006 yTBep>xxaeHuu MNMpaBun oTNyCcKa IeKapCTBEHHbIX NpenapaTtoB
AN MeAULUHCKOro NPUMeHeH!s anTe4yHbIMU OpraHu3aumsaMm,
MHOMBUAYAJNIbHBIMU NpeaAnpUHUMATENIAMU, UMEIOLL MU
JINLEH3MIO Ha ocyLecTBJieHue hapMaueBTUYeCKoun
DeATeNbHOCTU, MEAULUHCKMMU OPraHu3aumuamMm, MMeloLLUMH
NIMLLEH3MIO Ha ocyLulecTBJieHue (papMaLeBTU4ECKOM
BEeATEeNIbHOCTU, U X 000C00NNIeHHbIMKU NOApPa3aeNeHNAMM,
Pacnosio)KeHHbIMU B C€JIbCKUX HAaCeJIeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTe4yHble opraHusauuu, NMpasun oTnycka
HapPKOTUYECKUX CPeacTB U NCUXOTPOMHLIX BELLEeCTB,
3aperucTpupoBaHHbIX B Ka4yecCTBe JIeKapPCTBEHHbIX NpenapaTos
ANA MeAULUHCKOro NpMMeHeHus, NNeKapCTBEeHHbIX nNpenapaTos
ANA MeAULUHCKOro NnpuMeHeHus, coaepiXaliux HapKoTuYeckue
cpeacTBa U NCUXOTpoONnHbIe BewecTBa, Mopaaka oTnycka
rpakgaaHam anTe4HbIMUM OpPraHM3aLMaAMMU UMMYHOOMOIOrMYECKuX
NIeKapCTBEHHbIX NpenapaTtoB A1 UMMYHONPO(UIAKTUKHU

Mpurka3s * Ne 100H - 0T 07.03.2025 - MUHNCTEPCTBO 34paBoOXpaHeHus - lencTeyeT 6e3 n3meHeHnn

MuHNCTEpPCTBO IOCTULUN
Poccuiickon ®epepalimu
3APETMCTPUPOBAHO
PernctpauunoHHbin Ne 81789
oT 9 anpens 2025 .

MWHWUCTEPCTBO 34PABOOXPAHEHIS POCCUACKOI ®ELEPALLAN
MPUKA3

MockBa

7 mapTa 2025 r. Ne 100H

06 yTBepxAeHu MpaBu 0TNyCKa NeKapCTBEHHbIX NPenapaToB 4S8 MeAULIMHCKOro MPYMEHEHNS
anTeYHbIMW OpraHn3aunsaMmn, VHAMBUAYAbHbIMY NPEANPUHUMATENSMA, UMEIOLWUMU IMLEH3NUIO Ha
OCYLLIECTBNIEHNE (hapMaLIEBTUYECKON AeSATENbHOCTU, MEAULIMHCKMI OpraHn3aLusaMmn, MMeLLMMm
JMLIEH3MI0 HA OCYLLECTB/IEHNE (hapMaLleBTUYECKON 1eATeNbHOCTH, U X 060C0BNEHHbIMY
noapasaeneHnsiMI, PacrooXeHHbIMI B CEJTIbCKMX HACeEHHbIX MYHKTaX, B KOTOPbLIX OTCYTCTBYIOT
anTeyHble opraHu3aumm, Mpasuna oTNycka HAPKOTUYECKNX CPEACTB W NMCUXOTPONMHbIX BELLECTB,
3apPerncTPMpPOBaHHbIX B KAYECTBE JIEKAPCTBEHHbLIX NMPEMnapaToB A/ MEAULIMHCKOrO NPUMEHEHNS,
NeKapCTBEHHbIX NPEnapaToB 4S8 MeAULIMHCKOrO MPYMEHEHNS, COAEPXKALLMX HAPKOTUYECKe CPeacTBa U
MCUXOTPOMHbIE BeLLecTBa, [opsaka 0Tnycka rpa)kjaHam anTeYyHbIMU OpraHn3aumnsamu
MMMYHOOMOIOrUYECKUX IEKAPCTBEHHbIX MPernapaToB A5 UMMYHONPOMUIAKTKN

B cooTBeTCTBUM C YacTaMu 2 1 3 cTaTbn 55 PepepanbHOro 3akoHa ot 12 anpensa 2010 r. Ne 61-93 "06
obpalleHnmn nekapCTBEHHbIX CPeaCcTB", 4acTblo 3 cTaTbh 12 PefepasbHOr0 3akoHa OT 17 ceHTA6ps 1998 r.
Ne 157-®3 "O6 nMMyHONpohniakTUKe MHDEKLIMOHHBbIX 6bone3Hen", noanyHkTamn 5.2.165, 5.2.169 1 5.2.183
nyHKTa 5 MMonoXxeHnsa o MUHUCTepPCTBE 34paBooxXpaHeHns Poccmnckon ®egepaumnm, yTBEPXKAEHHOIO
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noctaHoBseHneM lMpaBntenbcTBa Poccunckon ®epepauum ot 19 mioHa 2012 r. Ne 608, nprkasbiBato:

1. YTBEPAUTD:

MpaBuna oTNycka JiekapCTBEHHbIX NpenapaToB 419 MeANLMHCKOrOo NPYMeHeHNs anTeyHbIMu
opraHusaunsamMmn, UHAMBUAYaAbHbIMU NPeanpUHUMaTENAMA, UMEOLLMMUN NNLEH3MI0 Ha OCYLLLeCTBAeH/e
hapMaLeBTNYECKON AeATeNbHOCTW, MEAULIMHCKAMMN OpraHM3aunaMy, UMELWLMMUN NLEH3NIO Ha
oCyLLecTB/ieHMe (hapMaLeBTUYeCKON AeATENbHOCTY, 1 X 060C061eHHBIMU NOAPa3LeNeHUsIMH,
PacrnonoXXeHHbIMU B CeJIbCKMX HaceNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble opraHu3auumy,
CorslacHo NpuaoXeHuto Ne 1 K HacTosLeMy NpuKasy;

MpaBnia oTNyCcKa HapKOTUYECKUX CPeACTB U NCUXOTPOMHbLIX BELeCTB, 3aperucTpMpoBaHHbIX B KaYecTBe
JleKapCTBEHHbIX NpernapaTosB A MeAULMHCKOr0 NPUMEHEHUS, IeKapCTBEHHbIX NpenapaTos Ans
MeLMLMHCKOro NPYMEHeHNs, CofepXalnx HapKoTUYeckme CpeacTea U NCUXOTPOMHbIE BeLecTBa,
COrJlacHO NPWIoXeHMo Ne 2 K HacTosLEeMY NpUKasy;

Mopaaok 0TNyCKa rpaxAaHaM anTeYHbIMW OpraHn3aunaMm MMMyHOBMONOrMYEeCKUX IEKaPCTBEHHbIX
npenapaTos Aas UIMMYHOMNPOMWIAKTUKN COr1IaCcHO NpuSioxXeHuio Ne 3 K HacTosLWweMy nNpukasy.

2. Mpn3HaTb yTpaTMBLUUM Cuay Npukas MnHUCTepCTBa 34paBooxpaHeHns Poccminckon ®epepaumm ot 24
HOoA6ps 2021 r. Ne 1093H "O6 yTBEpPXAEHWM [paBMA OTNYCKa IeKapCTBEHHbIX MPenapaToB A5
MeAMLUNHCKOro NPpMMeHeHNs anTeYHbIMM OpraHn3aunsamMmn, MHANBUAYaAbHbIMU NpeanpuHUMaTensamu,
NMEeoLWUMY IMLEH3MIO Ha OCYyLecTBAeHMe (hapMaLeBTUYeCKO AeATeNbHOCTN, MeAULNHCKUMN
OpraHM3aunamMu, UMEIOLLMMUN JINLLEH3MIO HA OCYLLECTBNEHNE (hapMaLeBTMYECKON AeaTeNbHOCTU, K NX
o6ocobneHHbIMN NoapasgeneHuamMu (ambynatopramu, GenbaepckuMm 1 desballepcKo-aKyLWepcKuMm
NyHKTaMW, LeHTpaMu (oTaeneHnsamm) obuien BpayebHom (CeMeNnHON) NPaKTUKK), PacnosioKEHHbIMUK B
CesIbCKUX NMOCeJIeHNSX, B KOTOPbIX OTCYTCTBYIOT anTe4yHble opraHu3aunm, a Takxe lpasun oTnycka
HapKOTUYECKNX CPELCTB U NCUXOTPOMHbIX BELWECTB, 3aperncTpypoBaHHbIX B Ka4eCTBe JIeKapCTBEHHbIX
npenapaTos o MeAuLUHCKOr0 NPUMEHEHUS, JleKapCTBEHHbIX NpenapaTos A MeaULNHCKOro
NPUMEHEHNS, COLEPXKALLNX HapKOTUYECKMe CpecTBa Y MCMXOTPONHbIE BELEeCTBa B TOM Yucie lMNopsaka
0TMyCKa anTeYHbIMU OpraHu3aumaMm UMMYHOBNONOr NYECKMX NEKAPCTBEHHbIX NpenapaTos"
(3apernctpupoBaH MnHucTepcTBoM oCcTULMM Poccminckon ®epepaumm 30 Hosbpa 2021 r.,
perncTpaumnoHHbIn Ne 66142).

