTOPWHIa, B Apyrue cybbekTbl Poccninckom
depepaumn He f0MyCKaeTCs.

9. B uensx BbiBO3a JIeKaPCTBEHHLIX MPenapaToB C TEPPUTOPUIA HOBbIX CybbekToB Poccuiickon Peagepaunn B
apyrme cybbekTbl Poccninckon Gefnepaunn nekapCTBEHHbIE NpenapaThl NO4NeXaT MapKMpoBKe
cpencteamMm I/I,EI,eHTI/ICbI/IKaLI,VII/I B COOTBETCTBUU C [TONOXKEHNEM O CUCTEME MOHUTOPWHIa.

IV. MopsaoK NOCTaBKW JIEKapCTBEHHbIX NPenapaToB Ha TeppUTopun
HOBbIX CybbekToB Poccuinckon ®egepauum n3 gpyrux cybbLekTos
Poccunckon ®epepalimm

10. NMpu NocTaBKe NeKapCTBEHHbIX MPenapaToB, MapKMpPOBaHHbLIX CpeaCcTBaMu MAeHTUGMKaLnm, Ha
TeppuTopun HoBbIX CybbeKTOB Poccuiickon denepaunn n3 apyrux cybbekToB Poccuiickon denepaunn
cybbeKkTbl 06palleHns NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAOLWMNE TaKy0 NOCTaBKY, NPEACTABAAOT B
CUCTEMY MOHUTOPUHIa CBEAEHMS O BbIBOAE JIEKAPCTBEHHbIX MpenapaToB 13 obopoTa.
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