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3apeructpupoaHo B MuHiocte Poccumn 9 anpenst 2025 r. N 81789

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUANCKOW ®EOEPALINU

NMPUKA3
ot 7 mapTa 2025 r. N 100H

OB YTBEPXXOEHWUM NPABUN

OTMNYCKA NEKAPCTBEHHbIX MPEMNAPATOB A5 MEAULUMHCKOIO

NMPUMEHEHUA ANTEYHLIMU OPTAHU3ALIUAMU, UHOUBUAY AJIIbHBIMU
NPEANPUHUMATENAMU, UMEIOLLUMU TIMLEH3UIO HA OCYLLECTBINEHUE
®APMALEEBTUYECKOW OEATENBLHOCTU, MEQULUMHCKUMWU OPTAHU3ALMAMWN,

WMEIOLLIUMMU NTULIEH3UIO HA OCYLLECTBNEHUE ®APMALEEBTUYECKOW

AEATENIBHOCTU, U UX OBOCOBNEHHLIMW NOAPA3OENEHUAMMW,

PACMOJIOXXEHHbIMU B CEINIbCKUX HACEJNEHHbBLIX MYHKTAX,

B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE OPFAHU3ALIUW, NPABUN
OTNMYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPOIHbIX BELLECTB,
3APETMCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEOQUUUHCKOT O NPUMEHEHUA, NEKAPCTBEHHbIX MPEMAPATOB
anAa MEOQUUUHCKOI O NPUMEHEHUA, COOEPXALLMX HAPKOTUYECKUE
CPEOCTBA U NMCUXOTPOIHbLIE BELLWECTBA, NOPAOKA OTMYCKA
rPAXXOAHAM ANTEYHLIMWU OPTAHU3ALUAMU MMMYHOBUOJTOMMYECKUX
NEKAPCTBEHHbIX NPENAPATOB AN UMMYHOIMPO®UINTAKTUKA

B cooTtBeTcTBMM C YacTamu 2 u 3 ctatbn 55 depepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6
obpalleHnn nekapCcTBEHHbIX CPeacTB”, yacTbio 3 cTtaTbn 12 degepanbHoOro 3akoHa ot 17 ceHTabpsa 1998 r. N 157-
®3 "O6 MMMyHOoNpodunakTuke MHpEKUNOHHbIX BonesHeir", nognyHktammn 5.2.165, 5.2.169 n 5.2.183 nyHkta 5
MonoxeHns o MuHucTepcTBe 3apaBooxpaHeHus Poccuiickon ®epepauun, yTBEPXKOEHHOTO MNOCTAHOBIIEHMEM
MpasutenbctBa Poccunckon denepaumm ot 19 noHa 2012 r. N 608, npukasbiato:

1. YTBepanThb:

I'Ipanma OTnyCKka neKapCTBEeHHbIX npenapartoB  And MEANLIMHCKOIoO  MNMpPpUMEeHEHNA  anTe4YHbIMU
opraHunsaumamun, uvHouBuayalnbHbiIMKM  NpeanpuHuMmartendamy, uMewwmMmmn  JNnMUueH3nK Ha  ocyllecTBrieHune
cbapmau,eBTquCKoﬂ 0eAaTenibHoOCTn, MeaAnunMHCKUMU opraHn3aunamm, nMmerwmmn NMMUeH3n Ha ocyulecTBiieHne
cbapmau,eBTquCKoﬂ OeATenbHOCTU, U X 060CcoBNeHHbIMU nogpasgernieHnamMmm, pacrnosioXXeHHbIMUA B CEJIbCKUX
HacCeJleHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYKT anTe4yHble OpraHn3aunn, corrfacHo npurnoXxeHmw N1k HacTodlemy
npukKasy,

MpaBuna oTnycka HapKOTUYECKUX CPEACTB W MCUMXOTPOMHbIX BELLECTB, 3aperncTpypoBaHHbIX B KayecTBe
neKapCcTBEHHbIX NpenapaTtoB Ans MEAMUMHCKOTO MPUMEHEHUs], NEKAPCTBEHHbLIX MpenapaToB Anst MeAULUHCKOro
NPYMEHEHWs], coepXallux HapKoTUYeckne cpeacTBa M MCUMXOTPOMHbIE BeLLeCcTBa, CornacHo npunoxeHuio N 2 k
HacTosLLeMy npukasy;

Mopsiaok oOTnycka rpaxgaHam anTeyHblMWM  OpraHuM3aumsiMM  UMMYHOBMOMOTMYECKNX NeKapCTBEHHbIX
npenapaToB Afs UMMYHONPOUMakTUKKU cornacHo npunoxexuto N 3 kK HacTosLemy npukasy.

2. MNpusHaTb yTpaTMBWMM cuny npukas MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepauuun ot 24
Hosbps 2021 r. N 1093H "O6 yTBepxaeHumn [MpaBun oTnycka NEKapCTBEHHbLIX NpenapaTtoB Ans MeOULMUHCKOro
NPUMEHEHUST anTEeYHbIMW OpraHn3auusMy, UHOVMBUAYaNbHbIMU NPeAnpUHUMaTENSMAU, UMEKLWNMN NULEH3UIO Ha
ocyLlecTBrneHne apMaLeBTUYECKON OeATENbHOCTU, MEAULMHCKUMW OpraHu3aumsamMun, MMELWMMK JINLEH3NI0 Ha
ocyLlecTBrneHne apmaLeBTUHECKON AeATENBHOCTU, U UX 060COONEHHBIMM NoapasaeneHmsammn (ambynaTopmsamu,
denbawepckuMmn 1 enbaepcKko-akyLLEPCKUMM  NMYHKTaMu, LeHTpamu (oTaeneHnsimmn) oblier BpavebHon
(cemenHon) npakTuKM), pPacrnofioKEeHHbIMA B CESIbCKUX TMOCENEHUsAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusaumm, a Takke NpaBun oTnycka HApPKOTUYECKUX CPEACTB M NMCUXOTPOMHbLIX BELLECTB, 3apPermcTpUpoOBaHHbIX

www.consultant.ru CrpaHuua 2 u3 12
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZR&n=510625&dst=1475
https://login.consultant.ru/link/?req=doc&base=RZR&n=510625&dst=100820
https://login.consultant.ru/link/?req=doc&base=RZR&n=465517&dst=100169
https://login.consultant.ru/link/?req=doc&base=RZR&n=506613&dst=100441
https://login.consultant.ru/link/?req=doc&base=RZR&n=506613&dst=270
https://login.consultant.ru/link/?req=doc&base=RZR&n=506613&dst=58
https://login.consultant.ru/link/?req=doc&base=RZR&n=428225

Mpuka3 MuH3gpasa Poccum ot 07.03.2025 N 100H
"O6 yTBepxaeHun MpaBun OTMycKka leKapcTBEHHbIX NpenapaTos Ans
MeAULIMHCKOrO Mp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 20.10.2025

B KayecTBe I€KapCTBEHHbIX NpenapatoB A9 MEAMUUHCKOro MPUMEHEHWs, fiekapCTBEHHbIX MpenapaTtoB AN
MEeOMLMHCKOrO MPUMEHEHUS, COAEPXaLLUMX HapKOTMYEecKMe cpeacTBa M MCMXOTPOMHbIE BellecTBa B TOM 4yucne
Mopsgka oTMycka anTeYHbIMW  OpraHM3auusMv  MMMYHOOMOMOTMYECKMX  NleKapCTBEHHbIX  MnpenapaTtoB”
(3apeructpupoBaH MuHuctepctesom toctuumm Poccuickon ®epepaumm 30 Hosbpsa 2021 r., permctpauunoHHbsin N
66142).

3. HacTtosawmi npukas Bctynaet B cuny ¢ 1 ceHTabpsa 2025 r. u gencteyeT oo 1 ceHTabpst 2031 r.

MwuHuncTp
M.A.MYPALLKO

Mpunoxexne N 1

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuickon ®egepauun

ot 7 mapta 2025 r. N 100H

NPABUNA

OTNYCKA NEKAPCTBEHHbBIX MPEMNAPATOB ANAd MEAULMHCKOIO

NMPUMEHEHUA ANTEYHBbIMW OPITAHU3ALIMAMU, MHONBUAY AIIbHBbIMU
NPEANPUHUMATENAMU, UMEIOLLUMU TMLEH3UIO HA OCYLLECTBINEHUE
®APMALEEBTUYECKOW OEATENBLHOCTU, MEQULUWHCKUMWU OPFAHU3ALMAMMUN,

WMEIOLLIUMMU NTULIEH3UIO HA OCYLLECTBNEHUE ®APMALEEBTUYECKOW

AEATENBbHOCTU, U UX OBOCOBJIEHHBIMU NOAPA3AEJNNEHUAMM,

PACMOJIOXXEHHbIMU B CEINIbCKUX HACEJNEHHbBLIX MYHKTAX,
B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE OPTAHU3ALIUN

l. O6wme Tpe6oBaHUA K OTNYCKY NleKapCTBEHHbIX NpenapaToB
ONsi MeAULMHCKOrO NPpUMEHeHust

