[lokyMeHT npeaocTaBneH KoHcynbTaHTINoc

3apernctpuposaHo B MuHtocte Poccum 30 Hosibps 2021 1. N 66142

MWHWUCTEPCTBO 3A4PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUMU

MPUKA3
oT 24 HoA6pA 2021 r. N 1093H

OB YTBEPXXAEHUU NPABUN
OTNYCKA NIEKAPCTBEHHbIX MPEMAPATOB A1 MEAULMHCKOrO NPUMEHEHUA
ANTEYHbIMW OPTAHU3ALUUAMMU, UHAUBUAYANbHBIMU NPEANPUHUMATENAMM,
WMEIOLLUMM NTNLEH3UIO HA OCYLLLECTBNEHUE ®APMALIEBTUYECKOM
AEATENBHOCTU, MEAULUWMHCKUMMU OPTAHU3ALUAMMU, UMEIOLLMMU NTULEEH3UIO
HA OCYLLEECTBNEHUE ®APMALIEBTUYECKOM OEATE/IBHOCTYU, U UX
OBOCOB/IEHHbIMU NOAPA3AENEHNAMMU (AMBY/IATOPUAMM, GENLALLEPCKUMU
U GENBALLEPCKO-AKYLLEPCKUMUW NYHKTAMU, LLEHTPAMMW (OTAENEHUAMM)
OBLLEN BPAYEBHOM (CEMEUHOW) NPAKTUKU), PACNO/IOXEHHBIMU
B CE/IbCKUX MOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT AMTEYHbIE
OPTAHU3ALIMN, A TAKIKE MPABWU/1 OTNYCKA HAPKOTUYECKUX CPEACTB
U NCUXOTPOMHbBIX BELLECTB, 3APETMCTPUPOBAHHbIX B KAYECTBE
NEKAPCTBEHHbIX NPEMAPATOB A1 MEAULIMHCKOrO NPUMEHEHMUA,
NEKAPCTBEHHbIX NPEMAPATOB A1 MEAULIMHCKOrO NPUMEHEHMUS,
COAEPXALLMX HAPKOTUYECKUE CPEACTBA U MCUXOTPOMHDIE
BELLIECTBA B TOM YMUC/NE NOPAAKA OTNYCKA ANTEYHbIMU
OPTAHM3ALMAMU UMMYHOBUONOMMYECKUX
NEKAPCTBEHHbIX NMPEMAPATOB

CNMCOK M3MEHAIOLWMX AOKYMEHTOB
(8 pea. Mpukasa MuH3apasa Poccum ot 24.11.2021 N 1093H)

B cooTtBeTcTBMM C NyHKTamMu 2 1 3 cTtatbk 55 degepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-3
"06 obpalleHMM nekapcTBeHHbIX cpeacTs” (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit eaepaunn, 2010,
N 16, cT. 1815; 2013, N 48, cT. 6165; 2016, N 27, cT. 4238), c nognyHKTamm 5.2.165, 5.2.169 n 5.2.183
nyHKTa 5 MonoxeHnsa o MuHUCTepcTBe 34paBooxpaHeHnAa Poccuiickoit Pepepaumn, yTBepKAEHHOMO
noctaHosneHnem [pasutenbctBa Poccuitickoit Pepepaunmn ot 19 umioHs 2012 r. N 608 (CobpaHue
3aKoHogaTenbcTBa Poccuiickoit ®egepauymn, 2012, N 26, ct. 3526; 2014, N 37, c1. 4969; 2017, N 33, cT.
5202), npuKka3sbiBato:

1. YTBEPAUTD:

MpaBuna OTNyCKa /ieKapCTBEHHbIX NpenapaToB ANA MeAMUMHCKOrO MPUMEHEHUS anTeYyHbiMM
OpraHM3aumMaAMM, MHAUBUAYANbHBIMU NPEeANPUHUMATENSAMUN, UMEIOLLMMU NNLEHIUIO HA OCYLLLECTBIEHNe
dbapmaueBTUYECKON AeATeNbHOCTU, MEAMUMHCKMMU OpraHM3aumaMn, UMELWMMU NULEH3UI0 Ha
ocywiectsneHne ¢apmaLeBTUYECKON AeATeNbHOCTH, U UX 060cobneHHbIMX  noapasgeneHUsamm
(ambynatopuamn,  dpenbawepckumm 1 denbaepCcKo-aKyWEPCKUMN  MYyHKTaMK,  LieHTpamu
(oTaeneHnammn) obuieli BpauebHol (cemeliHO) NPAKTUKK), PacNoNOKEHHbIMU B CENIbCKUX NMOCENEHUAX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHu3aLmm, cornacHo npunoxedue N 1 (aanee - npasuna);

MpaBnna OTNyCKa HAapPKOTUYECKUX CPeaCTB M MCUXOTPONMHbIX BELLeCTB, 3aperMcTpupoBaHHbIX B
Ka4yecCTBe /Z1IEKAPCTBEHHbIX NpenapaTtoB ANA MeaUUUMHCKOro npumeHeHunA, NeKapCTBEHHbLIX NMpenapaTtoB
ana megnumHCKOro npumMeHeHua, cogepamx HapKoTnyeckmne cpeacrtsa U NCUXOTPONHble BelleCTBa,
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cornacHo npunoxenuto N 2;

MopAdOK OTMyCKa anTeYyHbIMM  OPraHM3auMAMM  MMMYHOBUMONOTMYECKUX  JIeKapCTBEHHbIX
npenapaToB cornacHo npuaoxexuio N 3.

2. MNpu3HaTb yTPaTUBLUUMUK CUNY:

npukas MUHUCTePCTBA 340aBOOXPAHEHUA U COLMANBbHOIO pPa3BuTUa Poccuiickonn ®eaepaunm oT 26
asrycta 2010 r. N 7354 "O6 yTtBepxaeHun [IpaBMA OTNyCKa JIEKAPCTBEHHbIX NpenapaTtoB Ans
MEAMUMHCKOTO  NPUMEHEHUS  MeAMUMHCKMUMM  OpPraHusauMamu, WMMELWMMM  JINLEH3UI0  Ha
dapmaLleBTMUECKYIO AeATenbHOCTb, U X 060cobneHHbIMK MoapasgaeneHusmn  (ambynatopusamu,
denbvalepckumm 1 GenbaliepcKko-akyLepCcKMMM  MyHKTaMK, LeHTpaMmu (oTaeneHusmu) obluen
BpayebHol (cemeltHOM) NPaKTUKKM), PaCNONOKEHHbIMU B CENIbCKMX MOCENEHUSIX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHuMsaummn" (3aperucTpMpoBaH MuHUCTEpPCTBOM toCcTUUMKM Poccuitickoit Pepepaunn 28
ceHTAbps 2010 r., pernctpaumnoHHbiit N 18575);

npukas MuHucTepcTBa 3apaBooxpaHeHns Poccninckoit @egepaumm ot 11 nona 2017 r. N 403H "06
yTBEpKAEHUN [paBuA OTNyCKa NIEKAPCTBEHHbIX NpenapaTosB ANA MeLUUMHCKOro NPUMEHEHMA, B TOM
yncne  MMMYHOOMONOFMYECKMX  JIEKAPCTBEHHbIX  MPEnapaTtoB, anTeYyHbIMM  OPraHM3aUUAMM,
WHOMBUAOYANbHBIMU  NPEANPUHUMATENAMKW,  UMEIOWMMU  JINLEH3UID  Ha  (GapmaLeBTUYECKYIO
aeaTtenbHocTb" (3apernctpuposaH MuHUCTEpCTBOM tocTULMKN Poccuitickoit depepaumnm 8 ceHTabps 2017
r., perucTpaumnoHHbiii N 48125);

npuKkas MuHucTepcTBa 34paBooxpaHeHunsa Poccuitickont ®epepaummn ot 7 nons 2020 r. N 683H "0
BHECEHWM U3MEHEHWI B [paBMAa OTNYCKa NEKAPCTBEHHbIX NPENapaToB A58 MeLULMHCKOro NPUMEHEHMUS,
B TOM 4MCNe MMMYHOBMONIOrMYECKMX NIEKAPCTBEHHbIX MPENapaToB, anTeYHbIMWU OpPraHM3aUUsaMMU,
WHAMBUAOYANbHBIMU  NPEANPUHUMATENAMMN,  UMEIOWMMU  JNLEH3UID  Ha  dapMaLeBTUYECKYHO
OEATeNbHOCTb, YTBEPXKAEHHbIe NpMKasom MuHUCTepCTBa 34paBoOXpaHeHnsa Poccuiickon deanepauum ot
11 mona 2017 r. N 403H" (3apernctpupoBaH MuHUCTEpCTBOM tocTUUMKM Poccuiickon deaepauum 14
OKTA6pAa 2020 r., pernctpaumoHHbin N 60370).

