[okymeHT npepoctasneH KoHcynbTaHTIN0C

3apernctpmpoaHo B MuHtocte Poccnm 30 Hosbps 2021 r. N 66142

MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUMU

NMPUKA3
oT 24 HoA6pA 2021 r. N 1093H

OB YTBEPX/AEHUU NPABUN
OTNYCKA NEKAPCTBEHHbIX MPENAPATOB A8 MEAULMHCKOro NPUMEHEHUA
ANTEYHbIMW OPTAHU3ALUAMMU, MHAUBUAYANBHBIMU NPEANPUHUMATENAMM,
WMEIOLWMMU NULEEH3UIO HA OCYLLECTBNEHUE ®APMALIEBTUYECKOMN
NEATENBHOCTU, MEAULIMHCKUMMU OPTAHM3ALMAMU, UMEIOLLIMMUN INLEEH3UIO
HA OCYLWECTBNEHUE ®APMALLEBTUMECKOW AEATENbHOCTHU, U UX
OBOCOBNIEHHBbIMW NOAPA3AENEHNAMMU (AMBYNATOPUAMMN, GENLALLEPCKUMMU
U SENbALLEPCKO-AKYLLEPCKUMU NYHKTAMM, LLEHTPAMM (OTAENEHUAMM)
OBLLIEM BPAYEBHOM (CEMEMHOWM) NPAKTUKU), PACNONIOXEHHBIMU
B CE/IbCKUX MOCE/IEHUAX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPTAHM3ALIMWN, A TAKXKE MPABWU/1 OTNYCKA HAPKOTUYECKUX CPEACTB
U NCUXOTPOMHbDIX BELLECTB, 3APETMCTPUPOBAHHbIX B KAYECTBE
NEKAPCTBEHHbIX NPEMAPATOB AN MEAULIMHCKOrO NPUMEHEHMS,
NEKAPCTBEHHbIX NPEMAPATOB AN MEAULIMHCKOrO NPUMEHEHMS,
COAEPXALLMX HAPKOTUYECKUE CPEACTBA U MCUXOTPOMHDIE
BELLIECTBA B TOM YMUCNE MOPAAAKA OTNYCKA ANTEYHbIMMU
OPTAHM3ALIMAMU UMMYHOBUONTOTMYECKUX
NEKAPCTBEHHbIX NPEMAPATOB

B cooTBeTcTBMM C NyHKTamm 2 n 3 ctatb 55 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-93
"O6 obpalwieHMn nekapcTBeHHbIx cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccuitckoit depepauuu,
2010, N 16, cr. 1815; 2013, N 48, cT. 6165; 2016, N 27, c1. 4238), c nognyHKTamu 5.2.165, 5.2.169 u
5.2.183 nyHKkta 5 [lonoxeHuMa o MuHUCTepCTBE 3ppaBooxpaHeHuns Poccuiickon deapepauumu,
YTBEPKAEHHOro noctaHosneHnem MpasutenbcrtBa Poccuiickon deaepaymm ot 19 mioHs 2012 r. N 608
(CobpaHue 3akoHogaTtenbcTBa Poccuitickont Pepepaumn, 2012, N 26, c1. 3526; 2014, N 37, c1. 4969;
2017, N 33, cT. 5202), npuKasbiBato:

1. YTBepauTh:

MpaBuaa OTNyCKa /JIeKapPCTBEHHbIX MPenapaToB A4 MeAMUMHCKOro MPUMEHEHUA anTeyYHbIMU
OpraHusaunaAMM, UHANBUAYANbHLIMU NPEANPUHUMATENAMN, UMEIOLLMMM INLEH3NIO HA OCYLLECTBEHNE
dbapmaueBTUYECKON AeATeNbHOCTU, MEAMUMHCKMMU OpPraHM3aumMamu, MMEWMMN JULEH3UI0 Ha
ocyuiecteieHne dapmaueBTUYECKOW AeATeNbHOCTM, M UX 060co6aeHHbIMM  MoApasaeneHUaMm
(ambynatopuamu,  denbawlepcKUMM U GenbAllepCKo-aKyWEePCKMMM  MyHKTaMW,  LeHTpamu
(oToeneHnsmm) obuiein BpayebHoOM (cemMenHoM) NPAKTUKK), PacNONOKEHHbIMU B CENIbCKUX NOCENEHUSX,
B KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHM3aLmm, cornacHo npunoxenue N 1 (ganee - npasmna);

MpaBnna OTNyCKa HAPKOTMYECKMX CPEACTB M MCUXOTPOMHbIX BELLECTB, 3apPerncTpMpoBaHHbIX B
KQueCTBE JIEKAPCTBEHHbIX NPenapaToB ANA MeAULMHCKOro NPUMEHEHUA, IEeKAPCTBEHHbIX NpenapaTos
ONA MeAULMHCKOTo NPMMEHEHUA, COAEPKALLUNX HAPKOTUYECKME CPeacTBa U MCUXOTPOMHbIE BELLECTBA,
cornacHo npunoxenuto N 2;

MopsafoK OTNyCKa anTeyHbIMM  OpPraHU3auMAMM  UMMYHOOMONOTMYECKUX  NEKAPCTBEHHbIX
npenapaToB COrNacHO npuaoxeHuto N 3.



2. Mpn3HaTb yTPaTUBLUNMU CUNY:

npuvka3 MUWHUCTEPCTBA 34PaBOOXPAaHEHUA U COLMANbHOTO pas3sBuTMA Poccuiickont Pepepaumm ot
26 asrycta 2010 r. N 735H "O6 yTtBep:KaeHun [lpaBMA OTNyCKa NEKAPCTBEHHbIX NpPenapatoB A
MEANUMHCKOTO  NPUMEHEHUA  MeAMLMHCKUMM  OpraHusauuamMM, UMELWMMU  JIMLUEH3UIO  HA
bapmaLeBTUYECKYIO AeATENbHOCTb, U WX 0060COBNEeHHbIMW MoApasaeneHnaMn (ambynatopusamm,
denbawepckumm n  GenbalepcKko-akyLEepCKUMM  MyHKTaMK, LeHTpaMn (oTaeneHnsmu) obuien
BpayebHol (cemeliHOM) NPaKTUKK), PACMNONONKEHHBIMU B CE/IbCKMX NOCENEHUAX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHusauumn" (3apeructpupoBaH MuHUCTEPCTBOM tocTUumMmn Poccuiickolh depepauyn 28
ceHTAbps 2010 r., peructpaumoHHbiii N 18575);

