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3apeructpupoaHo B MuHiocte Poccum 30 Hosiops 2021 1. N 66142

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUANCKOW ®EOEPALINU

NMPUKA3
oT 24 HosI6ps 2021 r. N 1093H

OB YTBEPXXOEHWUM NPABUN
OTNYCKA NNEKAPCTBEHHbIX MPENAPATOB ANnA MEAULUMHCKOIO NPUMEHEHUA
ANTEYHbIMU OPTAHU3ALIUAMU, MHONBUAOYAINIbHBIMU NMPEANPUHUMATENAMMA,
WMEIOLLIUMMU NTULIEH3UIO HA OCYLLECTBNEHUE ®APMALEEBTUYECKOW
AEATENbHOCTU, MEOAULIMHCKUAMU OPIrAHU3ALIMAMU, UMEIOLLMMU NTULLIEH3UIO
HA OCYLECTBNEHUE ®APMALIEBTUYECKOW OEATENBHOCTHU, U UX
OBOCOBJIEHHbIMU NOAPA3AOENEHUAMU (AMBYNNATOPUAMMU, ®ENBALLEPCKUMU
N OENbALWEPCKO-AKYLUEPCKUMU MYHKTAMMW, LEHTPAMU (OTOENEHUAMMW)
OBLLE/ BPAYEGHOW (CEMEMHOW) NPAKTUKW), PACMONOXEHHbLIMU
B CENIbCKUX NOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPIrAHU3ALIUN, A TAKXXE NMPABUINT OTNYCKA HAPKOTUYECKUX CPEACTB
N NCUXOTPOIMHbIX BELLWECTB, 3APETMCTPUPOBAHHbIX B KAYECTBE
NEKAPCTBEHHbIX MPEMAPATOB ANnNA MEOWUUHCKOI O NPUMEHEHUA,
JIEKAPCTBEHHbIX MPENAPATOB AnA MEOULIMHCKOIO NPUMEHEHUA,
COAEPXALLMX HAPKOTUYECKUE CPEACTBA U NMNCUXOTPOIMHbIE
BELLECTBA B TOM YACHE NOPAOKA OTIMYCKA ANTEYHbIMA
OPrAHU3AUNAMU UMMYHOBUOJTOMMYECKUX
JIEKAPCTBEHHbIX MPEMNAPATOB

CnmMcoK N3MEeHSILLNX JOKYMEHTOB
(B pea. Mpukasa MuHsgpasa Poccum ot 24.11.2021 N 1093H)

B cooTtBetcTBMM C nyHkTamu 2 U 3 cTaTtbk 55 PegepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6
obpaleHnn nekapctBeHHbIx cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepaummn, 2010, N 16, cT.
1815; 2013, N 48, cT. 6165; 2016, N 27, cT. 4238), c nognyHkTamun 5.2.165, 5.2.169 n 5.2.183 nyHkta 5 NonoxeHus
0 MuHuctepcTBe 3gpaBooxpaHeHus Poccuiickon ®egepauun, yTBEpXOAEHHOIO NocTaHoBneHneM lMpaBuTenscTea
Poccuickon ®enepauun ot 19 uoHa 2012 r. N 608 (CobpaHue 3akoHogaTtensctBa Poccunckonn Pegepaumm, 2012,
N 26, cT. 3526; 2014, N 37, cT. 4969; 2017, N 33, cT1. 5202), npukasbiBalo:

1. YTBepanThb:

MNpaBuna oTNycka feKapCTBEHHbIX MpenapaToB Ans  MeOUUMHCKOTO  MPUMEHEHWS  anTeyHbiMU
opraHusauvaMu, UWHAMBMAYamnbHbIMWM  NpeanpuHMMaTensaMy, UMELWMMN  NULUEH3NI0  Ha  OCYyLLeCTBreHue
dapmaLeBTUYECKON OEATENBHOCTU, MEAULMHCKUMW OpraHvM3aunsMu, UMELWUMN NINLEH3UIO Ha OCYLLEeCTBIEHWE
dhapmaLieBTUHECKON OEATENbHOCTU, N nX 060CcOBneHHbIMM NnogpasgeneHamm (amoynartopusimu, denbawepckumm
N enbaepcko-akyLepckuMy NyHKTamu, LeHTpamu (oTaeneHnamun) obuwien BpadebHowm (CemMenHon) nNpakTuku),
PacnosiOKEHHbIMW B CENbCKMX MOCENEeHUsX, B KOTOPbIX OTCYTCTBYKOT anTeyvHble OpraHum3auuu, COrnacHo
npunoxexve N 1 (ganee - npasuna);

I'Ipanma OTNyCKa HapKOTUYEeCKUX cpenctB U NCUXOTPOMHbIX BeLwecCTB, 3apernctpmpoBaHHbIX B Ka4decTBe
NeKapCTBEHHbIX npenapaTtoB ANld MeaAULMHCKOro npuMeHeHuaA, nekapCTBEeHHbIX npenapartoB AnAd MeauunHCKOro
NnpUMEeHeHusa, cogepXxalwnx HapKkoTun4eckne cpencrtea n NnCUXOTporHblie BelecTBa, CornacHo npuiioXeHuwo N 2;

|_|0pF|,EI,0K OTnyCKka anTeYHbiIMWU OpraHunsaunammn I/IMMyHOGI/IOJ'IOFI/ILIeCKI/IX J1IeKapCTBEHHbIX TMpenapaTtoB
cornacHo npunoxenuto N 3.

2. MpusHaTb yTpaTUBLLMMK CUNY:
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npukas MmHuCTepcTBa 34paBOOXpPaHEHMS U coumanbHoro pas3sntna Poccuinckon ®egepauumn ot 26 aBrycta
2010 r. N 735H "O6 yTBepxaeHun NpaBun oTnycka NnekapCcTBEHHbIX NpenapaToB AN MeAUUMHCKOro NpUMeEHEHUs
MEOUUMHCKUMW  OpraHm3aumsMn, WMeLWUMN NUueH3nio Ha dapmaueBTUYECKyl0 OesTenbHOCTb, U UX
obocobneHHbiMM  NogpasgeneHusMn  (ambynatopusamu,  enbawepckumMm U enbaLepcKo-akyLLepCKuMm
nNyHKTamu, ueHTpamu (oTaeneHnsmu) oblen BpavyebHon (CemMenHOn) NPakTUKK), PacnofiOXEHHbIMU B CENbCKUX
noceneHnsx, B KOTOPbIX OTCYTCTBYIOT anTeuHble opraHusauuun” (3apernctpmpoBaH MuHUCTEPCTBOM HOCTULIMM
Poccuiickon ®epepauumn 28 ceHts6psa 2010 r., peructpaumnonHeii N 18575);

npukasd MwuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepauum ot 11 umona 2017 r. N 403H "O6
yTBepxaeHun [lpaBun OTNycka IEeKapCTBEHHbIX MpenapatoB Afs MEeAWMLMHCKOrO MPUMEHEHUS, B TOM 4ucne
UMMYHOOMOMOIrMYECKNX  JNIEKAPCTBEHHBIX  MpenapaToB, anTeYHbIMW  OpraHuM3auusiMM,  VMHOUBMAYaNbHbIMU
npegnpvHuMaTensMv, WMEKLWUMN MULUEH3NI0 Ha dapMaueBTUYEeCKyl0 [OesATenbHOCTh"  (3apernctpmpoBaH
MuHncTepcTBoM tocTuummn Poccunckon ®epepaunm 8 ceHtsdbpsa 2017 r., peructpauunoHHeii N 48125);

npuka3 MuHucTepcTBa 3apaBooxpaHeHus Poccuickon ®Pepgepauum ot 7 nonsa 2020 r. N 683H "O BHeceHunn
nameHeHn B [paBuna oTnycka NEKapCTBEHHbIX NpenapatoB AN MEOMUMWHCKOrO MPUMEHEHWUsl, B TOM 4ucre
UMMYHOOMOMOIrMYECKNX  JNIEKAPCTBEHHBIX  MpenapaToB, anTeYHbIMW  OpraHuM3auusiMM,  VMHOUBMAYaNbHbIMU
npegnpvHuMaTensMm, UMELUMN NINLEH3NI0 HA hapMaueBTUYECKYH AESATENbHOCTb, YTBEPXAEHHbIE MPUKa30oM
MuHucTtepcTBa 3gpaBooxpaHeHuss Poccuiickon ®egepauum ot 11 uons 2017 r. N 403H" (3apervctpupoBaH
MuHucTepcTBom tocTuumm Poccuickon ®enepauun 14 oktabps 2020 r., pernctpaumoHHbin N 60370).