3. HacToawmmn nprkas BCcTynaeT B cuny ¢ 1 ceHTsabpa 2025 r. n pencteyet Ao 1 ceHtabps 2031 r.

MuHucTp M.A.Mypaluko

MpunoxeHue Ne 1

K npuka3sy MnHUCTepCTBa 34paBOOXPaHEHNS
Poccunckon ®epepalimm

oT 7 mapTa 2025 r. Ne 100H

Mpasuna

OTrMyCKa JIeKapCTBEHHbIX NpenapaToB A4J19 MeSULUNHCKOro NPUMEHEeHNs anTevyHbIMU OpraHn3aunsMu,
WHAMBUAYANbHBIMW NPeANnPUHUMATENAMN, UMEOLLMMMN IMLEH3MNIO Ha OCYLLLEeCTBEHNE (hapMaLeBTUYECKON
neAaTenbHoCTn, MegNUNHCKUMUN OpraHn3aunaMmy, nMerLwnMmmnm nnueH3nto Ha ocyLlecTB/ieHne
thapMaLeBTNYECKON AeATENbHOCTY, U nX 060Cco0bNeHHbIMM NOApPa3AeNeHNAMN, PacioIOKEHHbLIMN B
CeNbCKUX HAaCeNIeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYyHble OpraHm3auum

|. Obwue TpeﬁoBaHI/Iﬂ K OTNYCKY J1eKapCTBEHHbIX NpenapaToB ond MeanunHCKOro npnMeHeHns

1. OTNyCK NIeKapCTBEHHbIX MPEenapaToB A1 MeAULIMHCKOrO NpUMeHeHus (fanee - 1eKapcTBeHHbIe
npenapaThl) OCYLECTBAAETCSA anTEeYHbIMN OPraHn3aLnaMn 1 MHAVBUOYAbHBIMU NPeAnPUHUMATENAMN,
MMEIOLLIMMU JIMLIEH3UIO HA OCYLLECTB/IEHNE (hapMaLleBTUYECKON 1eATeIbHOCTU, MeANLNHCKAMM
OpraH13auUnaMu, MMEeLLMMI JIMLIEH3MIO Ha OCYLLECTBEHNE (DapMaLEBTUYECKON AeSTeNbHOCTH, 1 UX
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060c061eHHbIMY NOAPa3AeNeHUsMN, PACNON0XEHHBIMY B CEJIbCKMX HACEEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTe4yHble OpraHusaumm (fanee - cybbekTbl PO3HUYHOM Toproeau), 6e3 peuenta u (nau) no
peLenTy Ha JIekapCTBEHHbIV NpenapaT, 0hOpMAEHHOMY MeANLMHCKMMKN paboTHUKaMK (panee - peuenT), a
Takxxe no TpeboBaHNIO MEANLIMHCKON OpraHn3aLmmn B COOTBETCTBUM C MYHKTOM 54 cTaTbm 4, YacTbio 1
CTaTbyn 56 ®efepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 "0O6 obpalyeHnn nekapCTBEHHbIX
cpencTs" (oanee - ®epepasibHbiii 3aKoH Ne 61-03).

2. OTnyck NekapCTBEHHbIX NpenapaTos, N3roTOBJIEHHbIX B arnTeYHbIX OpraHM3auunsx, OCyLecTBASETCs C
y4eToM lNpaBua N3roToBIEHNA 1 OTNYCKa NEKAaPCTBEHHbLIX NpPenapaToB Aas MeAULUHCKOro NpUMeHeHNs
anTeYHbIMW OpraHn3aLnsaMm, UMEKLLUMI JINLLEH3MIO Ha (hapMaLleBTUYECKYI0 OesATeNbHOCTb,
yTBEPXAEHHbIX NPUKa3oM MUHUCTepCTBa 34paBooxpaHeHns Poccunckon depgepauum ot 22 Masa 2023 r. Ne
249H (3apernctpupoBaH MuHncTepcTeoM oCcTuLMn Poccuinckon ®epepaumm 29 maa 2023 r.,
perncTpaumoHHbin Ne 73564, nencteyet o 1 ceHtabps 2029 r.).

3. Mo peuenTaM, BbINMUCAHHBLIM Ha peLenTypHbIX 61aHkax opmbl Ne 148-1/y-88, oTnyckatoTcs
JlekapCTBeHHbIe NnpenapaThbl, YKa3aHHble B NyHKTe 9 MNopaaka Ha3HayeHWs SleKapCTBEHHbIX NpenapaTos
ANS MeQULNHCKOro MPUMEHEHNS, yTBEPXXAEHHOM0 NprKa3oM MUHUCTepCcTBa 34paBoOXpaHeHuns PoCcCcMnckom
®epepaunm o1 24 Hoabpsa 2021 r. Ne 1094H (3apernctpupoBaH MMHUCTEPCTBOM OCTULMM POCCUNCKON
®epepaumm 30 Hoabpa 2021 r., peructpaumnoHHbin Ne 66124, nencteyeT fo 1 mapTta 2028 r.) (nanee -
MopsiioK Ha3Ha4YeHms).

4. Mo peuenTaM, BbINMCAHHLIM Ha peLenTypHbIx 6naHkax opmbl Ne 148-1/y-04(n), yka3aHHbIM B NyHKTe 10
Mopsifika Ha3Ha4veHWs, OTNYCKAIOTCA IeKapCTBEHHbIe NpenapaThl, 0TNyckaeMble 6ecnaaTHO Uamn co
CKMIKOW rpaXkfaHaM, MMeloLw MM NpaBo Ha obecneyeHne NekapCTBEHHLIMM NpenapaTaMm 3a CHET CPeacTB
Br0KeTHbIX acCUrHoBaHW hefepansHoro bioaxeTa n 6roaxeToB cybbekToB Poccuinckon ®epepaLumm
(manee - nekapCTBEHHbIE NpenapaThl, 0TNyCKaeMble 6€CnIaTHO NN CO CKUAKOW).

5. JlekapCTBeHHble npenapaThl, yka3aHHble B MyHKTe 3 HacTosAwmx [MpaBu, npefHasHavYeHHble Ans
rpakfiaH, MMeloLwMX NpaBo Ha obecneyeHre NekapcTBEHHbIMY NpenapaTaMu, oTnyckaemMbliMy becnnaTHo
WKW CO CKMOKOW, OTNYCKATCSA NP NpeabsaBAeHUN peLenTa, BbIMMCAHHOMO Ha peLlenTypHoM HBiaHke
copmbl Ne 148-1/y-88, n peuenTa, BbINMMCAHHOIO Ha peLenTypHoM 6naHke opmbl Ne 148-1/y-04(n).

6. Mo peuenTaM, BbINMUCaHHLIM Ha peLenTypHbIX 6naHkax dopmbl Ne 107-1/y, 0TNYyCKalOTCS IeKapCTBEHHbIE
npenapartbl, yKa3aHHble B NyHKTe 11 [Mopsafka Ha3HavyeHus.

7. KoMBHMPOBaHHbIE IeKapCTBEHHbIE NpenapaThl A1 MeAULMHCKOrO MPUMEHEHNS, cofepKallume KpoMe
MaJibIX KOJIMYECTB HapKOTUYECKMX CPELCTB, NCUXOTPOMHbLIX BELLECTB U X NPEKYPCOPOB Apyrue
(hapMakonormyeckne akTMBHbIE BEWECTBA, YKa3aHHble B MYHKTaX 3 1 6 HacToAwmx MNpaBun, oTnyckaroTcs
cybbekTamm po3HWYHOWN TOProBAM, MO PeLlenTaMm, BbIMMCaHHbIM Ha peuenTypHbix 6nankax ¢opm Ne 107-1/y
n Ne 148-1/y-88, KpoMe Tex nekapCTBEHHbIX MpenapaToB, KOTopble 0TNyCcKatoTcsa 6e3 peuenTa.

8. Mo peuenTam B (hOpMe 3/1IEKTPOHHOI0 AOKYMEHTA C UCMOJIb30BaHNEM YCUIEHHON KBAIM(PULINPOBAHHOWN
3N1eKTPOHHON NOANNCYA MEAULMHCKOro paboTHMKA, B COOTBETCTBMUN C YacTbio 1 cTaTbn 5 PefepanbHOro
3aKoHa oT 6 anpens 2011 r. Ne 63-®3 "O6 3nekTpoHHON noanucKu" (oanee - peuenT B hopMe 371eKTPOHHOI0
LLOKYMEHTa), OTNYCKalTCS NeKapCTBEHHbIE NpernapaThl, YKa3aHHble B NyHKTax 3 - 7 HacToAwux Mpasun,
npv NPUHATMM pewweHns 06 ncnoab3oBaHnK Ha TeppuTopumn cybbekTa Poccminckon ®egepaumm Hapsaay ¢
peuenTaMmn Ha NeEKAPCTBEHHbIE MpenapaTbl, 0hOPMAEHHLIMN Ha ByMa)KHOM HOCUTENE, PELLENTOB Ha
JleKapCTBEHHbIe npenapaThbl, CPOPMUPOBAHHBIX B (hOPMe 31eKTPOHHBLIX LLOKYMEHTOB B COOTBETCTBUU C
NYHKTOM 4 cTaTbh 6 PefepasibHOro 3akoHa Ne 61-03.