1. OTnyck neKkapCTBEHHbIX MpenapaToB ANA MEOULMHCKOrO MNpUMEeHeHWs (ganee - JeKkapCTBEHHble
npenapaTbl) OCYLLECTBMSETCA anTeYHblMX OpraHuM3auMsaMv W UHAMBMAYaNbHbIMU  NpegnpuHMMaTensamu,
UMELWUMIN MMLEH3NI0 Ha OCYyLLeCcTBNeHve apmaueBTUYecKon AeaTenbHOCTU, MEQULUHCKMMM OpraHM3auusmu,
UMELWUMN  NMUEH3MI0 Ha ocywecTeBneHve dapmaueBTUYeckon JdeaTenbHOCTH, u  ux 06ocobneHHbIMU
nogpasgeneHnsamn, pacnosfioKEHHbIMU B CENbCKMX HaCeneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYKOT anTeyHble
opraHm3daumu (ganee - cybbekTbl pO3HWYHOM Toprosnu), 6e3 peuenta u (MnM) NO peuenTy Ha fNeKkapCTBEHHbIN
npenapaT, OMQOPMMAEHHOMY MeAMUUHCKMMK paboTHukamu (ganee - peuenT), a Takke no TpeboBaHUio
MeAMLMHCKOW OpraHM3aummn B COOTBETCTBUM C NYHKTOM 54 cTtaTbu 4, yacTbio 1 ctatbm 56 PegepanbHOro 3akoHa ot
12 anpensa 2010 r. N 61-®3 "O6 obpalleHun nekapcTBeHHbIX cpeacTB” (aanee - PefgepanbHbiii 3akoH N 61-P3).

2. OTnyck nekapCTBEHHbIX MpenapaToB, M3rOTOBIMEHHbLIX B anTeYHbIX OpraHM3auusx, OCYLLEeCTBMSeTCs C
ydyeTom [lpaBun M3roToBrAeHUS W OTMNyCKa fEeKapCTBEHHbIX npenapaToB A8 MeAVUMHCKOro nNpUMeHeHns
anTeyHbIMWU OpraHn3aumMs M, UMEKLWUMU FULEH3NI0 Ha dapMaueBTUYECKYHD LeATeNbHOCTb, YTBEePXAEHHbIX
npukaszom MuHuctepctBa 3gpaBooxpaHeHusa Poccuiickon ®epepaumm or 22 maa 2023 r. N 249H
(3apeructpupoBaH MuHucTepcTBoM tocTuumm Poccuinckon depepaumm 29 mast 2023 r., peructpaumoHHbii N
73564, nencteyeTt o 1 ceHTsi0psa 2029 r.).

3. Tlo peuentam, BbINUCAHHLIM Ha peuenTypHbiXx Onavkax dopmbl N 148-1/y-88, oTnyckatoTcs
nekapcTBeHHble npenaparbl, yka3aHHble B nyHkTe 9 [opsgka HasHayeHus NeKkapCTBEHHbIX MpenapaToB ANns
MEOMUMHCKOTO  MPUMEHEHUS, YTBEPXOEHHOro npukasom MuHucTepcTBa 3ApaBoOXpaHeHuss  Poccunckon
®enepaumm ot 24 Hosbpa 2021 r. N 1094H (3apernctpupoBaH MuHucTepcTBoM tocTuuumn Poccuinckon depepaumm
30 Hos6ps 2021 1., perucTpaumoHHbi N 66124, gericteyeT Ao 1 mapta 2028 r.) (ganee - Nopsaok HasHayveHus).

4. Mo peuenTaM, BbIMUCAHHBIM Ha peuenTypHbix 6raHkax dopmMbl N 148-1/y-04(n), ykazaHHbIM B nyHkTe 10
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Mopsgka HasHayeHWsl, OTMyCcKalTCSA JleKapCTBEHHbIE MnpenapaTbl, OTNyckaeMble OGecnnaTHO WM CO CKUAOKOW
rpaxgaHam, MMeKLWmMM npaBo Ha obecnevyeHne nekapCTBEHHLIMM MpernapaTamu 3a CYeT CpeacTB OaXKeTHbIX
accurHoBaHun degepanbHoro Owmketa w  OiogketoB cybbektoB Poccuiickon ®depepaumm (panee -
nekapcTBEHHbIe NpenapaTthbl, OTnyckaeMble 6ecnnaTtHO Unu co CKUAKORN).

5. JlekapcTBeHHble npenapartbl, ykasdaHHble B MyHKTe 3 Hactoswmx [lpaBwn, npegHasHayeHHble O5iS
rpakgaH, UMeLWmnx NpaBo Ha obecnevyeHne nekapCcTBEHHbLIMU Mpenapatamu, oTnyckaembiMn BecnnaTHO unm co
CKMOKOW, OTMYCKaKTCA NpU NpeabsaBrieHnn peLenTa, BbIMMCAaHHOrO Ha peuenTypHoM bnaHke dopmbl N 148-1/y-88,
N peuenTa, BbIMMCAHHOrO Ha peLenTypHom 6naHke dopmbl N 148-1/y-04(n).

6. Mo peuenTam, BbiNUCaHHbIM Ha peLenTypHbIX 6naHkax dopmbl N 107-1/y, oTnyckaroTca nekapCTBEHHbIE
npenapaTbl, yka3aHHble B nyHkTe 11 MNopsaka HasHayeHus.

7. KombrHMpoBaHHbIE NeKkapCTBEHHblE MpenapaTbl Afs MEAMUUHCKOrO MPUMEHEHUS, CoAepXallumMe Kpome
MarnbIX KOMWYECTB HapKOTUYECKMX CPeacTB, [MCUXOTPOMHbIX BewecTB U KX NPeKypcopoB  Apyrue
hapmakonornyeckne akTUBHblE BeLLeCTBa, YKasaHHble B MNyHKTax 3 M 6 Hactosawwux [lpaBun, oTnyckakTcs
cybbekTamMu po3HMYHOW TOProBMM, MO peuenTaMm, BbiMMCAaHHLIM Ha peuenTypHbix 6naHkax dopm N 107-1/y u N
148-1/y-88, kpoMe Tex flekapCTBEHHbIX NpenapaToB, KOTOPble OTNyckatoTcs 6e3 peuenTa.

8. Mo peuentam B hopme 3MNEKTPOHHOrO AOKYMEHTA C UCMNOMb30OBaHNEM YCUITEHHOW KBanMuumpoBaHHOM
3MNEKTPOHHOW MOANUCU MEeAMLUHCKOro paboTHUKA, B COOTBETCTBMU C YacTbio 1 cTaTbn 5 PegepanbHOro 3akoHa OT
6 anpenst 2011 r. N 63-®3 "O6 anekTpoHHOM nognucu" (ganee - peuenTt B hOpMe IMEKTPOHHOIO AOKYMEHTA),
OTMNyCcKalTCA neKapCTBEHHble MnpenapaThl, yKasaHHble B MyHKTax 3 - 7 HacTtoswwmx [lpaBun, npyv NpUHATAK
peweHns o6 wncnonb3oBaHMM Ha Tepputopum cybbekTa Poccuiickon ®degepauum Hapsagy C peuentamm Ha
nekapcTBeHHble NpenapaTbl, 0POPMIIEHHBIMWN Ha ByMaXKHOM HOcUTErNe, PELIENTOB Ha NIeKapCTBEHHbIE Npenaparbl,
COPMMPOBaHHBIX B (DOPME 3NEKTPOHHBIX JOKYMEHTOB B COOTBETCTBUM C MYHKTOM 4 cTaTbn 6 PegepanbHOro
3akoHa N 61-93.

9. OTFIyCK NeKapCTBEHHbIX NpenapaTtoB, He YKa3aHHbIX B MYHKTax 3 - 7 HacToALWMNX I'IpaBMn, B COOTBETCTBUU
C MHCTPYKUMAMU MO NX MEeOANUNHCKOMY NPUMEHEHUIO OCYLLLECTBIIAETCA 6e3 peuenTos.

10. lMpn HEBO3MOXHOCTU MpPefoCTaBnNeHNss MHKypabenbHbIMM BOMbHBIMM Ha 3aBepLualoLleM atane XusHu
MOMTHOMOYMS Ha MpaBO NONYyYEHUS NeKapCTBEHHbIX NPenapaTtoB Takue NekapcTBEHHblEe npenaparbl OTNyCcKalTCs
WMHbIM fMUaM, OCYLEeCTBNAKLWNMM YXOA4 3@ HWMW, NpU NpeabsBAeHUN OOHOBPEMEHHOrO C peuentoM Ha
nekapCTBEHHbIN npenapat [JOKYMeHTa, YAOCTOBEpSoWEero JIMYHOCTb, W [AOKYMEHTa, MOATBEpXKOalLwwero
nHKypabenbHoe cocTosiHne 60MnbHOro, copepxallero CBedeHuWs O nuue, KoTopoe MnonyyaeT fneKapcTBeHHble
npenapaTbl MO peuenty (dbamunus, ums, OTYeCTBO (MpU Hanuuun), BuA, cepus u (MnNM) HOMep OOKYMEHTa,
YAOCTOBEPSIOLLEro JIMYHOCTL), 3aBEPEHHOMO MOANUCHI0 U NeYaTbid MegUUMHCKOro paboTHUKa, a Takke neyartbio
MeAMLMHCKOW opraHm3auum.

