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3aperucTtpupoaHo B MuHtiocte Poccum 30 Hosi6pst 2021 1. N 66142

MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOW ®EOQEPALINU

NMPUKA3
oT 24 Hos6psa 2021 r. N 1093H

Ob YTBEPXXOEHWUU NMPABUI
OTNYCKA NEKAPCTBEHHbIX MPENAPATOB ANnA MEOULUHCKOIo NPUMEHEHUA
ANTEYHbIMX OPTAHU3ALUAMU, MHOUBUAYAIbHbIMU NPEANPUHNMATENAMM,
WMEIOLLIUMU NULIEH3UIO HA OCYLLECTBNEHUE ®APMALIEEBTUYECKOW
AEATENbHOCTU, MEOAULUMHCKUAMU OPTAHU3ALIMAMU, UMEIOLLUMU NTULIEH3UIO
HA OCYLWECTBNEHUE ®APMALIEEBTUYECKOW AEATENBLHOCTHU, U UX
OBOCOBJNEHHbIMU MOAPA3AENEHUAMN (AMBYNATOPUAMU, PENBALLEPCKAMU
N ®ENbALWEPCKO-AKYLUEPCKUMU MYHKTAMU, LEHTPAMU (OTOEJNIEHUAMW)
OBLEW BPAYEBHOU (CEMEWUHOW) MPAKTUKW), PACMONOXEHHLIMU
B CEJIbCKUX NMOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPrAHU3ALINU, A TAKXE NMPABUIT OTNMYCKA HAPKOTUYECKUX CPEACTB
N NCUXOTPOMNHbIX BEWECTB, 3APETMUCTPUPOBAHHbLIX B KAYECTBE
JIEKAPCTBEHHbIX MPEMNAPATOB AnA MEOULUMUHCKOIo NnPUMEHEHUA,
JNEKAPCTBEHHbIX MPEMAPATOB ANnA MEAWLUUHCKOIO NPUMEHEHWA,
COOEPXALLUMX HAPKOTUYECKWE CPECTBA U NCUXOTPOMHbIE
BELLECTBA B TOM YACHE NOPAOKA OTMYCKA ANTEYHbIMU
OPrAHU3ALUMAMU UMMYHOBUOJTOMMYECKUX
NEKAPCTBEHHbIX MPENAPATOB

CnMcoK N3MEeHSILLNX JOKYMEHTOB
(B peq. MNMpukasa MuH3gpaBa Poccum ot 24.11.2021 N 1093H)

B cooTtBeTcTBUM C myHKTamu 2 n 3 ctatbun 55 PepepansHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6
obpalleHnn nekapcTBeHHbIX cpeacTB” (CobpaHue 3akoHoaaTtenbcTBa Poccuinckon ®enepaumn, 2010, N 16, crT.
1815; 2013, N 48, ct. 6165; 2016, N 27, cTt. 4238), c noanyHktamu 5.2.165, 5.2.169 n 5.2.183 nyHkra 5
MonoxeHnss o MuHucTepcTBe 3gpaBooxpaHeHusi Poccuiickon degepaumn, YTBEPXKAEHHOTO MOCTAHOBMEHUEM
MpasutenbcTtBa Poccuiickon ®epepauum ot 19 uroHa 2012 r. N 608 (CobpaHne 3akoHogaTenbctBa Poccumckom
depepaumm, 2012, N 26, cT. 3526; 2014, N 37, c1. 4969; 2017, N 33, cT. 5202), npukasbiBato:

1. YTBEPAUTD:

MpaBuna oOTnycka neKapCTBEHHbIX MpenapaTtoB Ans  MEeOULMHCKOrO  MPUMEHEHUST  anTeyvHbiMU
opraHuM3auMsMy, WHAMBMAYaNbHbIMU MPEANnPUHUMATENSMU, WMEWUMN  FIMLEH3NI0 Ha  OCYLLEeCTBreHue
hapmaLeBTMYECKON AeATENBHOCTU, MEANLMHCKUMWN OPraHn3aumsmMmn, UMEILMMU NINLEH3UI0 HA OCYLLECTBMEHUE
dapmaueBTMYECKONn  JeAaTenbHOCTW, U uUX  000coGneHHbIMU  nogpasgeneHusamn  (ambynatopusamu,
denbawepckumm 1M enbaLepcKo-aKyLepCkUMn MyHKTaMu, LeHTpamu (oTaeneHusmu) obwern BpadvebHon
(cemeiHOWM) nNpPaKkTWKM), PacnonOXeHHbIMU B CENbCKUX MOCENEHUsIX, B KOTOPbIX OTCYTCTBYIOT anTeYHble
opraHusaumm, cornacHo npunoxenune N 1 (ganee - npasuna);

MpaBuna oTnycka HapKOTUYECKUX CPEACTB M MCUXOTPOMHbIX BELLECTB, 3aperMcTpupoBaHHbIX B KavyecTBe
NeKkapCcTBEHHbIX MpenapaTtoB Anst MeAULIMHCKOrO NPUMEHEHUS!, NeKapCTBEHHbIX NpenapaToB A5 MeAULIMHCKOro
NPUMEHEHMS, COOEPX)ALLMX HAPKOTUYECKNE CPEACTBA U MCMXOTPOMHbIE BELLECTBa, COrnacHo npunoxexuio N 2;

Mopsgok oTnycka anTeyYyHbIMM OpraHu3auMsMn  MMMYHOOMONOTMYECKMX FEKapCTBEHHbIX MpenapaToB
cornacHo npunoxenuo N 3.

2. MpusHaTb yTpaTMBLLUMMMK CUIY:
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npukas MuHucTepcTBa 34paBoOOXpPaHEHNS 1 coumnanbHoro passutusa Poccuiickon degepaumm ot 26 aBrycra
2010 r. N 735H "O6 ytBepxgeHun [lpaBun OTMNycka NEKapCTBEHHbIX MpenapaToB ANd MeOULUHCKOro
NPUMEHEHUS MEeAMLUUHCKMMMW OpraHM3aumsaMmn, UMEKLWMMK NULEH3NI0 Ha hapMaueBTUYECKYO0 AesTeNnbHOCTb, U
nx obocobneHHbIMM nogpasgeneHusamn (ambynaTopusiMu, denbalepckumm 1 denbalepcKo-aKyLepCKUMm
NyHKTamMu, LeHTpamu (oTgeneHvsammn) obuien BpadyebHoM (CeMenHOo) NpakTUKM1), pacrnonoXeHHbIMU B CEITbCKMX
noceneHusx, B KOTOPbIX OTCYTCTBYIOT anTeuHble opraHusaummn” (3apeructpupoBaH MUHWCTEPCTBOM HOCTULMK
Poccwuiickon ®epepaumm 28 ceHTabps 2010 r., pernctpaumoHHbii N 18575);

npukaz MuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon ®epepauumn ot 11 umona 2017 r. N 4031 "O6
yTBepXaeHun lpaBun OTMycka NEKapCTBEHHbIX NMPenapaTtoB AN MEOWMLMHCKOro MpUMEHEHMUsl, B TOM 4ucre
UMMYHOBMOMOIMYECKNX  NEKAPCTBEHHbIX MpenapaToB, anTeYHbIMW  OpraHu3auusamu,  MHAMBMAYaNbHBIMM
npegnpyHMMaTens MM, MMEKLWUMN JIMUEH3MI0 Ha dapmaueBTUYECKYD OeATernbHOCTh"  (3aperncTpupoBaH
MuHuncTepcTBoMm tocTuumnm Poccuiickon ®enepauun 8 centsadps 2017 r., permctpaumoHHbii N 48125);

npukas MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepaunn ot 7 nonsa 2020 r. N 683H "O BHeceHWn
naveHeHun B lNpaBuna oTnycka fekapCTBEHHbIX NpenapatoB A9 MEOUUMHCKOTO MPUMEHEHMS, B TOM 4ucne
UMMYHOBMOMOIMYECKNX  NEKaApCTBEHHbIX MpenapaToB, anTeYHbIMW  OpraHM3auvsamMu,  WMHAMBMAYaNbHbIMM
npeanpyHMMaTens M1, UMELWMMN NIMLEH3NI0 Ha dhapMaLeBTUYECKYIO OeATENbHOCTb, YTBEPXKAEHHbIE MPUKa30oM
MwvHucTepctBa 3gpaBooxpaHeHus Poccuinckon ®epepauun ot 11 mons 2017 r. N 403H" (3apeructpmpoBaH
MuHucTepcTBoM tocTnumm Poccuickon ®enepauun 14 oktabpst 2020 r., pernctpaumonHbin N 60370).