9. OTnyckK NlekapCTBEHHbIX NPernapaToB, He YKa3aHHbIX B NYHKTax 3 - 7 HacTosAwux Mpasun, B
COOTBETCTBUW C UHCTPYKLUAMU MO X MEAULNHCKOMY MPUMEHEHMIO oCyLLecTBAAeTCA 6e3 peLenTos.

10. Mpwn HEBO3MOXKHOCTU NPEA0CTaBEHNS NHKYpabenbHbIMM BONLHBIMU Ha 3aBEPLUAIOLLEM 3TAME XKU3HK
MOJIHOMOYUSA Ha MPaBO MOJIyYEeHUA JIeKapCTBEHHbIX NpernapaToB Takue IeKapCTBEHHbIE npenapaThl
OTMNYCKAalTCSA UHLIM JILLAM, OCYLLECTBJIAIOLNM YXOL 3@ HAMK, NPU NpebsasieHn 04HOBPEMEHHOrO C
peLenToM Ha NeKapCTBEHHLIN NpenapaTt AOKYMeHTa, YA0CTOBEPSIOLLEr0 MMYHOCTb, U LJOKYMEHTA,
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NoATBEPXXAaloWeEro NHKypabenbHoe COCTOSiHNE BONLHOrO, COAEPIKaLLLero CBEAEHNSA 0 NNLEe, KOTOpoe
noJly4aeT SIeKapCTBEHHbIE NpenapaTbl Mo peuenTy (hamMunans, nMs, 0T4eCTBO (NPW HaNNYUK), BUL, Cepusa 1
(nnin) HoMep OOKYMeHTa, YAOCTOBEPSAOLWEro MYHOCTb), 3aBEPEHHOI0 MOAMMUCHIO U NeYaTbio MEAULIMHCKOrO
paboTHUKA, a TaKXe NevyaTblo MEAULNHCKON OpraHn3aLunm.

[loKyMeHT, noaTeepXXdatowmin nHKypabenbHoe cocTosHNe 60bHOro, ocTaeTca y CybbekTa PO3HMYHON
TOPro.au.

11. OTnycK NeKapCTBEHHbIX NpenapaToB OCYLLECTBAAETCA B TEYEHME YKA3aHHOr0 B peLienTe Cpoka ero
NencTeuns.

12. B cniyyvae oTCyTCTBUS Y CybbeKTa PO3HUYHON TOProB/M NEKAPCTBEHHOMO NpenapaTa, yKa3aHHOro B
peLenTe, 3a NCKAOYEHNEM HEOBX0AMMOCTI 3aKy MKW NEKAapPCTBEHHOM0 NpenapaTa, AaHHbIA 1eKapCTBEHHbIN
npenapaTt 0TMNyCKaeTca CybbeKTOM PO3HUYHOW TOPrOBAN B CPOK, HE MPEBLILLANOLLNA fecaTn paboinx gHewn
C AaTbl 0bpalleHns rpa)kaaHnHa K CybbekTy pO3HWYHOM TOProBan, 3@ UCKJIIOYEHNEM IEKAPCTBEHHOIO
npenapaTa, BbIMMCAHHOrO Ha peuenTe C NoMeTKon "cito" (CpOYHO), KOTOPLIN OTMYCKAeTCs B CPOK, He
npesbilaloWwmin Tpex paboynx gHen ¢ gaTol obpalleHmns.

B cnyyae HeobXx04MMOCTM 3aKyMKK NeKapCTBEHHOMO NpenapaTa, yKa3aHHOro B peLenTe, AaHHbIN
JIEKApPCTBEHHbIV NpenapaT 0TNyckaeTcs Cy6beKTOM PO3HMYHOW TOProB/N B CPOK, HE MPEBbILLAOLLNIA
TpnauaTn paboymnx gHen ¢ gaTbl obpaleHns rpaxxgaHnHa K CybbekTy po3HUYHOM TOProBun.

13. B cnyyae oTcyTCTBUSA Y CyObEKTA PO3HNYHON TOProB/AM IEKAPCTBEHHOMO NpenapaTa, OTMYCKaeMoro 3a
MOJIHYIO CTOMMOCTb, YKa3aHHOro B peLienTe, 0hOpMAEHHOM Ha peLenTypHoM 6naHke Ha ByMarkHOM
HoCuTenNe, peLenT BO3BpaLlaeTCa AnLy, yKa3aHHOMY B peLenTe, ero 3aKkoOHHOMY NpeacTaBuTesNto uan
JIMLy, KOTOPOE SIMLLO, YKa3aHHOe B peLenTe, Uan ero 3aKOHHbIN NpeacTaBuTesNb YNOJHOMOYUAN Ha
noJiy4eHne leKapCTBEHHbIX NPenapaToB, C 0TMETKOW Ha obpaTHON cTopoHe "PeLenT NpUHAT Ha
obcnyxmBaHMe" € ykasaHWeM faTbl MOCTAHOBKM peLienTa Ha 0b6cnyXuaHume.

B cnyyae oTcyTCcTBMSA ¥ CybbeKTa PO3HMYHOM TOProB/N SIEKAPCTBEHHOIrO NpenapaTa, OTNyCKaeMoro
6ecnnaTHO NN CO CKNAKOW, YKa3aHHOro B peLenTe, 0DOpMIIEHHOM Ha peLenTypHoM 61aHKe Ha ByMa)kHOM
HoCcUTene, peuenT BO3BpPALLAETCs JIMLY, YKa3aHHOMY B peLenTe, ero 3aKkOHHOMY NpeacTaBuTeNto uin
SNy, KOTOPOE N0, YKa3aHHOE B peLienTe, UK ero 3aKOHHbIA NpeacTaBuTeb YNOAHOMOYWIN Ha
NoJlyYeHNe IeKapCTBEHHbIX NPEeNapaToB, C OTMETKOW Ha 0bpaTHOM cTopoHe "PeLenT NpuHAT Ha
obcnyxuBaHue" € ykasaHneM gaTbl MOCTAHOBKU peLienTa Ha 0b6cyXnBaHWe U HOMepa 3anucu B XXypHase
y4yeTa peLienToB, HaX0A4AWMXCA Ha 06CyXXBaHWK,

MpuHATME Ha 06CNyXXMBaHME peLienTa B 3/1EKTPOHHOM BUE OCYLLECTBNIAETCSA B COOTBETCTBUM C MYHKTOM
35 HacToAwwmx MNpaswun.

14. XKypHan y4yeTa peLenToB, HaXoAALMNXCA Ha 06CNyXMBaHWKN, Ha IeKapCTBEHHbIE NMpenapaThl,
oTnyckaemble 6ecniaTHO UM CO CKNAKON, BeAeTca B cBOboaHOM opme B ByMarKHOM UAN 31EKTPOHHOM
BMLE 1N COOEPXUT cnepymoLine CeeaeHns:

a) faTa obpalleHuns n1ua, YKasaHHOro B peuenTe, Uan ero 3aKoOHHOro NpeacTaBMTens WK auua, KoTopoe
JINL0, YKa3aHHOe B peuenTe, Uan ero 3aKOHHbIN NpeacTaBuTe b YNOJHOMOYUAN Ha NojyYeHmne
JIEKApPCTBEHHOrO npenapaTa (/1eKapCTBEHHbIX NPenapaToB) K Cy6bEKTY PO3HUYHOW TOProBaMn 3a
JIeKapCTBEHHbLIM MpenapaToM (JleKapCTBEHHbIMY NMpenapaTamu);

6) nata 1 Homep peuenTa (Npu Hann4un);

B) AaTa OKOHYaHWA AENCTBMSA peLenTa;

r) naTa OKOHYaHUs 0bcnyxmBaHMA peuenTa (C y4eTom nNyHKToB 11 1 12 HacToswwmx Mpasun);

[) MeXayHapo4Hoe HenaTeHTOBaHHOE HaMeHOBaHWe UM TOProBoe HauMeHOBaHNe IEKapCTBEHHOIO
npenapaTa (1eKapCTBEHHbIX MPenapaToB), YKa3aHHOro (YKa3aHHbIX) B peuenTe;

e) haMmans, uMa, 0TYeCTBO (NPU HANNYMK) NIMLa, YKa3aHHOro B peLenTe, Uan ero 3aKOHHOro
npeacTaBUTeNs WaK AnLa, KOTOPOE INLLO, YKa3aHHOE B peLenTe, UK ero 3aKOHHbI NpeacTaBuTesb
YNOJIHOMOYUAN Ha NOJy4YeHUe NIeKapCTBEHHOro NpenapaTa (flekapCTBeHHbIX NpenapaTos);

)X) TenedoH Nnua, yKasaHHOro B peLenTe, UaK ero 3aKoHHOro NpeacTaBuTeNs Uan anua, KOTopoe Jinuo,
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yKa3aHHOe B peLenTe, NN ero 3aKOHHbIN NpeacTaBUTENb YIOJHOMOYUAN Ha NOJlyYEeHNE IeKapCTBEHHOM O
npenapaTta (1eKapCTBEHHbIX NpenapaTos);

3) JaTa OMOBELLEHUS ML, YKa3aHHOro B peuenTe, WK ero 3aKOHHOro NpeacTaBuTens Wiv auua, Kotopoe
MU0, YKa3aHHOE B peuenTe, Uan ero 3aKOHHbIN NpeacTaBUTeNb YNOJHOMOYUAN Ha NOyYeHne
NeKapCTBEHHOro NpenapaTa (leKapCTBeHHbIX NpenapaToB) 0 NOCTYMN/JEHUN NeKapCTBEHHOMO nNpenapaTa
(lekapCTBeHHbIX NpenapaToB);

1) faTa OTNyCKa NeKapCTBEHHOro npenapaTa (NeKapCTBEHHbLIX NpenapaTos);

K) MOANWCh JiMLa, NOJy4YMBLLIEro IEKapCTBEHHbIN NpenapaT (J1eKapCTBEHHbIE NpenapaThl) (B ciyyae
BEAEHMNA XypHasa y4eTa peLenToB, HaXoaAWnNXCcs Ha 06CcnyKnBaHMM Ha BymMaXKHOM HocuTene).