[oKyMeHT, MOATBEPXOAWNA MHKYpabernbHOe cocTodHMe OO0MbHOro, OCTaeTca y CyObekTa PO3HUYHOMN
TOProBnu.

11. OTnyck nekapCTBEHHbIX MpenapaTtoB OCYLLECTBMSETCA B TEYEHWE YKa3aHHOro B peLenTe cpoka ero
JencTeus.

12. B cny4ae otcytcTBuSA y cybbekta pO3HMYHOW TOProBfM NEKApPCTBEHHOro npenapaTa, yka3aHHOro B
peuente, 3a WCKIMOYEHWEM HeOOXOAMMOCTU 3aKynku feKapCTBEHHOrO npenaparta, OaHHbI NeKapCTBEHHbIV
npenapaT oTnyckaeTcd CyObEKTOM PO3HMYHOW TOPrOBNM B CPOK, HE MPeBbIALWUA ecATn paboumx AHeNn ¢ gathbl
obpalleHnss rpaxgaHnHa K CyObekTy PO3HUYHOW TOProBMW, 3a MWCKIIOYEHWEM FeKapCTBEHHOro npenapara,
BbINMMCAHHOrO Ha peuenTte ¢ nomeTkon "cito" (CPOYHO), KOTOPbIN OTMYCKaeTCA B CPOK, HE MPEBbILALWUA Tpex

pabounx AHen ¢ aaTbl obpalleHus.

B cnyyae HeoGxoguMMOCTVM 3akynkv FekapCTBEHHOrO npenapaTta, YkasaHHOro B peuenTte, [aHHbIN
neKkapcTBEHHbIN npenapaT OTnyckaeTcs CyObEeKTOM PO3HUYHOW TOProBMNM B CPOK, HE MpEBbILIAKWMA TpuaLaTtu
pabouux aHen ¢ gaTbl obpalleHus rpaxaaHnHa K CybbekTy pO3HUYHOWM TOProBIn.

13. B cny4yae OTCYTCTBUA Y Cy6beKTa pO3Hl/I'~IHOl7I TOProeInn nekapCTBeHHOro npenapara, OTnyckaemMoro 3a

www.consultant.ru CtpaHuua 4 u3 12
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZR&n=401865&dst=100518
https://login.consultant.ru/link/?req=doc&base=RZR&n=401865&dst=100545
https://login.consultant.ru/link/?req=doc&base=RZR&n=401865&dst=100497
https://login.consultant.ru/link/?req=doc&base=RZR&n=401865&dst=100094
https://login.consultant.ru/link/?req=doc&base=RZR&n=401865&dst=100497
https://login.consultant.ru/link/?req=doc&base=RZR&n=401865&dst=100518
https://login.consultant.ru/link/?req=doc&base=RZR&n=401865&dst=100518
https://login.consultant.ru/link/?req=doc&base=RZR&n=503689&dst=100034
https://login.consultant.ru/link/?req=doc&base=RZR&n=510625&dst=767

Mpuka3 MuH3gpasa Poccum ot 07.03.2025 N 100H
"O6 yTBepxaeHun MpaBun OTMycKka leKapcTBEHHbIX NpenapaTos Ans
MeAULIMHCKOrO Mp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 20.10.2025

MOSHYI CTOMMOCTb, YKa3aHHOro B peuente, opOpMIEHHOM Ha peLenTypHOM GraHke Ha GymaxHOM HocuTene,
peLenT BO3BpallaeTcs nuuy, ykasaHHOMY B peuenTte, ero 3aKOHHOMY NPeAcTaBUTENO MW Nnuy, KOTOpoe Nuuo,
yKa3aHHOe B peuenTe, MMM ero 3aKkOHHbI MNpPeAcTaBuTENb YMNOMHOMOYWUMAM Ha MOMyYeHWe IeKapCTBEHHbIX
npenapaTtoB, C OTMETKOM Ha obpaTHow cTopoHe "PeuenT npuHAT Ha obGcnyxuBaHue" C ykaszaHueM [aTbl
NMOCTaHOBKM peLienTa Ha obcnyxnsaHue.

B cnydyae otcytcTBMA y cybbekTa PO3HWYHOWM TOPrOBNWM FNEKApCTBEHHOro npenapaTa, OTNycKaeMoro
GecnnaTtHo MnNM CO CKUAOKOW, yKasaHHOro B peuenTe, OQOPMIEHHOM Ha peuenTypHOM GnaHke Ha GyMakHOM
HocuTene, peLenT BO3BpallaeTcs nuuy, ykasaHHOMY B peuenTe, ero 3akOHHOMY MpeacTaBuUTENo MMM nvuy,
KOTOpoe INnuUO, YyKasaHHOe B peuenTe, WM €ero 3akOHHbI NPeACTaBUTENb YMOMHOMOYMIIM Ha MONyYeHue
NeKapCTBEHHbIX NpenapaToB, C OTMETKOM Ha obpaTHOM cTopoHe "PeuenTt NpuHAT Ha obcnyxmnBaHue" ¢ ykasaHmem
OaTbl NMOCTAaHOBKM peuenTta Ha obcnyXuBaHWe M HOMepa 3anucu B XXypHarne yyeTa peLenToB, HaxoasWwmuxcs Ha
obcnyxmBaHuu.

anIHFlTVIe Ha OGCﬂy)KVIBaHVIe peuenTta B 3JIEKTPOHHOM BMAE OCYLLUECTBIIAETCA B COOTBETCTBUN C MYHKTOM 35
HacToAWnX I'Ipanm.

14. XKypHan yyeTa peuLenToB, HaxoOAWMXCA Ha OOCNyXMBaHWM, Ha feKapCTBEHHble npenaparhbl,
oTnyckaemble BecnnaTHO UM Co CKMAKOW, BedeTcs B cBoboaHOM hopme B ByMaKHOM vnv 3NeKTPOHHOM Buae v
COOEPXUT crieaytoLine cBefeHus:

a) pata obpalleHus nuua, ykasaHHOro B peuenTe, Ui ero 3akoHHOro npeacTaBuTens Unv nuua, KoTopoe
NMLUO, YKa3aHHOE B peLienTe, Uin ero 3akoHHbIN NpeacTaBuTeNb YNOMHOMOYUIM Ha MOSyYeHMe NeKapCTBEHHOro
npenapata (NleKkapCTBeHHbIX NpenapaTtoB), K CYGbLeKTy PO3HUMYHON TOProBNM 3a JIEeKapCTBEHHbIM MpenapaTom
(nekapcTBEHHbIMW NpenapaTamm);

©) aata n Homep peuenTa (MpU HanMYUK);
B) AaTa OKOHYaHWs AeNCTBUS peLenTa;
r) 4aTa OKOHYaHMsA obcnyxuBaHus peuenTa (C yd4eTom NyHKToB 11 1 12 HacToawwmx MNpasun);

L) MeXaoyHapoAHOe HenaTEeHTOBAHHOE HauUMEHOBaHWe WU TOProBOE HaMMEHOBAHWE IEKapCTBEHHOO
npenapara (nekapCTBEHHbLIX NpenapaToB), yka3aHHOTO (YKa3aHHbIX) B PELLENTE;

e) damunusa, ums, OT4ecTBO (MpWU HanMWuMu) nuua, YKa3aHHOrO B peuenTe, WM €ero 3akoHHOro
npeacTaBuMTeENs WM Nuua, KOTOPOE IUUO, YKasaHHOEe B peuenTte, WM €ro 3akoHHbIM NpeacTaBUTENb
YMOMHOMOYUITIM Ha NOMy4YeHMe NeKapCTBEHHOIO nNpenapaTa (NekapcTBEHHbIX NpenapaToB);

X) TenedgoH nuua, ykasaHHOro B peuenTe, UM ero 3akoHHOro NpeAcTaBUTeNst UMW Nnuua, KoTopoe Nuuo,
yKasaHHoe B peLenTe, WM ero 3akoHHbIM NpeacTaBuTeNb YMNOMHOMOYUMM Ha MONyYeHUe feKkapCTBEHHOro
npenapara (NlekapCTBeHHbIX NpenapaToB);

3) faTa OnoBeLLeHUs fua, ykasaHHOro B peuenTte, UM ero 3aKoHHOro NpeAcTaBuUTeNs MUK Nuua, KoTopoe
nnuo, yka3aHHoe B peuente, unu ero 3aKOHHbIN npeactaeuTesib ynosIHOMOYUIIM Ha nosiydeHune nekapcTtBeHHOro
npenapaTta (NeKapCTBEHHbIX MpenapaTtoB), O MOCTYNMIEHUN FeKapCTBEHHOro npenapaTta (feKapCTBEHHbIX
npenapaToB);

I/I) [aTta oTnycka iekapCTBeHHOro npenapara (ﬂeKapCTBeHHbIX npenapaTOB);

K) noanuch nvua, Nony4mBLLErO fIekapCTBEHHbIV Npenapar (fekapcTBeHHbIe npenaparsl) (B cnyyae BegeHus
XXypHara y4yeTa peLenToB, HaxOAsLWMXCs Ha 0bcnyXnBaHny Ha GymaxHoM HocuTene).