npukas MuHucTepcTBa 34paBooxpaHeHna Poccuinckon ®epepauum ot 11 nona 2017 r. N 403H
"O6 ytBepraeHuu MNpaBua OTNYCKA JIEKAPCTBEHHbIX NPEnapaToB 418 MegULMHCKOro NpUMEHEHUs, B
TOM 4YuCie WMMMYHOOMONMIOTMYECKMX NEKAPCTBEHHbIX MpPenapaToB, anTeYHbIMW OpraHU3aLMAMM,
WHOMBUAOYANbHBIMA  MpeanpuHUMaTENa MK,  UMEIWUMN  IULEH3UI0  Ha  $apmaLeBTUYECKYH
aeatenbHocTb" (3apernctpuposaH MuHUCTEPCTBOM tocTULMKN Poccnitckolt depepaunm 8 ceHTabpsa 2017
r., perncrpaumoHHbiii N 48125);

npuKkas MuHucTepcTBa 34paBooxpaHeHuna Poccuiickonn Pegepaunn ot 7 utona 2020 r. N 683H "O
BHECEHMM U3MeHeHUIt B [lpaBuMna OTNyCcKa NEKApPCTBEHHbIX MpPenapaTtoB ANA  MeLULMHCKOro
NPUMEHeHMA, B TOM YUCAE WMMMYHOOMONOIMYECKMX NEKAPCTBEHHbIX MpPenapaToB, anTeYyHbiMM
OpraHu3auuamM,  UHAMBUAYaANbHbIMM  NPeanpUHUMATENAMW,  UMELWMMW  JIMLEH3MI0  Ha
dbapmMaLLeBTUUECKYIO [EATENbHOCTb, YTBEPXKAEHHbIE NPUKasoM MUWHUCTEPCTBA 34paBOOXPaHEHMUA
Poccuitckoit depepaumnm ot 11 uona 2017 r. N 403H" (3apeructpuposaH MUHUCTEPCTBOM HOCTULMUM
Poccuitckoit Pepepaumm 14 oktabpsa 2020 r., pernctpaumoHHbii N 60370).

3. Hactoawmin npukas Bctynaet B cuay ¢ 1 mapta 2022 r. u gencteyet ao 1 mapta 2028 r., 3a
UCKNtOYeHMeM nNyHKTa 12 [paBun OTNycKa NeKapCTBEHHbIX MNpenapaTtoB AnAa  MegUUMHCKOro
NPUMEHEHMA anTeYHbIMM OpPraHM3auMAMKU, UHAUBUAYANbHBIMW NpeanpUHUMATENAMU, UMEIOLWMMM
NINLEH3NIO HA oOcyliecTBieHMe dapMaueBTUYECKOM AeATEeNbHOCTN, MeAUUMHCKUMM OpPraHu3aumamu,
UMELLMMMU NIMLLEH3UIO HA OCyLLEeCcTBAeHMEe dapMaLLeBTUYECKOW AeATeNbHOCTU, U UX 060CO06NEHHbIMM
nogpasgeneHuamu (ambynatopuamm, odenbaluepckumm u  denbaluepcKo-akyWepPCKUMU  NMYHKTaMMU,
LueHTpamn (oTaeneHmamm) obwen BpavyebHOM (cemeHOMN) NPAKTUKKU), PACMONOMKEHHBIMU B CENbCKUX
nocesieHMAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3aumu, yTBEPXKAEHHbIX HAaCTOAWMM MPUKA30M,
KOTOpbIM BcTynaeT B cuay ¢ 1 mapta 2022 r. u geincreyeT go 1 ceHtabps 2022 roaa.

MuHucTp
M.A.MYPALLKO

MpunoxkeHne N 1

K NpuKasy MuHUCTepCTBa 34paBOOXPAHEHMA
Poccuiickoin Pepepaumm

oT 24 Hoabpa 2021 r. N 1093H

NPABUNA
OTMYCKA NEKAPCTBEHHbIX NMPEMNAPATOB A4 MEAUUUHCKOIo NPUMEHEHNA

I. O6wme TPe60BaHUA K OTNYCKY NEKAPCTBEHHbIX NPenapaTos
ANA MeAULUHCKOro NPUMEHeHUs



1. OTnycK NeKapcTBEHHbIX NpenapaTos A8 MeANUMHCKOro NpumeHeHus (ganee - 1eKapcTBeHHble
npenaparbl) OCyLWEeCcTBAAETCA anTeYHbIMN OpraHU3aLMamMm U UHANBUAYANbHbIMU NPeANPUHUMATENAMM,
UMELWNMU NNLEH3UIO Ha dapmMaLeBTUYECKYl0 AeATeNbHOCTb, MeAULUMHCKMMU OpraHU3aLmamMy,
UMELWMMM  IMLEH3NI0  Ha  papmMaueBTUYECKYylD  AeATeNbHOCTb, U UX  060C06NEeHHbIMM
nogpasgeneHuamu (ambynatopuamn, denbaliepckumm U denballepcKo-akyWepcKUMU  NyHKTamMy,
LueHTpamn (oTaeneHmamm) obwen BpavyebHOM (cemeHOMN) NPAKTUKK), PACMONOMKEHHBIMU B CENbCKUX
noceneHuaAx, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHu3aumm (ganee - cybbeKkTbl PO3HUYHOMN TOProsan),
6es peuenta <1> u (MAK) no peuenTy Ha /NEeKApPCTBEHHbIM npenapaT, odopmMaeHHOMY <2>
MeANUMHCKMMU paboTHMKaMK (Aanee - peuenT), a TakKe no TpeboBaHUI0 MeAULMHCKOW opraHu3aLmm
<3> ana anTeyHon opraHnsauuu.

<1> MNoanyHKT "4" nyHKkTa 5 vactm 4 cratbm 18, noanyHkT "K" nyHKTa 1 yactu 1 cratbu 33
depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpalleHUM neKapCTBEHHbIX cpeacTB"
(CobpaHue 3akoHogaTenbcTBa Poccuiickon deaepaymnm, 2010, N 16, ct. 1815) (aanee - PegepanbHbii
3aKoH N 61-93).

<2> MoanyHKT 5.2.179 MNonoxkeHuns o MuHUCTEpPCTBE 34paBooOXpaHeHus Poccuinckoit deaepauymm,
YTBEPKAEHHOro noctaHosneHnem MpaButenbctBa Poccuiickon deaepaymm ot 19 mioHs 2012 r. N 608
(CobpaHue 3akoHogaTtenbcTBa Poccuiickont Pegepaumn, 2012, N 26, c1. 3526; 2017, N 52, ct. 8131)
(aanee - MonoxeHme o MuHUcTepCTBE).

<3> MyHKT 54 cTatbm 4 GepepansvHoro 3akoHa N 61-®3 (CobpaHue 3aKoHoaaTeNbCTBa Poccunitckol
depepaunn, 2010, N 16, cT. 1815; 2019, N 31, cT. 4456).