3. Hactoawmin npukas Bctynaet B cuay ¢ 1 mapta 2022 r. n gencreyeT go 1 mapta 2028 r., 3a
NCKAtoYeHneM NyHKTa 12 MpaBua oTNyCKa IEKapCTBEHHbIX NPENapaToB ANa MeANLMHCKOro NPUMEHEHUS
anTeYHbIMW OpPraHM3aUMAMK, UHOMBUAYANbHBIMKU NPeAnpPUHUMATENAMU, UMEIOWMMU NULLEH3UIO Ha
ocywecTsneHme ¢apmaLeBTUYECKON AEeATENbHOCTU, MEAULMHCKMMW OpraHM3auMsaMK, MMEIOLUMMU
NNUEH3NIO  HA ocywecTBieHne ¢GapMaLeBTUYECKOW  AeATeNnbHOCTM, U UX 060cobeHHbIMK
nogpasgeneHusamu (ambéynatopmamu, odenbgluepckumm U GenballepCcKo-aKyLWEepPCKUMU  NYHKTaMMU,
ueHTpamu (otaeneHvamu) obuieli BpadebHoW (cemelftHOM) NPaKTUKK), PAaCcnNoNOKEHHbIMU B CENbCKUX
nocesieHMAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OPraHU3aumnmn, yTBEPKAEHHbIX HAaCTOALMM MPUKA3OM,
KOTOpbIM BcTynaeT B cuny ¢ 1 mapta 2022 r. u gencteyet ao 1 ceHtabps 2022 roaa.

MwuHunctp
M.A.MYPALLKO

Mpunoxkenne N 1

K NpuKasy MUHUCTEePCTBA 340aBOOXPAHEHMUSA
Poccuiickoin Pepgepaumn

OT 24 HosbpA 2021 r. N 1093H

NPABUNA
OTNYCKA JIEKAPCTBEHHbIX NPENAPATOB AN14 MEANUNHCKOIo NnPUMEHEHUA
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CNM1COK M3MEHALWMX AOKYMEHTOB
(8 pea. Mpukasa MuH3apasa Poccum ot 24.11.2021 N 1093H)

I. O6wue TpeboBaHUA K OTNYCKY NE€KapCTBEHHbIX NpenapaTos
ONA MeJULUHCKOrO NPUMEHeHUsA

1. OTnycKk NeKapcTBeHHbIX NpenapaTos AN MeANLMHCKOro NpMMeHeHUs (aanee - NeKapcTBeHHble
npenaparbl) OCYLLECcTBAAETCA anTeYHbIMU OpraHU3aLMaMM U UHANBUAYAAbHbIMU NPeAnPUHUMaTENAMM,
UMEWNMMU NNLEH3NIO Ha GdapMaLeBTUYECKYD AeATeNbHOCTb, MeANUMHCKMMU OpraHM3aumamu,
UMEI MMM TMLLEH3UIO Ha papMaLLeBTUUECKYIO AeATeNbHOCTb, U UX 060c06AeHHbIMM NoApa3aeNeHUAMU
(ambynatopuamn,  dpenbawepckumm N GenbAepPCKo-aKyWEPCKUMMM  MYHKTaMK,  LLeHTpamu
(oTaeneHnamun) obLiel BpauebHoM (cemMeliHOM) NPaKTUKK), PacrnoNioKEHHbIMWU B CEIbCKMX MOCENEHUSX, B
KOTOPbIX OTCYTCTBYIOT anTe4yHble opraHM3aumm (ganee - cybbekTbl pO3HUYHOM Toprosau), 6e3 peuenta <1>
M (M1K) No peuenTy Ha JIEKAapPCTBEHHbIV npenapaTt, opopMAEHHOMY <2> MeAUUMHCKMMM paboTHMKamMU
(manee - peuenT), a Tak:Ke No TPeboBaHNIO MeAULMHCKOM opraHn3aLmm <3> A8 anTeyHol opraHM3auuu.

<1> MoanyHKT "4" nyHKTa 5 yactn 4 crtatbn 18, noanyHKT "K" nyHKTa 1 yactm 1 cTtatbmn 33
depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpalleHMn NeKapcTBEHHbIX cpeacTs”
(CobpaHue 3akoHogaTtenbcTsa Poccuitickoint depgepaumm, 2010, N 16, cT. 1815) (manee - denepanbHbliit
3akoH N 61-93).

<2> MoanyHKT 5.2.179 MonoxkeHna o MuHUcTepcTBe 34paBooXpaHeHnA Poccunckon Peaepaumu,
YTBEPXKAEHHOrO noctaHosneHuem lMpasutenbcrtsa Poccuiickon Pepepaumm ot 19 nioHa 2012 r. N 608
(CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®egepaummn, 2012, N 26, c1.3526; 2017, N 52, cT. 8131) (nanee
- MonoxeHne o MuHUCTEPCTBE).

<3> MNyHKT 54 cTatbym 4 GepgepanbHoro 3akoHa N 61-03 (CobpaHue 3akoHoAaTeNbCTBA Poccuiickoit
depepauun, 2010, N 16, cT. 1815; 2019, N 31, cT. 4456).

2. OTNyCK NeKapcTBEHHbIX NpenapaToB 6e3 peuenToB OCyLLecTBAAETCA:

1) anTekamu, OCyLLECTBAAIOLWMMM PO3HUYHYIO TOProsBato (OTNYCK) NeKapCTBEHHbIX NpenapaTos
HaceNeHUo, U anTeKamu Kak CTPYKTYPHbIMWU MoapasaeneHnamn meamuMHCKOW opraHM3aumn (ganee -
anTeku);

2) anTeyHbIMM MYHKTaMKW, B TOM YMC/E KaK CTPYKTYPHbIMW NOAPA3AENEHUAMMN MeAULMHCKON
opraHusaumu (ganee - anTeyHble NyHKTbI);

3) anTeYHbIMN KMOCKaMU;

4) MHAMBMAYANbHBIMW NPEANPUHUMATENAMU, MMEIOWUMN ANLEH3UIO Ha dapmaueBTUYecKyto
AeATeNbHOCTb (ganee - UHAMBUAYANbHbIN NpeanpUHUMaTENb);

5) MeAULMHCKMMM OpraHM3aLMaAMM, UMEIOLLMMMN NLEH3MIO HA GaPMALLEBTUYECKYIO AEATEIBHOCTD,
M ux 060cobseHHbIMK nogpasgeneHuamu (ambynatopuamu, denbawiepckumm u  denbaluepcko-
aKyLWepCKUMM NYHKTamMM, UeHTpamu (oTaeneHusmu) obuen BpayebHOW (cemerHoN) npakTUKM),
Pacno/ioXKeHHbIMU B CE/IbCKUX MOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHuWsauuun (aanee
COOTBETCTBEHHO - MeAMLMHCKME OpraHM3aumMm, o60cobneHHble noapasgeneHns  MeauLMHCKUX
OopraHu3auui), nepeyeHb KOTOPbIX YTBEPXKAAETCA OPraHamu WCMNONHUTENbHOM BRacTM cybbeKTa
Poccuiickoit Pepepaunm <4>,
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<4> Yactb 5 ctatbm 55 PegepanbHoro 3akoHa N 61-d3 (CobpaHue 3akoHoaaTenbcTBa Poccmninckol
depepaunn, 2010, N 16, cT. 1815; 2020, N 14, cT. 2035).

3. OTNycK NeKapCcTBEHHbIX NpenapaTos No peuenTam OCyLLecTBAAETCA:
1) anTekamu;
2) anTeUYHbIMM NYHKTaMU;

3) UHAMBMAYANbHBIMU NPEANPUHMUMATENSMM (32 UCKNHOYEHUEM OTMNYCKa HAPKOTUYECKMX CPeacTB U
NCUXOTPOMHbIX BELWECTB, BKZIKOYEHHbIX B NepeyeHb HAaPKOTUYECKUX CpeacTB, NCUXOTPOMHbIX BeLWeCcTB N UX
NPeKypcopoB, MoAanexKallmMx KoHTposo B Poccuiickon Pepepaumm <5> (ganee COOTBETCTBEHHO -
MepeyeHb, HapPKOTMYECKME U NCUXOTPOMHbIE IeKapCcTBEHHbIE NpenapaThbl);

<5> MyHKT 2 cTatbm 2 depepanbHoro 3akoHa oT 8 aHBapa 1998 r. N 3-d3 "O HapKoTMYECKUX
cpeacTBax v NcnxoTponHbix Bewwectsax" (CobpaHue 3akoHoaaTenbcTea Poccuitickon Pepepaumn, 1998, N
2, cT.219; 2016, N 27, cT. 4238) (nanee - depepanbHblit 3aKoH N 3-03).

4) MegUUMHCKMMU OpraHvM3aumamm u 060COob/eHHbIMM  NoApasaeNeHUAMU  MeaULUHCKUX
OopraHusauumn.

4. Mo peuenTam, BbINMMCAaHHbIM Ha peuenTypHbix 61aHKax popmbl N 148-1/y-88, oTnyckatorca <6>
JNIeKApPCTBEHHbIE MpenapaTtbl, BKAKYEHHbIE B MepeyYeHb JIEKAPCTBEHHbIX CPEACTB AN MeAMUMHCKOro
NPUMeEHeHUA, NoANEKaALLMX NPEAMETHO-KOIMYECTBEHHOMY yYeTy (aanee - NeKapcTBeHHble NpenaparTsl,
BK/IlOYEHHble B nepeyeHsb MKY) <7>.