15. JlekapcTBEHHbIE Npenaparbl, OTNyckaemble 6ecnnaTHO UM CO CKUAKOW, MO peuenTtam, Haxoaawmumcs Ha
0o6CcnyXMBaHWUM Yy OOHNX CYOBHEKTOB PO3HUYHOWM TOProBIW, pacnosioXeHHbIMU Ha TeppuTopumn cybbekTa Poccuiickoi
depepauymu, B KOTOpoM 0OOpPMIIEH peLenT B hOpMeE SMEKTPOHHOIO JOKYMEHTA, OTMYCKAKTCA MHbIMU CyObeKkTamm
PO3HWYHOW TOPrOBIX, PACMOJIOKEHHBIMWN Ha TEPPUTOPUN TOTO Xe cyobekTa Poccuiickon ®epepauum, ¢ BHECEHUEM
CBEOEHUN B roCygapCTBEHHYO MHGOPMAaLUWOHHYI0 cucTtemy B cdepe 3apaBooxpaHeHusi cybbekta Poccuickon
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denepaumn, B cooTBETCTBUM C nognyHkTom "e" nyHkta 3 [lonoxeHus O eOuHOW rocyaapCTBEHHOW
MH(OPMALIMOHHON cucTemMe B cdepe 34paBOOXpPaHEHWs, YTBEPXOEHHOro nocTaHoBneHvem [lpaBuTenbcTBa
Poccuiickon ®egepaumm ot 9 deBpans 2022 r. N 140 "O eguHon rocygapCTBEHHOW MHPOPMAaLIMOHHONM cucTeme B
ctepe 3apaBooxpaHeHus" (oanee - NonoxeHune), a cybbeKkTOM PO3HMYHOW TOProBMnuv, NOCTaBMBLUMM peuenTt Ha
obcnyxumBaHue, - CO CHATMEM Takoro peuenTta C obCNyXMBaHMA W BHECEHMEM CBEOEHUN B >XypHan yyeTa
peLLenToB, HaXoaALWMXCA Ha 0BCNy>XMBaHUN.

16. lpy nocTynfneHun nekapcTBEHHOro npenapata CyObeKT PO3HWYHOM TOProBNM B TEYEHWEe OAHOro
pabo4yero gHsA, CO OHA MOCTYNJIEHUS NEeKapCTBEHHOro npenapara, yka3aHHoro B nyHkTe 13 Hactoswmx [Mpaswun,
yBeJOMISAET NULO, yka3aHHOe B peLenTe, ero 3aKOHHOro NpeacTaBuTeNs UM NMLo, KOTOpoe NNLO, YKa3aHHOe B
peuente, UNM €ro 3akOHHbIN NpeacTaBUTENb YMONHOMOYUIIM Ha MONydeHWe NEeKapCTBEHHbIX MpenapaTos, O
MOCTYNNIEHNM FEKapCTBEHHOrO npenaparta, B YCTHOM opme nocpeacTBOM TenedoHHOW CBSA3M W (unwn)
nocpeactsom CMC-coobLieHnss Ha HoMep TenedoHa, yka3aHHbIA B XXypHane ydyeTa peuenToB, HaxoadaLWmxcsa Ha
obcnyXnBaHUK, Ny NONYyYEHHbIA OT N1ua, yKasaHHOro B peLenTe, Un ero 3aKOHHOro npeacTaBuTenst unv nuua,
KOTOpOE nWLO, yKkazaHHOe B peuenTe, WM ero 3aKOHHbIA MnpeacTaBuTeNlb YMONHOMOYMNM Ha MonydeHune
nekapCTBEHHOro npenapaTta (NekapcTBEHHbIX NpenapaTtos).

17. ﬂeKapCTBeHHble npenapartbl OTNYCKakTCA B KOJIM4ecTtBe, yKadaHHOM B peuente, 3a WUCKIIYEeHUEM
cny4yaeB, Korga Ana nekapcrtBeHHOro npenaparta yCTaHOBJIEHO KOJIMYECTBO, KOTOPOE MOXET ObITb BbIMMCAHO B
OQHOM peuenTte, B COOTBETCTBUN C MYHKTOM 13 I'Iopﬂp,Ka Ha3Ha4YeHuA.

|-|pl/l npeaobaBneHnn peudenta C npeBbilleHneM npegernibHoO OonycTtuMoro Konu4yectBa I1eKapCTBEHHOro
npenapaTta, KOTOpOe AOMyCcKaeTcsl B OAHOM pelenTe, bapmaueBTUieckmin paboTHMK OTNyCcKaeT ykasaHHOMY nnuy
YCTaHOBMEHHOE COOTBETCTBEHHO MNpeAenbHO OOMNyCTUMOE  KONMWYECTBO JIEKAapCTBEHHOrO npenaparta, C
NpOCTaBNeHNEM COOTBETCTBYIOLLEN OTMETKM B peLiente 06 oTnycke nekapCcTBEHHOro npenapara.

Mpn Hanuumm y cybbekTa pO3HMYHOW TOProBNM NIEKApCTBEHHOrO npenaparta C AO03MPOBKOW, OTMMYHOW OT
O03MPOBKN NEKapCTBEHHOrO npenapara, ykasaHHOW B peLenTe, OTNYCK MMEIOLEerocs NekapCTBEHHOro npenapara
JonycKkaeTcd, ecnu JO3UPOBKa TaKoro NieKapCTBEHHOMo npenapata MeHblle O03MPOBKK, yKasdaHHoW B peuenTe. B
TakoMm Criyyae OCYLLECTBNAETCS MepecyeT KOMMYyecTBa fEeKapCTBEHHOro npenapaTta C y4eToM Kypca neveHus,
yKa3aHHOro B peLenTe.

18. OTnyck nekapCTBEHHOro npenapaTa OCYLWeCTBNAeTCd B NepBMYHOM U (Mnn) BTOPUYHOM
(noTpebuTenbckon) ynakoBKax MNPW HanmUuMu MapKUpPOBKM, KOTopas oOTBevyaeT TpeboBaHuAM cTaTtbh 46
depepanbHoro 3akoHa N 61-93.

19. MNpu oTnycke nNekapCTBEHHbIX MpenapaToB Mo peuenty, OPOPMIIEHHOMY Ha peuenTypHOM OGraHke Ha
OymaHOM HocuTene, dapmaueBTMYecKnA pabOoTHUK MpocTaBnseTr OTMETKy Ha peuente o6 oTnycke
nekapcTBeHHOro npenapara "llekapCTBeHHbIV Npenapar oTnyLeH" U ¢ ykazaHueM:

a) HaMMeHOBaHWsi CcybObekTa pO3HUYHOW ToproBnu (dbamMunuu, UMeHu, oTyecTBa (NpyM  HamM4yum)
WHAMBUAOYaNbHOrO NpeanpuHMMaTens);

6) TOpProBoro HaMmMmeHoBaHuA (38 UCKITIO4EeHNEM JNeKapCTBEHHbIX npenapartoB, U3roTOBJ1IEHHbLIX B anTeyHon
OpraHl/I3aL|,I/|I/|), 0031NPOBKK U KOonn4yecTBa OTNYLLEHHOro fiekapCTBEeHHOIo npenaparta;

B) cbamunun, MMeHwn, oTyecTBa (Npy HanNnyum) MeguumMHcKoro paboTHuKa B crnyvae, ykasaHHOM B absaue
TpeTbeM nyHkTa 20 HacTosawmx MNpasun;

r) damunuu, uMeHu, oTyecTBa (MpPW Hanmuuuu) dpapmaueBTMYecKkoro paboTHUKA, OTNYCTUBLUErO
nNeKkapCTBEHHbIN NpenaparT, U ero Nnoanucuy;

[) baTbl OTNycKa NekapcTBEHHOro npenapaTa.

20. Mpw oTnNycKke nekapCcTBEHHbIX NpenapaToB No peLenTy, BbiNMCaHHOMY Ha peuenTypHoM GrnaHke dhopMbl
N 107-1/y co cpokom [OeUCTBMA OO OOHOIO rofda, B KOTOPOM YKasaHbl Mepuodbl WM KONMYECTBO OTMNycka
nekapcTBEHHOro npenapara (B Kaxablil Nepuoa), peuenT Bo3BpallaeTcs nuuy, npuobpeTatowemMy NekapCTBEHHbIN
npenapar, ¢ OTMETKOW, coaepiKallleil cBefieHus], ykazaHHble B NMyHkTe 19 HacTosAwwmx Mpaswun.
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Mpu ovepegHoM obpalleHun nuua K CyObeKTy PO3HWYHOW TOPrOBMM C AaHHbIM PEeLenToM Y4YuTbiBalOTCA
OTMETKM O MpeablgyLleM OTMyCKe eKapCTBEHHOro npenaparta Mo TakoMy peuenTty n B cryvae npuobpeTeHus
NVLIOM KONUYEeCTBa feKapCTBEHHOro npenapaTa, COOTBETCTBYIOLLEro MaKCUMMarbHOMY KONMMYECTBY, yKa3aHHOMY
MeauUMHCKUM paboTHMKOM B peuente, a Takke MO WCTEYEHUM CpoKa [OencTBust pelenTta, Ha peuente
npocraenseTcsa wramn "flekapCTBEHHbIV Npenapat oTnyLleH" 1 peuenT BO3BpaLlaeTcs nuuy.