2. OTNycK NeKkapcTBEHHbIX NpenapaTtos 6e3 peLenToB OCyLWeCcTBAAETCA:

1) anTekamu, OCyLLECTBAAIOWMMMU PO3HUYHYIO TOProBato (OTNYCK) NleKapcTBeHHbIX NpenapaTos
HaceNleHWto, U anTeKamu Kak CTPYKTYPHbIMW MoApasaeneHnamMmn mMeauMUMHCKOW opraHu3auun (aanee -
anTeKku);

2) anTeyHbIMM MYHKTaMM, B TOM UMUCNEe KaK CTPYKTYPHbIMKU NogpasgeneHuamu MeaunUMHCKOWM
opraHusauuu (ganee - anTeyHble NyHKTbI);

3) anTeuyHbIMM KMOCKamu;

4) nHAMBMAYaANbHBIMW MPeAnPUHMMATENSAMWN, UMEIOWNUMM NULEH3NIO Ha dapMaleBTUYECKYIo
AeATeNbHOCTb (Aanee - HAMBUAYANbHbIA NpeanpUHMMaTeNb);

5)  MeAWUMHCKMMM  OpraHM3auuMaMM, UMEWMMMU  JNLEH3UI0 Ha  dapmaLeBTUYECKyHo
AeATeNnbHOCTb, U WX o060cobneHHbIMM NogpasgeneHuamu  (ambynatopuamu, denbalepckumm u
denbalepcko-akyLWepCcKUMIN MyHKTaMK, UeHTpamu (oTaeneHusmu) obuwielr BpavyebHol (cemenHoilt)
NPaKTUKK), PACNONOKEHHbIMWN B CE/IbCKUX MOCENEHUAX, B KOTOPbIX OTCYTCTBYHOT anTeyHble opraHu3aumm
(nanee cooTBeTCcTBEHHO - MeAMLIMHCKME OpraHM3aumm, obocobneHHble nogpasaeneHna MeauUnHCKUX
opraHusaumin), nepeyeHb KOTOPbIX YTBEP)KAAETCA OpraHaMn WCNONHUTENbHOW BacTU cybbekTa
Poccuitckoit ®epepaumm <4>,

<4> Yactb 5 ctatbm 55 PeaepansvHoro 3akoHa N 61-$3 (CobpaHune 3aKkoHoaaTenbCcTBa Poccninckol
depnepaunn, 2010, N 16, cT. 1815; 2020, N 14, cT. 2035).

3. OTI'IYCK NNEKAPCTBEHHbIX NPEenapaTos No peuenTam OCyLeCTBNAETCA:

1) anTekamu;



2) anTeYHbIMMU NYHKTaMMU;

3) nHaAMBUAYaNbHLIMW NPeANPUHUMATENAMM (32 UCKAIOYEHMEM OTMYCKA HAaPKOTUYECKUX CPeacTB
M NCUXOTPONMHbIX BELLLECTB, BK/IIOYEHHbIX B NepeYeHb HAPKOTUYECKUX CPEACTB, NCUXOTPOMHbIX BELLECTB U
UX MPEKYpPCcopoB, MoA/exKalumMx KOHTposto B Poccuiickoint depepaumm <5> (fanee COOTBETCTBEHHO -
MepeyeHb, HAPKOTUYECKUE U NMCUXOTPOMHbIE IeKapCTBEHHbIE NPenaparthbl);

<5> MyHKT 2 ctatbn 2 PepepanbHoro 3akoHa ot 8 AHBapa 1998 r. N 3-®3 "O HapKOTUYECKMUX
cpeacTBax M NcuxoTponHbix Bellecteax" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon deaepaumnm, 1998,
N 2, cT. 219; 2016, N 27, cT. 4238) (nanee - PenepanbHbiii 3akoH N 3-$3).

4) MeAULUMHCKMMM OpraHuMsaumamum M 060co6/ieHHbIMM  NoApPa3LeNeHusMn  MegUUMHCKUX
opraHusauui.

4. Mo peuenTam, BbINUCAHHbIM Ha peuenTypHbIx 61aHKax popmbl N 148-1/y-88, oTnycKaloTca <6>
NleKapCTBEHHble MpenapaTtbl, BKAIOYEHHble B NepeyeHb NeKapCTBEHHbIX CpeacTB ANA MeaMUMHCKOro
NPUMEHeHMUA, NoA/eXKALWMNX NPEAMETHO-KOINYECTBEHHOMY YYeTy (Aanee - NeKapCTBEHHble NpenapaTbl,
BK/ItOYEHHble B nepeyeHsb MKY) <7>.

<6> MoanyHKT 5.2.179 MonoxeHua o MuHuctepctee (CobpaHue 3akoHoAaTenbcTBa Poccuinckol
depepaunn, 2012, N 26, cT. 3526; 2017, N 52, cT. 8131).

<7> nMopgnyHKT 5.2.171(1) MonoxkeHma o MuHuctepctee (CobpaHue 3aKoHoZaTeNbCTBA
Poccuinckoit ®epgepaumn, 2012, N 26, cT. 3526; 2013, N 16, cT. 1970).

YKa3aHHble NeKapCcTBEHHble MpenapaTtbl, NpeAHa3Ha4YeHHble AN1A FPak4aH, MMeKLWnX NpaBo Ha
noJsiydeHMe NIeKapCTBEHHbIX NpenapaToB, OTNycKaemMbix 6ecnaaTHO UAM CO CKMAKOW, OTMYCKatoTCA Mpu
npeabaABNeHUN peLenTa, BbIMMCAHHOMO Ha peuentypHom 6naHke dopmbl N 148-1/y-88, v peuenTa,
BbIMMCAHHOTO Ha peuenTypHom 6naHke popmbl N 148-1/y-04(n).

5. Mo peuenTtam, BbiNMCaHHbIM Ha peulenTypHbiXx 6aaHKax ¢opmbl N 148-1/y-04(n), oTnyckatorca
JIeKapCTBEHHbIE NpenapaTbl, BbINMUCbIBAEMbIE FpaXKgaHaM, MMeLWMM NpaBo Ha becnaaTHoe NosyyvyeHue
JIeKapCTBEHHbIX MpenapaToB WM MOJlydeHME JNEeKapCTBEHHbIX MPENapaToB CO CKMAKOW (aanee -
JIeKapCTBEHHbIE NPenapaTbl, OTNycKaemble 6ecniaTHO UM CO CKUMAKOM).

6. Mo peuenTam, BbINUCaHHbIM Ha peLenTypHbIXx 6naHkax ¢popmbl N 107-1/y, OTNYCKalOTCA UHble
JIeKapCTBEHHbIe MpenapaTbl, He YyKasaHHble B MNyHKTe 4 HactoAwwmx [paBua, M 3a WCKAKOYEHMEM
NIeKapCTBEHHbIX NpenapaToB, OTNyCcKaeMblx 6e3 peuenTa.