3. Hactosawwun npukas Bctynaet B cuny ¢ 1 mapta 2022 r. n gencreyeT oo 1 mapta 2028 r., 3a UCKnoYeHnem
nyHkta 12 [paBun oOTnNycka neKapCTBEHHbIX NpenapaTtoB Ans MeAUUMHCKOrO MPUMEHEHUsT anTe4YHbIMM
opraHu3aumamMu, UWHAMBMAYaNbHbIMU  NpeanpuHMMaTensMy, VMELWMMA  NULEH3NK0  Ha  OCYyLLEeCTBEeHne
hapmaLeBTM4ECKON OeATENbHOCTU, MEAULMHCKMMWN OPraHn3aumsmMmn, MMEKLWMMM NLEH3NI0 Ha OCYLLECTBIEHNE
hapmMaLeBTMYECKON AeSATENBHOCTH, U X 060COBNEeHHbIMU NoapasgeneHnsammn (ambynaTopusamu, denbawepckuMmm
N denbalepcko-akyLlepCckuMy NyHKTamu, LeHTpaMu (otaeneHvsamu) obuien BpavyebHoM (CeMEenHON) NpakTUKK),
pPacrnosioXXEHHbIMU B CENbCKMX MOCENEHUsX, B KOTOPbIX OTCYTCTBYKOT anTeyHble OpraHu3auuv, YTBEPKAEHHbIX
HaCTOSALLMM MpUKa3oM, KOTOpbI BCcTynaeT B cuny ¢ 1 mapta 2022 r. n gencteyeT Ao 1 ceHtsabpsa 2022 roaa.

MwuHncTp
M.A.MYPALLKO

Mpunoxexne N 1

K npukady MyHuUCTepcTBa 34paBOOXpaHEHMS
Poccunckon denepaunn

oT 24 Hos16pst 2021 r. N 1093H

NMPABUNA
OTNYCKA NNEKAPCTBEHHbIX NMPEMAPATOB AnA MEANLUMUHCKOIo NPUMEHEHUA

Cnncok N3MEeHSILLNX JOKYMEHTOB
(B pen. MNMpukasa MuHsgpasa Poccum ot 24.11.2021 N 1093H)

I. O6bwume Tpe6GoOBaHMUA K OTNYCKY NEKapPCTBEHHbIX NpenapaToB
ANA MeAULIMHCKOro NPUMEHEeHUA

1. OTnyck nekapCTBEHHbIX MpenapaTtoB Afst MEeOUUMHCKOrO MpUMEHEHUs (Janee - IeKapCTBEHHbIE
npenapaTbl) OCYLECTBMSIETCA anTeyYHbiMXU OpraHu3auusMm U1 UHAMBUAYaANbHbIMKA - NPEeANnpPUHMMAaTENSIMU,
UMEKLWUMN FMUEH3NIO Ha (apMaLeBTUYECKYID OEATENbHOCTb, MEAULMHCKAMW OpraHu3auvsmMn, UMerLwmmMmn
NULEH3NI0 Ha (hapMaLeBTUYECKYD AeATeNbHOCTb, U Ux 060cobneHHbIMKM noppasgeneHuamy (amobynatopusimu,
denbawepckuMmn 1 henbaepcKko-akyLLEePCKUMM  NMYHKTaMu, LeHTpamu (oTaeneHnsimmn) oblier BpavebHon
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(cemenHon) npakTuKM), pPacrnosfioKEeHHbIMA B CEJIbCKUX TMOCENEHUsIX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusaummu (ganee - cydbekTbl PO3HUYHON ToproBnu), 6e3 peuenta <1> n (MNKU) NO peuenTy Ha JIeKapCTBEHHbIN
npenapaTt, OOpPMNEHHOMY <2> MeOUUUHCKMMK paboTHMKaMu (ganee - peuenT), a Takke Mo TpebdOoBaHMIo
MEANLMNHCKOM opraHm3aunmn <3> ans antTeyHown opraHnsaumu.

<1> lMognyHKT "4" nyHKkTa 5 yactn 4 ctatbm 18, nognyHKT "K" nyHkTa 1 yactn 1 ctaTtbm 33 denepanbHOro
3akoHa oT 12 anpens 2010 r. N 61-9®3 "O6 obpaweHun nekapcTBeHHbIX cpeacTB" (CobpaHue 3akoHodaTenbCcTBa
Poccuinckon ®egepauun, 2010, N 16, ct. 1815) (ganee - PegepanbHbiin 3akoH N 61-93).

<2> [lognyHkT 5.2.179 T[lonoxeHua o MuHucTepcTBe 3apaBooxpaHeHus Poccunckon depepaumm,
YTBEPXAEHHOro noctaHoBneHeM lNMpaeutenscrtea Poccuiickon Pepgepaumm ot 19 noHst 2012 r. N 608 (CobpaHue
3akoHogartenbcTBa Poccunckon degepaumn, 2012, N 26, c1. 3526; 2017, N 52, cT. 8131) (ganee - NonoxeHue o
MuHucTepcTBe).

<3> TlyHkT 54 cTtatbm 4 depepanbHoro 3akoHa N 61-O3 (CobpaHune 3akoHogaTenbcTBa Poccuiickon
depnepaumu, 2010, N 16, ct. 1815; 2019, N 31, cT1. 4456).

2. OTnyck nekapcTBeHHbIX NpenapaTtoB 6e3 peLenToB OCYLLECTBMSETCS:

1) antekamu, ocyLiecTeBnAarownMmn po3HNYHYO TOProBJ1tO (OTI'IYCK) JNeKapCTBEHHbIX NpenapaTtoB HacCelieHuto,
N anTekamMmm Kak CTPYKTYPHbIMU nogpasgerieHnAamMmm MEANLNHCKOMN opraHunsauunmn (p,anee - aI'ITeKVI);

2) anTeYHbIMW MyHKTaMW, B TOM YUCIE KaK CTPYKTYPHbIMW NoapasfeneHnsiMm MeguLMHCKON OpraHusaumm
(manee - anTe4YHble NYHKTbI);

3) anTe4vyHbIMN KNOCKaMu;

4) nigmBMayanbHbIMU NpeanpuHUMaTens My, UMELWUMN NIMLEH3UI0 Ha bapMaLleBTUYECKY0 AenaTernbHOCTb
(oanee - MHOUBMAYaNbHLIN NpegnpuHUMaTeErb);

5) MeOMUUHCKMMU OopraHnsaunsMun, MMEeLMMU NULEH3NI0 Ha (apmMaueBTUYECKyl0 OeATenbHOCTb, U KX
060cobrneHHbIMM  nogpasgeneHnsaMu  (ambynatopuamu,  denbawepckuMm U enbaepcko-aKyLepCcKuMm
nyHKTaMu, LeHTpaMu (oTAeneHusiMu) obuien BpadyebHOW (CeEMEWHON) NPaKTUKK), PaCMONIOXKEHHBIMU B CEJbCKUX
NnoceneHunsix, B KOTOpPbIX OTCYTCTBYIOT anTeyHble oOpraHu3auun (Janee COOTBETCTBEHHO - MeOuLUMHCKue
opraHm3aumm, obocobrneHHble nogpasgeneHns MeauUMHCKMX OpraHu3auni), nepeyeHb KOTOpbIX yTBepXaaeTcs
opraHamu ucnonHuTenbHow BnacTu cybvekta Poccunckon ®egepaumm <4>.

<4> Yactb 5 crtatbn 55 depepanbHoro 3akoHa N 61-O3 (CobpaHue 3akoHogatenbcTBa Poccuiickon
depnepaumu, 2010, N 16, ct. 1815; 2020, N 14, c1. 2035).

3. OTnyck nekapCTBEHHbIX NpenapaToB Mo peLenTam OCyLLEeCTBSeTCs:
1) antekamu;
2) anTeyHbIMK MyHKTamu;

3) wvHouBMAyanbHbIMKM NPEANPUHUMATENSMWU (32 UCKIIOYEHMEM OTMNycka HapKOTUYECKUX CpeacTs U
NMCUXOTPOMHbLIX BELLECTB, BKMIOYEHHbIX B MepeyYeHb HapKOTUYECKUMX CPeAcTB, MCUXOTPOMHbLIX BELECTB U MX
NpekypcopoB, noanexalimx KoHTponio B Poccunckon ®epepauumn <5> (ganee cooTBeTCTBEHHO - [lepedyeHb,
HapKOTMYECKME U NCUXOTPONHbIE NIEKAPCTBEHHLIE NpenapaTbl);

<5> lMyHKT 2 cTaTbn 2 PepepanbHoro 3akoHa oT 8 aHBaps 1998 r. N 3-03 "O HapKkoTUYeckux cpefcTBax U
ncuxoTponHbIx BewecTBax" (CobpaHne 3akoHopaTensctBa Poccunckon ®epepaumm, 1998, N 2, ct. 219; 2016, N
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27, cT. 4238) (panee - ®egepanbHbivt 3akoH N 3-93).

4) MegULIMHCKUMU opraHn3auusamMmu u 060cobneHHbIMU noapasaeneHnaMm MeauLMHCKMX opraHm3aLmi.