3. Hactoawun npukas Bctynaet B cuny ¢ 1 mapta 2022 r. u gencrteyetr go 1 mapta 2028 r., 3a
ucknoveHvem nyHkta 12 [MNpaBun OTnycka neKapCTBEHHbIX MpenapaToB Ans MEeOWMLUMHCKOTO MpUMEHEHUS
anTeyHbIMW  OpraHvMsaumMsiMM, WHAMBUZYanbHbIMA  NpPeanpuHMMaTENns MU, UMEKLWUMU  JIULEH3NK  Ha
ocyLuecTBrneHve hapMaLeBTUYECKON AeATENbHOCTU, MEAULMHCKMMUN OpraHn3aumnsmMmmn, UMEoLLMMU NMLEH3NI0 Ha
ocyllecTBreHne  capmaueBTUYECKOM  OeATeNbHOCTM, W uX  000cobneHHbIMM  noppasgeneHusaMu
(ambynatopusimu, denbaLepckumm 1 enbalepcKo-akyLepCKUMmN NyHKTamm, LeHTpamu (oTaeneHnsamm) ooLlen
BpayebHOM (CEMENHOW) NpaKTWMKKU), pPacrosfioXEHHbIMU B CENbCKMX MOCENEHUsIX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHv3auny, YTBEPXXAEHHbIX HACTOSLIMM MPUKa3oM, KOTopbIn BCcTynaeT B cuny ¢ 1 mapta 2022 r. n
nencteyeT o 1 ceHtsabps 2022 roga.

MuHucTp
M.A.MYPALLKO

Mpunoxexne N 1

K npuvkady MyHucTepcTBa 34paBOOXpaHEHMs
Poccuiickon degepanmm

OT 24 HosA6psa 2021 r. N 1093H

NMPABUNA
OTNYCKA NEKAPCTBEHHbIX MPENAPATOB ANnA MEOULUHCKOIo NPUMEHEHUA

Cnncok n3mMeHsILWNX AOKYMEHTOB
(B pea. MNpukasa MuHagpasa Poccun ot 24.11.2021 N 1093H)

I. O6wme TpeGoBaHUA K OTNYCKY FlIeKapCTBEHHbIX NpenapaToB
ANs MeOULIMHCKOTO NPUMeHeHUs

1. OTnyck nekapCTBEHHbIX MNpenapaTtoB AN MEeOULMHCKOrO NPUMEHEHWUs (Janee - NekapCTBEHHble
npenapaTbl) OCYLLECTBMSIETCA anTeYHbIMU OpraHM3aumMsaMn U UHAMBUAOYyaANbHLIMA  NPEeAnpPUHMMATENSIMMU,
UMELMMN NULIEH3NIO Ha hapMaLeBTUYECKYIO AeSTENbHOCTb, MEAULMHCKAMU OpraHu3aumsiMn, UMerLwumm
NMUEH3NIO Ha hapMaLeBTUYECKYID AeATENbHOCTb, U MX 060COBneHHbIMM nogpasgeneHusammn (ambynatopusivu,
denbawepckumm 1M enbaLepcKo-aKyLepCckUMn MyHKTaMu, LeHTpamu (oTaeneHusmu) obwern BpadvebHomn
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(cemeiiHOW) nNpPaKTUKM), PacnoONOXKEHHbIMU B CENbCKUX MOCENEHUsIX, B KOTOPbIX OTCYTCTBYIOT anTe4Hble
opraHu3aumu (ganee - cyGbekTbl pO3HUYHONM Toproenu), 6e3 peuenTa <1> 1 (MnK) No peLenTy Ha NeKapCTBEHHbIN
npenapaT, O0OPMIIEHHOMY <2> MeOuUMHCKUMK paboTHMKamMu (ganee - peuenT), a Takke no TpeboBaHMo
MEeOMLMHCKON opraHm3aumm <3> ansg antTe4yHomn opraHmsaumm.

<1> [oanyHKT "4" nyHkTa 5 Yyactu 4 ctatbu 18, noanyHkT "K' nyHkTa 1 Yactm 1 cratbu 33 degepanbHOro
3akoHa o1 12 anpens 2010 r. N 61-®3 "O6 obpallueHnn nekapcTBeHHbIX cpeacTs” (CobpaHue 3akoHodaTenbCcTBa
Poccuickon ®egepauun, 2010, N 16, cT. 1815) (ganee - degepansHbivi 3akoH N 61-93).

<2> [oanyHkT 5.2.179 [llonoxeHus o MwuHucTepcTBe 3gpaBooxpaHeHusi Poccuiickon depepauun,
yTBepXXaeHHoro noctaHoBneHnem [lpasutensctBa Poccuiickon ®depepaumm ot 19 umoHa 2012 r. N 608
(CobpaHue 3akoHogaTensctBa Poccunckon ®epepauun, 2012, N 26, ct. 3526; 2017, N 52, c1. 8131) (nanee -
MonoxeHne o MuHucTepcTse).

<3> [yHkr 54 cratbu 4 PepepanbHoro 3akoHa N 61-d3 (CobpaHne 3akoHogaTtenbcTBa Poccumnckon
depepaumu, 2010, N 16, ct. 1815; 2019, N 31, cT. 4456).

2. OTI'IyCK JIeKapCTBEHHbIX NpenapaToB oe3 peuenToB OCyLLEeCTBINAETCA:

1) anTekaMu, OCyLLECTBIAIOLLMMUN PO3HUYHYIO TOPIrOBIIO (OTMYCK) NEKaPCTBEHHBIX NMpenapaToB HAaCemNeHuto,
N anTekaMu Kak CTPYKTYPHbIMU NMoapasaeneHnsmm MeavumMHCKoM opraHusaumm (oanee - anteku);

2) anTeyYHbIMW NMyHKTaMK, B TOM YWUCHE KakK CTPYKTYPHbIMU NoapasaeneHnsamMmm MeaMLUHCKOW opraHnsaLmm
(manee - anTe4vHbIe NYHKTbI);

3) anTe4yHbIMM KMocKamu;

4) uvHAVBMAyanbHbIMKA  MPEAnpUHMMATENAMU, WMEKLWMMU  NIMUEH3NI0  Ha  dhapmaleBTUYecKyto
NeATenbHOCTb (ganee - MHAMBMAYaNbHbLIN NpeanpuHUMaTensb);

5) MeanuMHCKUMK OpraHmn3auusIMmn, UMEIOLLMMM NULEH3NI0 Ha (hapMaleBTUYECKY0 AeATENbHOCTb, U UX
obocobneHHbIMM  nogpasgeneHvamn  (ambynatopusamu, denbalepckumu 1M denbalepcKo-akyLLepCKMmMm
NyHKTaMu, LueHTpamu (oTgeneHvsammn) obuien BpadyebHOM (CeMENHO) NPaKTUKM), PacronoXeHHbIMU B CEITbCKMX
noceneHusix, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusaumv (ganee COOTBETCTBEHHO - MeAWLMHCKue
opraHu3aumun, 060cobneHHble noapasaeneHns MeaULMHCKUX OpraHu3auuii), nepeyeHb KOTOpbIX YTBEPXAAeTCs
opraHamu ncnonHuTenbHon Bnactu cybwekta Poccuickon ®egepauun <4>.

<4> Yactb 5 cratbn 55 depepanbHoro 3akoHa N 61-3 (CobpaHue 3akoHogaTenbctBa Poccunckomn
®epgepaumn, 2010, N 16, ct. 1815; 2020, N 14, cT. 2035).

3. OTnycK nekapCTBEHHbIX MpenapaToB Mo peLenTam OCyLLeCTBNAETCS:

1) antekamu;

2) anTeYHbIMK NyHKTaMW;

3) uvHaouBMAyanbHbIMW NpeanpuHMMaTensMyM (3a WCKMOYEHMEeM OTMyCcka HapKOTUYECKUX CPEeacTB W
NCUXOTPOMHbIX BELLECTB, BKITOYEHHbLIX B MEpeYeHb HApPKOTUYECKUX CPEeACTB, MCUXOTPOMHLIX BELLECTB N KX

NpekypcopoB, noanexaiumx KoHTponto B Poccuiickon depepaumn <5> (ganee CooTBETCTBEHHO - [lepeyeHsb,
HapKOTUYECKME W NMCMXOTPOMHbIE NIEKAapCTBEHHbIE NpenapaTbl);

<5> [yHkT 2 cTaTtbu 2 PenepanbHoro 3akoHa oT 8 sHeaps 1998 r. N 3-©3 "O HapkoTU4eCKUX CpeacTBax u
ncuxoTponHbix BewecTBax" (CobpaHue 3akoHoaaTtensctBa Poccuiickon ®egepaumm, 1998, N 2, c1. 219; 2016, N
27, c1. 4238) (nanee - ®egepanbHbin 3akoH N 3-03).
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4) MEAVUMHCKUMW OpraHn3aumsMmn 1 060co6neHHbIMM NogpasaeneHns MM MeauLMHCKUX OpraHn3aumii.