7. KOMOBWHMpPOBaHHbIE NEKAPCTBEHHble Mpenapatbl A48  MeAWUMHCKOTO  NPUMEHEHMUS,
cojepallme KpoOmMe ManblX KOAMYECTB HapKOTUYECKMX CpeacTB, MCUXOTPOMHbIX BeLWecTB UM UX
NnpeKkypcopoB apyrue GpapmaKoIorMyeckMe akTMBHbIE BELLECTBA, OTNYCKAOTCA anTeKamu, anTeYHbIMM
NYHKTaMM U UHOMBUAYANbHBIMWU NPeAnpPUHUMATENAMU, UMEIOLLMMU NLEH3UIO Ha PapMaLLeBTUYECKYIO
AeATeNbHOCTb, N0 peuenTam, BbiNncaHHbIM Ha peuenTypHbix 6aaHkax dopm N 107-1/y u N 148-1/y-88
<8>, Kpome Tex NeKapCTBEHHbIX MPenapaToBs, KOTOPble OTNycKatoTcA 6e3 peuenTa.

<8> YacTtb 6 ctatbm 55 PegepansvHoro 3akoHa N 61-P3 (CobpaHune 3akoHoaaTenbcTBa Poccninckol
depepaunn, 2010, N 16, cT. 1815; 2013, N 48, cT. 6165).

8. Mo peuentam B QOpMe 3/IEKTPOHHOIO [OKYMEHTA C MCMOAb30BaHMEM YCUAEHHOM



KBanMOUUMPOBAHHOW 3NEKTPOHHON MOoANUMCUM MeAMUMHCKOro paboTHuMKa (ganee - peuenTt B popme
3/1eKTPOHHOTO AOKYMEHTA) OTNYCKaKTCA BCE IEKAPCTBEHHbIE NpenapaThl, YKasaHHble B NyHKTax 4,5, 6, 7
HacToawwmx Mpasumn.

9. MeaMuMHCKMe opraHusaumMm n obocobneHHble noapasaeneHns MeAUUMHCKUX OpraHu3auuii
TaK)Ke MOryT OTnycKaTb:

1) nekapctBeHHble Npenaparbl, BK/AOYEHHble B nepedyeHb [KY, BbiNMcaHHble Ha PeLenTypHbIX
6naHKax dopmbl N 148-1/y-88;

2) neKapcTBeHHble npenapaTbl, BK/AOYEHHble B [lepeyeHb JIEKAPCTBEHHbIX MpPenapaTos,
OTNyCKaembIx MO peuentam Bpaya (denbaliepa) nNpu OKasaHUW AONONAHUTENbHON 6GecniaTHoW
MEeAMUMHCKON MOMOLWM OTAENbHbIM KaTeropuMamM TFparKAaH, WMMEeRLWMM MpaBo Ha MoayvyeHue
rocyapCTBEHHON COUMANbHOM MOMOLLM, @ TaKXKe WHble JIeKapCTBEHHble CPeacTBa, OTMyCKaemble
6ecnnaTHO MU CO CKMAKOM, BbIMMCaHHbIE Ha peuenTypHbIX 6aaHkax dopmbl N 148-1/y-04(n).

10. OTnycK nekapCcTBEHHbIX NPenapaToB, He YKa3aHHbIX B NyHKTax 4, 5, 6, 7 HacToAawwmx pasun, B
COOTBETCTBMMU C MHCTPYKLUAMM MO UX MEAULMHCKOMY MPUMEHEHUIO OcyLlecTBaseTca 6e3 peuenTos.

11. OTNycK NeKapcTBEHHbIX NPEenapaToB OCYLLECTBAAETCA B TEYEHME YKA3aHHOIO B peuenTe CpoKa
ero AencTena npm obpaleHmn Anua K cyobekTy po3HUYHOMN TOProsaun.

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.09.2022 n. 12 yTpaunsaeT cuny.

12. B cny4yae oTcytcTBMA Yy Ccy6beKkTa PO3HMYHOW TOProB/AM J/IeKApPCTBEHHOro npenapara,
YyKa3aHHOro B peuenTe, Npu obpaLleHnn Anua K CybbekTy PO3HUYHOM TOProBaAn peuenT NPUHUMAETCA Ha
ob6cayXunBaHMe B cneaytolme Cpokm (ganee - otcpoyeHHoe obcayKuBaHue):

1) peuent c nomeTkol "statim" (HemeaneHHO) obCcNyKMBaeTCs B TeYeHUe oAHOro paboyero AHA
€O AHA obpalleHns M1Ua K CybbeKTy PO3HUYHOMN TOProBau;

2) peuenTt c nomeTkon "cito" (cpoyHo) obcnykuMBaeTcA B TeyeHMe ABYX paboumx AHen co AHA
obpallleHns 1MuUa K CyObeKTy PO3HUYHOM TOProBau;

3) peuenT Ha /NleKapCTBEHHbIM nNpenapaTt, BXOAAWMK B MWUHMMANbHbLIA  acCCOPTUMEHT
JIeKapCTBEHHbIX NpenapaTtoB AaA MeAMUMHCKOrO MNPUMEHEHMA, HeobXoAMMbIX ANA OKasaHuA
MeaMLUMHCKOM nomolum <8>, 06cnyKMBaeTca B Ted4eHMe NAaTU paboumnx gHel co AHSA obpalleHnsa anua K
Ccyb6beKTy PO3HWYHON TOProB/AW; PeuenT Ha JIEKapCTBEHHbIM npenapaTt, BXOAAWMA B MUHUMAJ/IbHbIN
aCCOPTUMEHT JIeKapCTBEHHbIX NpenapaTos A1A MeAULMHCKOrO NPpUMEHEeHUs, OTNyCKaemblit becnnaTtHo
WM CO CKMAKOM, 06CNyKMBAETCA B TeYeHUe ABYX paboumx AHen co AHA obpalieHns nmua K cyobekTy
PO3HUYHOWN TOProB/IN;

4) peuenT Ha JEeKapCTBEHHbIM MpenapaT, He BXOAAWMNA B MUHUMANAbHbLIA ACCOPTUMEHT
NIEeKAPCTBEHHbIX NPEenapaToB AAs MEeSULMHCKOrO MNPUMEHEHUA, HeobXoauMbIX [ANA OKasaHwuA
MeANUNHCKON MOMOLLM, 06CNYKMBAETCA B TEUEHUE AECATU paboyumx gHen co AHA obpalleHus anua K
Cyb6BEKTY PO3HUYHOM TOProBAW; peLenT Ha JIEKaPCTBEHHbIA NpenapaTt, He BXOAALWMIA B MUHUMANbHbIV
aCCOPTUMEHT JIEKAPCTBEHHbIX MNPENapaTtoB AAA MEAULMHCKOTO NPUMEHEHUA, HeobXoaMMbIX Ans
OKa3aHWA MeULMHCKOM NOMOLLM, OTMYCKaeMbli 6€CNNaTHO UM CO CKUMAKOM, 06CNYKMBAETCA B TeYeHMe
cemm paboumx gHel co AHs obpalleHMa InLa K cybbeKTy po3HUYHOM TOProsau;

5) peuenTbl Ha NleKapCTBEHHbIE MpenapaTbl, Ha3HayYaemble NO pelleHuto BpadebHOW Komuccuuy,
obcnyKuMBaloTCA B TedeHWe aecAtn pabouymx aHel co AHA obpalweHua nmua K cybbekTy po3HUYHOM
TOProB/u.