<6> MoanyHKT 5.2.179 NonoxkeHuns o MuHuctepcree (CobpaHue 3akoHogaTenbcTBa Poccuitckoi
depepauun, 2012, N 26, cT. 3526; 2017, N 52, cT. 8131).

<7> MoanyHKT 5.2.171(1) NonoxeHunsa o Munuctepcree (CobpaHue 3akoHoaaTeNbCTBa Poccuinckom
depepauun, 2012, N 26, cT. 3526; 2013, N 16, cT. 1970).

YKasaHHble /ieKapcTBeHHbIe Mpenapatbl, NpefHa3HAYeHHble ANA TPaXKAaH, UMEOLWMUX NPaBo Ha
noJlyyeHue SIeKapCTBEHHbIX MPEnapaToB, OTNYCKAaeMblX HECNIATHO UM CO CKUAKOW, OTMYCKATCA Mpu
npeabaBNEeHUM pPeLenTa, BbIMMCAHHOIO Ha peuenTypHom 6naHke dopmbl N 148-1/y-88, u peuenTa,
BbIMMCAHHOTO Ha peuenTypHoM 6naHke popmbl N 148-1/y-04(n).

5. Mo peuenTtam, BbINUCAHHbIM Ha peuenTypHbiX 6aaHKax dopmbl N 148-1/y-04(n), oTnycKatoTca
JIeKapCTBEHHbIE MpenapaThl, BbINUCbIBAaEMble rpaXKaaHamM, MMeoLWMM NpaBo Ha becnaaTHoe nosyyeHue
JIEKAPCTBEHHbIX MpPenapaToB MAM MOJlyYEHME JEKAPCTBEHHbIX MPENapaTtoB CO CKUAKOW (Janee -
JIeKapCTBEHHbIE NPEeNapaTbl, OTNYCKaeMble 6ECMNATHO UAN CO CKUOKOM).

6. Mo peuentam, BbINMCAHHbIM Ha peuenTypHbiX 6naHkax ¢opmbl N 107-1/y, oTnyckaroTca UHble
JIeKapCTBeHHble MnpenapaTbl, He YyKasaHHble B MNyHKTe 4 HactoAawwmx [paBua, M 3a WCKAKOYEHMEM
JIeKapCTBEHHbIX NpenapaToB, OTNycKkaemblx 6e3 peuenTa.

7. KombnHMpoBaHHble NeKapCTBEHHbIE NpenapaThbl A8 MEANLMHCKOTO NPUMEHEHUA, CoAepKalLme
KpOMe MasbIX KOJIMYECTB HAapPKOTUYECKMX CPeaCTB, MCUXOTPOMHbIX BELLECTB U X NPEKYPCOPOB Apyrue
dapmaKonormyeckme aKTUBHbIE BeLLECTBA, OTMNYCKAKOTCA anTeKamM, anTeYHbIMW MyHKTaMuU U
WHAMBUAOYANBbHBIMU - NPEANPUHUMATENAMN,  UMEOWMMU  JNLEH3NID  Ha  dapMaLeBTUYECKYHO
AeATeNbHOCTb, N0 peuenTam, BbiNUcaHHbIM Ha peuenTypHbix 6aaHkax ¢opm N 107-1/y u N 148-1/y-88
<8>, Kpome Tex IeKapCTBEHHbIX NpenapaToB, KOTopble OTNyCcKatoTca 6e3 peuenTa.
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<8> YacTb 6 ctaTbn 55 PegepanbHoro 3akoHa N 61-d3 (CobpaHune 3akoHogaTenbcTBa Poccuiickom
depepaunn, 2010, N 16, cT. 1815; 2013, N 48, cT. 6165).

8. Mo peuentam B ¢GOpPMe 3SNEKTPOHHOTO JOKYMEHTa C MCMOJIb30BaHWMEM YCUNEHHOW
KBaNPUUMPOBAHHOM 3NEKTPOHHOM MNOANUCU MeAMUMHCKOro paboTHWKa (fanee - peuent B dopme
3N1EKTPOHHOTO AOKYMEHTA) OTMNYCKaloTCA BCe JIEKApCTBEHHbIE NPenapaTbl, yKasaHHble B NyHKTax 4, 5, 6, 7
HacToAwwmx Mpasun.

9. MeanUMHCKME opraHusaumm u o6ocobsieHHble nogpasaeneHns MeaULMHCKUX OpraHM3auui
TaKXe MOryT OTNyCKaTb:

1) nekapctBeHHble npenaparbl, BKAOYEHHble B nepedeHb [MKY, BbiNMcaHHble Ha peuenTypHbIX
6naHkax dopmbl N 148-1/y-88;

2) neKkapcTBeHHble npenapaTbl, BKAOYEHHble B [lepeyeHb JIEKAapPCTBEHHbIX NpenapaTos,
OTMycKaemblXx MO peuentam Bpada (denbawepa) npyv OKasaHUW AOMONHUTENbHON 6HecnnaTHOM
MEANLUMHCKON MOMOLLM OTAENbHbIM KaTeropuMam rpaXgaH, WMeLWMM npaBo Ha noaydeHue
rocyapcTBeHHON COLUMAaNbHOM MOMOLLM, a TaKXKe WHble JeKapCTBeHHble cpeacTBa, OTMyCKaemble
6ecnnaTHO MM CO CKMAKOM, BbIMMCAHHbIE HA peLenTypHbIX 6aaHkax dopmbl N 148-1/y-04(n).

10. OTnycK NeKapCTBEHHbIX NPEenapaToB, He YKa3aHHbIX B NyHKTax 4, 5, 6, 7 HacTtoawwmx MNpasun, B
COOTBETCTBUM C MHCTPYKLMAMM NO UX MeAULMHCKOMY NMPUMEHEHMUIO OCYLLECTBAsETCA 6e3 peLenTos.

11. OTnNycK NeKapCcTBEHHbIX MPENapaToB OCYLLECTBAAETCA B TEYEHME YKA3aHHOr0O B peLenTe CpoKa
ero AencTBMA NpM 06paLLEHMM IMLA K CYOBEKTY PO3HUYHOMN TOProBAM.

12. Y1patun cuny c 1 ceHtabpsa 2022 roaa. - MNyHKT 3 gaHHoro MpuKasa.

13. JlekapcTBeHHble npenapaTbl OTMAYCKAlOTCA B KOJMYECTBE, YKa3aHHOM B peuenTte, 3a
WCK/IlOYEHWEM C/y4yaeB, KOrga A/1A JIEKapCTBEHHOrO npenapaTta YCTaHOB/AEHO KOJIMYeCTBO, KOTopoe
MOKeT HbITb BbIMMCAHO B OAHOM peLLenTe, AN KypC NedyeHunsa <9>.

<9> MoanyHKT 5.2.177 MonoxeHna o MuHuctepctee (CobpaHue 3akoHoaaTenbcTBa Poccuinckoit
depepaunn, 2012, N 26, cT. 3526; 2015, N 23, cT. 3333).

MpyM npeabABAEHMM peuenTa C MpeBblleHWEM MpeaesbHO  AONYCTUMOTO  KO/AMYeCTBa
NleKapcTBEHHOTO MpenapaTta, KOTopoe MOMXKET BbiTb BbINMMCAHO B 04HOM peuenTe, dapmMaueBTUYECKMiA
pPaboTHNK MHObOpMMpYeT 06 3TOM /MU0, NPEACTaBMBLLEE PELENT, PYKOBOAMTENA COOTBETCTBYIOLLEN
MeAMLMHCKOWM OpraHM3aLmMmn 1 OTNYCKaeT yKasaHHOMY /MLy YCTaHOB/AIEHHOE COOTBETCTBEHHO NpeaebHO
A0MNYCTMMOE KOIMYECTBO IEKAPCTBEHHOTO NpenapaTa, KOTOPOe MOXKET 6bITb BbINMCAHO B 04HOM peLenTe
C NPOCTaB/EHNEM COOTBETCTBYIOLLEN OTMETKM B peLenTe.

Mpy HanmMumMm y cybbeKkTa PO3HUYHOW TOProB/IM NIEKAPCTBEHHOrO Mpenapata C A03UMPOBKOM,
OT/IMYHOW OT A03MPOBKWM JIEKAPCTBEHHOIO MNpenapaTa, YKasaHHOM B peuenTe, OTMYCK MMmetowerocs
NleKapCcTBEHHOTO MpenapaTa AOMNyCKaeTcs, eciv A03MPOBKA TaKOro JIEKAPCTBEHHOTO NpernapaTa MeHbLue
[O3MPOBKM, YKasaHHOM B peuente. B Takom c/iyyae OCYLLECTBAAETCA MNepecyeT KOMYecTBa
JleKapcTBEHHOTO NpenapaTa ¢ Y4eTOM Kypca JIeueHus, yKasaHHOoTo B peLenTe.