EOvHOBpEMEHHBIN OTNYCK NeKkapCTBEHHOMO npenapara Mo peuenTy, BbiNMMCAHHOMY Ha peLenTypHoM GnaHke
dopmbl N 107-1/y co cpokom AeNCTBUS OO OOHOMO roda, B KOTOPOM yKasaHbl Nepuoabl OTNycka NleKapCTBEHHOMO
npenapaTa 1 KONM4ecTBO, OTNYyCKaeMOoro JIeKapCTBEHHOro npenaparta (B Kaxablii nepuog), 4onycKaeTcs TOMbKo no
COrNacoBaHuMio ¢ MeAULMHCKMM paboTHMKOM, BbINUCABLUMM peLenT.

21. lNpwn oTnycke nekapCTBEHHbIX NpenapaToB Mo peLenTy, BbiMMCaHHOMY Ha peuenTypHOM BnaHke opmbl
N 148-1/y-04(n), 3anoOfHEHHbLIN KOPELIOK TaKkoro peLenTypHoOro OnaHka nepepaetcsa hbapmMaueBTUHECKUM
paboTHMKOM nuuy, npruobpeTatoemMy (nonyyarLwemy) nekapcTBeHHbIe npenaparbl.

22. OcTalTca N XpaHATCS y cyObeKkTa PO3HUYHOW TOProBnu peuentbl (C OTMeTKoM "JlekapCTBEHHbIN
npenapat oTnyLleH") Ha:

a) NekapcTBEHHblE NpenapaTbl, OTNyckaeMble 6ecnnaTHO UM Co CKUOKON, - B TEYEHUE TPEX NET;

©) nekapcTBeHHble MpenapaTbl, OTHOCALIMECS NO aHAaTOMO-TePaneBTUYECKO-XMMUYECKON Krnaccudukaumm,
pekomeHaoBaHHOM BceMupHOW opraHusaumen 3gpaBooxpaHeHust (ganee - ATX), K aHTUNCUMXOTUYECKUM
cpeactBaM (kog no ATX NO5A), aHkcrmonutmkam (kog no ATX NO5B), CHOTBOpHbIM 1 cefaTMBHBIM cpeacTeam (Koa
no ATX NO5C), aHtugenpeccantam (kog no ATX NO6A) 1 He noanexalune npeamMeTHO-KONMYECTBEHHOMY Y4eTY, -
B TE€YEHNEe Tpex MecCsLEB.

23. PeuenTbl, He yKasaHHble B MyHKTe 22 HacToswmx [lpaBun, oTMmevarTcsa wWTaMmnom "JlekapCTBEHHbIN
npenapaT oTnyLleH" 1 Bo3BpaLLatoTcsa nuuy, npuobpeTtatollemy (nony4varoLemMy) NekapcTBEHHbIN npenapar.

24. Peuentbl, BbINMUCaHHble C HapyweHnem [lopsgka HasHayeHus, B TOM 4YUCRe B OTHOLUEHUMU
NeKapCTBEHHbIX MpenapaTtoB, KOTOpble B COOTBETCTBUM C MHCTPYKUMSAMU NO UX MeOUUMHCKOMY MNPUMEHEHNIO
npeaHasHadeHbl s NPUMEHEHUS TONMbKO B MEOULMHCKUX OpraHM3auusix B CTaUMOHAPHbIX YCMOBUSAX U (Mnuv) B
YCrOBUSX AHEBHOrO cTauuoHapa, oTMedalTcs wTtamnoMm "PeuenTt HefencTBuTeneH" v BO3BpaLLaloTcs nuuy,
npegcraBvBLUEMY peLenT.

25. B o6ocobneHHOM noapasfeneHn MeauumMHCKON opraHvM3aumumM o6ecneynBaoTcs YCroBUsi COXpaHHOCTU
OCTaBINEHHbIX Ha XpaHeHWe peLenToB Ha NeKkapcTBEeHHbIe Npenaparsbl.

Peuentbl Ha rekapcTBeHHble Mpenapatbl, nogfexalue MNpPeaMEeTHO-KONIMYECTBEHHOMY  Y4eTy,
rneKkapcTBeHHble npenapaTtbl, OTNyckaemble GecnnaTtHO WM CO  CKUAKOW, €XeMeCcs4YHO nepepatTcs U3
060Cc06neHHbIX noApasfeneHnii MeguUMHCKUX OpraHuM3auuii B MeOWMUMHCKME OpraHuM3auun, CTPYKTYPHbIMU
noapasfeneHnsiMM KOTOPbIX OHU SIBMSIOTCS, AN NOCMNeaYyoLLEero XpaHeHus!.

26. lNMpu oTnycke nekapCTBEHHOro npenaparta gapmaueBTUYecKUii paboTHUK MM paboTHUK MeOULMHCKOWN
opraHmsdaumm  (obocobneHHOro  nogpasgeneHnss  MeauWUMHCKOW  opraHusauum)  MHdopmupyet  nuuo,
npuobpeTatoLlee (Nony4varoLee) NekapCTBEHHbIN Npenapar, 0O peXxnMme 1 go3ax ero npuema, npaBunax XxpaHeHust
B JOMALLHUX YCNOBUSIX, O B3aUMOAENCTBUN C APYTMMM NIEKAPCTBEHHLIMK NpenapaTamMm.

27. MNpu oTnycke nekapcTBeHHOro npenaparta apMaueBTUYECKUA paboTHUK MM paboTHWK MeaULMHCKON
opraHusaumm (06ocobneHHOro noapasgeneHvss MeOWUMHCKOW OopraHusaumv) He BrpaBe npefocTaBnsATbh
HEIOCTOBEPHYIO UM (UNKN) HENonHyw WHMOPMaUUID O Hanuyuu NeKapCTBEHHbLIX MNpenapaTtos, BKMoYas
nekapcTBeHHble npenapaTtbl, UMeLWwmne OANHAKOBOE MeXAyHapoAHOe HernaTeHTOBaHHOE HauMeHOBaHWe, B TOM
yncne CcKpbiBaTb MHOpPMaUMI0O O HanMUuMU JEKapCTBEHHbIX MpenapaToB, UMelWwux Gonee HU3Ky LEHYy B
COOTBETCTBMU CO cTaTtben 74 PepepanbHoro 3akoHa oT 21 HosA6ps 2011 r. N 323-0d3 "O6 ocHoBax oxpaHbl
300poBbs rpaxaaH B Poccunckon ®epepaumn’.

28. 3anpellaeTcda OTNYCK NekapcTBEHHbIX NpenapaToB, YKka3aHHbIX B cTaTtbe 57 ®eaepansHoro 3akoHa N 61-
®3.
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29. 3anpeLu.aeTcs=| paap,eanbm OTNYCK JeKapCTBEHHbIX CpeAcCTB, BXOAAWWMX B COCTaB JIEKapCTBEHHOro
npenapara, n3rotasiimsaemMoro Cy6'beKTOM pO3HVI‘-IHOl7I TOProBJIn.

Il. TpeGoBaHUsA K OTNYCKY NieKapCTBEHHbIX NpenapaToB
no Tpe6boBaHMIO MEAULIMHCKOW OpraHu3auum

30. Ona obecneyeHus nedyebHOro npouecca B MeOUMUMHCKOM OpraHusauum anTedyHoOW opraHusauunen,
ABMSIOWENCA CTPYKTYPHbIM NnogpasgeneHnemM Takon MeAMLMHCKOM OpraHu3auuu, ocylecTBhAsieTcs oTnyck nmbo
N3roTOBIEHNE M OTMYCK JIEKAaPCTBEHHbLIX NPenapaToB Ha OCHOBaHWMW TpeboBaHMs MeaULIMHCKOW OpraHm3aunm.

MeamuunHckasn opraHusauusi BrpaBe o6paTUTbCS B anTeYHy opraHM3aunio, He SIBMSIHOLLYIOCSH CTPYKTYPHbIM
rnogpasdeneHmemM Tako MEAWLMHCKOM OpraHu3auMm C Lenbi W3roTOBIEHWSE W OTNycka JleKkapCTBEHHbIX
npenapaToB Ha OCHOBaHUWN TpeboBaHUSI MEOMUMHCKON OpraHu3aumu, B TOM YMcne npu OTCYTCTBMM BO3MOXHOCTU
N3roTOBMEHUsi OTAErNbHbIX BWOOB JIEKApPCTBEHHbLIX MpPenapaTtoB B anTe4YHOW oOpraHuMsauun, SBNSOLLENCS
CTPYKTYPHbIM NoApasferneHnemM MeanumMHCKOM opraHmM3aunm.