4. Mo peuenTtam, BbINMCaHHbIM Ha peLenTypHbiXx GnaHkax dopmbel N 148-1/y-88, otnyckatotca <6>
neKkapcTBEHHbIe npenapaTbl, BKMIOYEHHbIE B NepeyeHb NeKapCTBEHHbIX CPEeACTB AN MeAULMHCKOrO NpuMeHeHUs,
noanexalumx npegmMmeTHO-KONIMYECTBEHHOMY YYETY (Oanee - nekapCTBeHHbIe Npenaparbl, BKIIOYEHHbIE B NepeYeHb
MKY) <7>.

<6> T[lognyHkt 5.2.179 [lonoxeHms o MuHuctepctee (CobpaHue 3akoHogaTenbcTBa Poccunckon
depepauun, 2012, N 26, cT. 3526; 2017, N 52, cT. 8131).

<7> TognyHkt 5.2.171(1) [lMonoxeHns o MwuHuctepctee (CobpaHue 3akoHogaTenbcTBa Poccumnckon
®epnepaumn, 2012, N 26, c1. 3526; 2013, N 16, cT. 1970).

YkasaHHble NnekapCTBEHHbIE MpenapaTtbl, NpegHa3HaYeHHble AN rpaxaaH, NMerLnX NpaBo Ha nosyyeHune
NEeKapCTBEHHbIX NpenapaToB, OTNyCKaeMblx GecnnaTHO WM CO CKUAKOW, OTMYCKAalTCs MNpu NpeabaABneHuu
peLenTa, BbIMMCAHHOrO Ha peuentypHom GraHke dpopmbl N 148-1/y-88, n peuenTa, BbIMMCAHHOIO Ha PELENTYPHOM
6naHke dpopmbl N 148-1/y-04(n).

5. To peuentam, BbINMCAHHbIM Ha peuenTypHbiX ©OnaHkax dopmbl N 148-1/y-04(n), oTnyckatoTcs
nekapcTBeHHble MpenapaTbl, BbIMMCbIBAEMblE TpaXxdaHam, MWMeLWwMM MpaBo Ha 6OecnnatHoe nomnyyYeHue
NEeKapCTBEHHbIX NpenapaToB UMM MONyYyeHUe feKkapCTBEHHbIX MpenapaToB CO CKMAKOM (ganee - nekapCTBEHHble
npenapaTbl, OTNyckaemMble 6ecnnaTHO UM Co CKMOKON).

6. Mo peuentam, BbINWCaAHHBLIM Ha peuenTypHbiX ©OnaHkax dopmbl N 107-1/y, oTnyckawlTCs WHble
nekapcTBeHHble MpenapaThbl, He yKa3aHHble B MyHKTe 4 HacToAwwmx [NpaBun, n 3a UCKMIYEHNEM NEKAPCTBEHHbIX
npenapaToB, oTnyckaembix 6e3 peLenTa.

7. KomOrHMpoBaHHbIE NEeKapCTBEHHbIE MpenapaTtbl AN MeOULMHCKOrO MPUMEHEHMUS, COAepXalime Kpome
ManbIX KOMWYECTB HAPKOTUYECKMX CPeAcTB, TMCUMXOTPOMHbIX BEWECTB U UX NPEeKypcopoB  Apyrve
dapmMakonormyeckue akTUBHbIE BELLECTBA, OTMYCKAOTCA anTekaMmu, anTeYHbIMU MyHKTaMW U MHAUBUAYANbHbIMU
npeanpuHUMaTensaIMu, UMELLMMN NNLEH3MIO Ha hapMaLEeBTUYECKYIO AEATENbHOCTb, N0 peuentam, BbiMMCaHHbIM
Ha peLenTypHbIx 6raHkax popm N 107-1/y n N 148-1/y-88 <8>, kpome Tex NeKapCTBEHHbIX NpenapaToB, KOTopble
oTnyckatoTcsa 6e3 peuenTa.

<8> Yactb 6 crtatbm 55 ®depepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTtenbcTBa Poccuiickon
®epnepauuu, 2010, N 16, cT. 1815; 2013, N 48, cT. 6165).

8. Mo peuentam B popMe 3NEKTPOHHOro AOKYMEHTa C UCNONb3OBaHWEM YCUIEHHOW KBanuduuupoBaHHON
3MNEKTPOHHOW MOAMUCU MeAMLUMHCKOro paboTHuka (manee - peuent B (OpPME SMEKTPOHHOrO AOKYMEHTa)
OTMNyCcKaloTCs BCe NeKapCTBEHHbIE NpenapaThl, yka3aHHble B MyHKTax 4, 5, 6, 7 HacTosawmx MNpasun.

9. MeavumHckme opraHmsaumm n o6ocobneHHble nogpasaeneHnss MeguLMHCKMX OpraHM3auun Takke mMoryT
oTnyckaTb:

1) nekapcTBeHHble Mpenapartbl, BKMOYEHHbIE B nepeyveHb [MKY, BbIMMCaHHblE HA peLenTypHbIX OnaHkax
dopmbl N 148-1/y-88;

2) nekapCTBeHHble MpenapaTbl, BKIIOYEHHbIe B [lepeyeHb NekapCTBEHHbIX NMpenapaTtoB, OTNycKaeMbiX Mo
peuentam Bpada (denbalwepa) npyu okasaHUM OOMNONHUTENBHON GecnnaTtHON MeAUMUMHCKON NMOMOLLM OTAENbHbIM
KaTeropusam rpaxaaH, UMerLlmnm nNpaBo Ha MonyyeHne rocyfapCTBEHHOM couManbHOM NOMOLUM, a TaKKe WHble
nekapcTBeHHblE cpefcTBa, OTnyckaemble 6ecnnaTHO WM CO CKUAOKOW, BbIMMCaHHbIE Ha peLenTypHbIX OnaHkax
dopmbl N 148-1/y-04(n).
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10. OTnyck neKkapCTBEHHbIX MpenapaToB, He yKasaHHbIX B MyHkTax 4, 5, 6, 7 HacTtoAwwmx [pasBun, B
COOTBETCTBUM C UHCTPYKLMSIMU MO UX MeOMLMHCKOMY NPYMEHEHMIo ocyllecTensieTcs 6e3 peLenTos.

11. OTnyck nekapCTBEHHbIX MpenapaTtoB OCYLUECTBNSETCA B TEYEHWe YKa3aHHOro B peuente cpoka ero
OencTBNs Npy obpalleHnn nuua K CybbekTy poO3HUYHON TOProBhw.

12. YTpatun cuny ¢ 1 ceHtsi0psa 2022 roga. - MNMyHkT 3 gaHHoro lMpurkasa.
13. JlekapcTBeHHble npenapaTtbl OTMYCKAOTCA B KONMUYECTBE, YKasaHHOM B pelenTe, 3a WUCKNIYEeHMEM

cryyaeB, Korga onisi NekapCTBEHHOro npenapaTa yCTaHOBMIEHO KONMMYECTBO, KOTOPOE MOXET ObiTb BbIMMCAHO B
OLHOM peLenTe, UNn Kypc nedeHuns <9>,

<9> [lognyHkt 5.2.177 T[lonoxeHna o MwuHuctepctBe (CobpaHne 3akoHogaTenbcTBa Poccunckon
®epnepaumu, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333).

Mpy npeobaBReHUM peuenTa C MNPeBbllIEHWEM MNpedenbHO OOMYCTUMOro KOMMYEecTBa MeKapCTBEHHOro
npenapara, KoTopoe MOXeT OblTb BbIMMCAHO B OOHOM pelenTe, hapMaLeBTUYeCKUii paboTHUK MHAOpMUpPYeET 06
3TOM MU0, NpeacTaBvBLIEE PELEenT, PYKOBOAMTENS COOTBETCTBYIOLEA MEAMUMHCKOW opraHM3aumn U oTnyckaeT
yKasaHHOMY 51Uy YCTaHOBIIEHHOE COOTBETCTBEHHO MpeAesibHO AOMYCTUMOE KOMMYECTBO J1eKapCTBEHHOro
npenapara, KOTOpoe MOoXeT OblTb BbINMCAHO B OOHOM peLenTe C NpoCTaBliEHMEM COOTBETCTBYIOLLEN OTMETKU B
peuenTe.

Mpu Hanuumm y cybbekta pPO3HUYHOW TOPrOBNU NEKAPCTBEHHOroO npenapaTta C AO3MPOBKOW, OTIIMYHOW OT
A03MPOBKM NEKapCTBEHHOMO npenaparta, yka3aHHOW B peuenTte, OTNYCK MMEIoLWEerocst fiekapcTBEHHOro npenapara
AOMNycKaeTcs, ecnv JO3MPOBKa TaKoro fekapCTBEHHOro npenapaTta MeHblle A03UPOBKW, yKkazaHHOW B peuenTe. B
TakOM Cryyae OCYLLEeCTBMSETCA nepecdeT KonuyecTBa feKapCTBEHHOro npenapata C y4eTOM Kypca NneyeHus,
yKasaHHOro B peuenTe.