3ar|peu.|,aeTCﬂ OTNYCKaTb JIEKAPCTBEHHbIE NpenapaTbl MO peuenTtam C UCTEKWLUMM CDOKOM AEVICTBMH,
3a MUCKAKYEeHUeEM Cny4dad, Korga CpoK ,D,EVICTBMF! peuenta UCTEK B NMepunoa HaxXoXAaeHUnA ero Ha
OTCPOYEHHOM 06CJ'IY)KVIBaHVIVI.

OTI'IYCK NEKapPCTBEHHOIO nNpenaparta Nno HaxoaAwemyca Ha OTCPOYEHHOM O6CJ'IY)KMBaHVIVI peuenty
C UCTEKWNM CPOKOM ,D,EVICTBMﬂ ocywecrBnaeTca 6e3 ero I'IEPEOd)OpMJ'IEHVIFI B TeyeHue 90 ,D,HEVI CO AHA
NCTevyeHnAa CpokKa AGVICTBMH TaKOro peuenta.

13. JlekapcTBeHHble npenapaTtbl OTNYCKAOTCA B KO/IMYECTBE, YKasaHHOM B peuenTe, 3a
WCK/OYEHMEM C/lyYaeB, Korgaa A1a NIeKapCcTBEHHOro npenapaTta YCTaHOB/IEHO KO/AMYECTBO, KOTopoe
MOXeT 6bITb BbINMCAHO B OAHOM PeLenTe, AN KYpC NedeHna <9>,

<9> MognyHKT 5.2.177 MonoxkeHna o MuHuctepctee (CobpaHme 3akoHoaaTenbcTBa Poccuinckol
depepaunn, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333).

Mpy npeabaABAEHUM peuenTa C MpeBbllUeHWEM NpeseNbHO  AONYCTUMOTO  KOJIMYecTBa
NleKapCcTBEHHOTO MNpenapaTta, KoTopoe MOXKET BbiTb BbINMCAHO B O4HOM peuenTte, ¢dapmaLeBTUYecKui
PaboTHUK MHObOpMUpPYET 06 3TOM MLO, NPEeACTaBMBLLEE PEUENT, PYKOBOAMTENA COOTBETCTBYHOLLEN
MeAMLMHCKOW OpraHM3aLmMmn 1 OTNyCKaeT yKasaHHOMY /ML YCTaHOB/IEHHOE COOTBETCTBEHHO MNpeae/bHO
AOMYCTUMOE KOAMYECTBO /IEKapCTBEHHOro npenapata, KOTOPOe MOMKeT 6biTb BbIMMCAHO B OAHOM
peLenTe C NPOCTaBNeHMEeM COOTBETCTBYIOLLEN OTMETKM B peuenTe.

Mpy HannMumMm y cybbekTa PO3HUYHOW TOProBAM NEKAPCTBEHHOrO npenapata C A03MPOBKOW,
OTNIMYHON OT A03MPOBKM NEKAapPCTBEHHOrO MpenapaTta, yKasaHHOW B peuenTte, OTMYCK MMeoLerocs
NleKapcTBEHHOTrO npenapara A0MNyCKaeTcs, eCAn A03MPOBKA TaKOro NEKapCTBEHHOMO NpenapaTta MeHblle
[O3MPOBKKM, YKasaHHOM B peuente. B Takom cC/lyyae OCYLLECTBASETCA MNepecyeT KoJ/MYecTBa
NleKapcTBEHHOTO NpenapaTa ¢ YY4eTOM Kypca 1eYeHuns, yKasaHHOro B peLenTe.

B cnyyae ecam 403MPOBKa NeKapCTBEHHOTO MNpenapata, MMetoweroca y cybbeKkTa po3HUYHOW
TOProBAW, MPEeBbLIWAET L03MPOBKY JIEKAPCTBEHHOro Mnpenaparta, YKasaHHylo B peuenTte, peweHue ob
OTMYCKe JIeKapCTBEHHOro npenapaTta C TaKoW [03MPOBKOM MPUHUMAET MEeAWMUMHCKUI PabOoTHUK,
BbIMMCABLUMI peuenT.

14. OTnyck NeKapCTBEHHOrO MpenapaTa OCYLWEeCTBAAETCA B MNEPBUYHOM W BTOPUYHOWN
(noTpebuTenbcKoi) ynakoBKax, MApPKMPOBKA KOTOPbIX AO0/KHa OTBevyaTb TpeboBaHMAM cTaTbM 46
depnepanbHoro 3akoHa N 61-93 (CobpaHune 3akoHoaaTenbcTBa Poccuiickoit deaepauun, 2010, N 16, cT.
1815; 2014, N 52, ct. 7540), a ynakoBKa AN HapKOTUYECKMX U MCUXOTPOMHbIX JIEKAaPCTBEHHbIX
npenapaTtoB cnucka Il - TpeboBaHnam nyHkTa 3 ctatbm 27 PepepanbHoro 3akoHa N 3-P3 (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaumm, 1998, N 2, ct. 219; 2016, N 15, cT. 2052).