B cnyyae ecan A03MPOBKa JIEKAPCTBEHHOrO Mpenaparta, MMEIOLWLeroca y cybbekTa PO3HWUYHOM
TOProBAKW, MpPeBbIWAET A03MPOBKY /IeKapCTBEHHOro npenaparta, yKasaHHylo B peuenTte, peweHue ob
OTNyCKe NEeKapCTBEHHOro MpenapaTta C TakoW A03MPOBKOM NPUHUMAET MeAMUMHCKMIA pPaboTHUK,
BbINMCABLUMIA peuenT.
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14. OTnyck /NeKapCTBEHHOrO npenapaTta OCYLWEeCTBAAETCA B MNEPBUMYHOM W BTOPUYHOM
(noTpebuTenbckoi) ynakoBKax, MapKMPOBKA KOTOPbIX AO/XKHA oOTBevaTb TpeboBaHWAM cTaTbn 46
depepanbHoro 3akoHa N 61-93 (CobpaHue 3akoHoaaTenbcTBa Poccminckoit deaepaumn, 2010, N 16, cT.
1815; 2014, N 52, cT. 7540), a ynakoBKa A1 HAQPKOTUYECKUX M MCUXOTPONMHbIX IEKAPCTBEHHbIX NpenapaTos
cnucka Il - TpeboBaHuam nyHKTa 3 ctatbn 27 PegepanbHoro 3akoHa N 3-P3 (CobpaHue 3aKoHOAaTebCTBa
Poccuitckoit Pepgepaumn, 1998, N 2, cT. 219; 2016, N 15, cT. 2052).

15. MpK OTNyCcKe NeKapCTBEHHbIX MPenapaToB Mo peuenTty, 0opoOpMAEHHOMY Ha PELENTYPHOM
6/1aHKe Ha BymarkHOM HocuTene, dapmMmaLeBTUYECKUI PAabOTHMK NPOCTaBASET OTMETKY Ha peuenTte o6
OTNYyCKe NeKapcTBeHHOro npenapara "JlekapcTBeHHbIN npenapaT oTnyweH" 1 ¢ ykazaHuem:

1) HaumeHoBaHMA anTeyHOW opraHusauuun (pammamm, MmeHKW, oTtyectTBa (MpPUM  HaAUuUK)
WHAMBUAYANIbHOTO NpeanpuHMMaTens);

2) TOProBoro HaMMeHoBaHUA (38 NCK/TIOYEHUEM JIEKAPCTBEHHbIX MPENApPaToB, U3rOTOB/IEHHbIX B
anTeyHou OpI'aHVI3aLI,VIM), AO03NPOBKU N KOIMYECTBA OTNYLWEHHOIo 1EKAPCTBEHHOIO Npenaparta,

3) damuamm, MeHn, oTyecTBa (NPU HaMYMK) MEAULMHCKOTO PabOTHUKA B C/1y4asX, YKasaHHbIX B
ab3aue yeTBepTOM NyHKTa 13 1 ab3aLe TpeTbem NyHKTa 16 HacToawwmx Mpasun;

4) peKkBM3UTOB AOKYMEHTa, YAOCTOBEPAIOLWEro JIMYHOCTb NMLA, NONYYMBLUETO JIeKAapPCTBEHHbIN
npenapat, B C/ly4ae, YKa3zaHHOM B NyHKTe 28 HacTtoAawmx MNpasun;

5) ¢pammnmm, nmeHu, otyectsa (Npu Hannumm) dbapmaleBTUYECKOro PaboTHUKA, OTNYCTUBLUEro
JIeKapCTBEHHbIM Npenapar, 1 ero NoAnucK;

6) 4aTbl OTNYCKa NeKapCTBEHHOTO Npenapara.

16. Mpu oTnNycKe NeKapCcTBEHHbIX MPENapaToB No peLenTy, BbIMMCAHHOMY Ha peuenTypHom BiaHKe
¢dopmbl N 107-1/y co cpoKom OeNCTBUA A0 OAHOrO rofa, B KOTOPOM YKasaHbl Nepuobl M KOMYECTBO
OTNyCKa JIEKapCTBEHHOTO nMpenapata (B KaxAabld nepuod), peuenT BO3BpaLLAETCa  JuLy,
npuobpeTatoLLeMY SIeKapCTBEHHbIV NpenapaT, C OTMETKOM, CoAep Kalllel CBeAEHMA, YKa3aHHbIe B MyHKTe
15 HacTtoawwmx MNpasun.

Mpu ouyepefHOM O0B6PaALEHUN AMLA K CYBBLEKTY PO3HWMYHOW TOProBAM C AaHHbIM PeLenTom
YYUTBIBAKOTCA OTMETKM O Mpeablayliem OTMNyCcKe JeKapcTBEeHHOro npenapaTta no Takomy peuenty U B
cnyyae npuobpeTeHMa  IMLOM  KOAMYECTBa  JIEKApCTBEHHOro npenapata, COOTBETCTBYHOLLEro
MaKCMMaNbHOMY KOJIMYECTBY, YKazaHHOMY MeAULMHCKMM PabOTHMKOM B peLienTe, a TakKe No UcTedeHnn
CPOKa AENCTBMA peLenTa, Ha peuenTe NPOCTaBAAeTcs WTamn "JlekapcTBeHHbIM npenapat oTnyweH" u
peLenT BO3BPALLAETCA MLy.

EAMHOBpPEMEHHbIA  OTMYCK /IeKApCTBEHHOro npenapata nNo peuenTy, BbIMMCAHHOMY Ha
peuenTtypHom 6naHke ¢dopmbl N 107-1/y co CpoKOm AeiNcTBMA A0 OAHOro roAa, B KOTOPOM YKasaHbl
nepuoapbl M KOANMYECTBO OTMYCKa /IeKapCTBEHHOIO Npenapara (B Kaxaplii nepuog), AonycKaeTca TO/bKO
MO COr1acoBaHMI0 C MeAULMHCKMM PabOTHUKOM, BbINMCABLIMM PeLenT.

17. Mpu oTnycke NeKapcTBEHHbIX MpenapaTos MO peLenTy, BbINMCAHHOMY Ha peLenTypHom baaHKke
dopmbl N 148-1/y-04(n), 3anoNHEHHbIN KOPELIOK TaKoro peuenTta nepeaaercs ¢papmaueBTUYECKUM
paboTHMKOM NinLy, NnpuobpeTatolLemy (Nosyyatowemy) NeKapcTBEHHbIE NPenapaTsl.

18. OcTatoTca n XpaHATca y cybbeKkTa pO3HUYHOM TOProBAn peLenTbl (C OTMEeTKOM "JleKapCTBEHHbIN
npenapart otTnyuieH") Ha:

1) NNeKapCTBEHHbIE NMpPenapaTbl, OTNyCKaemMble 6ecnnaTHO MK co CKMAKOI‘;L - BTe4yeHune Tpex neT,

2) nekapcTBeHHble NpenapaTsbl, oTHocAWwMeca No ATX K aHTUNcuxoTudeckum cpeactesam (kog NOSA),
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aHKcuonuTnkam (Koa NO5B), cHOTBOpPHbIM M ceaaTuBHbIM cpeacTtBam (Kog NOS5C), aHTMAenpeccaHTam
(kog, NO6A) 1 He nognerkalime NpegMeTHO-KONMYECTBEHHOMY YUETY, - B TEYUEHME TPEX MECSLIEB.

19. PeuenTbl, He VyKasaHHble B NyHKTe 18 HacToAwmx [lpaBua, OTMeYaloTCA LWTAMMOM
"JleKapcTBeHHbIM NpenapaT oTnyLweH" 1 BO3BPALLAOTCA ULy, NONYYMBLLUEMY IEKAPCTBEHHbIM Npenapar.

20. PeuenTbl, BbINMCAHHblE C HapyweHuem npasun <10>, perncTpupytoTca B XypHane, B KOTOPOM
YKa3blBaOTCA BbIABNEHHbIE HapyLeHUs B 0dopMaeHMM pelenTa, amuans, MMa, 0OT4ECTBO (MPY HaMumnmn)
MeAVLMHCKOro paboTHMKa, BbIMMCABLUErO pPeLenT, HAaMMEHOBaHME MEAMLUMHCKOW oOpraHuM3auuu,
NpUHATbIE Mepbl, OTMeyatoTca wWwTamnom "PeuenTt HeaencTeuTeneH" ©  BO3BpaWAOTCA  auuy,
npeacrasmswemy peuent. O ¢akTax HapyweHMA Npasna 0GopMAEHUA PELLENTOB CYOBHEKT PO3HUYHOM
TOProB/i MHGOPMUPYET PYKOBOAUTENA COOTBETCTBYIOLLEN MEANLIMHCKOMN OpraHn3aumum.

<10> MognyHKT 5.2.179 MNonoxeHuns o MuHuctepctee (CobpaHune 3akoHogaTenbcTBa Poccminckoit
depepaunn, 2012, N 26, cT. 3526; 2017, N 52, cT. 8131).