31. XpaHeHue TpebGoBaHWN MeOMUMHCKOM oOpraHu3auuMu, Mo KOTOPbIM OTMYLIEeHbl JleKapCTBEHHbIe
npenapartbl, OCYLLIECTBNSAETCA anTe4YHon opraHu3aumein B COOTBETCTBUN C NMYyHKTOM 22 HacToAwwmx MNpasun.

32. HapyweHue uUenocTHOCTM NEePBUMYHON YMaKOBKW NEKapCTBEHHOro npenapata MpuM ero oTnycke Mo
TpeboBaHMIO MEAMUMHCKOM OpraHuM3auun OonyckaeTCA anTeyHOW oOpraHusauuen, MMeLWen JMULEH3NI0 Ha
dapMaLEeBTUYECKYIO AEATENBHOCTb C MPABOM U3rOTOBIEHUA NEKAPCTBEHHBLIX NpenapaTos.

B Takom cny4dyae OTnyCcK JieKapCTBEHHOIo npenapara OCYyLEeCTBNAeTCA B YyNakKOBKe C npenoctaBlieHnemM
MHCTPYKUMNN (KOI'IVIVI MHCTDYKLI,I/II/I) Nno NpUMEeHEHNI0 OTNyCKaeMoro fiekapCTtBeHHOro npenapara.

lll. OTnyck nekapcTBeHHbIX NpenapaToB Mo peuentam B opme
3NEeKTPOHHOro AOKYMeHTa

33. OTnyck nekapCTBEHHbIX NpenapaTtoB B YOPME SMNEKTPOHHOrO AOKYMEHTa OCYLLECTBMSETCS cybbekTamum
PO3HUYHOW TOPrOBMNK, PAaCMOMNOXEHHbIMW Ha Tepputopun cybbekta Poccuiickon ®degepaumm, B KOTOPOM
odopmneH peuent B OpME 3SMEKTPOHHOrO [OOKYMEHTa, B Cryvyae MNPUHATUS  YNONHOMOYEHHbIM OpPraHoMm
ncnonHuTensHon BnacTn cybbekrta Poccuiickon degepaunm B COOTBETCTBUN C NYHKTOM 4 cTaTbn 6 ®eneparnbHOro
3akoHa N 61-O3 peweHua ob ncrnonb3oBaHUM Ha TeppuTopuu cybbekta Poccuickon ®Pepepaummn Hapsagy c
peuentaMM Ha IeKapCTBEHHble MpenapaTbl, OMOPMIIEHHBIMW Ha OyMaxHOM HocuTene, peLenToB Ha
nekapcTBeHHble NpenapaTtbl, CHOPMUPOBAHHbBIX B (POPME INEKTPOHHbBIX JOKYMEHTOB.

34. OTnyck nekapcTBeHHbIX NpenapaToB Mo peuentam B (oOpMe 3MEKTPOHHOMO AOKYMEHTa OCYLLECTBMsSIeTCS
nuuy, ykasaHHoMy B peuenTte, nubo ero 3akoHHOMY MpeacTaBuTento, NUMBo nuuy, KOTopoe NuLo, ykasaHHoe B
peuenTe, UNM ero 3akOoHHbIN NpeACcTaBUTEsb YNONHOMOYUIIM Ha NONyYeHe NeKapCTBEHHbIX NpenapaTos.

35. B crnyyae OTCYTCTBUA JeKapCTBEHHOrO Mpenapata CYObEeKT PO3HWMYHOM TOProBfM BHOCUT B
rocyqapCTBEHHYIO MH(OPMAaLMOHHYI cUcTeMy B cdpepe 3OpaBooxpaHeHusi cyGbekta Poccuiickoin denepauunm
CBe[eHNs, B COOTBETCTBMM C NoAnyHkToM "e" nyHkTa 3 MonoxeHusl, 06 OTCYTCTBUM NIeKapCTBEHHOrO Mpenapara,
ykazaHHOTO B peuente B (popMe SMEKTPOHHOrO [AOKYMEHTa, C yKa3aHMeM [aTbl MOCTAHOBKM peuenta Ha
obcnyxuBaHue, a AnNs pelenTa Ha nekapcTBEHHbIN Npenapart, oTnyckaeMblit GecnnaTtHO UM CO CKUOKOM - Takke
HOMepa 3anucy B XypHarne ydeTa peLenToB, HaxoOsaLWMXCA Ha 0GCyXMBaHUM.

Mpu nocTynneHnn nekapcTBEHHOro npenaparta CyOobekT PO3HWYHOW TOProBNM B TEYEHUEe OJHOro pabodero
OHS CO OHSA NOCTYNMEHUS NeKapCTBEHHOrO npenapaTta, ykazaHHoro B nyHkTe 13 HacToswwux MNpasun, yBegomnsaet
nnLo, yka3aHHOe B peLienTe, ero 3aKOHHOro NPeAcTaBuUTEeNS I NULO, KOTOPOE NULO, YKasaHHOEe B peuenTe, Uim
€ro 3aKOHHbI MpeacTaBuUTENb YMONTHOMOYUIIN Ha MONydeHMe JIeKapCTBEHHbIX MpenapaToB, O MOCTYMMEHUN
NEeKapCTBEHHOro npenapaTa, B yCTHOM ¢hopMe nocpeactBoMm TenedoHHOW cBA3n v (Mnn) nocpeactsom CMC-
cooOLeHnsa Ha Homep TenedoHa, yKasaHHbIN B XXypHane yyeTa peLenToB, HaXOAsLWUXCs Ha 0bCnyXnBaHum, nnm
MONMyYeHHbIN OT fMua, YKa3aHHOro B peuenTe, WKW ero 3akOHHOro NpeAcTaBuTens WMnM nuua, KoTopoe nuuo,
yKa3aHHOe B peuente, uUnn ero 3aKOHHbIN npeactaBuTesib  yNnosIHOMOYUIIM Ha noJlydeHne JeKkapCTBeHHOro
npenapaTta (nekapCTBEHHbIX NpenapaTos).
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Mpuka3 MuH3gpasa Poccum ot 07.03.2025 N 100H
"O6 yTBepxaeHun MpaBun OTMycKka leKapcTBEHHbIX NpenapaTos Ans
MeAULIMHCKOrO Mp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 20.10.2025

MpunoxeHue N 2

K npukasy MuHucTepcTBa 3gpaBoOXpaHeHus
Poccuiickon ®epepaumm

ot 7 mapta 2025 r. N 100H

NMPABUNA
OTMNMYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPOIHbIX BELLECTB,
3APETMCTPUPOBAHHDBIX B KAYECTBE JIEKAPCTBEHHbLIX MPENAPATOB
anAa MEQUUUHCKOI O NPUMEHEHUA, NEKAPCTBEHHbIX MPEMAPATOB
anAa MEOQUUUHCKOI O NPUMEHEHUA, COOEPXALLMX HAPKOTUYECKUE
CPEACTBA U NCUXOTPOMNHBLIE BEWECTBA

1. OTnyck HapKOTU4EeCKMX CPEeACTB M MCUXOTPOMHbIX BELECTB, 3aperucTpypoBaHHbIX B KayecTsBe
nekapCTBEHHbIX MpenapaToB ANs MeOULMHCKOTO NPUMEHEHWs, NeKapCTBEHHbIX NpenapatoB Ans MeAWLUHCKOro
NPMMEHEHWs1, CoAepXalluMX HapKOTUYecKkne cpeacTBa U MCUMXOTPOMHbIE BelwlecTBa (danee - nekapCTBeHHble
npenapaTbl), BKMOYEHHbIX B [lepeyeHb HapKOTUYECKUX CPeAcTB, MCUXOTPOMHbLIX BELLECTB U UX MPEeKypCOopOoB,
nognexawmx koHtponto B Poccuickon ®epepauunu, yTBEPXKAEHHbIW nNocTaHoBneHveM [lpasuTenscTea
Poccuinckon ®Pepepaumm ot 30 uioHsa 1998 r. N 681 (mamee - [llepedyeHb), ocylecTBAseTCs anTeYHbIMU
opraHu3auvsaMmn, MeguLMHCKMMMN OpraHmM3aumsaMm n mx 060cobneHHbIMM nogpasaeneHnsMm, pacnosioXKeHHbIMU B
CenbCKMX HacerneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, MMeLWMMU NULEH3NI0 Ha
dapmaLeBTUYECKYI0 OeATeNbHOCTb U AeATEeNbHOCTb N0 06OPOTY HAPKOTUYECKNX CPEACTB, MCMXOTPOMHbLIX BELLECTB
N UX MPEKypPCOpPOB, KyNbTUBMPOBAHUIO HAapKocoAepKallnx pacTeHn (ganee - cybbekTbl PO3HUYHOW TOProBmu) no
peuenTy Ha fnekapCcTBeHHbIN npenapat, oPOPMIIEHHOMY MeAMLMHCKMMU paboTHUKamMu (ganee - peuenT), a Takke
no TpeboBaHWIO MEAMLMHCKOMW OpraHmM3aumMmM B COOTBETCTBUM C MyHKTOM 54 ctatbu 4, yactbio 1 ctatbn 56
®epepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 obpalyeHnn nekapcTBeHHbIX CPeAcTB" U MyHKTOM 1
ctatbn 25 ®egepanbHoro 3akoHa oT 8 sHBapsa 1998 r. N 3-®3 "O HapkoTUyeckMx cpencTBax U NCMXOTPOMHbIX
BellecTBax".