15. Mpu oTnycke NeKapCTBEHHbIX MPenapaTtoB MO peuenTty, opoOpMIEHHOMY Ha peLenTypHOM
6naHKe Ha BbymaxKHOM HocuTene, GpapmaLeBTMUYECKUA PabOTHMK NpocTaBaseT OTMETKY Ha peuenTe o6
OTMYyCKe JIeKapcTBEHHOro npenapaTa "/lekapcTBeHHbIN NpenapaT oTnyweH" U C yKasaHMeMm:

1) HauMmeHOBaHWA anTeYyHoM opraHumsauum (pamunaunm, MMeHu, oTdyecTBa (NpW  HaAUuMKU)
WMHAMBUAYANbHOrO NpeanpuHMMaTens);

2) TOpProsoro HaMmeHoBaHuA (3a UCKNIOYEHNEM N1eKapPCTBEHHbIX MpenapaTtoB, U3NOTOBJ/IEHHbLIX B
anTeyHom OpFaHM3aLI,MVI), AO3NPOBKU N KOIMYeCTBaA OTNYLWEHHOIo 1eKapCTBEHHOIO Npenaparta,

3) damnnmm, meHu, otyecTa (NPU HANMYUKN) MEAUUMHCKOTO PaboTHMKA B CAyYanX, yYKasaHHbIX B
ab3aue yeTBepTOM NyHKTa 13 1 ab3aLe TpeTbem NyHKTa 16 HacToAwmx MNpasun;

4) PEKBUINTOB AOOKYMEHTA, yAOCTOBEPAKOWEro JIMYHOCTb /1nMUa, Noaydymsllero ﬂeKapCTBEHHbIﬁ



npenapar, B C/ly4ae, yKa3aHHOM B NyHKTe 28 HacToAwmx MNpasun;

5) ¢amunmm, nmeHu, otyectsa (Npu Hannumm) dapmaLeBTUYECKOro PabOTHWKA, OTMYCTUBLUErO
NleKapcTBEHHbIV Npenapart, U ero NoAnNucK;

6) 4aTbl OTNYCKa NeKapCTBEHHOrO Npenapara.

16. lMpun oTnycKe NeKapCTBEHHbIX NpenapatoB MO peuenTy, BbINMMCAHHOMY Ha peLenTypHOM
6naHke dopmbl N 107-1/y co cCpOKOM AEWCTBMA A0 OAHOMO roAa, B KOTOPOM YyKasaHbl nepuoapl u
KO/IMYECTBO OTMYCKa JIEKAapCTBEHHOro npenapaTta (B Kaxgbl nepuos), peuenT BO3BpaLLaeTca AuLy,
npuobpeTaloLlemMy NeKAPCTBEHHbIM NpenapaTt, C OTMETKOM, COoAep)Kallel CBeAEeHWs, YyKasaHHble B
nyHKTe 15 HacToawmx Mpasua.

Mpy oyepesHOM ObOpalEeHMM MUA K CYObLEKTY PO3HWMYHOM TOProBAM C AaHHbIM PeuenTom
YUMTBIBAIOTCA OTMETKM O Npeablayliem OTMyCKe JIeKapCTBEHHOro npenapaTta No TaKoOMy peuenTy U B
cny4ae npuobpeTeHus  IMLOM  KOJIMYECTBA JIEKApPCTBEHHOro MnpenapaTta, COOTBETCTBYHOLLErO
MaKCMMaZbHOMY KOJIMYECTBY, YKasaHHOMY MeAUUMHCKMM paboTHMKOM B peuenTe, a TaKkxKe Mo
UCTEYEHUN CPOKa LeNCTBMA peuenTa, Ha peuenTe MpocTaBaseTcA WwTamn "JIeKapcTBeHHbIM npenapat
oTnyleH" 1 peLenT Bo3BpaLLaeTcs AuLy.

EANHOBpPEMEHHbIN  OTMYCK JIEKApPCTBEHHOrO nNpenapaTta MO  peuenTy, BbIMMCAaHHOMY Ha
peuentypHom 6naHke dopmbl N 107-1/y co cpoKom AencTBuA A0 OAHOrO roja, B KOTOPOM YKasaHbl
nepuobl M KOJIMYECTBO OTMYCKA SIEKAPCTBEHHOro npenapaTa (B KaXAabl nepuos), A0NyCKaeTcs TO/IbKO
MO COFACOBAHMIO C MEAULIMHCKMM PAabOTHMKOM, BbIMMCABLUMM pPeLEenT.

17. Mpu oTNycKe NeKapCTBEHHbIX MPenapaToB MO peuenTty, BbIMMCAHHOMY Ha peLenTypHOM
6naHke ¢opmbl N  148-1/y-04(n), 3anoNHeHHbI KOPEWOK TaKoro peuenta nepegaercs
dbapmaueBTUUECKMM  paboTHMKOM  avuy, npuobpeTtatowemy (noayyarowemy) JeKapCcTBEHHble
npenaparbl.

18. OcrtatoTcA M XpaHATCA Yy CcybbekTa pPO3HWYHOW TOProB/AM peuentbl (C  OTMETKOW
"JleKapcTBeHHbIM NpenapaT oThnyweH") Ha:

1) neKkapcTBeHHble NpenapaTbl, OTNycKaemble 6ecnnaTHO UM CO CKUAKOW, - B TeYEHUEe TPex NeT;

2) nekapcTBeHHble npenapatbl, oTHocAlWwMecA No ATX K aHTUNCUMXOTUYECKMM cpeactBam (Ko
NO5A), aHKcuonutukam (Kog NOS5B), cHOTBOpHbIM M cedaTuBHbIM cpeacTtBam (kog NO5C),
aHTMaenpeccaHtam (Kog NO6A) v He noanekawme npeameTHO-KONMYECTBEHHOMY YYeTy, - B TeyeHue
Tpex mecsLes.

19. PeuenTbl, He VyKasaHHble B MNyHKTe 18 HacToAwmx [lpaBua, OTMeYatloTCA LWTaMMIOM
"JleKapcTBeHHbIM NpenapaT oThnyLweH" 1 BO3BPaLLAOTCS INLY, NOYYMBLLUEMY IEKAPCTBEHHbIM Npenapar.

20. PeuenTbl, BbiMMCaHHbIE C HAapyLleHNneM nNpaBun <10>, perncTpMpyoTcs B KypHane, B KOTOPOM
YKa3blBalOTCA BblAB/NEHHble HapyweHus B odopmaeHUM peuenta, damunnsa, UmaA, oTdyecTso (npwu
HaMuMK) MeaAUUMHCKOro paboTHMKa, BbINMCABLWIErO pPeuenT, HauMMeHOBaHWe MeAULMHCKOM
OopraHu3auum, NpUHATbIE Mepbl, OTMe4yatoTca WwTamnom "Peuent HeaelcTButeneH" M BO3BpalLatoTCA
nvuy, npeactasmsliemy peuent. O ¢aKrax HapyweHus npaBua odOpMIEHUS PeLenToB CcybbekT
PO3HUYHOWN TOPros/v MHGOPMUPYET PYKOBOAMUTENA COOTBETCTBYIOLLEN MeANLMUHCKOW OpraHu3aLmnu.

<10> MognyHKT 5.2.179 MNonoxeHunss o MuHuctepctee (CobpaHue 3akoHoaaTenbCTBa Poccninckol
depepaunn, 2012, N 26, c1. 3526; 2017, N 52, cT. 8131).

21. B obocobneHHOM nopgpasgeneHmm meguuMHCKOM opraHusauum AoMKHbl 6biTb obecneyeHsl



yCnoBnA COXPaHHOCTU OCTaB/NIEHHbBIX Ha XpaHEHUWE peL.enToB Ha Z1IEKAPCTBEHHbIE CpeacTBa.