15. JlekapcTBeHHbIe npenapaThbl, 0OTAyCcKaeMble 6eCcnaaTHO UM CO CKUAKORN, Mo pelenTaM, Haxo4AaWwmMMCs
Ha 06CNy)XMBaHUN Y OQHUX CYOBEKTOB PO3HUYHOW TOPrOBN, PACMONOXKEHHBIMI Ha TepPUTOpPUN CybbekTa
Poccuiickon ®epepalimmn, B KOTOPOM 0GQOPMIIEH peLenT B (hOpMe 3IEKTPOHHOI0 JOKYMEHTa, OTNyCKaloTCs
NHbIMW Cy6bEKTaMM PO3HUYHOWM TOProBAW, PAaCMOJIOXKEHHBIMU Ha TEPPUTOPUM TOr0 Xe CybbekTa
Poccuiickon ®epepalimmn, C BHECEHNEM CBELEHUI B FOCYAapPCTBEHHYIO MHOPMALMOHHYO CUCTEMY B cdhepe
34paBooxpaHeHus cybbekTa Poccminckon degepaunm, B COOTBETCTBUM C MOAMYHKTOM "e" nyHKTa 3
MonoXxeHns o0 eaMHON rocygapCTBEHHON NH(OPMALIMOHHON cCUCTeME B ciepe 34paBOOXPaHEHNS,
yTBEPXXAEHHOr0 NocTaHoBAeHreM MpaBuTenbCcTBa Poccuinckon depepauun oT 9 despans 2022 r. Ne 140
"O eaNHON rocyAapCTBEHHON MHGOPMALMOHHON CMCTEME B chepe 3apaBooxpaHeHmnsa” (ganee -
MonoxxeHune), a CybbeKTOM PO3HMYHOWN TOPrOB/M, MOCTABUBLLIMM peLenT Ha 06CnyXMBaHME, - CO CHATUEM
Takoro peuenTa ¢ 06CyXUBaHUSA 1 BHECEHNEM CBEAEHWI B XXYPHaa y4yeTa peLenToB, HaxoasaLWmnxcsa Ha
obcnyxnuBaHum,

16. Mpwn NOCTyNAeHUN NeKapCTBEHHOrO nNpenapaTta Cy6bekT PO3HWYHOWN TOProBAW B TeYEHNe OAHOro
paboyero gHA, CO AHS NOCTYMNIEHUS IEKaPCTBEHHOI0 NpenapaTa, YKa3aHHOro B MyHKTe 13 HacToAWMUX
Mpasun, yBegoMAseT ANLLO, YKa3aHHOE B peLlenTe, ero 3aKOHHOro NpeAcTaBMTeNs uam anuo, KoTopoe
JINL0, YKa3aHHoe B peuenTe, Uan ero 3aKOHHbIN NpeacTaBuTe b YNOJHOMOYUAN Ha NoyYeHmne
NEeKapPCTBEHHbIX MpenapaToB, 0 NOCTYMN/JEHUN NeKapCTBEHHOMO NpenapaTa, B YCTHON hopMe nocpencTBOM
TenedoHHoN cBa3n 1 (unn) nocpenctsom CMC-cooblueHnsa Ha HoMep TenedoHa, yKa3aHHbIN B KypHase
y4yeTa peLenToB, HaX0AAWMXCA Ha 06CAYXXMBAHWM, NN NOJTYYEHHbIN OT JIMLA, YKA3aHHOr0 B peLenTe, namn
€ro 3aKOHHOro NpeAcTaBUTeNS UK NIMLA, KOTOPOE INLL0, YKa3aHHOe B peLenTe, AN ero 3aKOHHbIN
npeacTaBMTeNb YNOJHOMOYUAN Ha NOJy4YeHNe NeKapCTBEHHOro NpenapaTa (flekapCcTBeHHbIX NpenapaTos).
17. JlekapcTBeHHbIe NpenapaThl OTAYCKAOTCA B KOIMYECTBE, YKa3aHHOM B peLenTe, 3a UCKI0YEHNEM
ClyYyaeB, KOrfa As eKkapCTBEHHOr 0 NMpenapaTa yCTaHOBJIEHO KOIMYECTBO, KOTOPOE MOXET ObITb
BbINMCAHO B OLHOM peLenTe, B COOTBETCTBUM C NYHKTOM 13 Mopagka Ha3zHayYeHus.

Mpu NnpenbsBAeHUM peLienTa C NpeBbllleHreM NpeaesibHO AoMYCTUMOro KONMYeCTBa IeKapCTBEHHOMO
npenapaTta, KOTOPOe LOMNYyCKaeTCs B OAHOM peLenTe, hapMaLeBTUYeCcKnii paboTHNK OTNyCKaeT
YKa3aHHOMY NULY YCTaHOBIEHHOE COOTBETCTBEHHO NPeAesibHO AONYCTUMOE KOIMYECTBO JIeKapCTBEHHOI0
npenapaTa, C NPoCTaBAeHNEM COOTBETCTBYIOLEN OTMETKN B peLienTe 06 0TNycKe NeKapCTBEHHOrO
npenapaTa.

Mpy Hann4mm y cybbekTa po3HNYHOWM TOProBAN EKaPCTBEHHOrO NpenapaTta ¢ 403MPOBKON, OTANYHON OT
[,03POBKMW NIEKapCTBEHHOr 0 NMpenapaTa, yKa3aHHON B peLlenTe, OTNYCK MMEIOLLErocs 1eKapCTBEHHOI0
npenapaTta AOMNyCKaeTcs, eCNn O3MPOBKA Takoro NeKapCTBEHHOro npenapaTa MeHbLUe [03MPOBKMY,
yKa3aHHOW B peuenTe. B TakoM ciiy4yae OCyLLeCTBASETCA NepecyeT KoIMYeCTBa JIeKapCTBEHHOIO
npenapaTta € Y4eTOM Kypca Ie4eHunsl, YKa3aHHOro B peLienTe.

18. OTnycK NekapCTBEHHOrO NpenapaTa OCYLWEeCTBASeTCS B MEPBUYHOM 1 (MK) BTOPUYHON
(noTpebnTenbCcKon) ynakoBkax Npy Haan4ymm MapKUPOBKK, KOTopas oTBeYaeT TpeboBaHMAM cTaTbu 46
®epnepancHoro 3akoHa Ne 61-93,

19. MNpwu oTNyCKe NeKapCTBEHHbIX NPenapaToB Mo peuenTy, 0WOpPMIEHHOMY Ha peLenTypHoM bnaHke Ha
Byma)kHOM HoCcuTene, hapMaLleBTUYeCKUA paboTHUK NPOCTaBAsSEeT OTMETKY Ha peLenTe 06 oTnycke
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JIeKapCTBEHHOr 0 npenapaTa "J/lIeKapCTBEHHbIV NpenapaT OTAyLWeEH" 1 C yKa3aHNEM:

a) HauMeHoBaHUs CybbeKTa PO3HMYHOM TOProBaAN (hamMnanm, UMeHN, 0THeCTBa (MPX HaANYuK)
WNHAMBUAYANbHOMO NpeanpuHuMaTens);

6) TOproBoro HauMeHoBaHNS (3@ NCKJILOYEHNEM NIEKAPCTBEHHbIX MPenapaToB, M3roTOBJIEHHbIX B aNTEYHON
opraHu3aunm), LO3UPOBKN 1 KONNYECTBA OTNYLLEHHOrO SIeKapCTBEHHOr0 NpenapaTa;

B) hamMuanm, UMeHu, oTHECTBa (NPY HaNMYNKM) MeAMLIMHCKOro paboTHMKa B Cyvyae, yKa3aHHOM B ab3ale
TpeTbeM NyHKTa 20 HacToAwmx MpaBun;

r) dhammamm, nMeHn, 0TY4eCTBa (Npu Hann4mm) hapmaLeBTUYECKOr0 paboTHMKA, OTANYCTUBLLENO
JIeKapCTBEHHbIV NpenapaT, U ero nNoanucuy;

L) 0aTbl OTNyCKa NeKapCTBEHHOro npenaparTa.

20. Mpwn oTNycke NeKapCTBEHHbIX MpenapaToB Mo PeLenTy, BbIMMCAaHHOMY Ha peuenTypHOM BiaHke hopMbl
Ne 107-1/y CO CPOKOM AeACTBUSA L0 OLHOMO rofa, B KOTOPOM YKa3aHbl Mepuobl U KOANMYECTBO OTNYCKa
JIeKapCTBEHHOr0 npenapaTa (B KaXXAblh Nepuof), peuenT Bo3BpallaeTcs nuLy, npuobpeTtatoLiemy
NEeKapCTBEHHbIN NpenapaT, C 0TMETKOW, CoAepXXalle CBeAeHNS, yKa3aHHble B MyHKTe 19 HacToAwmx
Mpasw.