B cnyyae ecnu gosvpoBka nekapCTBEHHOro npenaparta, MMeloLerocs y cybbekta pO3HWYHOW TOProsmu,
npeBsbllaeT JO3MPOBKY NEKapCTBEHHOro nNpenapara, ykasaHHylo B peuenTe, pewleHne ob oTnycke nekapcTBEHHOro
npenapaTa ¢ Takon 4O31POBKON NPUHUMAaET MeAMLUHCKMIN pabOoTHIK, BbIMMCABLLMIA peLenT.

14. OTnycKk NekapCTBEHHOro npenapaTta OCYLIEeCTBNSAETCA B MEPBUMYHOM M BTOPUYHOW (NOTPeObUTENbLCKON)
ynakoBKax, MapKMpOBKa KOTOPbIX AOIPKHA oTBeyaTb TpeboBaHuaMm cTatbn 46 PepepanbHoro 3akoHa N 61-O3
(CobpaHnue 3akoHogaTtenbcTBa Poccuiickon ®egepauun, 2010, N 16, cT. 1815; 2014, N 52, cT. 7540), a ynakoBka
ONsl HAPKOTUYECKNX U MCUXOTPOMHbIX JIEKAapPCTBEHHbIX MpenapatoB cnucka Il - TpeboBaHuAM nyHkTa 3 ctatbn 27
depepanbHoro 3akoHa N 3-d3 (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®enepauun, 1998, N 2, c1. 219; 2016,
N 15, cT. 2052).

15. lMpun oTnycke NekapCTBEHHbIX MpenapaTtoB MO peuenTy, oPOpPMIIEHHOMY Ha peLenTypHOM OraHke Ha
OymaxxHoM HocuTene, dQapmaueBTMYeckMin paboTHMK MpocTaBnseT OTMETKY Ha peuente o0 oOTnycke
nekapcTBeHHOro npenapara "llekapCTBeHHbIV Npenapar oTnyLeH" U ¢ ykazaHueM:

1) HauMeHOBaHMSA anTeyHon opraHusauun (bamunum, UMeHu, oTyecTBa (MPU HamMuYMM) MHOUBMOYATbLHOIO
npegnpvHumaTtens);

2) TOProBoro HaMMeHoBaHUA (38 UCKITIOYEeHneM JneKapCTBEeHHbIX npenapartoB, U3roToOBJ1IEHHbLIX B anTeyHon
OpraHl/I3aL|,I/|I/|), 0031NPOBKK M KOonn4yecTBa OTNYLEHHOro fiekapCTBEHHOro npenapara,

3) bamunun, nmeHun, otyectea (NpU HanNU4MKU) MeaMUMHCKOro paboTHUKa B cry4asx, ykasaHHbiX B absaue
yeTBepTOoM NyHKTa 13 1 ab3aue TpeTbeM nyHkTa 16 HacToswwmx MNpasum;

4) peKBM3UTOB AOKYMEHTa, YAOCTOBEPSIOLWEro NIMYHOCTL N1ua, NOMy4YMBLLErO NeKapCTBEHHbIN npenapar, B
cny4yae, ykasaHHOM B nyHkTe 28 HacToswux MNpasun;

5) damunun, umMeHn, oTyecTBa (Npu Hamnuumu) apmaueBTUYeckoro paboTHUKA, OTMYCTMBLUETO
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NeKapCTBEHHbI npenapat, U ero NoAnucK;
6) oaTbl OTNyCKa NiekapCTBEHHOro npenapara.

16. Mpu oTNycKe NeKkapCTBEHHbIX NMPenapaToB Mo peLenTy, BbINMCAaHHOMY Ha peuenTypHoM GrnaHke opMmbl
N 107-1/y co cpokom [eUCTBMS OO OOHOIO roda, B KOTOPOM YKasaHbl Mepuofbl WM KONMYECTBO OTMycka
neKkapcTBEHHOro npenapara (B Kaxxablii nepuoa), peuenT Bo3BpallaeTcs nuuy, npuobpeTatolemy rekapCTBEeHHbIN
npenapar, C OTMETKOW, coaepKallleil CBefeHus], ykazaHHble B NMyHkTe 15 HacToswux Mpaswun.

Mpn oyepenHom obGpalleHun nuua K CyObekTy PO3HUYHOW TOProBNM C AaHHbIM peLenToM YYUTbIBAOTCH
OTMETKM O npeabiaylieM OTMyCKe NeKapCTBEHHOro npenapaTta Nno TakoMy peuenTy v B criydae npuobpeteHus
NULOM KONMMYeCcTBa feKapCTBEHHOro npenapara, COOTBETCTBYHOLLEro MakCMMaribHOMY KOMWYEeCTBY, YKa3aHHOMY
MeauUMHCKUM paboTHMKOM B peLente, a Takke MO WCTEeYEeHMM CcpoKka [OeNcTBuA peuenta, Ha peuenTe
npocTtaenseTcd wramn "JlekapCTBEHHbIN NpenapaTt oTAyLeH" 1 peuenT BO3BpaLLaeTcs nmuy.

EavHOBpeMeHHbIN OTNYyCK NekapCTBEHHOrO npenapara no peuenty, BbiNMMCAaHHOMY Ha peuenTypHoM bnaHke
dopmbl N 107-1/y co cpokoM OencTBMA A0 OOHOro roga, B KOTOPOM YyKasdaHbl MEPUOAbl U KOMMYECTBO OTMnycka
nekapCcTBEHHOro npenaparta (B Kaxabll nepuop), AOMYyCKaeTCs TOMbKO MO COrMacoBaHU C MeOUUMHCKUM
pabOoTHWKOM, BbIMMCaBLLMM peLenT.

17. Mpwn oTNycKe NeKapCcTBEHHbIX NPenapaToB No peuenTy, BbINMMCAHHOMY Ha peuenTypHOM GraHke dopMbl
N 148-1/y-04(n), 3anonHEHHbIA KOPELLOK TakKoro peuenta nepepaeTtcs hapmaueBTUYECKMM paboTHUKOM nuuy,
npuobpeTatoLeMy (NonyyawLemy) nekapcTBeHHbIE Npenaparhbl.

18. OcTtalTca M xpaHsaTcsa y cyObekta PO3HMYHOM TOProBnuM peuentbl (C OTMeTkon "JlekapCTBEHHbIN
npenapat oTnywieH") Ha:

1)J'IeKapCTBeHHbIe npenapartbl, OTNyCKaemble ©ecnnaTHO UK Co CKUAKON, - B TeYEHME Tpex neT,

2) nekapcTBeHHble npenapaTbl, oTHocswmeca no ATX Kk aHTuncuxotudeckum cpeacteam (kog NOSA),
aHkcuonuTtukam (kog NO5SB), cHOTBOpPHBIM M cegaTuBHbiM cpeactam (kog NO5C), aHtugenpeccaHTam (kog NOGA)
1 He noanexatime npeaMeTHO-KONIMYECTBEHHOMY YYeTy, - B TEUEHNE TPEX MECSLIEB.

19. Peuentbl, He ykasaHHble B nyHkTe 18 HacTtoawwmx [paBun, oTMevarTca WTamMnom "llekapCTBEHHbIN
npenapaT oTnyLleH" 1 BO3BpaLLatoTCA 1Ly, NONy4MBLUEMY JIEKapCTBEHHbIN Npenapar.

20. Peuentbl, BbiNMUCaHHble C HapyweHuem npasun <10>, perucTpupyloTCcs B >KypHane, B KOTOPOM
YKa3bIBalOTCS BbISIBNEHHbIE HApyWeHUs B OOPMIIEHUM peuenTta, damMunus, MMms, OT4YeCTBO (Npwv HanmMyum)
MeOMLMHCKOro paboTHUKA, BbINMUCAaBLLEro peLenT, HaMMeHOBaHWe MeAULMHCKOW opraHu3auun, NpUHSATbIe Mepbl,
oTMevatoTcsa wramnom "PeuenTt HegencTeuTeneH" 1 Bo3BpallatoTca nuuy, npeacrasuslemy peuent. O dakrtax
HapylweHus npaBuil OpOpMIIEHNA pPeELIENTOB CYOBbEKT PO3HUYHOW TOProBNM WHGOPMUPYET PYKOBOOMUTENS
COOTBETCTBYHOLLEV MEAMLNHCKON OpraHn3auuu.

<10> TMMognyHkT 5.2.179 TMonoxeHms o MwuHuctepctBe (CobpaHue 3akoHogaTenbcTBa Poccuiickom
depepauuu, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

21. B o6oco6neHHoM nogpasdeneHnn MeauuMHCKOW opraHu3auun OOSKHbl GbiTb oGecnedeHbl YCrnoBus
COXPaHHOCTW OCTaBIEHHbIX Ha XpaHeHWe peLenToB Ha NeKkapCcTBEHHbIe cpeacTaa.