OTnyck nekapcTBEHHbIX NpenapaToB, M3roTOBMEHHbIX B aNTEYHbIX OpraHM3auusax, OCyLLEeCTBIIAETCH C y4eToM
npaBu M3rOTOBNEHUS W OTMyCKa JEeKapCTBEHHbIX MpenapaToB ANs MeAULMHCKOro NPUMMEHEHUS anTeYHbIMU
opraHuM3auvsaM, WMeLWMMN FMUEH3NI0 Ha dapMaueBTUYECKyl0 AedTeNbHOCTb, YTBEPXKAEHHbIX MPUKa3oM
MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepaumm ot 22 mas 2023 r. N 2491 "O6 yTBepxaeHun npasun
M3roTOBMEHNS W OTNyCcka NEeKapCTBEHHbIX MpenapatoB Afns MeAUUMHCKOrO MPUMMEHEHUS  anTeyvHbIMU
opraHm3aumsamMu,  UMeLWMMM  FIMUEH3MI0  Ha  hapmaueBTUYeCKylo  OesdTenbHOCTb"  (3aperncTpuposaH
MuHucTtepcTBom toctuummn Poccuiickon ®epepaunm 29 masa 2023 r., pernctpaunoHHeii N 73564, gencteyeT go 1
ceHTsa6psa 2029 r.).

2. Tlo peuentam Ha cneumanbHbIX peuenTypHbiX OnaHkax d¢opmbl N 107/y-HIM wnm  peuentam,
CcOpMMPOBaHHBIM B (DOPME INEKTPOHHBLIX AOKYMEHTOB C MWCMOSNIb30BaHWEM YCWUMEHHOW KBanuduumMpoBaHHON
3MNEKTPOHHOW MOANMNCK Nevallero Bpada unu denbaliepa, akyLuepku, Ha KOTOPbIX BO3MOXeHb! (PyHKUMM nevaiero
Bpaya, OTNyCKalTCH JIeKapCTBEHHble npenapartbl, BKMYeHHble B ChnWCOK HapKOTMYECKUX CPeacTB W
MCUXOTPOMHbIX BelecTB, obopoT koTopbix B Poccunckon Pegepaumn orpaHMyeH M B OTHOLUEHMM KOTOPbIX
yCTaHaBMMBalOTCA Mepbl KOHTPOMs B COOTBETCTBMM C 3akoHogatenbcTBoM Poccunckon ®egepaumm wn
mMexayHapoaHeiMy  goroBopamu Poccuinckon ®epgepauun  (cnucok 1) TNepeuns (manee - cnwmcok l), 3a
UCKMIOYEHMEM FeKapCTBEHHbIX MpenapaToB, Ha3HadYeHue KOTOpbiIX OMOPMASETCA Ha peuenTypHbiXx 6GnaHkax
dopmbl N 148-1/y-88.

3. [llo peuenTtam, BbINMWCaHHbIM Ha peuenTypHbix 6naHkax dopmbl N 148-1/y-88, oTnyckaroTcs
nekapcTBeHHble MpenapaTbl, yka3aHHble B nyHkTe 9 [lopsgka HasHayeHus nekapcTBEHHbIX MpenapaTtoB Ans
MEOMUMHCKOTO  MPUMEHEHUS, YTBEPXOEHHOro npukasom MuHucTepcTBa 34paBoOXpaHeHuss  Poccunckon
depepaumm ot 24 Hos10ps 2021 r. N 1094H (3apernctpupoBaH MuHucTepcTBoM tocTuumm Poccuiickon ®enepaunm
30 Hos6ps 2021 r., perucTpaumoHHbin N 66124, gencteyet go 1 mapta 2028 r.).
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Mpuka3 MuH3gpasa Poccum ot 07.03.2025 N 100H
"O6 yTBepxaeHun MpaBun OTMycKka leKapcTBEHHbIX NpenapaTos Ans
MeAULIMHCKOrO Mp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 20.10.2025

4. Mpu oTnycke nekapcTBEHHOro npenapaTta cnvcka |l Ha peuenTe npocTaBnsieTcs neyatb cybbekTa
PO3HUYHOW TOProB/M, B KOTOPOW YKa3aHO ero NosiHoe HavMeHoBaHue (Mpy Hanuyum neyatw).

5. OcTtatoTca n xpaHaTcs y cybbekTa po3HMYHOM TOProBnu peuenTbl (C oTMeTKoW "JlekapCTBEHHbIV npenapat
oTnywen") Ha:

a) nekapcTBEHHbIe Npenaparbl cnucka I, nekapcTBeHHble Npenaparbl, BKNOYEHHbIE B CMMCOK MCUXOTPOMHbIX
BellecTB, obopoT KoTopbix B Poccunckon ®Pegepauum orpaHM4eH M B OTHOLUEHUM KOTOPbIX AOnyckaeTcs
WCKMIOYEHME HEKOTOPbIX Mep KOHTPONsi B COOTBETCTBMM C 3akoHogaTenbcTBoM Poccuiickon ®epepaummn u
MexayHapoaHbiMu aorosopamu Poccunckon ®epepaumm (cnucok 1), MNMepedns (nanee - cnucok lll) - B TeueHne
nsaTn ner;

0) nekapcTBeHHble MpenapaTtbl, COAepXallue HapKOTUYECKMe CpedacTBa WM MCUXOTPOMHblE BELLECTBA,
BKMtoveHHble B cnucok || n cnncok I, n3rotoBneHHble anTeyHon opraHv3aumen, nekapcTBeHHble npenapatbl,
noanexatume npegMeTHO-KOIMYECTBEHHOMY YYETY, - B TeYeHue Tpex neT.

6. JlekapcTBeHHble NpenapaTbl, ykadaHHble B NyHKTe 4 HacToswwmx lNpasun, oTnyckaemble 6ecnnaTHo unm co
CKMOKOW rpaxgaHam, uMmelWwum npaBo Ha obecnevyeHve nekapCTBEHHbIMW MpenapaTtamm 3a CYeT CpPeacTB
GrooKeTHbIX accurHoBaHunm degepansHoro 6Giogxeta n  GrogkeToB cybbektoB Poccunckon  Pegepauun,
OTMnycKalTCA Npy npegbsBneHun peuenta, oPOPMIEHHOro Ha peuenTypHoMm GnaHke dopmbl N 148-1/y-88, u
peuenTta, oopMIeHHOro Ha peuenTtypHoMm 6naHke popmbl N 148-1/y-04(n).

7. OTnyck HapKOTMYECKMX W  MCUXOTPOMHbIX  FNEKAPCTBEHHbIX  MpPenapaTtoB  OCYLLECTBMSAETCS
hapMaLeBTUHECKUMN U MEQULMHCKUMK PabOTHUKaAMM, 3aHUMALWUMKN LOIDKHOCTW, BKITHOYEHHbIE B MepeyeHb
OOMKHOCTEN (hapmMaueBTUYECKNX U MEOULMHCKUX PabOTHMKOB B OpraHn3auusx, KOTOpbiM NpeaocTaBneHo npaso
OTMNyCKa HApKOTUYECKMX MeKapCTBEHHbIX NpenapaToB M NCUXOTPOMHbIX NTEKapCTBEHHbIX NpenapaToB (hr3n4ecknum
nuuam, yTBepXAeHHbI npuka3om MwuH3gpaBa Poccum ot 7 ceHTabps 2016 r. N 681H (3apernctpupoBaH
MuHucTtepcTBom tocTuumm Poccuinckon ®egepauun 21 ceHTsabpa 2016 r., pernctpaunoHHbin N 43748).

8. JlekapcTBeHHble npenapartbl cnucka I, 3a WUCKMYEHMEM IeKapCTBEHHbIX NpenapaTtoB, Ha3HayeHue
KOTOpbIX ochopMrseTcs Ha peuenTypHbix 6GnaHkax dopmbl N 148-1/y-88, oTnyckaiwoTcs npu nNpeabsBreHUn
OOKYMEHTa, yOOCTOBEPSAOLWEro NIMYHOCTb, MWLy, YKasaHHOMY B peuenTe, ero 3akoOHHOMY MpPeACcTaBUTEN0 MMM
nuuy, KOTopoe nuLO, YKasaHHOe B peuenTte, WM ero 3akOHHbIN NpeacTaBuUTENb YNONTHOMOYUM Ha MOMy4vyeHue
TaKkux NekapCTBEHHbIX NpenapaTos.