Mpwn o4epenHOM obpallleHnn nmua K Cy6bekTy PO3HUYHON TOProBan C AaHHLIM PELLENTOM YY4UTLIBAIOTCS
OTMETKM 0 NpeablayLLieM 0TNyCKe NeKapCTBEHHOrO NpenapaTta no TakoMy peuenTy U B Ciy4vae
nprnobpeTeHns TMLOM KONNYECTBA JIEKAPCTBEHHOMO NpenapaTa, COOTBETCTBYIOLWEr0 MaKCMMaJIbHOMY
KOINYECTBY, YKa3aHHOMY MEeAULMHCKMM pabOoTHUKOM B peLenTe, a TakXXe No UCTeYeHUN CPoKa AeNCTBuMS
peuenTa, Ha peLenTe NpocTaBaseTcs wTamn "JlekapCTBEHHbIN NpenapaT oTnyLleH" 1 peuenT
BO3BpaLLaeTCcs auLy.

EOVHOBpPEMEHHbI OTNYCK JIeKkapCTBEHHOMO NpenapaTa Mo peuenTy, BbIMMCaHHOMY Ha peLenTypHOM
6naHke opmbl Ne 107-1/y CO CPOKOM AENCTBUS [0 OLHOMO rofa, B KOTOPOM YKa3aHbl Mepuoabl 0TNycKa
NEeKapCTBEHHOro NpenapaTta U KOMYeCcTBO, OTNYCKAEMOro IeKapCTBEHHOMO npenapaTa (B KaXAbin
nepuoa), onyckaeTcsa TObKO MO COrnacoBaHWIO C MEAULUHCKAM pabOTHMKOM, BbINMUCABLLMM peLenT.

21. Mpwn 0TNyCKe NIeKapCTBEHHLIX MPenapaToB Mo PeLenTy, BbIMMCAaHHOMY Ha peuenTypHoOM 6iaHke hopMbl
Ne 148-1/y-04(n), 3an0NHEHHbIN KOPELLOK TaKoro peLenTypHoro 6aaHka nepenaeTtca hapMaLeBTUHECKUM
paboTHMKOM Nnuy, npuobpeTatoLemy (NoayyaroLwemy) nekapCTBEHHbIE MpenapaThl.

22. OCTaloTCs 1 XpaHATCA y cybbekTa poO3HUYHOWN TOProBan peuenTbl (C 0TMeTKOoW "JleKapCTBEHHbIN
npenapaT oTnyuweH") Ha:

a) NeKapCTBEHHbIe NpenapaThl, OTNyCcKaeMble 6€CnNaTHO MAKN CO CKUAKON, - B TEYEHME Tpex NeT;

6) nekapcTBeHHbIe NpenapaThbl, 0THOCALLMECS NO aHATOMO-TePaANeBTUYECKO-XMMMNYECKOW Knaccugmkaumm,
pekoMeH[0BaHHOM BceMupHon opraHusaumen 3apaBooxpaHeHns (ganee - ATX), K aHTUNCUXOTUYECKUM
cpencteaM (kog no ATX NO5A), aHkcuonutukam (kog no ATX NO5B), CHOTBOPHbIM M CelaTUBHbIM
cpencteaM (kog no ATX NO5C), aHTngenpeccaHTam (ko no ATX NOGA) n He nogniexalme npegMeTHo-
KOJIM4ECTBEHHOMY YYETY, - B TE4EHUE TPeX MecCsALEeB.

23. PeLlenTbl, He YKa3aHHble B MYHKTe 22 HacTosawmx MNpaBun, 0TMEYanTCS WTaMnoM "JIekapCTBEHHbIN
npenapaT oTnyLleH" 1 BO3BpaLlalTCa auuy, npuobpeTatowemy (Nosyyatowemy) NekapCTBEHHbIN
npenapar.

24. PeuenTsbl, BbINUCaHHbIE C HapylueHneM opsiaKa Ha3Ha4YeHUs, B TOM YUC/Ie B OTHOLLIEHMWM
JIEKapCTBEHHbIX NPenapaToB, KOTOPbLIE B COOTBETCTBUN C MHCTPYKLUAMM MO NX MEQULMHCKOMY
NPYMEHEHN0 NpeaHa3HayYeHbl A8 NPUMEHeHNs TObKO B MEANLIMHCKUX OPraHM3aumnsax B CTalMOHaPHbIX
YyCNOBUSX 1 (MAK) B yCNOBUSAX GHEBHOMO CTaLMOHapa, 0TMeYaloTCs WTaMnom "PeuenT HeaencTeuTeneH" n
BO3BpaLLaloTCs MUy, NpeacTaBUBLUEMY peLenT.

25. B o6ocobneHHOM noapasnesieHnn MeanLNHCKON opraHnsaumnm obecneqymBatoTCs yCI0BMS COXPaHHOCTM
OCTaBJIeHHbIX Ha XpaHeHWe peLLenToB Ha NeKapCTBEHHbIE NpenapaThl.

PeuenTbl Ha NeKapCTBEHHbIE NpenapaThl, Noaaexallne npeaMeTHO-KONYECTBEHHOMY yYeTY,
NeKapCTBEHHbIE MpenapaThl, 0TNyCKaeMble 6ecnaaTHO WM CO CKUAKOW, eXXeMeCsa4yHO NepesaloTcs us
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060co61eHHbIX NoApasaeNeHnini MeEANLUNHCKNX OpraHn3aumnin B MEANLMHCKE OpraHm3aunmn, CTPYKTYPHbLIMIA
noapa3faeneHnsIMn KOTOPbIX OHW SABASIOTCA, A8 NOCNeAYIOLLEr0 XpaHeHNs.

26. Mpwn 0TNycKe fIeKapCTBEHHOro nNpenapaTa hapMaueBTNYecKnin paboTHUK nam paboTHMK MeANLNHCKON
opraHm3aunmn (o6ocobneHHOro NnogpasaeneHns MegULUHCKOM OpraHn3auunmn) MHGMOPMUpPYET NLLO,
npvobpeTatollee (MonyyaloLlee) NeKapCTBEHHbIN NpenapaT, 0 peXxume U go3ax ero npuema, npasuiax
XPaHeHUs B AOMaLLUHWX YC0BMAX, O B3aMMOAENCTBUN C APYrUMN NIeKapCTBEHHbIMK NpenapaTamu.

27. MNpwy 0TNYyCKe NeKapCTBEHHOr o npenapaTa apMaLeBTU4eCKMin paboTHUK namn paboTHUK MeANLIMHCKON
opraHusauun (06ocobneHHOro noapasaeneHns MeauLMHCKON OpraHn3aLnn) He BnpaBe NPeaocTaBNaTb
HeLOCTOBEPHYIO 1 (MAN) HEMOMHYIO MHGOPMALMIO 0 HAIMYUKN NNEKapCTBEHHbIX MPenapaToB, BKYas
NeKapCTBEHHble NpenapaThl, UMelLLe OANHAaKOBOE MeXAyHapoAHOe HenaTeHTOBaHHOE HalMeHOoBaHue, B
TOM YUC/Ie CKPbIBaTb MHADOPMALMIO O HAJIMYMMN JIEKaPCTBEHHLIX NMPEnapaToB, MMeLWNX Bonee HU3KYIO LieHy
B COOTBETCTBUM CO CTaTben 74 PeaepasibHOro 3akoHa oT 21 Hos6ps 2011 r. Ne 323-03 "O6 ocHoBax
OXpaHbl 340p0OBbSA rpaxaaH B Poccuinckon denepaunn”.

28. 3anpeLaeTca 0TNYCK JIeKkapCTBEHHbIX NPenapaToB, YKa3aHHbIX B CTaTbe 57 ®efepanbHOro 3akoHa Ne
61-03.

29. 3anpeLlaeTcs pas3gesbHbll OTNYCK NEKAPCTBEHHbIX CPEACTB, BXOASALLMX B COCTAB JIeKapCTBEHHOI0
npenapaTta, U3roTaBanBaemMoro Cy6beKkToM po3HUYHON TOProBIN.

IIl. TpeboBaHMS K OTMYCKY JIEKAPCTBEHHbIX MpPenapaToB Nno TpeboBaHM0 MeANLIMHCKOA OpraHn3aLum

30. Ons obecneyveHns nevyebHOro npouecca B MEANLMHCKON OpraHn3aLny anTe4yHon opraHnsaumnen,
ABNSAOLLENCA CTPYKTYPHbLIM NoApa3aeneHnemM Takon MeguLMHCKON OpraHm3aunn, oCyLLecTBASETCS OTNYCK
NnMBo N3roToBMEHNE N OTMYCK JIEKAPCTBEHHLIX NMPenapaToB Ha OCHOBaHWM TpeboBaHNA MeAULNHCKON
opraHu3auun.

MeOnUUHCKasa opraHn3aumsa Bnpase 06paTUTbCA B aNTEYHYO OpPraHM3aLnio, He ABASIOWYIOCA CTPYKTYPHbIM
noapa3sfeneHnemM Takon MeguLUMHCKOM OpraHmM3auum C Lesbio N3roTOBEHUS U OTMYCKa JIEKAaPCTBEHHbIX
npenapaToB Ha OCHOBaHWK TpeboBaHNA MEANLUHCKON OpraHn3aunm, B TOM Y1UCe Mpu OTCYyTCTBUK
BO3MO>XHOCTW U3roTOBNAEHNS OTAENbHbIX BULOB JIEKAaPCTBEHHbIX NPenapaToB B anTe4YHON opraHun3aumm,
ABNSAOLLENCA CTPYKTYPHbLIM NoApa3aeneHneM MeauumMHCKON opraHm3auunn.