4. To peuenTtam, BbIMMCaHHbBIM Ha peuenTypHbIX Gnavkax dopmbl N 148-1/y-88, oTnyckawoTca <6>
neKkapcTBeHHble npenapaTbl, BKOYEHHblE B MNepeyeHb JEKApCTBEHHbIX CPeacTB AN MeAMLMHCKOro
NPUMEHEHWS, MoANexalmx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy (O4anee - JrekapCcTBeHHble npenaparbl,
BKITHOYEHHbIE B nepeyeHb [KY) <7>.

<6> [lognyHkr 5.2.179 TlonoxeHns o MuHnctepctBe (CobpaHve 3akoHogaTtenbcTBa Poccumnckon
®epepaumn, 2012, N 26, c1. 3526; 2017, N 52, cT. 8131).

<7> [MoanyHkr 5.2.171(1) lNonoxeHns o MwuHuctepctBe (CobpaHune 3akoHogaTenbctBa Poccuickon
®epnepaumu, 2012, N 26, ct. 3526; 2013, N 16, c1. 1970).

YKasaHHble NekapCTBEHHbIE NpenapaThl, NpeaHasHauYeHHble Ans rpaxaaH, MMELMX NpaBo Ha NonyyYeHne
NeKkapCTBEHHbIX MpenapaToB, OTNyckaeMbix GecnnaTHO WM CO CKWAKOW, OTMycKalTcs MNpu npeabsiBrieHun
peuenTta, BbINMUCAHHOIO Ha peuentypHoMm ©OnaHke ¢opmbl N 148-1/y-88, m peuenTa, BbIMMCAHHOMO Ha
peuenTypHoM 6naHke dopmbl N 148-1/y-04(n).

5. Mo peuentam, BbINMWUCaHHbIM Ha peuenTypHbix 6naHkax ¢opmbl N 148-1/y-04(n), oTnyckaroTcH
rneKkapCTBeHHblE MpenapaTbl, BbINWCbIBAEMblE TrpaXdaHam, WMMelWuMM npaBo Ha OecnnaTHoe MonyyeHue
NleKapCTBEeHHbIX nMpenapaTtoB UIn nofy4yeHne nekapCTBeHHbIX npenapartoB CO CKVI,EI,KOVI (p,anee - NNeKapCTBEHHbIE
npenapatbl, OTNyckaeMble 6ecnnaTHo UM CO CKUOKON).

6. Mo peuentam, BbIMMCaHHBIM Ha peuenTypHbix OnaHkax ¢opmbl N 107-1/y, oTnyckawTcs WHble
NleKapCTBeHHble npenapaTthbl, HE YKa3aHHble B MYyHKTe 4 HacToAwmnx I'Ipanm, N 3a UCKN4YeHnemM nekapCTtBeHHbIX
npenapaToB, OTNyckaeMbix 6e3 peuenTa.

7. KOMOGUHMpPOBaHHbIE NEKApCTBEHHbIE NpenapaThbl AN MEAULMHCKOrO NPUMEHEHUS, CoaepXaLLme Kpome
MarnblX KONMMYEeCTB HApPKOTMYECKMX CpeacTB, TMNCUXOTPOMHBLIX BELLEeCTB W WX MPEKypcopoB  Apyrue
hapMakonormyeckme akTMBHblE BELLECTBA, OTMYCKaOTCH anTekaMu, anTe4HbIMU NMyHKTaMU U UHAUBUOYaNbHbIMU
npegnpyHMMaTensiMM, WUMEKLWUMN  NINLEH3NI0  Ha dapMaueBTUYECKYD LeATEenbHOCTb, MO  peuenTtam,
BbINMWCAHHBbIM Ha peuenTypHbix GnaHkax dopm N 107-1/y u N _148-1/y-88 <8>, kpoMe Tex NekapCTBEHHbIX
npenapaTtoB, KOTOpble oTrnyckatoTcs 6e3 peuenTa.

<8> Yactb 6 crtatbu 55 depepanvHoro 3akoHa N 61-03 (CobpaHume 3akoHogaTtenbcTBa Poccuinckon
depepaumu, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. Mo peuentam B hopme 3NEKTPOHHOIO AOKYMEHTA C MCMOMb30BaHMEM YCUNEHHOW KBanMuLuMpoBaHHOM
3NEKTPOHHOM noAnMCU MeauuuHCKoro paboTHuka (ganee - peuenTt B (OpMe 3MNEKTPOHHOrO [AOKYMEHTa)
OTNyCKalTCA BCE NeKapCTBEHHbIE Npenaparthbl, ykasaHHble B nyHkTax 4, 5, 6, 7 HacToawwmx Mpasun.

9. MeauuuHckne opraHusaumum U 06ocobneHHbIe noapasaeneHns MeauLUMHCKUX OpraHn3aunii Takke MoryT
oTnycKarh:

1) NIeKapCTBEHHbIE MpenapaTtbl, BKIMKOYEHHbIE B NepedeHb MKY, BbiNMCaHHbIE Ha peuenTypHbIX OnaHkax

dopmbl N 148-1/y-88;

2) nekapcTBeHHblE NMpenapaTbl, BKMOYEHHbIe B [lepeyeHb nekapCTBEHHbIX NpenapaTtos, OTnyckaemblX No
peuenTam Bpada (denbaliepa) npy okasaHUM SOMNOMHUTENBHON GecnnaTHOM MeaNLMHCKOM NOMOLLM OTAENbHBLIM
KaTeropusim rpaxkaaH, MMEeHLLMM MpaBo Ha MoJlydeHUe rocygapCTBEHHOM COLMANbHOM MOMOLLM, @ TaKKe MHbIE
nekapCcTBEHHblE cpeacTBa, OoTnyckaemble OecnnaTHO WM CO CKUAKOW, BbIMMCAHHbIE Ha peLenTypHbIX BnaHkax
dopmbl N 148-1/y-04(n).

10. OTnyck nekapcTBEHHbIX MpenapaTtoB, He yKasaHHbIX B MNyHkTax 4, 5, 6, 7 Hactoawwmx [Npasun, B
COOTBETCTBMM C UHCTPYKLUAMMU MO X MEAULIMHCKOMY NMPUMEHEHMIO OCYyLLLeCTBNseTCs 6e3 peLenTos.
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(pen. ot 24.11.2021) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEepxaeHumn MNpaBmn OTNycKa NekapCTBEHHbIX [aTa coxpaHeHus: 15.04.2024
npenapar...

11. OTnycK NnekapcTBEHHbIX NMpenapaToB OCYLLECTBMSIETCS B TEYEHME yKa3aHHOro B peLenTe cpoka ero
AencTBMsA Npu o6paLLeHnn nuua K CyobekTy pO3HUYHON TOPTroBIN.

12. YtpaTtnn cuny ¢ 1 ceHTtabpsa 2022 roga. - NyHKT 3 gaHHoro lNpurkasa.
13. JlekapcTBeHHbIE NpenapaTtbl OTMYCKAalTCs B KONMMYECTBE, YKA3aHHOM B peuenTte, 3a WCKIoYEeHUEM

cny4yaeB, Korga and nekapCTtBeHHOro npenaparta yCTaHOBJ1I€HO KOJIM4YeCTBO, KOTOPOE MOXEeT ObITb BbLINNUCaAHO B
OOHOM peuenTe, Unn Kypc neveHunda <9>,

<9> [ognyHkt 5.2.177 TlonoxeHns o MuHunctepctBe (CobpaHvne 3akoHogaTtenbcTBa Poccuinckon
®epnepaumu, 2012, N 26, ct. 3526; 2015, N 23, cT1. 3333).

Mpu npeabsiBNeHUM peuenTa C NPeBbllUEHWEM MpedenbHO AOMYCTUMOro KOMMYECTBa NEeKapCTBEHHOMO
npenapara, KOTOpoe MOXeT ObITb BbINMCaHO B OOHOM peLenTe, papMaLeBTUYecKUii paboTHUK MHopMUpyeT 06
3TOM NMUO, NpeacTaBMBLUEE PELIENT, PYKOBOAUTENS COOTBETCTBYIOLLEN MEAULMHCKON OpraHn3aumMm u oTnyckaeT
yKazaHHOMY nuLy YCTaHOBMIEHHOE COOTBETCTBEHHO MpederibHO [[OMyCTUMOE KONMYECTBO feKapCTBEHHOro
npenapara, KOTopoe MOXeT ObiTb BbIMMCAHO B OAHOM peLenTe C NPOCTaBNEHMEM COOTBETCTBYIOLLEN OTMETKA B
peuenTe.

Mpu Hannuum y cybbekTa PO3HWYHOM TOProBNM FieKapCTBEHHOro npenaparta ¢ O3VPOBKOW, OTIAUYHOM OT
O03MPOBKN NEKapCTBEHHOro npenaparta, ykasaHHOW B peLenTte, OTMYCK MMEIOLLLErocs nekapcTBEHHOro npenapara
[onycKaeTcsi, eCnn J03MPOBKa Takoro NekapCTBEHHOro npenaparta MeHbLUue J03UPOBKW, yka3aHHOW B peuenTe. B
TakoOM Cllyvyae OCYLUeCTBMAETCA MepecyeT KONMMYecTBa NEKapCTBEHHOro npenapata C y4eToM Kypca fleyeHus,
yKa3aHHOro B peuenTe.