PeuenTtbl Ha JleKapCTBeHHble cpeacTBa, noanexaiwine npeaMeTHO-KoONMn4eCTBeHHOMY y4eTy, NekapCTBeHHblIe
cpencrtea, oOTnyckaemble OecnnaTtHO WNM  CO  CKUOKOW, €XeMeCSHHO nepegarTca U3 0060Cc0o6neHHbIX
no,qpa3,u,eneHm71 MeOULMHCKNX opraHmsau,MVl B MeOUUMHCKME oOpraHusauunn, CTPYKTYPHbIMW noapasaeneHnaMun
KOTOPbIX OHU ABNAKOTCA, OJ14 nocneayrwero XxpaHeHua.

22. lMpwn oTnycke nekapCTBEHHOro npenapara gapmaueBTUYECKUA PAaBbOTHUK MM paboTHUK MeAMWLMHCKON
opraHmdaumm  (obocobneHHOro  nogpasgeneHnss  MeauWUMHCKOW  opraHusauum) — MHdopmupyetr  nuuo,
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npuobpeTalollee (nony4yatoLlee) fekapCTBEHHbIN Npenapat, 0 PeXxMme 1 [4o3ax ero npuema, npaBunax XpaHeHus
B JOMaLUHUX YCIIOBUSIX, O B3aMMOAENCTBMMN C APYrMMU NIEKapCTBEHHbLIMM NpenapaTamu.

23. lNMpu oTnycke nekapcTBeHHOro npenaparta apmaueBTUdeckuini paboTHUK unu paboTHUK MeaMLMHCKON
opraHusaumm (obocobneHHoro nogpasgeneHns MeOWUMHCKOM OopraHuM3auuu) He BhnpaBe MnpeaocTaBnsTb
HEJOCTOBEPHYIO M  (UNK) HEMNOMHY WHPOPMaLUMIO O HanMyiMM JNEKapCTBEHHBLIX MpenapaToB, BKM4Yas
nekapcTBeHHble MpenapaTtbl, UMeKLMe OANHAKOBOE MEXAyHapoAHOe HernaTeHTOBaHHOE HauMeHOBaHWE, B TOM
yncne ckpbiBaTb MHOPMALMIO O HanMYMK NIEKapCTBEHHbBIX NMPenapaToB, MMeloLWNX 6onee HN3KyLo LeHy <11>.

<11> Cratbs 74 ®PepepanbHoro 3akoHa oT 21 Hosiopst 2011 r. N 323-®3 "O6 ocHoBax OxpaHbl 340pPOBbS
rpaxgaH B Poccuiickon ®egepaumn” (CobpaHue 3akoHogatensctBa Poccunckon ®epepauun, 2011, N 48, cr.
6724, 2013, N 48, cT. 6165) (nanee - PegepanbHbiii 3akoH N 323-03).

24. 3anpewaetca oTnyck  anbCUPULNPOBAHHBIX, HELOOPOKAYECTBEHHbIX W KOHTpadakTHbIX
NeKapCTBEHHbIX NpenapaTtoB <12>,

<12> CraTbsa 57 ®epepansHoro 3akoHa N 61-P3 (CobpaHne 3akoHogaTensctBa Poccuiickon deaepaunu,
2010, N 16, cT. 1815).

25. OTnyck 3TUIIOBOrO CrnvpTa Npou3BoAUTCS MO PeLenTy C y4eTOM YCTAHOBIEHHbLIX TpebGoBaHWn kK 06beMy
Tapbl, yNakoBKe N KOMMEKTHOCTW NeKapCTBEHHbIX npenapaTtos <13>.

<13> Yactb 4.1 ctatbm 45 ®depepanvHoro 3akoHa N 61-®3 (CobpaHne 3akoHogaTenbcTBa Poccuiickon
®epepaumn, 2010, N 16, cr. 1815; 2015, N 51, cTt. 7245), nocrtaHoBneHue [lpaBuTensctBa Poccuiickon
®epgepaumun ot 23 uiona 2016 r. N 716 "O nopsgke opMMpoBaHWs NEepeyHs NeKkapCTBEHHbIX MpenapaToB ANng
MEeOMLMHCKOrO NPUMEHEHNS, B OTHOLLEHUN KOTOPbIX yCTaHaBnmBalTca TpeboBaHusa K 06bemy Tapbl, ynakoBke U
KOMMIEKTHOCTW, NEePEeYHsi NeKkapCTBEHHbIX NpenapaToB Afs BETEPUHAPHOro NPUMEHEHUs, B OTHOLLEHMN KOTOPbIX
yCcTaHaBnuBalwTca TpeboBaHus K obObemy Tapbl, W onpegeneHns Takux TpebosaHun" (CobpaHue
3akoHogartenbcTBa Poccuinckon ®egepauun, 2016, N 31, ct. 5030).

ﬂeKapCTBeHHble npenapartbl, cogepXxaliune 3TUNOBbLIN cnupT, B TOM 4uCne WM3rotoeJieHHble MO peuenty
CY6beKTOM pO3HI/I‘-IHOI7I TOproeJ/i1, UMEWLWNM JIMLUEH3NKO Ha (*)apMaLl,eBTVI‘-IeCKyPO AeATeNIlbHOCTb C MNpaBOM
M3roToBJ1IEHNA NEKAapPCTBEHHbIX NMpenapaTtoB, OTNYCKakTCA C y4eTOM YCTaHOBJIE€HHbIX Tpe6OBaHVIl7I K o6bemy Tapbl,
ynakoBke U KOMMJIEKTHOCTU JNMEKapCTBEHHbIX NpenapaToB.

26. 3anpeluaeTcs pasgernbHbi OTNYCK NEKapCTBEHHbIX CPeACTB, BXOASLUMX B COCTAB JIEKaPCTBEHHOMO
npenapara, U3roTaBn1BaemMoro CyGbekToM PO3HUYHON TOProBIM.

27. 3anpelyaeTcs OTNycK CyGbEKTOM PO3HWYHOWM TOProBMmv Mo peuenTaMm BeTeprHapHbIX OpraHv3aumii:
1) NnekapCTBEHHbIX NpenapaToB, BKMOYEHHbIX B nepeyeHb [KY;
2) nekapCTBEHHbIX NpenapaToB, OTNyckaeMblx 6ecnnaTHO U1 Co CKUAKOMN;

3) nekapCTBEHHbIX MpenapaToB, oTHocawwmxcsa no ATX k aHTuncuxoTudeckum cpeactBam (kog NO5SA),
aHkcnonuTtukam (kog NO5B), cHoTBOpHBIM U cegaTuBHbIM cpeacteam (kog NO5C), aHtugenpeccaHTam (kog NOGA)
N He BKNIOYEHHbLIX B nepeydeHsb MKY.

Il. Tpe6oBaHMA K OTNYCKY NEKapCTBEHHbIX NpenapaTroB
no Tpe6oBaHUIO MegULIMHCKOW OpraHu3sauum

28. [Ona obecneyeHnss neyebHoro npouecca B MeAMLUMHCKOW OpraHM3auum anTeyHOW opraHusauuven,
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sABnstoLwenca CTPYKTYPHbIM Mnogpas3aeneHnem Takon MeguLMHCKOMN opraHunsauunmn, oCcyllecTBiiAeTCA OTMnyCK nnbo
M3roToBJieHMEe N OTNYCK JEeKapCTBEHHbIX npenapartoB Ha OCHOBaHUU TpeGOBaHVIFI MeOuLMHCKON opraHusauum,
BbIMNCAHHOIo ynoJsiIHOMO4Y€HHbIM MEANLNHCKUM paGOTHVIKOM (,u.anee - TpeGOBaHMe MEeANLMHCKOMN OpI'aHVISaU,VIVI).

MeganumHckast opraHmsaums BnpaBe obpaTUTbCA B CTOPOHHIO anTeYHYH OpraHvM3auuio npu OTCYTCTBUM
anTevyHon opraHmnsaLmm, ABNALLENCS CTPYKTYPHbIM nogpasaeneHnem Takom MeanUmMHCKON opraHn3aLumm.

JlekapcTBeHHble MpenapaTbl, M3rOTOBMEHHbIE anTe4YHbIMU OpraHuM3auMsMuM Ang ueneri ux oTnycka no
Tpe6oBaHUAM MeAMLNHCKUX OpraHn3aLuii, rocyaapCTBEHHONM perncTpaumm He nognexar <14>.

<14> TlyHkt 1 vactm 5 crtatbm 13 PepepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®egepauun, 2010, N 16, cT. 1815).

29. XpaHeHvne TpeboBaHW MEOWLUMHCKOW OpraHv3auummM, nNO KOTOPbIM OTMNYLEHbl JIeKapCTBEHHbIE
npenapaTbl, OCYLLECTBSAETCH anTe4HON opraHn3auuen B COOTBETCTBUM C NyHKTOM 18 HacToswero Mopsaka.