21. B obocobneHHOM noAapasgeneHnn meauuMHCKON OpraHn3aummn A0MKHbl BbiTb obecneyeHbl
YCNOBUA COXPAaHHOCTM OCTaB/IEHHbIX Ha XpaHeHWe peLenToB Ha ieKapCcTBeHHble CpeacTBa.

PeuenTbl Ha JNeKapCTBEHHbIE CPEACTBa, MNOANENKALME MNPEeSMETHO-KOANYECTBEHHOMY YYeTy,
NleKapcTBEHHbIE CPeACTBa, OTNyCKaemble 6ecniaTHO WM CO CKUAKOM, eeMeCAYHO nepenarTca w3
060c06N1€eHHbIX MNOApasAeneHnin  MeaUUMHCKUX  OpraHM3auuii B MeAMUMHCKME  OopraHu3auumu,
CTPYKTYPHbIMW NOAPA3AENEHNAMMN KOTOPbIX OHM ABAAIOTCSA, 418 NOCAeAYIOWEro XpaHeHus.

22. Mpu OTNycKe fNeKapCTBEHHOro npenapata ¢apMaueBTUYECKMI PaboOTHUK MAM paboTHMK
MeAMUMHCKOW  opraHusaumm  (06ocobneHHOro noapasAeneHus  MeaMUMHCKOM  opraHusauum)
HopMMpyeT 1L, NprobpeTatowee (NoaydaloLLee) NeKapCcTBEHHbIV Npenapart, 0 PeXXUMe U A03aX ero
npvema, NpaBuaax XpaHeHNa B AOMaLUHWUX YCAOBUAX, O B3aMMOAENCTBUM C APYIMMUN NEKAPCTBEHHbIMM
npenapaTtamm.

23. Mpun OTNycKe J/IeKapCTBEHHOro npenapata ¢apmaueBTUYECKMI PabOTHUK UAU PabOTHUK
MeANUMHCKOWN opraHusaumm (06ocobneHHOro nogpasgeneHms MeauumMHCKOM opraHnsauum) He Brnpase
NpefocTaBNATb HEAOCTOBEPHYIO W (MM) HENONHYH WMHPOPMAUMIO O HaIUYMKM  IeKapCTBEHHbIX
npenapatoB, BK/lOYaA JIeKapCTBEHHble Mpenapatbl, WMelWMe OAMHAKOBOE MeXAyHapoaHoe
HenaTeHTOBaHHOE HAaMMEHOBaHMe, B TOM YUC/e CKPbiBaTb MHGOPMAaLMIO O HAMNUYMKU NEeKapCTBEHHbIX
npenapaTos, UMetoLWMX bonee HU3KYIO LeHy <11>,

<11> CraTtba 74 depepanbHoro 3akoHa oT 21 Hosbps 2011 r. N 323-d3 "O6 ocHoBax oXpaHbl
3/0poBbA rpaxkaaH B Poccuinckoit Pepepaunn (CobpaHue 3akoHogaTenbcTsa Poccuiickon deaepaumu,
2011, N 48, cT. 6724, 2013, N 48, cT. 6165) (aanee - degepanbHbiit 3akoH N 323-93).

24. 3anpelaetca oTNycK ¢anbcudUUMPOBAHHbIX, HeL0OPOKAYECTBEHHbIX U KOHTpPadaKTHbIX
NleKapcTBeHHbIX NpenapaTtos <12>,

<12> Cratba 57 ®epepanbHoro 3akoHa N 61-®3 (CobpaHue 3aKoHopaTenbcTBa Poccuitckoi
depepaunn, 2010, N 16, cT. 1815).

25. OTNycK 3TU/I0BOro CNMPTa NPOM3BOAUTCA MO PeLEnTy C y4eTOM YCTaHOBAEHHbIX TpeboBaHU K
06bemMy Tapbl, yNaKoBKE U KOMNNEKTHOCTM JIeKapCTBEHHbIX NpenapaTos <13>.
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<13> Yactb 4.1 crtatbum 45 depepanbHoro 3akoHa N 61-903 (CobpaHue 3aKoHoAaTesNbCTBA
Poccuitckoit degepaunn, 2010, N 16, cr. 1815; 2015, N 51, ct. 7245), noctaHoBNeHMe [paBUTENLCTBA
Poccuitckoit ®epepaumm ot 23 utona 2016 r. N 716 "O nopsgre dopmMMpoBaHUs NePEYHn TeKapCTBEHHbIX
npenapaToB 418 MeAULMHCKOro NPMMEHEHUs, B OTHOLEHUN KOTOPbIX YCTaHaBAMBalOTCA TpeboBaHMa K
06bemy Tapbl, YNaKOBKE M KOMMJIEKTHOCTM, NEePEeYHs NeKapCTBEHHbIX NPenapaToB A/1a BETepMHapPHOro
NPUMeHeHMA, B OTHOLIEHUN KOTOPbIX YCTaHaBAMBatOTcA TpeboBaHUA K 06beMy Tapbl, U onpegeneHma
Takux TpebosaHuii" (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit deaepaumm, 2016, N 31, ct. 5030).

JlekapcTBeHHble npenapaTbl, coAep’Kalme 3TUNOBbIN CAUPT, B TOM YMC/I€ M3rOTOB/IEHHbIE MO
peuenTy cybbeKTOM PO3HUYHOW TOProBAN, UMEOLWMM NNLEH3NIO Ha PpapmaLeBTUYECKYIO AeATe/IbHOCTb
C MpaBOM M3rOTOBNEHMA NEKAPCTBEHHbIX MpenapaToB, OTMAYCKAKTCA C Y4YETOM YCTAHOBJ/IEHHbIX
TpeboBaHUI K 06beMy Tapbl, YNaKOBKE M KOMMIEKTHOCTU JIEKAPCTBEHHbIX NPEnapaTos.

26. 3anpeu.|,aeTC$| pa3p,eanb|171 OTNYCK NeKapCTBEHHbLIX CpeacTs, BXo4AWWUX B COCTaB
NNeKapCTBEHHOrIO nNpenaparta, N3rotaB/iMBaemoro Cy6'beKTOM p03HM‘-IHOﬁ TOpProsau.

27. 3anpeliaeTca OTNYCK CYyObHEKTOM PO3HMYHOW TOProBAM MO pPeLenTam BeTepUHAPHbIX
opraHuMsaunii:

1) neKkapcTBeHHbIX NPEeMNapaToB, BKAOYEHHbIX B nepeyeHb MKY;
2) NeKapcTBEHHbIX NPenapaToB, OTNYCKaeMblX 6eCrnIaTHO UK CO CKUAKOW;

3) neKapcTBeHHbIX NpenapaToB, OTHOCAWMXCA No ATX K aHTUMNCUXOTUYECKUM cpeacTBam (Kog,
NO5A), aHKcuonutuKkam (Kog, NOS5B), cHOTBOpHbIM M cegatTuMBHbIM cpeactBam  (Kog NO5C),
aHTMaenpeccaHtam (Kog NO6A) 1 He BKIOUYEHHBIX B NepedeHb MKY.

Il. Tpe6oBaHUA K OTNYCKY JIeKapCTBEHHbIX NPenapaTos
no Tpe6oBaHUIO MeAULIMHCKOWN OpraHu3aumum

28. [Ona obecneyeHus neyebHOro npouecca B MEOMUMHCKOM OpraHusaumm anTeyHomn
opraHusauuen, ABAAIOWLENCA CTPYKTYPHbIM MOApasgeNeHMeM TaKoW MeOMUMHCKOM opraHusauuu,
OCYLLECTBNAETCA OTNYCK AM6O M3roTOB/AEHWE W OTMYCK JIEKAPCTBEHHbIX MPEnapaToB Ha OCHOBaHWM
Tp86OBaHMF| MGAMLI'VIHCKOVI opraHnsauuun, BbINMCaHHONoO yNnoJIHOMO4Y€HHbIM MeaUUNHCKUM paﬁOTHMKOM
(manee - TpeboBaHNE MEANLIMHCKOWM OpraHM3aLmm).

MeaumumMHCKaa opraHM3auma BnpasBe 06pPaTUTbCA B CTOPOHHIOK aMTEYHYH OpPraHu3auuio npu
OTCYTCTBMM aNTEYHOM OpraHM3aumm, ABNAIOWENCA CTPYKTYPHbIM NOApa3aeeHMeM Takoi MeauLMHCKOM
opraHu3aumm.

JlekapcTBeHHble Npenapathbl, M3roTOB/IEHHbIE anTeYHbIMM OpPraHM3auMAMK O0A Lenei ux oTnycka
no TpeboBaHUAM MeANLMHCKMX OpPraHn3aUmii, rocy4apcTBEHHOM perncTpaumm He nognexar <14>.

<14> MyHKT 1 yactn 5 ctatbn 13 PepepanbHoro 3akoHa N 61-d3 (CobpaHue 3akoHOAATENLCTBA
Poccuitckoit ®epgepaummn, 2010, N 16, cT. 1815).