B cnyyae ecnu Oo3npoBka NekapcTBEHHOro npenapaTa, MMEILLIErocs y cyGbekTa PO3HUYHOW TOProBnu,
npeebillaeT [O3MPOBKY JEeKapCTBEHHOro rpenaparta, YykasaHHylo B pelenTe, pelleHne o6 oTnycke
neKapCTBEHHOro npenapara ¢ Takoin I03UPOBKONM NPUHUMAET MEAULMHCKUIA paBOTHMK, BbINMCaBLLWIA peLenT.

14. OTnyck nekapcTBEHHOro npenapaTa OCYLEeCTBNAETCA B NEPBUYHON N BTOPUYHOM (NOTpebutensckomn)
yrnakoBKax, MapKMpoBKa KOTOPbIX AOMKHa oTBeyaTb TpeboBaHusiM ctatbn 46 PepepanbHoro 3akoHa N 61-03
(CobpaHue 3akoHopaTenscTBa Poccuiickon Pepepaumm, 2010, N 16, cT. 1815; 2014, N 52, cT. 7540), a ynakoBka
O HAPKOTUYECKMX M NCUXOTPONMHBIX JIEKAPCTBEHHBIX NpenapaTtoB cnucka Il - TpeboBaHuAM nyHkTa 3 cTatbu 27
depepanbHoro 3akoHa N 3-®3 (CobpaHue 3akoHogaTenbctBa Poccuiickon ®epepaumm, 1998, N 2, c1. 219;
2016, N 15, cT. 2052).

15. Mpwn oTnycke neKkapCcTBEHHbIX MpenapaToB MO peuenTy, 0POpPMIIEHHOMY Ha peuenTypHoM GraHke Ha
OymaxxHoM HocuTene, apMaueBTUYECKUA pPaboTHMK MpocTaBnseT OTMETKYy Ha peuente o6 oTnycke
nekapcTBeHHOro npenapaTta "JlekapCTBeHHbIN npenapaT oTnyLweH" U ¢ yKasaHneM:

1) HaMmeHoBaHUA anTe4yHou opraHmsaumm (pammnumn, NMeHn, otTyecTBa (NPU HaNMYUN) UHOUBUAYASLHOrO
npegnpuHMMaTens);

2) TOProBOro HaMMeHOBaHUS (3a UCKIHOYEHNEM FeKapCTBEHHbIX NpenapaToB, U3rOTOBMEHHbLIX B anTe4YyHow
opraHusaumm), 403UPOBKM U KONMMYECTBA OTMNYLLEHHONO NIeKapCTBEHHONO Npenapara;

3) dhamunum, MmeHu, oT4ecTBa (MPU HanMuMM) MEOMLMHCKOro paboTHMKa B Cry4yasix, yka3aHHbIX B ab3aue
yeTBepTOM NyHKTa 13 1 ab3aue TpeTbeM nNyHkTa 16 HacTosAwmx Mpasun;

4) pekBU3NTOB AOKYMEHTA, yOOCTOBEPSIOLLEro MMYHOCTL NUua, NOMyYnBLLErO NEeKapCTBEHHLIN Npenapar, B
cny4vae, ykasaHHOM B nyHkTe 28 HacToswumx MNpasun;

5) damunun, wnmeHun, otyecTBa (Mpu Hanuyuuu) apmaueBTUYeckoro paboTHWKa, OTNyCTMBLUErO
nekapCTBEHHbIN Npenapar, 1 ero NoAnucy;

6) 0aTbl OTNYCKa JIeEKapCTBEHHOr o npenapara.
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(pen. ot 24.11.2021) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEepxaeHumn MNpaBmn OTNycKa NekapCTBEHHbIX [aTa coxpaHeHus: 15.04.2024
npenapar...

16. Npun oTNycke nekapCTBEHHbIX NPenapaToB MO PeLenTy, BbIMMCAHHOMY Ha peuenTypHOM briaHke hopMbl
N _107-1/y co cpokom [eWCcTBUS OO OLHOro roga, B KOTOPOM yKasaHbl nepuogabl M KONMMYECTBO OTMycka
nekapcTBeHHOro npenapata (B kaxabll nepuon), peuenTt Bo3BpawaeTcsa nuuy, npuobpeTatoemy
nekapcTBEHHbIN NpenapaT, ¢ OTMETKOW, coaepKalllen CBeAeHus, ykasaHHble B nyHkTe 15 HacToswwmx MNpasun.

lMpu oyepegHom obGpalleHnn nuua K CybbeKkTy pO3HUYHOW TOProBNM C OAHHLIM PELEenTOM YyYMTbIBaKTCS
OTMETKM O npeablayliem OTMyCKe NeKkapCTBEHHOro npenapaTa Nno TakoMy peuenTy u B criydae npuobpeTteHus
NMLIOM KONUYEeCTBa NEKapCTBEHHOroO npenapara, COOTBETCTBYHOLLErO0 MaKCUMarbHOMY KONMYECTBY, YKa3aHHOMY
MeOUUMHCKUM paboTHMKOM B peuenTe, a Takke MO WCTEYEHMM Cpoka [EeWCTBUS pelenTa, Ha peuenTte
npoctaBnsieTcs wWramn "JlekapCTBEHHbIN NpenapaTt oTnyLeH" 1 peLenT Bo3BpallaeTcs nuuy.

EOvHOBpEMEHHBLIN OTNYCK NeKapCTBEHHOro npenaparta Mo peuenTy, BbIMMCAHHOMY Ha peuenTypHOM
6naHke dopmbl N 107-1/y cO CPOKOM OENCTBUSA OO OOHOrO roga, B KOTOPOM yKasaHbl Mepuobl U KONMYeCcTBO
OTMycKa JlekapCTBEHHOro nmnpenapata (B Kaxablh nepuog), [[OoMyckaeTcsa TONMbKO MO  COrNacoBaHU C
MEeOULMHCKUM PpabOoTHUKOM, BbIMMCABLLUMM PELEnT.

17. MNpw oTNycke nekapCTBEHHbIX NPenapaToB MO peLenTy, BbIMMCAHHOMY Ha peuenTypHOM 6riaHke hopMmbl
N 148-1/y-04(n), 3anonHEHHLIN KOPELUOK Takoro peuenta nepegaetcsa dapmaueBTUYeCKUM paboTHUKOM nunLy,
npuobpeTatoLlemMy (Nony4aroLLemMy) NekapcTBEHHbIE NpenapaTbl.

18. OcTaloTca M XpaHATCA y CyObeKkTa pPO3HMYHOW TOProBnM peuenTbl (C OTMETKOW "JlekapCTBEHHbIN
npenapat oTnyweH") Ha:

1) NlekapCTBeHHbIE npenapaTtbl, OTNyCKaeMble ©ecnnaTHO UIn co CKUAKON, - B TEYEeHne Tpex neT,

2) nekapcCTBeHHble npenapatbl, oTHocsAwmeca no ATX Kk aHTuncuxotudeckum cpegcteam (kog NO5SA),
aHkcuonuTtukam (kog NO5B), cHOTBOpHbIM M cepaTuBHbIM cpeactBam (kog NO5C), aHTugenpeccaHTam (Koa
NOG6A) n He noanexalime npegMeTHO-KONIMYECTBEHHOMY YUETY, - B TEYEHNE TPeX MeCSLIEB.

19. PeuenTbl, He yKkasaHHble B nyHkTe 18 HacTosAwwmx lNpasun, oTMevaroTcsa Wwrtamnom "JlekapcTBEHHbIN
npenapaT oTnyLieH" 1 BO3BpaLLaTCs NyLy, NOMny4MBLLUEMY NeKapCTBEHHbLIN Npenapar.

20. PeuenTbl, BbINWCaHHbIE C HapyweHWeMm npasun <10>, perncTpupyloTcs B >XypHane, B KOTOPOM
YKa3blBalOTCA BbISBMEHHbIE HapyleHus B odopMieHun peuenTa, daMmunus, vMs, OTYHEeCTBO (Npu Hamuuun)
MeaMLUMHCKOro paboTHMKa, BbIMMCABLLErO peLenT, HaMMeHOBaHne MeaMLMHCKOW OpraHu3auunn, NpuHATble Mepbl,
oTmeuvaloTcs Wwramnom "PeuenT HegencTBuTeneH" 1 Bo3BpaLLaloTca nuuy, npeactrasmsliemMy peuent. O dakrax
HapylweHus npaBun OOPMIEHUS peuenToB CyObekT PO3HWYHOM TOProBnvM WHMOPMUPYET pykoBOAUTENS
COOTBETCTBYIOLLEN MEONLMHCKOW OpraHu3aummn.