PeuenTtbl Ha JfleKapcTBeHHble CPeACTBa, MNoAa/exaline npegMeTHO-KONNYECTBEHHOMY Y4eTy,
NleKapcTBeHHble CpeacTBa, OTNycKaemble 6ecnnaTHO WAM CO CKUAKOW, eemecAyHO nepenatoTca M3
060c06MeHHbIX noapasdeneHuini  MeAUUMHCKUMX OpraHusauuii B MeAMUMHCKME  opraHvMsauum,
CTPYKTYPHbIMU NoApasaeieHUAMU KOTOPbIX OHWU ABAAIOTCA, ANA NOCNEAYHOLLEro XpaHeHu s,

22. lMpun OTNyCKe NeKapCcTBEHHOro npenapaTa ¢gapmaueBTUYECKU PabOTHUMK MAN PaAbOTHUK
MeANUMHCKON  opraHm3aumm  (obocobneHHoro nogpasgeneHva  MeaMUMHCKOM  opraHusauun)
MHbOPMMpPYET L0, NpuobpeTatoLLee (MonyyatoLee) NeKAPCTBEHHBIN NpenapaT, O peXXnme 1 403ax ero
npuema, nNpasuaax XpaHeHMA B AOMALLUHMX YCOBUAX, O B3aUMOAENCTBUMN C APYTUMMU NEKAPCTBEHHbIMM
npenapatamu.

23. Mpu oTnNycKe feKapCTBEHHOro npenapaTa ¢apmaueBTUYECKUA PaboTHUK MAU PaBOTHUK
MeaULMHCKOM opraHM3aumnmn (06ocobneHHOro nogpasaeneHmsa MmeauumMHCKON opraHM3auunm) He Brpase
NpefocTaBNATb HEAOCTOBEPHYO U (MAKN) HEMnonHyt WHPOPMaUMIO O HaAUYUU  JIeKapCTBEHHbIX
npenapatoB, BK/AlOYaA /ieKapCcTBeHHble MpenapaTtbl, WMelolWMe OAMHAKoBOEe MeXAayHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe, B TOM YMUC/e CKPbiBaTb MHGOPMaLMIO O HaANYMU NeKapCTBEHHbIX
npenapaTtos, UMeloLLMX Bonee HU3KYIO LeHy <11>.

<11> Cratba 74 ®depepanbHoro 3akoHa oT 21 Hosbpa 2011 r. N 323-d3 "O6 ocHoBax OxpaHbl
3/10poBbA rpaxkaaH B Poccuitckoit Pepepaunn” (CobpaHume 3akoHoaaTenbcTea Poccuiickon ®enepaumm,
2011, N 48, cT. 6724, 2013, N 48, cT. 6165) (nanee - depepanbHbiit 3akoH N 323-93).

24. 3anpelaetca oTNyck ¢anbcndPUUMPOBaHHbIX, HeA0BPOKAYECTBEHHbIX W KOHTPadaKTHbIX
NleKapcTBEHHbIX NpenapaTos <12>.

<12> Cratba 57 ®depepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHopaTenbcTBa Poccuinckoit
depepaunn, 2010, N 16, cT. 1815).

25. OTNyCcK 3TU/I0BOro CNMPTa NPON3BOAUTCA MO PeLenTy C YYEeTOM YCTaHOBAEHHbIX TPeboBaHUI K
06bemy Tapbl, yNakoBKe M KOMMIEKTHOCTU NEKaPCTBEHHbIX NpenapaTtos <13>.

<13> Yactb 4.1 crtatbum 45 ®depgepanvHoro 3akoHa N 61-®3 (CobpaHue 3aKoHoZaTeNbCTBA
Poccuitckoit degepaunn, 2010, N 16, cr. 1815; 2015, N 51, cT. 7245), noctaHoBAeHMe [paBUTENbCTBA
Poccuitckoit Pepepaummn ot 23 uona 2016 r. N 716 "O nopagke ¢GOpPMUPOBAHUA NepeyHs
NIEeKApPCTBEHHbIX  NPEnapaToB  ANA  MeAMUMHCKOrO  MPUMEHEHMA, B  OTHOLEHUM  KOTOPbIX
ycTaHaBamBatoTca TpeboBaHMA K 06bemy Tapbl, YNAKOBKE U KOMMIEKTHOCTM, NEePeYHA IeKapCTBEHHbIX
npenapaTos A/1A BETEPUHAPHOTO NPUMEHEHWA, B OTHOLIEHMM KOTOPbIX YCTaHaBAMBatOTCcA TpeboBaHMA K
obbemy Tapbl, U onpegeneHua Takmx TpebosBaHuit" (CobpaHue 3akoHogaTenbcTBa Poccuiickom
depepaunn, 2016, N 31, ct. 5030).

JlekapcTBeHHble Mpenapathbl, cogepiKalimMe 3TUAOBbLIA CNUPT, B TOM 4YUCAE WM3rOTOB/IEHHbIE MO
peuenTy cybbeKTOM PO3HUYHOMN TOProBAM, UMEIOWMM JNLEH3UIO Ha GpapMaLLeBTUYECKYIO AeATeIbHOCTb
C MpaBOM W3roTOBAEHMS JIEKAPCTBEHHbIX MpPenapaToB, OTMYCKAlOTCA C YYETOM YCTAHOBAEHHbIX
TpeboBaHMIt K 06beMy Tapbl, yNaKOBKE U KOMMIEKTHOCTU IeKapCTBEHHbIX NpenapaTos.

26. 3anpeuwiaetca pasfe/bHbli  OTNYCK J1IeKAapCTBEHHbIX CPeACTB, BXOAALIMX B COCTaB
JIeKapCTBEHHOrO npenapara, U3roTaBAMBaemoro CybbeKTom pO3HUYHOMN TOProsau.



27. 3anpelaetcs OTNYCK CYyObeKTOM PO3HMYHOM TOProBAM MO peuenTam BeTepUHapPHbIX
opraHusauni:

1) neKkapcTBeHHbIX NPENAPATOB, BKAOYEHHbIX B nepeyeHb MKY;
2) NeKapcTBEHHbIX NpenapaToB, OTNyCKaeMblx 6ecnaaTHO UK CO CKUAKOW;

3) neKapcTBeHHbIX MpenapaToB, OTHOCAWMXCA Mo ATX K aHTMNCUXOTUYECKMM cpeacTBam (Kog,
NO5A), aHKcuonutukam (Kog NOS5B), cHOTBOpHbIM M cedaTuBHbIM cpeacTtBam (Kog NO5C),
aHTMaenpeccaHtam (Kog NO6A) 1 He BKIOUYEHHbIX B NepedeHb MKY.