29. XpaHeHue TpeboBaHUN MeANLNHCKON OpraHM3aLmm, No KOTOPbIM OTMYLLEHbl IeKAPCTBEHHbIE
npenapaTbl, OCYLLECTBAAETCA anTe4YHOM OpraHWsauuen B COOTBETCTBMM C MyHKTOM 18 HacToAwero
Mopsaaka.

30. HapyLweHuve nepBUYHON YNaKOBKK IeKapCcTBEHHOMO Npenapara Npu ero oTnycke no TpeboBaHMIo
MeAMLMHCKOW OpraHusaumMmM [onyckaeTcA anTeyHoM opraHvsauuein, MMelowen AUMLEH3UI0 Ha
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¢apmau,eBTquCKy}o AEeATE/IbHOCTb C NPAaBOM U3TroTOB/IEHUA NEKAPCTBEHHbIX NPenapaTos. B Takom Caliy4dae
OTNYCK /1IEKAPCTBEHHOIO NpenapaTta OCyWwecCTB/IAETCA B YNaKOBKe <15>c¢ npeanocraBieHnem NHCTPYKUUn
(KOHMM VIHCprKLI,VIVI) no NPUMEHEHUIO OTNYCKAEMOTIO J1IEKAPCTBEHHOTO Npenaparta.

<15> Mpukas MuH3sgpaBa Poccum ot 26 okTabpa 2015 r. N 751H "O6 yTBEpXKAEHMM NpPaBUA
M3roTOB/IEHNA WU OTMYCKA JIEKAPCTBEHHbIX MPENapaToB A8 MEeAMUMHCKOrO NMPUMEHEHMA anTeYHbIMM
OpraHusaumnsamum, WHANBUAYANbHBIMU npegnpUHUMaTENS MU, UMEIOLWMMM  JIMLUEH3UID  Ha
dapmaleBTMUECKYIO AeAaTenbHOCTL"  (3apernctpuposaH MMUHUCTEPCTBOM  HOCTULUMM  Poccuiickom
depepaunn 21 anpens 2016 r., peructpaumoHHbiii N 41897).

lll. Oco6eHHOCTM OTNYCKA NEKAPCTBEHHbIX NpenapaTos
no peuentam B popme 3N1EKTPOHHOro AOKYMEHTa

31. OTnycK /NeKapCcTBEHHbIX NpenapaTtoB no peuentam B GOpme 3/1eKTPOHHOrO AOKYMEHTA
OCYLLECTBAAETCA anTeKamu, anTeyHbiMWU MYHKTaMW W WMHOMBUAYANbHBIMW  NpegnpuHUMATENAMMU,
YKa3aHHbIMM B MyHKTe 2 HacToAwmx Mpasua, pacnonoxKeHHbIMW Ha TeppuTopumn cybbekTa Poccuinckoi
depepaunn, B KoTopom odopmaeH peuenTt B Gopme 3N1eKTPOHHOrO AOKYMEHTa, B Cayvyae MPUHATUA
YNOJIHOMOYEHHbBIM OpraHom cybbeKkTa Poccuiickon depepalMm B COOTBETCTBMM C MYHKTOM 4 cTaTbu 6
depepanbHoro 3akoHa N 61-93 (CobpaHue 3akoHoaaTenbcTBa Poccuitickolt deaepauun, 2010, N 16, cT.
1815; 2019, N 52, cr. 7793) peweHua 06 MCNoONb30BaHUM Ha TeppuUTOopUM cybbekTa Poccuiickoin
depepaunn Hapsgy C peuenTamym Ha JSIeKapcTBeHHble npenapatbl, 0GOPMAEHHBIMW Ha OymaxKHOM
HOoCUTene, peLenToB Ha JieKapCTBEHHble mnpenapaTtbl, CHOPMUPOBAHHLIX B (GOpMEe 31EKTPOHHbIX
JOKYMEHTOB (fanee - pelleHne ynoJIHOMOYEHHOro opraHa cybbeKkta Poccuitickoli ®epepaumn).

32. AnTeyHble opraHM3aLmm SOMKHbI UMETb NOAKAOYEHME K FrOCYAapPCTBEHHON MHPOPMALLMOHHOM
cucteme B chepe 3apaBooxpaHeHnn cybbekTa Poccuiickon deaepaunm <16> (aanee - cuctema), Kotopoe
obecneynBaeTca yNnoJHOMOYEHHbIM OpraHOM BNAcTM cybbeKkTa Poccuiickoit Gegepaumm.

<16> MocTtaHoBneHue MpaBuTenbcTBa Poccuitickont deagepauum ot 5 maa 2018 r. N 555 "O eanHoi
rocygapctBeEHHOM  MHPOPMALMOHHOM  cucteme B  chepe  3apaBooxpaHeHus”  (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepaumm, 2018, N 20, cT. 2849; 2021, N 25, cT. 4814).

TexHuyeckune TpeboBaHWMA K MHOOPMALMOHHOMY OOMEHY Mexay anTeyHOW opraHu3auuen u
cUCTEMOM, B TOM umncie TpeboBaHMA K naeHTMdMKauumn peuenta B opme 31EKTPOHHOIO AOKYMEHTA U
Nvua, obpaTuBLIEeroca 3a OTNYCKOM JIEKAapPCTBEHHbIX NPenapaToB MO TaKMM peLenTam, yCTaHaBAMBatoTCA
pelleHnemM ynoaHOMOYEHHOrO opraHa cybbekTa Poccuiickoin ®eaepaumm.

33. OTnycK NeKapCcTBEHHbIX NpenapaTtoB Mo peuentam B ¢GOpme 3/EKTPOHHOrO AOKYMEHTa
OCYLLECTBAAETCA /MLy, YKasaHHOMY B peuenTe, fMbo ero 3akOHHOMYy npeactaButento, Anbo nuuy,
KOTOpOEe /IMLLO, YKA3aHHOe B peuenTe, UN ero 3aKOHHbIV NpeacTaBuTe/ b YNOAHOMOYMAN Ha NoyYeHne
JIeKapCTBEHHbIX NPenapaTos.

MpunorkeHue N 2

K NpuKasy MUHUCTEePCTBA 340aBOOXPAHEHMUSA
Poccuiickoin Peagepaumn

OT 24 HosbpA 2021 r. N 1093H
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NPABUNA
OTMYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPOMHbIX BELLECTB,
3APETMCTPMPOBAHHDbIX B KAHECTBE JIEKAPCTBEHHbIX NPEMAPATOB
Ana MEAUUNHCKOIo NPUMEHEHUA, NEKAPCTBEHHbIX NMPEMAPATOB
Ana MEAUUNHCKOro NnPMMEHEHUA, COAEPKALLUX HAPKOTUYECKUE
CPEACTBA U NCUXOTPOMHDIE BELLLECTBA

1. OTNycK HApPKOTMYECKUX W MNCUXOTPOMHBLIX JIEKAPCTBEHHbIX MPenapaTtoB Mo peLenTam
OCYLLECTBAAETCA anTeKaMK, anTeUYHbIMM NYHKTaMK, MeAULMHCKUMU opraHmnsaumammn, o6ocobaeHHbIMK
nogpasaeneHnAMn MeanNUMHCKUX OpraHM3aunii, UMeWMMM NMLEH3NIO Ha AeATeNIbHOCTb N0 060pOoTy
HAPKOTUYECKUX  CPEACTB, MCUXOTPOMHbIX BELWECTB W WX MPEKYpPCOpPOB, Ky/JbTUBMPOBAHWUIO
HapKocoAepKaLLUMX pacTeHUN. NepeyeHb MeaULNMHCKUX OpraHu3aumin 1 060cobneHHbIX noapasaeneHuni
MEONLMHCKMX OpraHM3aumii, nepevyeHb HapPKOTUYECKMX JIEKAPCTBEHHbIX NPEenapaTtoB M NMCUXOTPOMHbIX
JIeKapCTBEHHbIX NPenapaToB, OTNYCK KOTOPbIX GU3UYECKMM /IMLLAM MOKET OCYLLECTBAATHCA YKa3aHHbIMM
MEeANLMHCKMMM OPraHn3aumamm n nx 060cobneHHbIMM NogpasaeneHmaAMM, yCTaHaBIMBAOTCA OpraHamm
NCNONHUTENbHOM BNacTu cybbekToB Poccuitickon Pepepaunm <1>.

<1> NyHKT 1 cTatbn 25 PepepanbHoro 3akoHa oT 8 AHBaps 1998 r. N 3-®3 "O HapKOTUYECKUX
cpeacTBax v NcnxoTponHbIx Bewectsax" (CobpaHue 3akoHoaaTenbcTea Poccuitickon depepaumn, 1998, N
2,cT1.219; 2016, N 1, cT. 28).