<10> [oanyHkT 5.2.179 TlonoxeHus o MwuHuctepctBe (CobpaHue 3akoHogaTenbcTBa Poccuiickon
®epnepaumu, 2012, N 26, ct. 3526; 2017, N 52, c1. 8131).

21. B obocobneHHoM noapasgeneHnn MeauLUMHCKOM OpraHu3auum OOIMKHbl ObiTb obGecneyveHbl YCrnoBus
COXPaHHOCTU OCTaBJIEHHbIX Ha XpaHeHMe peLenToB Ha JieKapCTBEHHbIEe CpeacTBa.

Peuentbl Ha nekapcTBeHHble cpedcTBa, noAnexaiwe npeaMEeTHO-KONMYECTBEHHOMY  Y4eTy,
NeKkapcTBeHHble CpeAcTBa, OTNyckaeMble OecnnaTHO WM CO  CKUAKOW, €XeMeCsyHO mnepedarTcs U3
060CO6NEeHHbIX NoapasfeneHnii MeauUUHCKUX OpraHusauuii B MeOMLUMHCKME OpraHusauuu, CTPYKTYPHbIMU
noapasaeneHnaMM KOTOPbIX OHU SBMAIOTCS, O/15 NOCMNeayoLLero XxpaHeHus.

22. MMpwn oTnycke nekapCTBEHHOro npenapaTta gapMaueBTUYECKM PabOTHUK N paboTHUK MeOULIMHCKOW
opraHusaumm  (obocobrneHHoro  nogpasgeneHvss  MeOUUMHCKOM — opraHusauuu)  MHopMupyeT  nuudo,
npuobpeTatoLLee (nony4varoLlee) NekapCTBEHHbIN NpenapaT, O peXxume 1 4o3ax ero npuema, npaBunax XxpaHeHus
B AOMAaLLHMX YCIOBUSAX, O B3aUMOAENCTBUUN C APYIMMW NIEKapCTBEHHBIMU MpenapaTtamu.

23. MMpu oTnycke nekapCTBEHHOro npenapaTta gapMaueBTUYECKM PpabOTHUK N paboTHUK MeOULMHCKOW
opraHusaumm (obocobrneHHoro nogpasfeneHns MeOUUMHCKON OpraHu3auuu) He BnpaBe NpefocTaBnATb
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(pen. ot 24.11.2021) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEepxaeHumn MNpaBmn OTNycKa NekapCTBEHHbIX [aTa coxpaHeHus: 15.04.2024
npenapar...

HeOOCTOBEPHYID UK (MNN) HeronHyl WHGOPMaUMIO O HanMyMM NeKapcTBEHHbIX MpenapaTtoB, BKIOYas
neKkapcTBeHHble npenapaTbl, UMEILLME OOVHAKOBOE MeXAyHapoOHOe HenaTeHTOBaHHOE HauMeHOBaHWe, B TOM
yucne cKpblBaTb MHADOPMALIMIO O HANMMYUK NEKAPCTBEHHBIX NpenapaToB, UMeloLLMX 6onee HU3KYH LeHy <11>,

<11> Cratba 74 denepanbHoro 3akoHa oT 21 Hos6psa 2011 r. N 323-d3 "O6 ocHoBax OxpaHbl 300POBbS
rpaxgaH B Poccuiickon ®epepaunn” (CobpaHue 3akoHogatensctBa Poccuiickon ®epepaumn, 2011, N 48, cT.
6724, 2013, N 48, cT. 6165) (nanee - PegepanbHbin 3akoH N 323-03).

24, 3anpewaetca oTnyck  danbCUUUMPOBaHHbIX, HeaobpoKaYeCTBEHHbIX W KOHTpadaKTHbIX
neKkapCTBEHHbIX NpenapaToB <12>.

<12> Cratbsa 57 ®epepanbHoro 3akoHa N 61-®3 (CobpaHne 3akoHogaTensctBa Poccuickon depepaumu,
2010, N 16, cT. 1815).

25. OTnycK 3TUNOBOro cnvMpTa NPou3BoOaUTCH MO pPeLenTy C y4eTOM YCTaHOBIEHHbIX TpeboBaHui kK 06beMy
Tapbl, yNakoBKe N KOMMNMEKTHOCTM NekapCTBEHHbIX NpenapaTtos <13>.

<13> Yactb 4.1 cratbu 45 PepepansHoro 3akoHa N 61-d3 (CobpaHne 3akoHopaTenscTtBa Poccuickon
®epepaummn, 2010, N 16, ct. 1815; 2015, N 51, cT. 7245), noctaHoBnenwe [lpaBuTenbctBa Poccunckomn
depepaumm ot 23 nrona 2016 r. N 716 "O nopsigke opMMpOBaHUS NEpPeYHs NIeKapCTBEHHbIX NpenapaToB Ans
MEOULMHCKOTO NMPUMEHEHMS, B OTHOLLEHMN KOTOPbIX YCTaHaBnMBaloTCs TpeboBaHnst K 06bemy Tapbl, YNakoBKe U
KOMMSEKTHOCTU, NEPEYHS NIEKAaPCTBEHHbIX NpenapaToB 415 BETEPUHAPHOIO NPUMEHEHUS, B OTHOLLEHUN KOTOPbIX
ycTaHaBnueawTcsa TpeboBaHMs K obbeMy Tapbl, W onpegeneHus Takux TpeboBaHun" (CobpaHue
3akoHogaTtenbcTBa Poccunckon ®egepauun, 2016, N 31, ct. 5030).

JlekapcTBeHHble NpenapaTbl, coaepXaliue ITUIOBLIN CNUPT, B TOM YMCIIE M3rOTOBIIEHHBLIE MO peLenTy
CYObEeKTOM PO3HWMYHOW TOPrOBMK, VMELMM JIMUEH3NIO Ha dapMaueBTUYECKYl0 OEeATeNbHOCTb C MpPaBoM
M3rOTOBMEHNA NEeKapCTBEHHbIX Mpenapartos, OTMYCKalTCA C YYEeTOM YCTaHOBMEHHbLIX TpeGoBaHui Kk obbemy
Tapbl, yNakoBKe Y KOMMNMEKTHOCTM NeKapCTBEeHHbIX Npenapartos.

26. 3anpelaeTcs pasgenbHblili OTNYCK NEeKapCTBEHHbIX CPEACTB, BXOASLIMX B COCTaB JIeKapCTBEHHOro
npenapara, M3roTaBfMBaemMoro CyGbLeKTOM pO3HUYHON TOPTrOBIIN.

27. 3anpeluaeTtcsi OTNYCK CYyObEKTOM PO3HWYHOWM TOProBnmM No peLenTam BeTepMHapPHbIX OpraHM3aLmii:

1) NnekapCTBEHHbIX NpenapaToB, BKIIOYEHHbIX B NepeyveHsb [MKY;

2) nekapCTBEHHbIX NpenapaToB, OTNyckaeMblx 6ecnnaTHO U CO CKUAKOW;

3) nekapCTBEHHbLIX NpenapaTtoB, oTHocswwmxcss Nno ATX K aHTuncuxotudeckum cpeacteam (kog NO5SA),
aHkcuonuTtukam (kog NO5B), cHOTBOpHbIM M cepjaTuBHbIM cpeactBam (kog NO5C), aHTugenpeccaHTam (Kog

NOGA) 1 He BKMNoYeHHbIX B nepedeHs [KY.

Il. Tpe6oBaHUA K OTNYCKY NeKapCTBEHHbIX NpenapaToB
no Tpe6oBaHUI0 MeOULIMHCKOW OpraHu3auum

28. [Ons obGecneveHns nevyebHOro npouecca B MEOULMHCKOM OpraHusaumm anTevyHOW opraHusauuven,
ABNSAOLLENCS CTPYKTYPHBbIM nogpasgaerneHneM Takon MeguumHCKOW opraHv3aummy, oCcyLLeCcTBRseTcs oThnyck nubo
N3roTOBMEHNE M OTMYCK FIEKAPCTBEHHbIX MpenapaToB Ha OCHOBaHWM TpeboBaHMS MEOULMHCKOW OpraHu3auuu,
BbIMMCAHHOIO YMNOSTHOMOYEHHbLIM MEAULMHCKMM paboTHMKOM (fanee - TpeboBaHWe MeANLUHCKOW opraHmM3aumn).

MeauvumnHcKaa opraHusaumus BnpaBe obpaTUTbCA B CTOPOHHIOK anTeuvHyl OpraHu3auuio npu OTCYTCTBUM
anTe4yHON opraHn3auun, SBNSOLLENCS CTPYKTYPHbIM NoApasaeneHnem Takon MeamuUHCKON opraHnsauum.
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JNlekapcTBeHHble Mpenapatbl, W3roTOBMEHHbIE anTeYHbIMW OpraHusauusMuM AN uenerm ux oTnycka no
TpeboBaHNAM MEeAMLMHCKNX OpraHn3aunii, rocy4apCTBEHHOW perucTpaumm He nognexar <14>.