9. JlekapcTBeHHble npenapatbl cnucka I, 3a uckniveHMeM mnekapCTBEHHbLIX MpenapaToB, HasHayeHue
KOTOpbIX OcbopMIseTcss Ha peuenTypHbix GnaHkax dopmbl N 148-1/y-88, oTnyckaemble ©OecnnaTHO unmM co
CKMOKOW, rpaxgaHam, MMeRLWMM npaBo Ha obecneyeHne nekapCTBEHHbIMU MpenapataMyM 3a CYET CpeacTs
GrooKEeTHbIX accurHoBaHunm denepanbHoro 6Owomketa un  OompkeToB cybbekToB Poccuiickon ®deaepaunn,
OTnycKalTCcs Npu NpeabsaBeHNM peLenTa, BbINMMCaHHOMO Ha cneumanbHOM peuenTtypHom 6narke dopmbl N 107/y-
HI, n peuenTa, BbINUCAHHOIO Ha peLenTypHom 6raHke dopmbl N 148-1/y-04(n) unu peuentoB, chOPMMPOBaHHBIX
B (pbOpME 3MEeKTPOHHbIX AOKYMEHTOB C MUCMOMb30BaHMEM YCUITEHHOW KBannuLMpoBaHHOW 3NEeKTPOHHOW noanncu
nevatlero Bpada unu denbalepa, akylepku, Ha KOTOPbIX BO3NOXEHbI (hyHKLMM nevallero Bpava.

10. CybbeKTbl pO3HWYHOW TOPrOBMW OTMYCKAKOT JEKAPCTBEHHbIE Npenaparbl, ynakoBka M MapKMpoBKa
KOTOpbIX COOTBETCTBYET TpeboBaHusAM cTatbu 27 PepepanbHoro 3akoHa oT 8 sHBapsa 1998 r. N 3-9d3 "O
HapKOTMYECKUX CpeacTBax M NCUXOTPOMHbIX BellecTBax".

11. Nocne oTnycka nekapCTBEHHbIX NpenapaTtoB cnucka I, nuuy, nonyymeLleMy nekapCTBEHHbLIN npenapar,
BblJAETCs CUrHaTypa C XKEerToN MoNoCoM B BEPXHEN YaCTU U HaAMUCbIO YepHbIM WPMATOM Ha Hen "CurHaTypa”, B
KOTOPOW yKa3sblBaloTCA:

a) HauMeHoBaHWe 1 agpec cyobekTa pO3HUYHOW TOProBNW;
©) Homep n faaTa BbIMMCAHHOIO peLenTa;

B) cbammnvm, nmd, oT4eCcTBO (Flpl/l HaJ'II/ILII/II/I) nnua, anda KotToporo npegHasHadeH ﬂeKapCTBeHHbIIZ npenapart,
€ro Bo3pactT,
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Mpuka3 MuH3gpasa Poccum ot 07.03.2025 N 100H
"O6 yTBepxaeHun MpaBun OTMycKka leKapcTBEHHbIX NpenapaTos Ans
MeAULIMHCKOrO Mp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 20.10.2025

I') HOMEpP MeanLMHCKOM KapTbl nauneHTa, nonyvyarowero megmunHCKyro nomolLlb B aM6ynaTopr|x yCcnoBusXx,
Aana KOToporo npegHa3HaveH ﬂeKapCTBEHHbIVI npenapart,

4) damunusa, MMsi, OTYeCTBO (NpW HanuuuMm) MeguuMHCKOro paboTHMKa, BbINMUCaBLUEro peuent, ero
KOHTaKTHbIN TenedgoH Nnubo TenedoH MeanunHCKon opraHmsaumm;

e) coaepxaHme peudenta Ha JIaTUHCKOM A3blke WM PYCCKOM A3blke B poaAUTESIbHOM Mapgexe, 3a
NCKIMIO4YeHneM peuenToB B d)opme SJIEKTPOHHOIo AOKYMEHTAa, BbINMCbIBAEMOIo Ha PyCCKOM A3bIKE;

X) dbamunus, UMs, OTYECTBO (NMpPU HanM4YMM) 1 NOANUCL chapmaLeBTUYECKOrO NN MeAULMHCKOro paboTHMKA,
OTNYCTMBLLErO NeKapCTBEHHbIN Npenapar;

3) AaTa oTnycka fiekapcTBEHHOro npenapara.

Mpunoxexune N 3

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuickon ®egepauun

oT 7 mapta 2025 r. N 100H

NOPAOOK
OTNYCKA rPAXXOAHAM ANTEYHbIMKU OPITAHU3ALIUAMU
MMMYHOBWONOIMM4YECKUX NEKAPCTBEHHbIX MPEMAPATOB
ansa UMMYHOMPO®UIAKTUKHU

1. OTnyck rpaxgaHam MMMYHOOMOMNOrMYECKMX JeKapCTBEHHbIX MpenapaTtoB AN UMMYHOMPOMUAAKTUKK
(banee - nekapcTBeHHbIW MpenapaT) OCYLWeCTBASeTCH anTeyYHbIMU OpraHu3aumsMuM W  WHAMBWUAYanbHbIMU
npegnpyHumMaTensMy, MMELWMMUM  MUUEH3NI0  Ha  (apMaueBTUYEeCKyld  AeAaTenbHOCTb, MeAMLUHCKMMM
opraHm3aumsamMu, UMEeLWMMM MUMUEH3NI Ha dapMaueBTUYECKyl0 AesaTenbHOCTb, M MX 060COBneHHbIMM
nogpasgeneHnsamMun, pacnosfioKeHHbIMU B CEMbCKUX HacCeNeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyvHble
opraHusaummn (ganee - cybbekTbl PO3HWYHOW Toproenu), 6e3 peuenta u (MnNu) MO peuenTy Ha JfeKapCTBEHHbIN
npenapat, ohopMNEHHOMY MeANLMHCKMMM paboTHMKamMu (ganee - peuent).

2. CyObeKTbl pPO3HUYHOM TOProBMY HE BrpaBe OTNyckaTb rpaxaaHaM feKkapCcTBEHHbIe NpenapaThbl, KOTopbie B
COOTBETCTBUMN C UHCTPYKUUSAMWU NO UX MEAULMHCKOMY MPUMEHEHUIO NpeaHa3HayeHbl AM1s1 MPUMEHEHUS TOMbKO B
MEANLMHCKUX OpraHn3aunsix B CTaLMOHapHbIX YCIOBUSIX U (UNK) B YCIOBUSIX AHEBHOIO CTaLMOHapa.

3. Mpun oTnycke nekapcTBEHHOro npenaparta Mo peuenTty, OOPMIEHHOMY Ha peuenTypHOM GraHke Ha
OymaxxHoM HocuTene, dQapmaueBTMYecKMn paboTHWMK MpOCTaBnseT Ha peuente OTMeTKy o060 oTnycke
nekapcTBeHHOro npenapara "llekapCTBeHHbIV nNpenapart oTnyLeH" U ¢ ykazaHueMm:

a) HaMMeHOBaHWsi CyObekTa pPO3HUYHOW ToproBnu (dbamMunmu, UMeHu, oTyecTBa (NpyM  Hanm4mm)
WHAMBUAOYaNbHOrO NpeanpuHMMaTens);

6) TOproeoro HaMmMmeHoBaHuA (38 UCKITIO4EeHNEeM JNeKapCTBEHHbIX npenapartoB, U3roToOBJ1IEHHbIX B anTe4yHon
OpraHl/I3aLl,I/|I/|), 003NPOBKK M KOonn4yecTBa OTNYLLEHHOro fiekapCTBEHHOro npenaparta,

B) AaTbl 1 TOYHOTO BPEMEHMU (B Yacax U MMHYTaxX) OTMycKa JIeKapCTBEHHOrO npenapara;

r) damunuu, uUMeHu, oTdyecTBa (MPU HanmuuuM) dpapmMaleBTUYeCcKoro paboTHUKA, OTMYCTUBLLEro
neKkapcTBEHHbIN NpenaparT, U ero Nnoanucu.

4. OTnyck nekapCTBEHHOro npenapaTta OCyLWecTBnseTca nudy, npuobpetatowemy (nonyvarowemy)
nekapCTBEHHbIN npenapart, Npu Hanu4Mn y Hero HeobXxoaMMbIX CPEACTB AMs TPaHCMOPTUPOBKM (TEPMOKOHTENHED,
XNafoarneMeHThl), a B Criydae MX OTCYTCTBUS Y yKasaHHOro nuua, npy npuobpeTeHun B anTeyHol opraHusauum

www.consultant.ru CrpaHuua 11 u3 12
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
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"O6 yTBepxaeHun MpaBun OTMycKka leKapcTBEHHbIX NpenapaTos Ans
MeAULIMHCKOrO Mp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 20.10.2025

HeobXxoAUMbIX CPeACTB AMNs TPaHCMOPTUPOBKU (TEPMOKOHTENHED, XMad03NIEMEHTbI).

5. Jlvuy, npuoGpeTwlemMy neKapCTBEHHbIA NpenapaTt, pPasbsACHAKTCA YCNOBMS  TPaAHCMOPTUPOBKM
NeKkapCTBEHHOro npenapaTta B CPOKM, He NPeBbILIAOLLNE CPOKMU NogaepXaHus paboyven TemnepaTtypbl CPeAcTB Anis
TPaHCMOPTUPOBKM, @ TaKKe YCMNOBUS XPaHEHUs1 NeKapCTBEHHOro fnpenapara, ykasdaHHble B MHCTPYKUMM MO €ero
NMPUMEHEHMIO.
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