31. XpaHeHue TpeboBaHWU MeANLIMHCKON OpraHn3aumm, No KOTOPbIM OTMYLLEHbI JIEKAPCTBEHHbIE
npenapaThl, OCYLLECTBASETCA anTe4YHOM OpraHn3aumen B COOTBETCTBUN C MYHKTOM 22 HacTosawmx Mpasuin.
32. HapylweHune uenoCTHOCTY NepBUYHONM YNAaKOBKIM JIEKapCTBEHHOrO NpenapaTa npw ero oTnycke no
TpeboBaHMIO MeQULIMHCKOM OpraHM3aLumn oNyCcKaeTCs anTeYHOoW opraHu3aumneit, UMeoLWen MLEH3NI0 Ha
thapMaLEeBTNYECKYIO OeATeNbHOCTb C MPaBOM U3rOTOBJIEHUS JIEKAPCTBEHHbIX NPenapaToB.

B TakoM cnyyae 0TNyCK JIeKapCTBEHHOro npenapaTta oCyLeCTBSeTCSA B yNakoBKe C NpefocTaBeHneM
NHCTPYKUMM (KOMUN MHCTPYKLMUKX) MO NPUMEHEHUNIO OTMYCKAaeMOro JIEKapCTBEHHOI0 NpenapaTa.

[Il. OTNyCcK NeKapCTBEHHbLIX NPENapaToB Mo peLenTam B PopMe 3/IEKTPOHHOT0 AOKYMEHTa

33. OTnycK IeKapCTBEHHbIX MpenapaToB B (POPMe 3/IEKTPOHHOI0 OKYMEHTa OCYLLLECTBASETCSA CybbekTamm
PO3HWYHON TOProB/AN, PACMON0XKEHHBIMW Ha TeppuTopun cybbekTa Poccuinckon ®epepaunm, B KOTOPOM
ohopMJIeH peLenT B hopMe 3NeKTPOHHOr0 LOKYMEHTa, B CJiyvyae NpUHATUA YNOJIHOMOYEHHbBIM OpraHoM
NCNOJIHUTENbHON BNlacTu cybbekTa Poccuinckon ®epepau B COOTBETCTBUM C MYHKTOM 4 CTaTbyh 6
®epnepanbHOro 3akoHa Ne 61-93 pelieHunsa 06 NCNoIb30BaHMM Ha TeppuTopun cybbekTa Poccuinckonm
depepaumm Hapsaay C peuenTaMmn Ha IeKapCTBEHHbIE NMpenapaTbl, 0hOPMIEHHBIMN Ha ByMa)kHOM
HOoCUTEeNe, peuenToB Ha JIeKapCTBEHHbIE NpenapaThl, CPOPMUPOBAHHBLIX B (HOPME 3JIEKTPOHHbBIX
LOKYMEHTOB.

34. OTNyCK IeKapCTBEHHLIX MpenapaToB Mo peuenTtaM B hopme 3/1eKTPOHHOI0 fOKYMEHTa
OCYLLeCTBAAETCS NULY, YKa3aHHOMY B peLienTe, Mmbo ero 3aKkoOHHOMY npeacTaBuTento, mbo nuy, KoTopoe
JILL0, YKa3aHHoe B peuenTe, Uan ero 3aKOHHbIN NpeacTaBuTe b YNOJHOMOUYUAN Ha NoyYeHmne
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JIeKapCTBEHHbIX MpernapaTos.

35. B cnyvyae OTCYTCTBMSA IEKAPCTBEHHOrO NpenapaTta CyObeKkT PO3HUYHOW TOPrOBAN BHOCUT B
roCyAapCTBEHHYO MHDOPMALMOHHYI0 CUCTEMY B Chepe 34paBooxpaHeHmns cybbekTa Poccuinckonm
depepalunmn CBelleHNs, B COOTBETCTBUN C NOANYHKTOM "e" nyHkTa 3 lNosnoxeHus, 06 oTCyTCTBUK
JleKapCTBEHHOr0 npernapaTa, yka3aHHOro B peLenTe B (hOpMe 3JIEKTPOHHOIO IOKYMEHTa, C yKa3aHneM
[aTbl MOCTAHOBKM peLenTa Ha 06CNy)XnBaHme, a 4as peLenTa Ha JIeKapCTBEHHbIN NpenapaT, OTNYCKaeMbIi
6ecnnaTHO MM CO CKNAKOW - TaKXXe HOMEpa 3anucu B XXypHase yvyeTa peLenToB, HaX0AAWMXCcs Ha
obcnyxxnpaHmm.

Mpn NoCTynneHUn NekapCTBEHHOMO NpenapaTa Cy6beKT PO3HMYHOW TOProBJIM B Te4eHne 04HOro paboyero
LHA CO OHSA NOCTYrMJIeHNA JIeKapCTBEHHOI0 MpenapaTa, YKa3aHHOoro B NyHkTe 13 HacToawwmx Mpaswu,
yBeOMJISIeT JIMLLO, yKa3aHHOoe B peLenTe, ero 3aKOHHOro npeacTtaBuTesna uan anLo, KoTopoe numuo,
YyKa3aHHoOe B peLenTe, UK ero 3aKOHHbIN NpeacTaBuTeNlb YNOAHOMOYMAN Ha NOyYeHNe NeKapCTBEHHbIX
npenapaTos, 0 NOCTYMJIEHUN JIeKapCTBEHHOr0 npenapaTa, B YCTHON hopMe NocpeacTBOM TenedOoHHON
cBa3u 1 (nnm) nocpeactsom CMC-coobLyeHns Ha HoMep TenedoHa, yKa3aHHbIN B XXypHaie y4yeTa peLenTos,
Haxo4AWMNXCA Ha 06CyXXKMBaHMMW, AN NOJTYHEHHBIN OT AKLA, YKa3aHHOrO B peLenTe, Uan ero 3aKOHHOro
npeacTaBuUTens Wam nnua, KoTopoe NLO, YKa3aHHOe B peLenTe, UM ero 3aKOHHbIM NpeacTaBuTesb
YNOAHOMOYMIN Ha NOJTyYeHMe IeKapCTBEHHOM O nNpenapaTa (JlekapCcTBEHHbIX NpenapaTos).

MpunoxxeHue Ne 2

K NpuKka3y MMHUCTEpPCTBa 34PaBOOXPaHEHNS
Poccuiickon ®epepalimu

oT 7 mapta 2025 r. Ne 100H

MNpasunia

OTMYCKa HapKOTUYECKMX CPEACTB M NMCUXOTPOMHbLIX BELLECTB, 3aperncTprpoBaHHbIX B Ka4yecTee
JIeKapCTBEHHbIX NpenapaToB 414 MeQULIMHCKOro NPUMEHeHUs, JIeKapCTBEHHbIX npenapaTos 414
MeAMLUNHCKOro NpMMeHeHuns, cogepxallmnx HapkoTmyeckme cpefcrTsa U NCUXOTPOMHbIE BeLLleCcTBa

1. OTNyCK HapKOTUYECKNX CPELCTB U NCUXOTPOMHbIX BELLECTB, 3aperncTprpoBaHHbIX B KaYecTse
JleKapCTBEHHbIX NpenapaToB AN MeAuNLNHCKOr0 NPUMEHEHUS, leKapCTBEHHbIX NpenapaToB Ans
MeLMLMHCKOr0 NPYMEHeHUs, cofepXallnx HapKoTu4eckme cpeacTea U NCUXOTPOMHbIE BellecTBa (fanee -
JleKapCTBEHHble MpenapaThl), BKJIIOYeHHbIX B [lepeyeHb HapKOTUYECKUX CPeACTB, NCUXOTPOMHbLIX BELLECTB
1 NX NPEKYPCOPOB, MOANIEXALLUNX KOHTPOO B Poccminckon deaepaunn, yTBEP>KAEHHbIA NOCTaHOBIEHNEM
MpaBuTenbcTBa Poccninckon ®eapepaumn ot 30 noHs 1998 r. Ne 681 (manee - NepeyeHsb), OCYyLLIECTBASETCS
anTeYyHbIMW OpraHM3aunaMu, MeAULUHCKUMN OpraHm3aumnamMm n nx 060cobneHHsIMy nogpasgeneHnamn,
PacmnoSIOXKEHHbIMUN B CENbCKUX HAaCeNIeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4yHble opraHusauuu,
NMEoLWUMN JIMLEH3MIO Ha (hapMaLeBTMYECKYI0 AeATENbHOCTb U eATeNIbHOCTb No 060pOTY HAPKOTUYECKUX
CPeLCTB, MCUXOTPOMHbIX BELLECTB U X NPEKYPCOPOB, KYbTUBUPOBAHMNIO HAPKOCOAEPKaLLUX pacTeHUiA
(nanee - cybbeKTbl PO3HWYHOW TOProB/N) MO PELLENTY Ha JIeKAapPCTBEHHbIV NpenapaT, 0hopMAEHHOMY
MeANLMHCKMMUN paboTHMKaMu (fanee - peuenT), a Takxxe no TpeboBaHMI0 MeAULMHCKOW OpraHn3aLum B
COOTBETCTBMUU C NMYHKTOM 54 cTaTbh 4, 4acTblo 1 cTaTbn 56 ®enepanbHOro 3akoHa oT 12 anpens 2010 r. Ne
61-03 "06 obpalleHUn NeKapCTBEHHbIX CPeAcTB" N NYHKTOM 1 cTaTby 25 PeaepanbHOro 3akoHa ot 8
AHBapsa 1998 r. Ne 3-03 "O HapKOTMYECKUX CPeACTBaxX U NCUXOTPOMHbLIX BewecTBax".