<14> [yHkr 1 yactm 5 crtatbu 13 depgepanbvHoro 3akoHa N 61-O3 (CobpaHue 3akoHogaTenbCTBa
Poccunckon ®egepauun, 2010, N 16, cT. 1815).

29. XpaHeHI/Ie Tpe6OBaHI/Il7I MeOunLMHCKON opraHunsaumuy, no KOTOpbIM OTNyLWeHbl JeKapCTBEeHHble
npenaparbl, OCYLLEeCTBIAETCA anTeyHon opraHmsaumeVl B COOTBETCTBUU C NMYHKTOM 18 HacToswero I'Iop;uJ,Ka.

30. HapyweHne nepBUYHOW YNaKOBKM fEeKapCTBEHHOro npenaparta npu ero oTnycke no TpebosaHuio
MeOULMHCKOW opraHnsauumn JonyckaeTcs anTeqyHoW opraHm3aumen, uMetowwen NueH3no Ha hapMaueBTUYECKYo
[eATenbHOCTb C NPaBOM M3rOTOBIEHMS NleKapCTBEHHbIX NpenapaTtoB. B Takom cnyvae oTnyck nekapcTBEHHOro
npenaparta OCyLleCTBnseTCA B ynakoBke <15> ¢ npegocTaBneHWeM WHCTPYKUMM (KOMMU WHCTPYKUMKM) MO
NMPUMEHEHMIO OTMNYCKaeMOoro nekapcTBEHHOro npenapara.

<15> [pukas MunsgpaBa Poccum o1 26 oktabps 2015 r. N 7511 "O6 yTBepXaeHUN npaBuil U3roTOBIEHUS
N OTMycKa JIeKapCTBEHHbIX MNpenapatoB AN MEeOULMHCKOTO MPUMMEHEHUSs anTeYHbiMM  OpraHn3aumsiMu,
MHOuBMAYyanbHbIMA  MpeanpUHUMATENAMKY, UMELUMU TMLUEH3NI0 Ha apMaueBTUYECKY0 OeATenbHOCTbL"
(3apeructpuposaH MuHuctepctsom toctuummn Poccuiickon ®epepaumm 21 anpena 2016 r., pernctpaumoHHbin N
41897).

lll. OcobeHHOCTM OTNyCKa NeKapCTBEeHHbIX NpenaparoB
no peuenTtam B (popmMe 3NEeKTPOHHOIo AOKYyMeHTa

31. OTnyck nekapCTBEHHbIX MpenapaToB MO peuentam B ¢QopmMe 3NEeKTPOHHOIO AOKyMEeHTa
OCYLLIECTBMSIETCA anTekamy, anTeyYHbIMU NYHKTaMU U MHAMBUAYANbHLIMU NPEANPUHUMATENSAMU, yKasaHHbIMU B
nyHKTe 2 HacToswmx MpaBun, pacnonoxeHHbIMU Ha Tepputopumn cybbekta Poccuiickot degepaunm, B KOTOPOM
odopMneH peuent B OPME SMEeKTPOHHOro AOKYMEHTa, B Ccrny4vae MNPUHATUS YMNONHOMOYEHHbIM OpraHoM
cybbekta Poccuiickon denepaumm B COOTBETCTBUM C NyHKTOM 4 cTtatbu 6 PepepanbHoro 3akoHa N 61-03
(CobpaHue 3akoHogaTenbcTBa Poccuickon depepaummn, 2010, N 16, ct. 1815; 2019, N 52, c1. 7793) pelueHns
06 ncnonb3oBaHUKM Ha TeppuTopun cybbekta Poccuiickon Pepepaummn Hapsay ¢ peuentamu Ha fekapCTBEHHble
npenapatbl, OMOPMIEHHbIMA Ha OyMa)XHOM HOCUTene, peuenToB Ha JeKkapCTBEHHble npenaparbl,
chopMUpoBaHHbIX B hOpMe 3MEKTPOHHbIX AOKYMEHTOB (Aarnee - pelleHne ynofIHOMOYEHHOrO opraHa cybbekTa
Poccuiickon depepaumm).

32. AnTeuyHble opraHnsauny JOMKHbI UMETb NOAKMNIOYEHME K FOCY4apCTBEHHOW MH(OPMAaLIMOHHON CUCTEME
B cdepe 3gpaBooxpaHeHuss cybbekta Poccuinckon ®epepaumm <16> (ganee - cuctema), KOTOpoe
obecneunBaeTcs yNosIHOMOYEHHbLIM OpraHoM BriacTu cybbekTa Poccuickon Pegepaumm.

<16> [octaHoBneHuve [lpaBuTtenbctBa Poccunckon ®epepauum ot 5 mas 2018 r. N 555 "O eguHon
rocyaapCTBEHHON MHGOPMALUMOHHON cucteme B cdepe 3apaBooxpaHeHus” (CobpaHme 3akoHopaTenbCcTBa
Poccuiickon ®egepaumm, 2018, N 20, cT. 2849; 2021, N 25, cT. 4814).

TexHuyeckme TpeboBaHMs K MHOPMaLMOHHOMY OOMEHy Mexay anTeYHOW opraHusaumen u cuctemMomn, B
TOM yucrie TpeboBaHus K naeHTUMKauum peuenTta B oopMe 3M1eKTPOHHOro AOKYMEHTa M nuua, oGpaTuBLLErocs
3a OTNYCKOM JIEKaPCTBEHHbIX NPenapaToB Mo TakMM peuenTam, yCTaHaBNMBaOTCS peLUEHNEM YNONTHOMOYEHHOro
opraHa cybbekta Poccuickon degepaumm.

33. OTnyck nekapcTBEHHbIX npenapatoB Mo peuentaMm B ¢OPMe 3MEeKTPOHHOIo [[OKYMeHTa
OCYLLECTBNAETCSA NULY, yKasaHHOMY B peuenTe, NBO ero 3akOHHOMY MpencTaBuTEnto, NGO NuLly, KOTopoe
N, yKa3aHHOe B peLienTe, UM ero 3aKOHHbLIN NpPeacTaBMTENb YNOMHOMOYMIN Ha MOMyYeHne NeKapCTBEHHbIX
npenapaTos.
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Mpunoxexune N 2

K npukasy MuHucTepcTBa 30paBooxXpaHeHus
Poccuiickon denepaunn

oT 24 Hos6pst 2021 1. N 1093H

NMPABUNA
OTMNYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPOIMNHbIX BELWWECTB,
3APEMrMCTPUPOBAHHbIX B KAYECTBE JIEKAPCTBEHHbIX NMPEMAPATOB
ansda MEAMUMHCKOro NPUMEHEHUA, NEKAPCTBEHHbIX NMPEMAPATOB
AnAa MEANUUHCKOIo NPMMEHEHUA, COOEPXALLUMX HAPKOTUYECKHUE
CPEACTBA U NCUXOTPONHbLIE BEWWECTBA

1. OTNycK HapKOTMYECKUX W MCUXOTPOMHBIX NEKapCTBEHHBLIX NpenapaTtoB Mo peLenTaM OCyLIecTBnsAeTcs
anTekamu, anTeyHbIMU MyHKTaMW, MEAMLMHCKUMK opraHusauusamu, o60cobneHHbIMU  noapasaeneHnsmm
MEAMLMHCKUX OpraHu3auui, UMEILMMI NIMLEH3NI0 Ha OeATeNbHOCTb Mo 0GOpPOTY HapKOTUYECKUX CPeacTs,
MCMXOTPOMHLIX BELLEeCTB M WX MNPEKYpPCOPOB, KyNbTMBMPOBaHMIO HapKocodepalmux pacTeHuii. lMepeyeHb
MEOULUMHCKUX OpraHusaunii 1 060COGNeHHbIX MNoapasfeneHuin  MeOUUMHCKMX OpraHu3auuin, nepedyeHb
HapPKOTUYECKUX NEKapCTBEHHbLIX MpPenapaToB W MCUXOTPOMHbLIX NEKApCTBEHHbLIX NpPenapaToB, OTMYCK KOTOPbIX
PM3NYECKUM N1LAM MOXXET OCYLLECTBNATLCA YKa3aHHbIMU MeQULMHCKMMMN OpraHm3aumnamm n nx o060cobneHHbIMm
noapasfeneHnaMn, ycTaHaBNMBaloTCA OpraHamy UCTONMHUTENbHON BracTu cy6bekToB Poccuiickoit deaepaumm
<1>.

<1> [yukT 1 cTaTtbun 25 ®epepanbHoro 3akoHa ot 8 aHBaps 1998 r. N 3-®3 "O HapkoTUyeckux cpeacTeax u
ncuxoTponHbix BewecTBax" (CobpaHme 3akoHogatenscTBa Poccunckon Pegepaumm, 1998, N 2, cT. 219; 2016, N
1, cT. 28).