30. HapyleHre nepBUMYHON YMAKOBKM JIeKapCTBEHHOro MpenapaTta npu ero oTnycke no TpeGosaHWio
MeOULIMHCKOM OpraHu3auuy OonyckaeTcs anTeYyHoW opraHusauuen, UMetoLLei NnLeH3nio Ha dapmaLueBTUYecKyto
[AesiTENbHOCTb C MPaBOM W3rOTOBIIEHWUSA JleKapCTBEHHbIX MpenapatoB. B Takom crnyyae OTNyck feKkapCTBEHHOro
npenaparta OCYLLIECTBNAETCA B ynakoBke <15> C MpegoCTaBreHUEM WHCTPYKUMKU (KOMUM WMHCTPYKUMK) MO
NPYMEHEHMI0 OTMYCKAaeMOro fiekapCTBEHHOro npenapaTa.

<15> lMpuka3 MuHsgpaea Poccun oT 26 oktabpst 2015 1. N 7511 "O6 yTBEpXOEeHUN NpaBuil N3roTOBMNEHUS U
OTMNycKa FeKapCTBEHHbIX MpenapaTtoB ANd  MEAWMLUMHCKOrO MPUMEHEHMSI  anTeYHbIMM  OpraHM3auusiMu,
WHAMBUAOYANbHBIMYA  NPEANPUHUMATENAMW, WMEKLWUMN  MULEH3NI0 Ha (apMaueBTUYECKYID OesaATeNbHOCTb"
(3apeructpupoBaH MuHuctepctesom toctuumm Poccuiickon ®epepaummn 21 anpensa 2016 r., permctpaunoHHsin N
41897).

lll. OcobeHHOCTM OTNYCKa NeKapCTBEeHHbIX NpenaparoB
no peuentam B pOpMe 3NEKTPOHHOIro AOKYMEHTa

31. OTnyck nekapcTBEHHbIX NpenapaToB Mo peuentam B hOpMe 3NEKTPOHHOIO JOKYMEHTa OCYLLECTBSAETCS
antekamu, anTeYHbIMU MyHKTaMu U MHAMBUAYaNbHBIMW NPeANPUHUMATENAMU, YKa3aHHbIMU B MYHKTE 2 HAacTOSLLMX
MpaBwun, pacnonoXeHHbIMU Ha TeppuTopun cybobekTa Poccuiickon ®enepauun, B KOTOPOM OPOPMIIEH peuenT B
dopMe SMEKTPOHHOrO [OOKYMEHTa, B Cry4yae MPUHSATUSA YMONTHOMOYEHHLIM OpraHoMm cybobekta Poccuinckon
depnepaLmn B COOTBETCTBUM C NyHKTOM 4 cTaTbk 6 ®epepansHoro 3akoHa N 61-®3 (CobpaHue 3akoHoaaTenbCcTBa
Poccuickon ®enepauun, 2010, N 16, ct. 1815; 2019, N 52, cT1. 7793) pelieHunss 06 Mcnonb3oBaHUN HA TEPPUTOPUM
cybbekta Poccuiickon ®Pegepaunmn Hapsgy C peuentaMmy Ha NekapcTBeHHble npenapartbl, OOPMIEHHbIMK Ha
OymMaXHOM HoOcuTene, peLEnTOB Ha JleKapCTBEHHbIE MnpenapaTbl, CPOPMUPOBAHHBIX B (HOPME SMEKTPOHHbIX
OOKYMEHTOB (garnee - pellueHne ynofiHOMOYeHHOro opraHa cybbekta Poccuiickon ®egepaunm).

32. AnTeyHble opraHM3aunn 4OMKHbI UMETb NOAKIHYEHNE K TOCY4apCTBEHHOW MHPOPMALMOHHONM CUCTEME B
cepe 3gpaBooxpaHeHus cybbekTa Poccuiickon Pepepaumm <16> (ganee - cuctema), kotopoe obecneyvmBaeTcs
YNONTHOMOYEHHbLIM OpraHoM BriacTu cybbekTa Poccuiickon Pepepaumm.

<16> [loctaHoBneHue [lpaButenbctBa Poccuickon depepaumm ot 5 maa 2018 r. N 555 "O eguHon
rocy4apCTBEHHON WH(OpMaUUOHHON cucTteme B cdepe 3apaBooxpaHeHua” (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®epepauuu, 2018, N 20, cT. 2849; 2021, N 25, cT. 4814).

TexHnyeckne TpeboBaHNs K MHHPOPMALMOHHOMY OOMEHY MeXay anTe4YyHOW opraHm3aumen n CUCTEMON, B TOM
yncne TpeboBaHMsa K MaeHTUdUKauumn peuenta B hopMe 3MEKTPOHHOro AOKYMEHTa W nuvua, obpatmBluierocs 3a
OTNYCKOM feKapCTBEHHbIX MpenapaTtoB Mo TakuMm peuentam, YCTaHaBNMBAaKOTCH pPeLleHWEM YNONTHOMOYEHHOro
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opraHa cyobekTa Poccunckon degepaumn.

33. OTnyck nekapCTBEHHbIX NpenapaToB Mo pelentamM B hopMe 9MeKTPOHHOro JOKYMEHTa OCYLLEeCTBAeTCS
nuuy, ykasaHHoMy B peuenTte, nnbo ero 3akoHHOMY npeactaBuTento, nubo nuuy, KOTopoe nuuo, ykasaHHoe B
peLenTe, UM ero 3aKOHHbIV NpeacTaBUTENb YNOMHOMOYUITM HA NOMy4YeHMe NeKapCTBEHHbIX NpenapaTos.

Mpunoxexne N 2

K npukady MyHucTepcTBa 34paBoOOXpaHeHMs
Poccuiickon ®epepaumm

OT 24 Hos16psa 2021 r. N 1093H

NMPABUNA
OTNYCKA HAPKOTUYECKUX CPEACTB N NCUXOTPOMNHbIX BELWECTB,
3APEMMCTPUPOBAHHbIX B KAHECTBE JIEKAPCTBEHHbIX NMPEMAPATOB
anAa MEOQUUUHCKOI O NPUMEHEHUA, NEKAPCTBEHHbIX MPEMAPATOB
anAa MEOQUUUHCKOI O NPUMEHEHUA, COOEPXALLMX HAPKOTUYECKUE
CPEACTBA U NCUXOTPOMNHBLIE BEWECTBA

1. OTNyCcK HapKOTMYECKMX W MCUMXOTPOMHbIX NEKapCTBEHHbIX NpenapaTtoB MO peuentaM OCyLeCTBNSeTcs
antekamu, anTeYHbIMW MNyHKTaMW, MeOUUMHCKUMKW opraHusaumsmu, obocobrneHHbiMM  noapasgeneHusaMun
MEeOMUMHCKUX OpraHnsauun, VMerLWwnMn MUUEH3NI0 Ha AesTenbHOCTb no 0BopoTy HapKOTUYECKUX CpeacTs,
MCUXOTPOMHLIX BELIECTB M WX MNPEKypcopoB, KyNbTUBMPOBaHWIO HapKocoaepxawux pacteHun. [lepeyeHb
MEeOMUMHCKUX opraHmsauun un 060cobneHHbIX noapasgeneHun  MeauuMHCKUX — OpraHusauuin, nepeyeHb
HapKOTMYECKUX NEeKapCTBEHHbIX MPenapatoB W MCUXOTPOMHLIX feKapCTBEHHbIX NpenapaToB, OTMYCK KOTOPbIX
PU3NYECKMM NMLAM MOXET OCYLLECTBNATLCA YKa3aHHbIMW MEeAWNLMHCKMMU OpraHu3aumsamm n nx o6ocobneHHsiMu
nogpasgeneHnsmMun, yCcTaHaBnuBalOTCA opraHamMu WCMONHUTENbHON BRacTn cybobektoB Poccuiickon depepaumm
<1>.

<1> lMNyHKT 1 cTaTbn 25 GepgepanbHoro 3akoHa ot 8 aHBaps 1998 r. N 3-93 "O HapkOTMYeCKMX cpeacTBax u
ncuxoTponHbIx BewlecTBax" (CobpaHve 3akoHogaTensctBa Poccunckon ®egepaumn, 1998, N 2, cT. 219; 2016, N
1, cT. 28).