2. MNo peuentam, BbiINMCaHHbIM Ha peuenTypHbiX 6aaHKax ¢dopmbl N 107/y-HIM <2>, oTnyckatoTcA
HapKOTUYECKMEe N MCUXOTPOMHbIe NeKapCTBEeHHble npenapaTtbl, BHeceHHble B CNMUCOK HapKOTUYECKUX
CPencTB M MCUXOTPOMHbIX BelecTs, 060poT KoTopbix B Poccuitickolt Pepepaummn orpaHnyeH u B
OTHOLWIEHUN KOTOPbIX YCTAaHAB/AMBAKOTCA Mepbl KOHTPOAA B COOTBETCTBMM C 3aKOHOAATE/NIbCTBOM
Poccuitickoii depepaumm M mexkayHapoAHbIMW aorosopamu Poccuiickont depepaummn (cnvcok ),
MepeyHa (ganee - HApPKOTUYECKME U TMCUXOTPOMHbIE JIeKapCTBEHHble mnpenapaTbl crnucka |l), 3a
WUCKNOYEHNEM HAaPKOTUUYECKUX U MCUXOTPOMHbIX IEKAaPCTBEHHbIX NpenapaToB B BUAE TPAHCAEPManbHbIX
TepaneBTUYECKUX CUCTEM W JIeKapCTBEHHbIX MpenapaTos, coAeprkalimMx HapKoTMYecKoe cpeacTBO B
COYEeTaHUM C aHTAaroHMCTOM ONUOUAHbIX PeLenTopoB.

<2> MopgnyHKT 5.2.178 nyHkTa 5 lMonoxeHnsa o MuHUCTEpPCTBE 34paBOOXpPaHeEHMA Poccuickom
Pepepaunn, yTBepKAeHHOTO noctaHosaeHnem [paButenbcTBa Poccuiickon depepauum o1 19 umioHA
2012 r. N 608 (CobpaHue 3akoHogaTenbcTBa Poccuiickonn deapepauymm, 2012, N 26, ct. 3526; 2017, N 52,
cT. 8131) (ganee - MNonoxkeHme o MmMHUCTEPCTBE).

3. Mo peuenTtam, BbIMMCaHHbIM Ha peLenTypHbIx 6naHkax popmbl N 148-1/y-88, oTnycKatotca <3>:

<3> MoanyHKT 5.2.179 MNonoxeHus o MuHuctepcree (CobpaHue 3akoHogaTenbcTBa Poccuitckoi
depnepaunn, 2012, N 26, cT. 3526; 2017, N 52, cT. 8131).

1) ncuxoTponHble NeKapcTBEHHble MpenapaTbl, BHeceHHble B CMMCOK MCUXOTPOMHbIX BELLECTB,
060poT KoTOpbiXx B Poccuitckon Pepepaumm orpaHMyeH U B OTHOLIEHMM KOTOPbIX AOMNYCKaeTcs
WCKNOMEeHNE HEKOTOPbIX Mep KOHTPOJIA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickon ®epepaumm
M MexayHapogHbiMM pgorosBopamun Poccuitickoii depepaumm  (cnucok lll), MepeuHa (panee -
NMCUXOTPOMHbIE JIEKAapPCTBEHHbIE NpenapaTbl cnucka lll);

2) HapKOoTU4YeCkKne Un TMNCUXOTPONHbIE JN1IEKAPCTBEHHbIE NpenapaTtbl CNUCKa Il B BUMAE
TPpaHCAEPMAJIbHbIX  TE€pPpaneBTUYECKUX  CUCTEM n NNeKapCTBEHHDbIE npenaparobl, cogepxKauime
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HapKoTn4yeckoe CcpeacTtBo B CO4ETaHUUN C aHTATrOHNCTOM ONMMOUAHbIX PELENTOPOB,;

3) NNEKapPCTBEHHbIE NpenapaTtbl, N3roTtaBMBaemble NO peuenTty Ha I'IEI-(apCTBEHHbIﬁ npenapart u“
coaepKalwmne HapKoTU4eCKoe Cpeacreso Nam NCUXoTponHoe BewecTso, BHECEHHOE B CMUCOK 1] I'IepeqHﬂ, n
apyrue d)aplv\akonormqecr(me dKTUBHbIE BeLWleCTBa B A03€, HE I'lpEBbILLIaIOLLI,eﬁ BbICLUYIO pa3oByto O03y, U
npu ycanosumu, 4To 3T0T KOM6VIHMpOBaHHbI17I ﬂeKapCTBeHHblﬁ npenapart He ABNAETCA HAPKOTUYECKMM Unn
NCUXOTPOMHbIM NEKAPCTBEHHbIM NpPenapaTom CrnmncKa Il

4. Mpun oTNycke HapPKOTMYECKOTO WM MCUMXOTPOMHOIO JIeKapCTBEHHOro npenaparta cnucka |l Ha
peLenTe 06 OTNYCKe IeKapCTBEHHOIO NpenapaTa NPOCTaBAAETCA NeYaTb anTeKM UKW anTeYHOro NyHKTa, B
KOTOPOI YKa3aHO UX NOJIHOE HaMMeHOBaHMe (MPU HAIMYKUK NeYaTw).

5. OcTaloTcs U XpaHATCA Y CybbeKkTa PO3HMYHOM TOProBauM peLenTb! (C oTMeTKoM "J/leKapCTBEHHbIM
npenapar otTnyweH") Ha:

1) HapKOTUYECKME U TNMCUXOTPONHbIE NEKAPCTBEHHbLIE NpenapaTtbl CMUCKa I, NCUXOTPONHbIE
NNEKapPCTBEHHbIE NpenapaTbl CMUCKa Il - B TEUEHWE NATYK NET;

2) KOMBUHMpPOBaAHHbIE JIEKAPCTBEHHbIE NpenapaTtbl, CoAeprKalinme HapKOTUYECKMe CPpeacTBa Uau
MCUXOTPOMHbIE BeLLeCTBa, BHeceHHble B cnucku |l u [l epeyHsa, W3roToB/AIEHHblIE B anNTe4YHOM
OpraHuM3aunu, NeKapCTBEHHble MnpenapaTbl, Nognexawme npeamMeTHO-KOJINYECTBEHHOMY Y4YeTy, - B
TeyeHwue Tpex net.

YKasaHHble /leKapcTBEHHbIe MpenapaThbl, NPeAHa3HAYEeHHble AR TPaXKAaH, MMEILWMX MPaBo Ha
NoJlyyeHue SIeKaPCTBEHHbIX MPENapaToB, OTNYCKAaeMbIX 6eCnnaTHO UK CO CKUAKOW, OTMYCKaloTCa npu
npeabABNEeHUM pPeLlenTa, BbIMMCAHHOIO Ha peuenTypHom 6naHke dopmbl N 148-1/y-88, u peuenTa,
BbIMMCAHHOTO Ha peuenTypHoM 6naHke popmbl N 148-1/y-04(n).

6. OTNYCK HAPKOTMYECKMX W TMCUXOTPOMHbIX JIEKAPCTBEHHbIX NpPenapaToB OCYLLECTBASETCA
bapMaueBTUYECKUMN U MEAUUMHCKUMU PAaBOTHUKAMK, 3aHUMAIOLLMMKN OO/KHOCTM, BK/IOYEHHblE B
nepeyeHb AO0/KHOCTEN GapMaLLEBTUYECKMX U MEAMUMHCKUX PabOTHMKOB B OpraHM3aumaAx, KOTOPbIM
nNpegoCcTaBNEHO MPaBO OTNYCKAa HAPKOTUMYECKMX NEeKAapCTBEHHbIX MpPenapaTtoB M  MNCUXOTPOMHbIX
NleKapcTBEHHbIX NpenapaTtos GU3MYECKUM NLAM <4>,

<4> MNoanyHKT 5.2.176 MNonoxeHuns o MuHuctepcree (CobpaHue 3akoHozaTenbcTBa Poccuitckoi
denepauun, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333).

7. HapKoTnyeckme M MCUXOTPOMHble JieKapCTBEHHble npenapatbl cnucka |l, 3a mnckaovyeHnem
NNIEKAPCTBEHHbLIX Npenapatos B Buae I'I!'IaCTprel‘a U  NeKapCTBEHHbIX MNpenapaTtoB, coaepiKalwunx
HapKoTU4eCcKkoe Ccpendcrtso B COYE€TaHUU C aHTArOHNCTOM ONMMOUAHbLIX PeuenTopoB, OTNYCKAKTCA Mpu
npeaobABneHNN JOKYMEHTa, yaoCToBepAowero 1IM4YHOCTb, InLy, yKadaHHOMY B peuenTe, ero 3aKoOHHOMY
npeacrasutento <5> mau avuy, nmerowemy od)op!v\neHHyro B COOTBETCTBMMN C 3aKOHOAATE/IbCTBOM
Poccuiickoi dDep,epau,MM A0BEPEHHOCTb HA MPaABO NOJNYYEHUNA TAKUX HAPKOTUYECKUX U NCUXOTPOMHbIX
NNeKapCTBEHHbIX MPenapaTos.