OTnycK NIeKapCTBEHHbIX NPenapaTos, U3roTOBNEHHbIX B aNTeYHbIX OpraHn3aumnsx, oOCyLLEeCcTBIAETCA C
y4eTOM MpaBuJl U3roTOBJIEHNSA N OTMNYCKa JIeKapCTBEHHbIX NpenapaTos Ans MeAnULUUHCKOr0 NpUMeHeH s
anTeYyHbIMW OpraHM3aunaMy, UMELLMMU JIMLEH3NIO Ha (DapMaLeBTUYeCKY0 AeATeNbHOCTb,
YTBEPXAEHHbIX NPYKa3oM MUHUCTePCTBa 34paBooxpaHeHus Poccuinckon ®enepauun ot 22 mas 2023 r. Ne
249H "0O6 yTBEpP)XAEHWM MPABWA U3rOTOBEHNA 1 OTMYCKa NEeKAPCTBEHHbIX MPenapaToB A1 MeQULMHCKOro
NPYMEHEeHUs anTeYHbIMU OpraHM3aunsaMm, UMeLWUMN ANLEH3NIO Ha (hapMaLleBTUYeCKYI0 AesTelbHOCTb"
(3aperuncTpupoBaH MnHncTepcTBoM ocTULMM Poccninckon ®epepaunn 29 mas 2023 r., perucTpauMoHHbIN
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Ne 73564, pencteyeT 0o 1 ceHTabps 2029 r.).

2. Mo peuenTaM Ha cneumanbHbIX peLenTypHbix 61aHkax dopmel Ne 107/y-HIM nnn peuentam,
CHhOpPMUPOBAHHBLIM B (POPME 3NEKTPOHHBIX JOKYMEHTOB C UCM0/b30BaHNEM YCUNEHHOW
KBaJIM(PULMPOBAHHON 3/1IEKTPOHHOM NOAMNUCY Jievallero Bpada nam enbaliepa, akyLepku, Ha KOTOpbIX
BO3J10)KEHbI PYHKLMM NeYallero spaya, OTNYCKaTCA JiekapCTBEHHbIe NnpenapaTsl, BKA0YeHHble B CMcok
HapKOTWNYeCKUX CPEeACTB 1 NCUXOTPOMHbIX BeLlecTs, 060poT KOTOpbIX B Poccuiickon ®epepaLimmn orpaHnyeH
1N B OTHOLLEHWW KOTOPbIX YCTaHaBJIMBAKOTCA MepPbl KOHTPOJIA B COOTBETCTBUN C 3aKOHOA4ATE/IbCTBOM
Poccninckon ®degepaunm n MexayHapoaHbiMu gorosopamu Poccuiickon ®epepaumn (cnmncok Il) NepeyHs
(Danee - cnucok Il), 3a UCKSIDYEHNEM NIeKapCTBEHHbIX MpenapaTos, Ha3HavYeHne KOTOPbIX 0hOPMAAETCA Ha
peuenTypHbIX BiaHkax gopmbl Ne 148-1/y-88.

3. Mo peuenTaM, BbINMUCaHHbLIM Ha peLenTypHbIX 61aHkax opmbl Ne 148-1/y-88, oTnyckatoTcs
JleKapCTBEHHbIe NnpenapaTbl, YKa3aHHble B NyHKTe 9 MNopaaka Ha3HayeHWs JIeKapCTBeHHbIX NpenapaTos
ANS MeAULNHCKOro MPUMEHEHNS, YTBEPXKXAEHHOM0 NprKa3oM MuUHNCTepcTBa 34paBooOXpaHeHuns POCCMCKOM
®epepaumm ot 24 Hoabpsa 2021 r. Ne 1094H (3apernctpupoBaH MMHUCTEPCTBOM OCTULMM POCCUNCKO
®epnepaumm 30 Hoabpa 2021 r., peructpauunoHHbin Ne 66124, nencteyet fo 1 mapta 2028 r.).

4. Mpwn 0TNyCKe NeKapCTBEHHOr0 NpenapaTa cnucka Il Ha peuenTe NpocTaBNAeTCS nevyaTb CybbekTa
PO3HWYHON TOProB/N, B KOTOPON YKa3aHOo ero nojHoe HavMeHoBaHue (Mpu Hainm4ymm nevyaTm).

5. OcTatoTcsa 1 XpaHaTCa y cybbekTa po3HMYHON TOProBan peuenTbl (C 0TMeTKON "JlIekapCTBEHHbIN
npenapaT oTnyLweH") Ha:

a) NeKkapcTBeHHble NpenapaThl cnucka ll, nekapcTBeHHbIe NpenapaTsl, BKAYeHHble B CNUCoK
NCUXOTPOMHBIX BELECTB, 060pOT KOTOPbLIX B Poccminckon degepauum orpaHnYeH N B OTHOLLEHUN KOTOPbIX
L0MYCKaeTCs UCKNI0YEHNEe HEKOTOPbIX Mep KOHTPOJIA B COOTBETCTBUM C 3aKOHOAAaTeIbCTBOM POCCMICKON
depnepaumm n MeXxagyHapoaHeiMu gorosopamu Poccuinckon ®egepauunm (cnucok ), Mepeyns (nanee -
cnucok lll) - B Te4eHne nATn neT;

6) nekapcTBEHHbIE MpenapaThl, COAepKallme HapKoTUYeckme CpeacTBa WM NCMXOTPOMHbIE BELLEeCTBa,
BKJItOYEHHbIe B CNUCOK Il 1 cnucok Ill, n3roToB/ieHHbIe anTeYHOW OpraHu3aumnei, iekapCcTBeHHbIe
npenapaTsl, NOANEXallne NpeaMeTHO-KOJIMYECTBEHHOMY YYeTy, - B Te4eHne Tpex neT.

6. JlekapCTBEHHbIE NpenapaThl, yKa3aHHble B MyHKTEe 4 HacToawmx MpaBuia, oTnyckaeMmble 6ecniaTHO uan
CO CKUOKOW rpakfaHaM, MMeloLLMM NpaBo Ha obecneyeHne neKapcTBEHHbIMW NpenapaTaMm 3a cYeT
cpencTs B0 OXKEeTHbIX acCUrHOBaHWI eaepasibHoro brogxeTta n 6roaxxeToB cybbekToB Poccuinickom
defepaLunm, 0OTAYCKAOTCA NpY NPeabsaBAeHUN peLienTa, 0hOPMAEHHOro Ha peLenTypHoM 6naHke hopMel
Ne 148-1/y-88, 1 peuenTa, 0hOPMIIEHHOrO Ha peLenTypHoM bnaHke opmbl Ne 148-1/y-04(n).

7. OTNYCK HAapPKOTUYECKMX U NCUXOTPOMHbIX JIeKAaPCTBEHHbIX NpernapaToB OCYLLEeCTBAAETCA
thapMaLeBTUYeCKUMU U MEAULUHCKUMI PabOTHUKAMUK, 3aHUMAIOLLMMUN AOJIKHOCTU, BKIIOYEHHbIE B
nepeyeHb LO/HKHOCTEN (hapMaLeBTUYECKNX U MeAULNHCKMX PabOTHUKOB B OpraHM3aumnsax, KOTopbIM
npeLoCcTaB/IeHO NPaBo OTNYCKa HAPKOTUYECKMX JIeKapCTBEHHbIX NpenapaToB U NCUXOTPOMHbIX
JIeKapCTBEHHbIX MpenapaToB (U3NYECKUM NLIaM, YTBEPXXAEHHLIN Npuka3oMm MuH3gpasa Poccum oT 7
ceHTa6pa 2016 r. Ne 681H (3apernctpmpoBaH MUHUCTEPCTBOM tOCTMLMKU Poccuinckon depepaum 21
CeHTAbpsa 2016 r., perncTpaunoHHbii Ne 43748).

8. JlekapCTBeHHble nNpenapaTbl cnncka Il, 3a NCKNoYeHeM NeKapCTBEHHbIX NpenapaTos, Ha3HaYeHne
KOTOpPbIX 0(hopMAAeTCA Ha peLenTypHbix 61aHkax dopmbl Ne 148-1/y-88, oTnycKaloTCa Npu NpeabsaBieHUN
LOKYMEHTa, YA0CTOBEPALEro JIMYHOCTb, NNLY, YKa3aHHOMY B peLenTe, ero 3aKkoOHHOMY NpeacTaBuTenNto
UAn ULy, KOTOPOe NNLO, YKa3aHHOE B peLenTe, Uan ero 3aKOHHbIN NpeacTaBUTeNb YNOAHOMOYUAN Ha
noay4yeHue Takmx JIeKapCTBEHHbIX MpenapaTos.