2. o peuenTtam, BbINMMCAHHLIM Ha peuenTypHbiXx 6naHkax dopmbl N 107/y-HI1 <2>, oTnyckaloTcH
HapKOTUYeCKMe U NCUXOTPONHbIE NeKapCTBEHHbIE nNpenaparbl, BHECEHHble B CNNMCOK HAPKOTUYECKUX CPEACTB U
NMCUXOTPOMHLIX BeLLeCcTB, 000poT koTopbix B Poccunckon Pepepaumm orpaHMYeEH M B OTHOLLUEHUWM KOTOPbIX
yCTaHaBMNMBalOTCS Mepbl KOHTPONS B COOTBETCTBMM C 3akoHogaTenbcTtBoMm Poccuiickon ®epepaummn wu
MexayHapoaHbiMyu goroBopammn Poccuiickon ®epepauum (crimcok 1l), TMepeyHsa (oanee - HapKoTUYECKUE W
MCUXOTPOMHbIE FNEeKapCTBEHHble npenapatbl cnucka Il), 3a MCKMYEHNEM HAPKOTUYECKMX W MCUXOTPOMHbIX
NeKapCTBEHHbIX MpenapaToB B BWAEe TpaHCAepMaribHbIX TepaneBTUYECKMX CUCTEM W NEKAPCTBEHHbIX
npenaparoB, CoAepXaLlnX HapKoTU4eCcKoe CpeacTBO B COYETAHNM C @HTaroHMCTOM ONMOUAHBIX PeLenTopoB.

<2> MNoanyHkT 5.2.178 nyHkTa 5 MNonoxeHna o MuHucTepcTee 3gpaBooxpaHeHnst Poccunckon ®enepaunn,
yTBEpPXOeHHOro noctaHoBneHnem [lpaButensctBa Poccuiickon ®epepaummn ot 19 uwoHa 2012 r. N 608
(CobpaHue 3akoHopaTenbctBa Poccuiickon depepaunmn, 2012, N 26, ct. 3526; 2017, N 52, cT1. 8131) (manee -
MonoxeHne o MuHucTepcTee).

3. Mo peuenTtam, BbINUCaHHBLIM Ha peLenTypHbIx BrnaHkax dopmbl N 148-1/y-88, oTnyckatotcsa <3>:

<3> [oanyHkt 5.2.179 T[lonoxeHns o MunuctepctBe (CobpaHue 3akoHogaTtenbcTBa Poccunckon
®epepaumn, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

1) NCMXOTpOMHbIe NekapCTBEeHHble npenapaTbl, BHeCeHHble B CMMCOK MCMXOTPOMHbIX BeliecTs, 06opoT
KoTopbix B Poccuiickon Pegepaummn orpaHMYeH 1 B OTHOLLEHUWM KOTOPbIX AOMYCKAeTCA UCKIIOYEHNE HEeKOTOpPbIX
Mep KOHTPOS B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickon degepaumm n MexayHapoaHbIMU JOroBopamMm
Poccuinckon ®egepauun (cnucok lll), MepeyHs (ganee - NCUXOTPOMNHbIE NeKapCTBEHHbIe Npenapatbl cnucka lll);
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2) HapkoTUYecKue W TMCUXOTPOMHbIE JieKapCTBEHHble npenapatbl cnvcka |l B Buae TpaHcaepMarbHbIX
TepaneBTUYECKMX CUCTEM W NMEeKapCTBEHHble Mpenaparskl, coaepalliMe HapkoTUYECKoe CPeacTBO B COYeTaHUn C
AHTaroHMCTOM OMMOUAHBIX PELIENTOPOB;

3) nekapcTBeHHble npenapaTbl, W3roTaBMMBaeMble MO PeuenTy Ha NeKkapCTBEHHbI npenapaTt w
cofepallme HapkoTUYECKoe CPeaCcTBO UMK NCUXOTPOMNHOE BELLECTBO, BHECEHHOE B cnucok Il Mepeyns, n apyrve
hapmakosniornyeckMe akTMBHbIE BeLLECTBa B J03€, He MpeBbIlLatoLLe BbICLIYO pasoBylo 403y, U NPU YCIOBWU,
YTO 3TOT KOMOMHMPOBAHHLIA NEeKapCTBEHHbIA Mpenapat He SBMASETCH HapKOTUYECKUM MIM MCUXOTPOMHbLIM
nekapcTBEHHbIM npenapaToM crucka |l.

4. lMNpwn oTnycke HaApKOTMYECKOro M MCUMXOTPOMHOrO NieKapCTBEHHOrO npenapata cnucka Il Ha peuenTte 06
OTMyCKe NeKapCTBEHHOro npenapaTa NpPoCTaBnseTcs neyatb anTekn UM anTe4HOro NyHKTa, B KOTOPOMW yKasaHo
MX NOMTHOE HauMeHoBaHWe (NP HanM4uMm neyartu).

5. OctalTcs U XpaHATCcs y cyObekTta pPO3HWYHOW TOproBnu peuentbl (C OTMeTKoM "JlekapCTBEHHbIV
npenapat oTnyLieH") Ha:

1) HapkoTU4eckue 1 NCUXOTPONHbIE NeKapCTBEHHbIe npenapaTsbl cnucka |, NcuxoTponHble NnekapcTBeHHbIE
npenapatbl cnucka lll - B Te4eHne natu ner;

2) KombuHMpOBaHHbIE feKapCTBEHHble npenapatbl, COoAepXalime HapkoTUYeckne cpeacresa  wnu
NCUXOTPOMHbIE BellecTBa, BHeCeHHble B cnuckn Il n Il TlepeyHs, M3roToBrneHHbIE B anTe4YHOW OpraHusauuu,
nekapcTBeHHbIe NpenapaTsbl, NoAnexalime npeaMeTHO-KONIMYECTBEHHOMY YUETY, - B TeYEHME Tpex nerT.

YKasaHHble NekapCTBEHHbIE NpenapaThl, NpeaHasHauYeHHble Ans rpaxaaH, MMELMX NpaBo Ha NonyyYeHue
NeKkapCTBEHHbIX MpenapaToB, OTNyckaeMbix GecnnaTHO WM CO CKUAKOW, OTMycKalTcs Mpu npeabsiBrieHun
peuenTta, BbINMUCAHHOIO Ha peuentypHoMm ©OnaHke ¢opmbl N 148-1/y-88, m peuenTa, BbIMMCAHHOMO Ha
peuenTypHoM 6naHke dopmbl N 148-1/y-04(n).

6. OTnyck HapKOTUYECKMX W  MCUXOTPOMHbLIX  JFIEKAPCTBEHHbLIX MpPenapaToB  OCYLLECTBMSIETCS
hapmMaLeBTUYECKUMN U MEOULMHCKMMU pabOTHUKAMK, 3aHMMAaKLWUMKU OOSDKHOCTU, BKMOYEHHbIE B NEepeveHb
JormkHoCcTEN hbapMaLeBTUYECKMX U MEONLMHCKNX pabOTHUKOB B OpraHM3auusax, KOTOpbIM NpegocTaBneHo npaso
OTNyCKa HapPKOTMYECKNX NeKapCTBEHHbIX NpenapaToB U NCUXOTPOMHbIX NeKapCTBEHHbIX NpenapaToB (prU3nyecknm
ngam <4>,

<4> [ognyHkr 5.2.176 T[lonoxeHns o MuHuctepctBe (CobpaHve 3akoHogaTtenbcTBa Poccuinckon
depepaumu, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333).

7. HapkoTudeckMe U1 NCUMXOTPOMHbIE reKapcTBeHHble npenapaTbl cnucka |l, 3a uckmoyeHnem
nekapCTBEHHbIX MpenapaToB B BuAae NNnacTbiper U NekapCcTBEHHbIX NpenapaTtoB, COAepXKallnMX HapKoTuyeckoe
CPeACcTBO B COYETAHMM C aHTAroHUCTOM OMUMOUAHLIX PELEenTopoB, OTMYCKaTCA NPU NPeabsaABlEeHUN JOKYMEHTa,
YOOCTOBEPSAIOLLErOo JIMYHOCTb, MUY, yKasaHHOMY B peLenTe, ero 3akoHHOMY npeacTaBuTento <S> wnu nuuy,
nmerolemMy oOpMIIEHHYIO B COOTBETCTBUM C 3akoHodaTtenbcTBom Poccuiickon Pefepaumm OOBEPEHHOCTb Ha
npaBo NOSyYEeHUs TaKUX HAPKOTUYECKMNX U NCUXOTPONMHBIX JIEKapCTBEHHbIX MpenapaTos.

<5> B oTHoweHun nuua, ykasaHHoro B Yyactu 2 ctatbu 20 ®enepanbHoro 3akoHa N 323-d3 (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®epepaumm, 2011, N 48, cT. 6724).