<5> B oTHOWeEHMN NunLa, yKa3aHHOro B 4Yactm 2 cTaTbu 20 PepepanbHoro 3akoHa N 323-03
(CobpaHue 3akoHoaaTenbcTBa Poccuiickoit depepaumm, 2011, N 48, c1. 6724).

an HEBO3MOXHOCTU Od)OpMI'IEHVI‘r'I MHKypa6eJ’IbeIMVI 60/1bHbIMM Ha 3aBepwaouem atane XnU3Hum
AOBEPEHHOCTN Ha NPaBO NOJIy4eHUNA YKa3aHHbIX B a63au,e nepBom HacCToALWLero NyHKTa HapKOTUYECKUX U
NCUXOTPOMHbIX /1EKAPCTBEHHbIX MPEenapaTtoB TakKMWE J/1E€KApPCTBEHHbIE MpenapaTbl OTNYCKAKOTCA WHbIM
Nnuam, ocyuwectsnarwmm yxon 3a HUMMU, Npu npeabAsneHUM OAHOBPEMEHHO C peuenTtom Ha
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NleKapcTBEHHbIV NpenapaTt OKYMEHTa, YA0CTOBEPAIOLLErO JIMYHOCTb, U JOKYMEHTA, NOATBEPKAAIOLErO
WHKypabenbHoe cocToAHMe 60/IbHOTO, COAEeprKallero CcBeAeHWsa O Juue, KoTopoe roJyyaer
NeKapcTBeHHble npenapatbl No peuenTty (Gamuaunsa, UMs, 0TYECTBO (NpY Hanuuuu), Bua, cepua u (1am)
HOMeEpP [AOKYMEHTA, YAO0CTOBEPAOWEro IMYHOCTL), 3aBEPEHHOIO MOANMUCHI0 M MeYaTbio MeAUUMHCKOTo
pPaboTHMKa, a TaKKe NevyaTblo MeaNUMHCKON OpraHnsaumnu.

[JoKyMmeHT, noaTeBepxAaatolWmii UHKypabenbHoe cocTosiHMe 60aAbHOro, OcCTaeTcA B anTeyHou
opraHusaummn.

8. HapkoTuyeckrMe M NCUMXOTPOMHbIE JIeKapCTBEHHble npenapatbl cnucka Il (3a uckaoueHnem
JIeKapCTBEHHbIX MpenapaToB B BWUAE NAACTbIPENM WM JIEKAPCTBEHHbIX MPEMNAPaToB, COAEPMKALLUX
HapKOTUYECKOe CPeacTBO B COYETAHMM C aHTAarOHUCTOM OMMOMAHBIX PELLENTOPOB), NpeAHa3HaYeHHble
ONA TPaXKAaH, MMeLWNMX NpaBo Ha becniaTHOe NosyYeHMe NeKapCTBEHHbIX NPenapaToB Uan NoayYeHue
JIeKapCTBEHHbIX NPenapaToB CO CKMAKOM, OTNYCKAOTCA NpU NpeabABAEHUN peLenTa, BbIMMCAaHHOIO Ha
peuentypHom 6naHke popmbl N 107/y-HIM, 1 peuenTa, BbINMCAHHOIO Ha peuenTypHom BaaHKe dpopmbl N
148-1/y-04(n).

9. Mocne oTnNycKa HapKOTUYECKNX U NCUXOTPOMHbIX IeKapCTBEHHbIX NpenapaTos cnucka ll, B Tom
ynucne B BUAE TPaHCAEPMa/bHbIX TepaneBTUYECKUX CUCTEM M SIeKapCTBEHHbIX NPenapaTtos, COAepKaLmnX
HapKOTUYEeCcKoe CPefcTBO B COYETAaHWMM C aHTaroHUMCTOM OMMOMUAHBLIX PeLenTopoB, NCUXOTPOMHbIX
NleKapCTBEHHbIX NpenapaToB cnucka Il auuy, nonyymBliemy NeKapcTBeHHbIA npenapat, BblAaeTca
CUrHaTypa C *KenToi NONOCON B BepXHel YacTh M HaANUCbio YepHbIM WpnudTOom Ha Helt "CurHatypa', B
KOTOPOW yKa3blBaloTCA:

1) HaumeHOBaHME M aJpec MECTOHAXOMAEHWSA anTeKW, anTeyHoro MNyHKTa, MeAMnLMHCKON
opraHusauunu, obocobaeHHOro nogpasaeneHma MeauLMHCKON opraHu3aumm;

2) Homep 1 AaTa BbINMCAHHOIO pPeLenTa;

3) dammnus, nmsa, oT4eCTBO (MPU HaNMYMK) LA, ONA KOTOPOro NpeAHasHayeH /IeKapcTBEHHbIN
npenapar, ero BO3pacT;

4) HoMep MeaULMHCKOM KapTbl NauMeHTa, Noay4Yaowero MeauLUMHCKY0 NOMOLLb B aMbBy1aTOPHbIX
YCN0BUAX, ANA KOTOPOro NpeAHa3HavyeH IeKapCTBEHHbIN npenapar;

5) dammnus, uma, oT4ecTBo (MPU HANMYMKU) MegULIMHCKOTO PaboTHMKA, BbIMMCABLLETO PeLenT, ero
KOHTaKTHbIN TenedoH nnbo TenepoH meanLNHCKOM OpraHnsaLmu;

6) coaepraHue peuenTta Ha 1AaTUHCKOM A3blKE NN PYCCKOM A3bIKE,

7) damunus, nmsa, oT4ecTso (NpU HaaMuMmM) M NoAnUcb GpapmaLeBTUYECKOro AU MeAULMHCKOro
paboTHMKa, OTNYCTUBLLErO IEKAaPCTBEHHbIV Npenapar;

8) AaTa oTnycKa NeKkapcTBEHHOrO Npenapara.

10. 3anpewaetca OTMNYCK CYObLEKTOM PO3HUYHOW TOProBAM MO peuentTam BeTepuHapPHbIX
OPraHM3aLLMii HAPKOTUYECKMX U MCUXOTPOMHbIX JIeKaPCTBEHHbIX NPenapaTos.

MpunorxkeHune N 3

K NpuKasy MUHUCTePCTBA 340aBOOXPAHEHMUSA
Poccuiickoin Peagepaumn

OT 24 HosbpA 2021 r. N 1093H
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nopPAAOK
OTMYCKA ANTEYHbIMU OPTAHN3ALUAMU UMMYHOBUONOIMMYECKUX
NEKAPCTBEHHDbIX MPEMNAPATOB

1. OTnyck MMMYHOBMONOIMYECKUX NIEKAPCTBEHHbIX MPENAPATOB OCYLLECTBAAETCA anTeYHbIMM
OpraHuM3aumMAMM U UHAUBUAYANbHbIMM  NPEeAnPUHMMATENAMWU, UMEWMMU  JNLEH3UKO  Ha
bapmaLEeBTUYECKYIO AeATENbHOCTb, MEAUUMHCKUMWU OPraHM3auMsaMKU, UMEIOWMMN NIMLEH3UI0 Ha
bapmaLeBTUYECKYIO AeATeNbHOCTb, M WX 060cObneHHbIMW noapasaeneHuaMn (ambynatopmamm,
denbvalepckumm - GenbaliepcKko-akyLepCcKUMM  MyHKTaMK, LeHTpamu (oTaeneHusmu) obluen
BpayebHol (cemeliHO) NPaKTUKK), PACMNOIOKEHHBIMU B CEIbCKUX NMOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHusaumu, 6es peuenTa v (MaK) No peLenTy Ha 1eKapCTBEHHbIV Npenapat, obopMIeHHOMY
MeANUMHCKMMUK paboTHUKaMu (ganee - peuenr).

2. MNpu oTNycke UMMYHOBUONOrMYECKOrO IEKapCTBEHHOMO NpenapaTta Ha peuenTe UAM KopeLllke
peuenTa, KOTOpPbI OCTaeTca y Auua, npuobpetarollero (noay4vatrollero) NekapcTBEHHbIM npenapar,
yKa3blBaeTCs TOYHOE Bpemsa (B Yacax M MMHYTax) OTNYCKa JIeKapCTBEHHOro npenapara.

3. OTnyck WMMMYHOBMO/NOrMYECKOro J/IEKAPCTBEHHOro npenapaTta  OCYLLeCcTBAAEeTCA  auuy,
npuobpeTalowemy (nNonydyatolemy) NEeKapCTBEHHbIM MpenapaTt, NPU HaAUYMK Yy Hero cneumanbHOro
TEPMOKOHTEMHEPa, B KOTOPbIA MOMELAETCA /IeKapCTBEHHbIM Npenapat, WAM BO3MOXHOCTM
npuobpeTeHna B anTe4yHOM oOpraHMsaumMmM HeobXoAMMbIX CpeacTB  ANs  TPaAHCNOPTUPOBKU
(TepmoKOHTElHEP, XN1aA03/1EMEHTbI).

4. Nwuy, npuobpetwieMmy MMMYHOOMONOTMYECKMA NEKapCTBEHHbIA npenapaT, pPasbAcCHseTcA
HEeObOXOAMMOCTb LO0CTaBKU JIEKAPCTBEHHOIO npenapaTa B MEeOULMHCKYID OpPraHu3aumio B CPOKM, He
NpeBbILAtOLWLME CPOKM NoAdepKaHMA paboyelt TemnepaTypbl CPeACTB TPAHCMOPTUPOBKM, YKa3aHHbIE B
WMHCTPYKLUMW.