2. Mo peuenTtam, BbINUCAHHBIM Ha peuenTypHbix OnaHkax dopmbl N 107/y-HIM <2>, oTnyckaroTca
HapKOTMYECKME U NCUXOTPONMHbIE JIEKAPCTBEHHbIE MpenapaTbl, BHECEHHbIE B CNMCOK HapKOTUYECKUX CPeACTB U
MCUXOTPOMHbIX BellecTB, 0bopoT koTopbix B Poccuiickon Pepepaumm orpaHUHeH M B OTHOLUEHUM KOTOPbIX
yCTaHaBMMBalOTCA Mepbl KOHTPOMs B COOTBETCTBMM C 3akoHogatenbcTBoM Poccunckon ®egepaumm wn
mMexayHapoaHeiMu  goroBopamu Poccuiickon ®epepauummn (cnvcok 1), lNepeuyHsa (manee - HapkoTudeckne w
MCUXOTPOMHbIE fekapCTBeHHble npenapatbl cnucka |l), 3a uCkNYeHMeM HapKOTUYECKMX W MCUXOTPOMHbIX
nekapCTBEHHbIX NpenapaToB B BUAE TpaHCAepMarbHbIX TepaneBTUYECKNX CUCTEM U NeKapCTBEHHbIX NpenapaTos,
copepXalmnx HapKkoTUYecKkoe CPeacTBO B COMETaHUN C aHTaroHNCTOM ONMUOVAHBIX PELEenTOPOB.

<2> MMopnyHkT 5.2.178 nyHkTa 5 MonoxeHns o MuHucTepcTBe 3apaBooxpaHeHns Poccuiickon degepaunm,
yTBEpXXAEHHOro noctaHosneHmem lNpasutensctea Poccuiickon ®egepauun ot 19 nioHa 2012 r. N 608 (CobpaHne
3akoHogarenbctBa Poccunckon degepaunm, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131) (nanee - lNonoxeHue o
MwuHucTepcTtBe).

3. Mo peuenTam, BbINUCAHHLIM Ha peuenTypHbix 6naHkax dopmbl N 148-1/y-88, oTnyckatoTcs <3>:
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<3> T[lognyHkt 5.2.179 T[lonoxeHms o MuHuctepctee (CobpaHue 3akoHogaTenbcTBa Poccunckon
depepauun, 2012, N 26, cT. 3526; 2017, N 52, cT. 8131).

1) ncmxoTponHble nekapCTBEHHble MNpenapaTbl, BHeCEHHble B CNUCOK MCUXOTPOMHbIX BellecTs, obopoT
koTopbix B Poccunckon denepaumm orpaHuYeH M B OTHOLUEHUM KOTOPbIX AOMYCKAETCSl UCKIYEHME HEKOTOPbIX
Mep KOHTPOIs B COOTBETCTBMM C 3akoHoAaaTenbcTBoM Poccuiickon ®epepauumn n mexagyHapoaHbIMU JOroBOpamMu
Poccuiickon ®epepauuu (cnucok lll), MNMepedHs (ganee - NCMXOTPONHbIE NEKapCTBEHHbIe npenapaTtskl cnucka lll);

2) HapKoTU4YeCKMne un NCUXOTPONHble JeKapCTBEeHHblEe MnpenapaTtbl ChNnUCKa Il B Buge TpaHcaepMalibHbIX
TepaneBTU4YeCKMX CUCTEM UM JNEKapCTBEHHbIE npenapartbl, coaepXxalwne HapkoTn4yeckoe cpencrteso B CoOHETaHUN C
AHTaroHNMCToOM OonNMonAHbIX peLenTopoB;

3) nekapcTBeHHbIe Npenaparbl, U3rotTaBnMBaemMble MO PeLENTY Ha NeKapCTBEHHbIN NpenapaT u coaepxaliune
HapKkoTM4eckoe CpeacTBO WM MCUXOTPOMHOE BeLWecTBO, BHeceHHoe B cnmcok Il [lepedHs, u  gpyrue
hapmakonormyeckme akTuBHbIe BELLECTBA B 403€, HE NpeBbILatoLwen BbICLLYIO Pa3oByo 403y, U NPy YCNOBUK, YTO
3TOT KOMOWHMPOBAHHBIN feKapCTBEHHbIM MpenapaT He SABMASETCA HapKOTUYECKMM WM MCUXOTPOMHbIM
rniekapcTBeHHbIM npenapatom cnucka Il

4. Mpn oTNyCKe HApPKOTMYECKOro WM NMCMXOTPOMHOrO feKapcTBeHHOro npenaparta cnucka |l Ha peuente o6
OTMyCKe feKkapCTBEHHOrO npenaparta NpocTaBnseTcsi neyaTb anTeKkn UM anTe4yHoro NyHKTa, B KOTOPOW yKa3aHo WX
MOfHOEe HauMeHoBaHWe (MPKU HanM4Mm neyartu).

5. OcTatoTcst M XpaHSTCca y cybbeKkTa po3HUYHOWM TOProBnu peuenTbl (C oTMeTkon "flekapCTBEHHbIV NpenapaT
oTnywen") Ha:

1) HapkoTMYeCcKMe 1 NCUXOTPONHbIE NeKapCTBEHHbIE npenapaTtbl cnucka Il, NCXoTponHble NnekapcTBEHHbIE
npenapatsl cnucka lll - B TeyeHne nsatu ner;

2) KOMOWMHMpPOBaHHbLIE FEKApPCTBEHHbIE MpenapaTbl, CoAepXallue HapkoTUYecKkne cpeacrTea  Wnm
NCUXOTPOMHbIE BeLLeCcTBa, BHeCeHHble B crivcku Il u 1l TlepeyHsa, U3roToBneHHble B anTe4yHOW OpraHusauuu,
nekapcTBeHHbIE NMpenaparbl, NoAnexalume NnpegMeTHO-KONMYECTBEHHOMY YUeTY, - B TEYEHUE TpeX NeT.

YKasaHHble fekapCTBeHHble npenaparbl, NpegHa3HadYeHHble ONg rpaxaaH, UMeLWmxX NpaBo Ha nonyyeHue
NEeKapCTBEHHbIX NpenapaTtoB, OTNYCKaeMblX OGecnnaTtHO WM CO CKUAKOW, OTMYCKAalTCs MNpu NpeabaABneHuu
peLenTa, BbIMMCAHHOIO Ha peuentypHom GraHke dopmbl N 148-1/y-88, n peuenTa, BbIMMCAaHHOIO Ha PeLEnTYPHOM
6naHke popmbl N 148-1/y-04(n).

6. OTnyck HapKOTUYECKMX M MCUXOTPOMHbIX  FEKAPCTBEHHbLIX  MPEnapaToB  OCyLUEeCTBNsSeTCH
dapmMaLeBTUYECKUMM U MEOULMHCKUMW PabOTHUKaMK, 3aHUMAKOLLMMUN OOSMKHOCTU, BKIKOYEHHblE B MepeveHb
OOJMDKHOCTEN (hapMaLEeBTUYECKUX U MEOULUHCKMX PabOTHUKOB B OpraHm3auusix, KOTOPbIM NpeaoCTaBneHo NpaBo
OTMycKa HapKOTUYECKUX NeKapCTBEHHbIX rnpenapaToB UM MCUXOTPOMHbIX NIeKapCTBEHHbIX NpenapaTtoB (phusnvecknm
ngam <4>.

<4> T[lognyHkt 5.2.176 T[lonoxeHns o MwuHuctepctBe (CobpaHne 3akoHogaTenbcTBa Poccunckon
depepauum, 2012, N 26, cT. 3526; 2015, N 23, cT. 3333).

7. HapkoTuyeckme 1 NCUXOTPONHbIE NeKkapcTBeHHbIe npenapartsl cnucka |, 3a ucknoyYeHmemM nekapcTBeHHbIX
npenapaToB B BuAe nNnacTblpel W JeKapCTBEHHLIX MpenapaToB, CoAepXalimMx HapKOTUYecKoe CcpeacTBO B
CoYeTaHWM C aHTaroHWCTOM OMNWOWAHLIX PEeLenTopoB, OTMYCKalTCA NpU  NpeabsaBneHuM  [OOKYMEHTa,
YAOCTOBEPAIOLWEro MNUYHOCTb, NUUY, YKa3aHHOMY B peuenTte, ero 3akoHHOMY npeacTtaBuTento <5> unu nuuy,
nmetowemy oOPMIEHHYIO B COOTBETCTBMU C 3akoHopaTensCcTBOM Poccuickon defepaumm OOBEPEHHOCTb Ha
npaBo NONYYEHUS TaKUX HAPKOTUYECKUX U NCUXOTPOMHbLIX NEKAPCTBEHHbLIX NpenapaTos.

<5> B oTHoweHuM nuua, ykaszaHHoro B 4Yactu 2 ctatbu 20 ®PepepanbHoro 3akoHa N 323-93 (CobpaHue
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3akoHogartenscTBa Poccuiickon ®epepauun, 2011, N 48, cT. 6724).