9. JlekapCTBeHHble npenapaTbl cnncka Il, 3a NCKNoYeHeM NeKapCTBEHHbIX NpenapaTos, Ha3HavYeHne
KOTOPbIX 0DOPMAAETCS Ha peuenTypHbix 6aaHkax dopmbl Ne 148-1/y-88, oTnyckaemble 6ecnnaTHO Uam co
CKNAKOW, rpaXkAaHaM, NMeloL M npaso Ha obecrneyeHune nekapCTBEHHbIMU NpenapaTaMm 3a CYeT CPeacTB
6104KeTHbIX acCUrHOBaHW hefepansHoro bioaxeTa n 6rogxeTos cybbekToB Poccuickon ®enepawmu,
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OTMNYCKAalTCS NPy NpeabsBAEHUN PeLLenTa, BbINMMCAaHHOrO Ha CneLmanbHOM peuenTypHoM BaHke opMbl
Ne 107/y-HIM, n peuenTa, BbINMCAHHOrO Ha peuenTypHoM 6naHke opmbl Ne 148-1/y-04(n) nnm peuenTos,
ChOpMMPOBAHHLIX B (hOpMe 3IEKTPOHHbIX OKYMEHTOB C UCMOJIb30BaHNEM YCUAEHHON
KBaJIM(PULMPOBAHHON 3/1IEKTPOHHOM NOAMNUCY Jievallero Bpada nam enbaliepa, akyLepku, Ha KOTOpbIX
BO3J10)KEHbI PYHKLMM NeYallero spaya.

10. Cy6beKTbl pO3HWYHOW TOProB/IM OTMNYCKAIOT JIEKAPCTBEHHbIE MpenapaThl, yNakoBKa N MapKMpPOBKa
KOTOPbIX COOTBETCTBYET TpeboBaHNsAM cTaTbh 27 PefepasibHOro 3akoHa ot 8 aHBaps 1998 r. Ne 3-03 "0
HapKOTUYECKNX CPeACTBax MU NCUXOTPOMHbIX BewecTBax".

11. MNMocne oTNycKa SiekapCTBEHHbIX NpenapaTos cnucka Il, amuy, Nnoay4nsLIEMY IeKapCTBEHHbIN npenapar,
BbIJAETCS CUrHaTypa C XKeToW NOJIOCON B BEPXHEN YacTU 1 HAANUCHIO0 YEPHbLIM LWPUGTOM Ha Hel
"CurHaTypa", B KOTOPOW yKa3blBaOTCS:

a) HaMMeHoBaHWe 1 agpec CybbekTa PO3HUYHOM TOProBAY;

6) HOMep 1 faTa BbIMMCAHHOIO peLenTa;

B) (haMunus, UMs, 0THECTBO (MPW HaNM4MKn) nuua, 419 KOTOPOro npefiHasHa4veH JiekapCTBeHHbIN npenapar,
ero Bo3pacT;

r) HOMep MeANLNHCKON KapThbl NaLMeHTa, NoyYatoLwero MeanUnHCKY0 NOMOLLL B aMBynaTOpHbIX
yC/I0BUSAX, 19 KOTOPOro npeAHa3HayYyeH NeKapCTBEHHbIN Npenapar;

A) hamMuans, uMs, 0THECTBO (NPY HaMYMK) MEANLMHCKOrO paboTHMKaA, BbINMMCABLUEro peLenT, ero
KOHTaKTHbIN TenetoH nnbo TenedoH MeaULUHCKON OpraHu3aLny;

e) copgep)xaHue peLenTa Ha NaTUHCKOM Si3blKe WM PYCCKOM fi3blKe B POAMTESIbHOM Nagexe, 3a
NCKJII0YEHNEM PeLLenToB B (hOPMe 3JIEKTPOHHOIO JOKYMEHTA, BbIMUCbIBAEMOr0 Ha PYCCKOM fA3bIKE;

X) hamMmnnns, nMms, 0T4ECTBO (NPW HaNU4MK) U NOANNCHL PapMaLEeBTUYECKOr0 MU MEANLNHCKOr0
paboTHMKa, OTNYCTUBLLErO JIEKAaPCTBEHHbIA MpenaparT;

3) faTa 0TNyCKa NeKapCTBEHHOro NpenaparTa.

MpunoxeHue Ne 3

K NpuKa3y MMHUCTEPCTBa 34PaBOOXPaHEHNS
Poccuiickon ®epepalimu

oT 7 mapta 2025 r. Ne 100H

Mopsook
0TNycKa rpakgaHam anTeyHbIMN OpraHn3aLnaMm MMMyHoOBONOr n4eCKnX eKapCTBEHHbIX NpenapaToB A4
NMMYHOMPOMPUNAKTUKN

1. OTnycK rpaxkaaHam UMMyHOBMONOrMYeCKNX NEKAPCTBEHHbIX NPenapaToB A8 MMMYHOMNPOMUIAKTNKN
(manee - neKapCTBEHHLIN NpenapaT) OCyLeCTBASETCA anTe4YHbIMY OpPraHmM3aunsaMm n MHANBUAYaNbHbIMU
npeanpuHUMaTeNs MK, UMEOLUMN NLEH3NIO Ha (hapMaLLEBTUYECKYIO AEATENIbHOCTb, MEAULNHCKMU
OpraHM3aunamMm, UMELLMMIN JINLLEH3MIO Ha (PapMaLleBTUYeCKYI0 AeAaTeNbHOCTb, U UX 060C0bNeHHbIMY
nogpasfeneHnsammn, pacnonoXXeHHbIMU B CEJIbCKUX HaCeNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHm3aunmn (fanee cybbekTbl pO3HMYHOM TOprosau), 6e3 peuenTa u (1am) No peuenTy Ha
JIEKapCTBEHHbIN npenapaT, 0hOpPMJIEHHOMY MeANLUNHCKUMN paboTHNKaMK (ganee - peuenT).

2. Cyb6beKTbl PO3HUYHOW TOPrOBAM He BMpaBe OTMNyCKaTb rpakAaHaM NEeKapPCTBEHHbIE MpenapaThl, KOTOpbIe
B COOTBETCTBUMN C UHCTPYKLMAMK MO UX MEANLIMHCKOMY NPUMEHEHUIO NpeaHa3HayYeHbl s NpMMeHeHns
TOJIbKO B MEAULMHCKUX OPraHn3aunax B CTalNOHaPHbIX YCNOBUAX U (MK) B YCIOBMAX LHEBHOMO
CTaumMoHapa.

3. Mpwn oTNycke nekapCTBEHHOro NpenapaTta Mo peLenTy, 0hoOpPMIIEHHOMY Ha peLenTypHoM BiaHke Ha
BymMa)kHOM HoCcUTene, hapMaLleBTUYECKUA paboTHUK NPOCTaBASET Ha peLienTe 0TMeTKy 06 oTnycke
JIeKapCTBEHHOrO npenapaTa "J/lekapCTBEHHbLIN NpenapaT oTnyLweH" 1 C yKa3aHuem:

a) HauMeHoBaHUs CybbeKkTa PO3HMYHOM TOProBaAN (hamMuanm, UMeHK, 0TYeCTBa (MPY HaNNYUK)
WHAMBUAYANLHOMO NpeanpuHnMaTens);
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6) TOproBoro HauMeHoBaHMA (3a UCKNIOYEHNEM NIEKAPCTBEHHbIX MPEnapaToB, N3rOTOBJIEHHLIX B aNTeYHON
opraHusaunn), 4O3MPOBKM N KONNYECTBA OTMYLLEHHOMO IEKAPCTBEHHOMO NPenapaTa;

B) OaTbl M TOYHOrO BPEMEHM (B Yacax U MUHYTax) OTMyCKa JIeKapCTBEHHOr 0 NpenapaTa;

r) bamnnnum, MeHn, oTYeCTBa (MpPK HannyuKn) hapmaLeBTU4ECKoro paboTHMKa, OTNYCTMBLLErO
JIeKapCTBEHHbIV MpenapaT, 1 ero Nognucu.

4. OTnycK NIeKapCTBEHHOrO NpenapaTa OCYLEeCTBASETCA nuuy, npuobpeTatowemy (NosyyatoLemy)
JIEKApCTBEHHbIV MpenapaT, NpU HaMYNN y Hero HeobXxoaMMbIX CPeACTB A5 TPaHCMOPTUPOBKN
(TEpPMOKOHTENHEP, X1aA03/IEMEHTHI), @ B C/Iy4ae Ux OTCYTCTBUSA Yy YKa3aHHOro nua, npu npuobpeteHnn B
anTe4yHOoN opraHu3aLmm HeobxoaMMbIX CPEACTB AN TPAHCMOPTUPOBKY (TEPMOKOHTENHED,

XA 03/1EMEHTHI).

5. Nlnyy, npnobpeTLieMy NeKapCTBEHHBIM NMpenapaT, Pa3bACHATCSA YCI0BUS TPaHCMOPTUPOBKY
JIEKapCTBEHHOrO NnpenapaTa B CPOKM, He MPeBbILLAaoWmne CPOKK Noaep>xaHumsa paboyen TemnepaTypsl
CPeLnCTB Ansi TPAHCMOPTUPOBKY, @ TakXKe YCJIOBUS XPaHEHNS JIeKapCTBEHHOI O NpenapaTa, YKa3aHHble B
WNHCTPYKLMMN MO ero NpMMeHeHNIO.
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