Mpn HEBO3MOXHOCTU OCOPMIEHUS WUHKYpabenbHbIMM OONbHLIMA Ha 3aBEPLUAIOWEM 3Tane >KU3HM
JOBEPEHHOCTN Ha MpaBO MOSMyYEeHUs] yKasaHHbIX B ab3aue nepBOM HACTOSALLEro MyHKTa HApPKOTUYECKUX M
MCUXOTPOMHBLIX NEKAPCTBEHHBLIX MpenapaToB TakMe JeKapCTBEHHbIE MpenapaTbl OTMNYCKATCA WHbIM MMLaM,
OCYLLECTBMAIOLMM yX04 3a HUMW, NPU NPeabABIEHUN OQHOBPEMEHHO C PELENTOM Ha fieKapCTBEHHbIV Npenapat
OOKYMeHTa, YOOCTOBEPSIOLWEro JIMYHOCTb, W [OOKYMeHTa, MOoATBepXOaloLwero WHKypabenbHoe CcoCcTosdHue
OOnbHOro, coaepxalero CBedeHMs O nuue, KOTOpoe nosiydyaeT nekapcTBEHHble npenapaTtbl MO peuenTy
(dbamunus, nmsa, oT4eCTBO (NPU HaANU4MK), BUA, cepusi N (MNn) HOMep OOKYMEHTa, YAOCTOBEPSIOLLErO NIMYHOCTL),
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3aBEepPEHHOro NOANUCHI0 U NeYaTbio MeaMLUHCKOro paboTHMKA, a Takke NevyaTbio MeaMLVUHCKON OpraHn3aLumn.
[lokyMeHT, noaTBepXxaatoLwmnin MHkypabenbHoe cocTosiHue 60nbHOro, ocTaeTcsl B anTe4YHOW opraHvM3aunn.

8. HapkoTuyeckme W NCUXOTPONHbLIE NEKAPCTBEHHbIE nMpenapaTtbl cnucka |l (3a  ucknoyeHnem
NeKapCcTBEHHbIX MpenapaToB B BMAE NNACTbIpel U NeKkapCTBEHHbIX NpenapaToB, CoAePXKalUX HapKOTUYecKoe
CPEACTBO B COYETaHUM C aHTArOHMCTOM OMUOMAHBLIX PELIENTOPOB), NpeaHasHauYeHHble ONsi rPaXxaaH, UMEeLmX
npaBo Ha OecnnaTHoe nornyyYeHue NeKapCcTBEHHbIX NPenapaToB UMK MOyYeHe NeKapCTBEHHbIX NpenapaToB Co
CKWAKON, OTMYyCKaloTCH NpW NpeabsBneHun pelenTta, BelNMMCaHHOTO Ha peuenTypHoM 6naHke dopmbl N 107/y-HI,
N peLenTa, BbINMMCAaHHOIO Ha peLenTypHom 6naHke dpopmbl N 148-1/y-04(n).

9. MNocne oTnycka HapKOTUYECKUX M MCUXOTPONMHbLIX fIEeKapCTBEHHbBIX NpenapaToB cnucka Il, B Tom yncne B
BUAE TpaHcOepMarbHbIX TEPaneBTUYECKNX CUCTEM U NIEKAPCTBEHHbIX MpenapaToB, coAepXallmMx HapKoTUYecKkoe
CPEeACTBO B COYETAHUU C QHTArOHUCTOM OMMOWAHBLIX PELLENTOPOB, NMCUXOTPOMHbLIX NEKAapPCTBEHHbLIX NpenapaToB
cnucka lll nuuy, nonyymnsLleMy NeKapCTBEHHbIV Npenapar, Bbl4aeTcs CUrHaTypa C >XenToOW Nofocon B BepXHeWn
4YacTu N HAaAMUCbIO YepHbIM LIPUEPTOM Ha Hen "CurHaTypa", B KOTOPOM yKasbIBalOTCS:

1) HaMMeHOBaHWE W agpec MECTOHAXOXOEHUSA anTeku, anTeYHOro MyHKTa, MEeOULMHCKOW OopraHuM3auumu,
060ocobneHHOro nogpasaeneHnss MeAULMHCKON OpraHn3aumy;

2) HOMEP 1 Aata BbINMMCAaHHOIo peuenTta,

3) dhamunus, ums, OTYECTBO (NPY HaNU4MKn) nNuua, Ans KOToporo nNpeaHasHadeH nekapcTBeHHbIM npenapar,
ero Bo3pacT;

4) HOMep MeAMUMHCKOW KapTbl NauveHTa, noryvyalollero MeauLMHCKY0 MOMOLb B amBynaTopHbIX
YCMOBUSX, ANA KOTOPOro NpeaHasHaYeH NnekapcTBeHHbIN npenapar;

5) chamunusa, umsa, oT4ecTBO (MPU HaNW4YUW) MeOMUMHCKOro paboTHWKa, BbINUCABLUEro peuenT, ero
KOHTaKTHbI TenedoH nnbo TenedoH MeaAnLUMHCKON opraHn3aumny;

6) cogepxxaHve peLienTta Ha NaTUHCKOM S3bIKE UM PYCCKOM SA3bIKe;

7) cbamunusa, vmsl, OTY4eCTBO (MpWM HanMuyMu) U MOANUCb (PapMaLEeBTUYECKOro WU  MeOWMLMHCKOro
paboTHWKa, OTNYCTUBLUIEro NekapCTBEHHbIV Npenapar;

8) naTa oTnycka nekapcTBEHHOro npenapara.

10. 3anpewaetcsa OTMyCK CyOBLEKTOM PO3HUYHOM TOProOBMM MO peLenTaM BeTepuMHapHbIX OpraHu3aLumi
HaPKOTUYECKUX N MCUXOTPOMHbIX NEKapCTBEHHbIX NpenapaToB.

Mpunoxexne N 3

K npuka3dy MuHucTepcTBa 30paBoOXpaHEHUS
Poccuiickon depepatmm

oT 24 Hos6pst 2021 1. N 1093H

NOPAOOK
OTNMYCKA ANTEYHbIMU OPTAHU3ALUAMU UMMYHOBUOJTOMMMYECKUX
NEKAPCTBEHHbIX MPENAPATOB

1. OTnyck UMMyHOOGMOMOrMYecKUX feKapCTBEHHbIX MpenapaToB  OCYLEeCTBNSeTCH  anTeYHbIMu
opraHv3auMsaMM M MHAMBWMAYaNbHbIMW NpearnpuHUMaTensamMu, MMeLWnMY NMUEH3NI0 Ha apmaueBTUYEeCKyHo
AeATenbHOCTb, MEAULMHCKAMM OpraHnM3aunsaMm, UMEIoLLMMN NULEH3NI0 Ha ddapMaLeBTUYECKYI0 AeATENbHOCTb, U
nx obocobneHHbIMM nogpasgeneHnsmu (ambynaTopuamn, denbawepckuMmm 1 denbaLepcko-akyLepCKUMMm
nyHKTaMu, LueHTpamu (oTgeneHuamn) obuien BpadyebHon (CeMenHon) NpakTukn), PacronoXeHHbIMU B CEIbCKMX
noceneHusix, B KOTOPbIX OTCYTCTBYIOT anTeuvHble opraHusaumu, 6e3 peuenta u (unu) no peuenTty Ha
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nekapcTBeHHbIN npenapaT, 0opMIIEHHOMY MeaULUMHCKUMU paBoTHUKaMK (Qanee - peuenT).

2. MNpu oTnycke MMMYHOBMOMOrMYECKOro NekapCTBEHHOrO npenapara Ha peLenTe Unn KOpeLLKe peLenTa,
KOTOpbIN OCTaeTcsa y nuua, npuobpeTatoLiero (nonyyaroLlero) nekapCTBEHHbIN npenapaTt, Yka3blBaeTcsi TOYHOe
BpeMms (B Yacax 1 MMHyTax) OTNyCka NekapCcTBEHHOro npenapara.

3. OTnycKk UMMYHOBMOMOrMYECKOro NTIEKAPCTBEHHOMO NMpenapaTa OCYLUEeCTBISeTCs nuuy, npuobpeTarowemy
(nonyyvarolleMy) NekapcTBEHHbIN NpenapaT, Npu Hanmu4umM y HEero crieuuanbHOro TePMOKOHTENHepa, B KOTOPbIi
MoMeLLaeTcs JleKapCTBEHHbIA npenapaTt, WM BO3MOXHOCTU MPUOGPETEHMS B anTeyHoW opraHusauumn
HeobXoAMMbIX CpeacTB ANs TPaHCNOPTUPOBKM (TEPMOKOHTENHED, XINaa03NIeMEHThI).

4. Jlvwuy, npuobpeTwemy  UMMYHOBMOMOrMYECKUn  FIEKApCTBEHHBLIM  MpenapaTt, pPa3bsCHSETCS
HeobXooMMOCTb [AOCTaBKM JIEKApCTBEHHOrO npenapata B MEOUUMHCKYD OpraHu3auuio B CPOKWU, He
npesbillalolne Ccpoku nogdepxaHus paboden TemnepaTtypbl CPeacTB TPaHCMOPTUPOBKM, YKa3aHHble B
WHCTPYKUUU.
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