Mpy HEBO3MOXHOCTM OQOPMNEHUS WHKypabenbHbiMM OOMNbHBIMM Ha 3aBepllalrollemM 3Tane >XU3HU
OOBEPEHHOCTW Ha MpaBO MOMyYeHUs YKadaHHbIX B ab3aue MNepBOM HACTOALEro MyHKTa HapKOTUYECKUX |
MCUXOTPOMHbLIX MEKAPCTBEHHbLIX MpenapaTtoB Takve fekapCTBeHHble npenapaTtbl OTMYCKalTCH WMHbIM fvuaMm,
OCYLLECTBMAIOLWMM yX04 3@ HUMW, NPpW NpeabsBleHun OQHOBPEMEHHO C peuenToM Ha flekapCTBEHHbIN npenapart
OOKYMEHTa, YAOCTOBEPSIOLWEro NWYHOCTb, W [OOKYMEHTa, noaTBepXKaawwero WHKypabenbHoe COoCcTosHue
BONbHOrO, coAaepxallero CBedeHUs O nuue, KOTOPOoe nonyvaeT NekapCcTBEHHble npenapatbl Mo peuenty
(bamunus, nms, oT4eCTBO (NPY HaANUuUK), BUA, CEPUS 1 (MKM) HOMEP AOKYMEHTA, YAOCTOBEPSIOLErO NIMYHOCTD),
3aBEPEHHOro NOANMUCHIO U NeYaTbio MeAMLMHCKOro paboTHMKA, a Takke nevaTblo MeAULMHCKON OpraHn3auuu.

[oKkymeHT, NoATBepXaaoLWmA nHKypabenbHOe COCToAHME BOMNBHOro, OCTAeTCHa B anTe4YHON opraHm3auuu.

8. HapkoTuyeckue n NCMxoTpOnHbIe fieKapCcTBEHHbIE nNpenapatkl cnucka |l (3a ncknyeHnem nekapcTBEHHbIX
npenapaToB B BuAe nnacTblpel U JeKapCTBEHHbIX MpenapaToB, COAepXalluMX HapKoTM4eckoe CcpeacTBO B
COYETAHWM C aHTAroHNCTOM OMUOWAHLIX PELIENnTOpOoB), NMpeAHa3HaYeHHble AN rpaXkgaH, MMEKLWMX NpaBo Ha
GecnnatHoe noslydeHne fekapCTBEHHbIX MpenapaToB UM NOJTyYEHUE NEKAPCTBEHHbIX MpenapaToB CO CKUOKOW,
OoTnycKarTcs Npu npegbsiBeHMM peuenTta, BbIMMCAHHOIO Ha peuentypHoM 6naHke dopmbl N 107/y-HI, un
peuenTa, BbIMMCaHHOro Ha peLenTypHom 6raHke dpopmbl N 148-1/y-04(n).

9. MNocne oTnycka HApPKOTMYECKMX U MCUXOTPOMHbIX NEKapCTBEHHbIX npenapatos cnucka I, B Tom uncne B
BMAE TpaHCAepMarbHbIX TepaneBTUYECKUX CUCTEM U NIEKapPCTBEHHbIX NpenapaToB, CoAepXallnx HapKoTUYecKoe
CpeacTBO B COYETAHMU C AHTaroHUCTOM OMUOWMAHBLIX PELEenTOpOB, MCUXOTPOMHBLIX fEKapCTBEHHbLIX npenapaTos
cnncka Il nuuy, nonyynBlueMY fEKAapCTBEHHbIN NpenaparT, Bbl4aeTCa CUrHaTypa C >KefToW MONOoCoM B BepXHen
YacTu U HaaNUCbHo YepHbIM WpKugTOM Ha Hel "CurHaTypa”, B KOTOPOW YKa3bIBalOTCS:

1) HaumeHoBaHME M agpec MECTOHAXOXAEHUS anTeku, anTe4YHOro nyHKTa, MeAUUMHCKOM OpraHusaummu,
obocobneHHoro nogpasgeneHns MeanLnMHCKON opraHn3aumm;

2) HOMEP M gata BbIMMCAHHOIo peuenTa,

3) dhamunusa, nms, oTYecTBO (NMPU HanMyMM) Nuua, Ang KOTOPOoro nNpegHasHaveH NnekapcTBeHHbIN npenapar,
€ro Bo3pacT;

4) HOMEDP MeANLNHCKOM KapTbl nayneHTa, nony4yawwero MegmunHCKyo nomMoLlb B a|v|6ynaTopr|x yCnoBuU4X,
Aana KoToporo npegHa3Ha4veH ﬂeKapCTBeHHbIVI npenapart,

5) damunuda, umsa, OoTYECTBO (MPU HaNMMuUW) MEeAUUMHCKOro paboTHWKa, BbINMCABLUErO peLEenT, €ero
KOHTaKTHbIN TenedoH nnbo TenedoH MeANLIMHCKON OpraHn3aumy;

6) cogepxXaHune peuenTta Ha NNaTUHCKOM A3blKke UM PYCCKOM A3blKE;

7) dbamunus, nmsi, 0THECTBO (NPY HanmM4uMm) 1 NoANUCL hapmMaueBTUYECKOrO UMM MEANLIMHCKOro paboTHUKa,
OTMNYCTMBLLIETO NEKAPCTBEHHBIN Npenapar;

8) maTa oTnycka niekapcTBEHHOro npenapara.

10. 3anpelyaeTcss OTNYCK CyGBHEKTOM PO3HMYHON TOProBNM MO peuentam BeTepuHapHbIX OpraHusauuii
HaPKOTUYECKMX U NCUXOTPOMHBIX NeKapCTBEHHbIX Npenaparos.

Mpunoxexne N 3

K npukady MuHUCTepcTBa 34paBOOXpaHEHMS
Poccunckon denepaunn

oT 24 Hos16pst 2021 r. N 1093H
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"O6 yTBepxaeHUM MpaBu OTMyCKa SIeKapCTBEHHbIX Mpenapar... Alata coxparexua: 05.03.2025

NOPAOOK
OTNMYCKA ANTEYHbIMU OPTAHU3ALIMAMU UMMYHOBUOJTOT'MYECKUX
JIEKAPCTBEHHbIX MPEMNAPATOB

1.  OTnyck WUMMYHOBMOMOTrMYECKMX  JNIEKApPCTBEHHbIX  MpenapaTtoB  OCYLUECTBISIETCS  anTeYHbIMU
opraHus3aumsaMm 1 WHOUBMAYaNbHbIMU NPEANPUHUMATENSMW, UMEKLWUMN NULEH3NI0 Ha apMaueBTUYECKYIO
OeATenbHOCTb, MEOUUMHCKUMW OpraHu3auusiMm, UMeLLMMM NIMLEH3UI0 HA hapMaLeBTUYECKYI0 AeSTENbHOCTb, U
ux obocobneHHbIMN nogpasgeneHnammn (ambynartopusmu, denbaepckumn 1 - enbalepcKo-akyLlepcKumm
NyHKTaMu, LeHTpamMu (oTgaeneHnsamun) odwen BpavyebHON (CEMENHOWN) NMpaKTUMKK), PacrnosfioXKeHHbIMU B CESIbCKUX
MOCENEHnsIX, B KOTOPbIX OTCYTCTBYHOT anTeyHble opraHu3aumu, 6e3 peuenta wm (unu) no peuenty Ha
nekapCTBEHHbIN Npenapat, 0hOpPMIIEHHOMY MEOULMHCKUMU paboTHMKamu (ganee - peuenT).

2. MNpun otnycke MMMYHOBUONOrMYECKOro NeKapCTBEHHOrO npenaparta Ha peuenTe Unu KopeLuke peuenTa,
KOTOpPbIN OCTaeTcsa y nuua, npuobpeTatollero (nonyvarLero) fekapCTBEHHbIN npenapart, ykasbiBaeTCa TOYHOe
Bpems (B yacax U MnHyTax) OTnycka fiekapCTBEHHOro npenapara.

3. OTnyck MMMYHOBMONOrMYECKoro fekapcTBEHHOTO NpernapaTa OCYLLeCTBNAeTCA Nuly, npuobpeTatowieMy
(nonyyatollemMy) nekapcTBEHHbI Npenapat, Npu HanmuMuuM y Hero creunasibHoro TePMOKOHTEeHepa, B KOTOPbIN
nomelllaeTcsl JeKapCTBEHHbIA MpenapaTt, WM BO3MOXHOCTM MNpUOBGpeTeHuss B anTeyHol opraHusaumu
HeobXxoaUMbIX CPeaCTB Ans TPaHCMOPTUPOBKU (TEPMOKOHTEMHED, XMad03fIEMEHTDI).

4. Jlnuy, npmobpeTueMy MMMYHOBUONOrMYECKUIA NEeKapCTBEHHbIV Npenapart, pasbsacHAeTcs HeobxoaumocTb
OOCTaBKM JeKapCTBEHHOro npenapata B MEAULUMHCKY0 OpraHusauuio B CPOKW, He MpeBbllatowme CpOoKM
nopgaepxaHusa paboyen TemnepaTtypbl CpeACcTB TPAHCMOPTUPOBKU, YKa3aHHbIE B MHCTPYKLIMU.
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