Il. Tpe60BaHMA K OTNYCKY IEKAPCTBEHHbIX Npenaparos
no Tpe6oBaHMI0 MegULUHCKOW OpraH13aumm

28. [Ona obecneyeHus neyebHoro npouecca B MeAWUMHCKON OpraHM3aumMm anTeyHow
opraHusaumuen, ABNAIOWENACA CTPYKTYPHbIM noApasgefnieHnem Takon MeAMUMHCKOW opraHusauuu,
OCYyLLEeCcTBAAETCA OTNYCK NMBO M3roToB/AEeHME U OTNYCK JIeKapCTBEHHbIX MpenapaTtoB Ha OCHOBAaHMUM
TpeboBaHUA MeANUMHCKON opraHn3aLmm, BbINMCAaHHOTO YNOJHOMOYEHHbIM MeANLUHCKUM PaboTHUKOM
(oanee - TpeboBaHUE MeAULMHCKOM OpraHusaLmm).

MeauumMHCKana opraHM3auusa Bnpase 06pPaTUTLCA B CTOPOHHIO anTeyHyk opraHM3auuio npu
OTCYTCTBMM anTeYHOMN OpraHM3aLmnm, ABAAIOLWENCA CTPYKTYPHbIM NoApa3aeieHnemM Takon MeanUMHCKOM
opraHusauum.

JleKapcTBeHHble npenapatbl, U3roToBAEHHbIE anTeYHbIMM OpraHU3aLMAMK 1A Lenei nx oTnycKa
no TpeboBaHNAM MeANLNHCKUX OpraHM3aLnin, rocy4apcTBeHHOM perncTpaummn He noaneskart <14>.

<14> MyHKT 1 yactn 5 ctatbm 13 degepanbHoro 3akoHa N 61-P3 (CobpaHue 3aKoHOZaTENbCTBA
Poccuitckoit ®epgepaumn, 2010, N 16, cT. 1815).

29. XpaHeHue TpeboBaHUN MeANUMHCKON OpraHM3aLumMm, No KOTOPbIM OTNYLLEHbI IEKAPCTBEHHbIE
npenapaTbl, OCYLWECTBAAETCA anTeYHOM oOpraHusauMeit B COOTBETCTBMM C MyHKTOM 18 HacToAlero
Mopagka.

30. HapyweHue nepBMYHOM YMNaKOBKM /N€KAapCTBEHHOro npenapata npu ero OoTnycke Mo
TpeboBaHMIO MeANLMHCKOM OpraHM3aLMn AONYCKAeTCA anTe4yHoM opraHusaumein, umetowein ANLEeH3NI0
Ha dapmaLeBTUYECKYIO AeATe/NbHOCTb C NPaBOM M3roTOBAEHUS NIEKAapPCTBEHHbIX NpenapaTos. B Takom
CNyyae OTNYCK JIeKapCTBEHHOrO MpenapaTa OCYLLeCcTBASETCA B ynakoBKe <15> ¢ npepocTaB/ieHMeMm
WMHCTPYKLMU (KONUM UHCTPYKLMK) MO NPUMEHEHUIO OTMYCKAaeMOro IeKapCTBEHHOrO npenapara.

<15> MpuKkas MuHsgpaBa Poccum ot 26 okTabpsa 2015 r. N 751H "O6 yTBeEpKAEHUW NpaBua
M3roTOBJAEHMA M OTMYCKA JIEKAapCTBEHHbIX MPenapaToB A/ MeAULMHCKOro MPUMEHEHMSA anTeyHbIMM
OpraHM3auMaAMK,  UHOUBUAYANbHbIMM  MpegnpuHUMaTENaAMM,  UMEWUMMU  JULEH3UIO  Ha
dapmaLeBTMUECKYIO AeAaTenbHOCTL"  (3apernctpupoBaH MMUHUCTEPCTBOM  HOCTULUMM  Poccuiickom
depepaunn 21 anpens 2016 r., pernctpaumnoHHbiin N 41897).

lll. OcobeHHOCTUN OTNYCKa NeKapCTBEHHbIX NpenapaTos
no peuentam B Gopme 3/1eKTPOHHOr0 AOKYMEHTa

31. OTNycK fleKapCTBEHHbIX MpenapatoB no peuentam B GOpPMe 3/1EKTPOHHOrO0 AOKYMEHTa
OCYLLECTBAAETCA anTekamu, anTe4YHbIMU NYHKTaMuU W UHAMBUAYANbHBIMU NPeAnpUHUMATENAMM,
YKa3aHHbIMM B MyHKTe 2 HacToAwmx MpaBu, pacnosoKeHHbIMU HA TeppUTOpPUN cybbeKkTa Poccuitckol



depepaunn, B KoTopom odopmaeH peuent B Gopme 3/EKTPOHHOro AOKYMEHTA, B CAyyae MPUHSTUS
YNO/IHOMOYEHHbIM OpraHoM cybbekTa Poccuiickon depepaumm B COOTBETCTBMM C MYHKTOM 4 cTaTbk 6
depepanbHoro 3akoHa N 61-93 (CobpaHune 3akoHoaaTenbcTBa Poccuitickoit deagepauum, 2010, N 16, cT.
1815; 2019, N 52, c1. 7793) peweHunss 06 MCNoNb30BaHUM HaA TeppuTopumn cybbekTa Poccuintckol
depepaunn Hapagy C peLenTamu Ha JieKapCTBEHHble npenapaTtbl, 0GOPMIEHHbIMMU Ha OyMarKHOM
HOoCUTeNe, PeLenToB Ha NeKapCTBEHHble npenapaTtbl, CHOPMUPOBAHHbLIX B GOpPME 3NEKTPOHHbIX
OOKYMEHTOB (fanee - pelleHne ynoJIHOMOYEHHOro opraHa cybbeKkta Poccuitickol ®epgepaumn).

32. AnTeyHble OpraHM3aumnmn AOMKHbI UMETb NOAKAOYEHNE K TOCYAapCTBEHHOMW MHOOPMALMOHHOM
cucteme B chepe 3apaBooxpaHeHua cybbekTa Poccuiickoit depepaumm <16> (panee - cuctema),
KoTopoe obecneymBaeTca yNnoJHOMOYEHHbIM OPraHOM BNACcTU cybbekTa Poccuiickolt ®eaepaumm.

<16> MocTtaHoBneHue MpaBuTenbcTBa Poccuitckont deaepaumm ot 5 maa 2018 r. N 555 "O eaunHol
rocygapctBeHHOM  MHPOPMALMOHHOM  cucteme B chepe  3apaBooxpaHeHus”  (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon depepaunn, 2018, N 20, cT. 2849; 2021, N 25, cT. 4814).

TexHuuyeckne TpeboBaHWA K MHOPOPMALMOHHOMY OBMEHY MexKAy anTeyHon opraHusauven wu
CUCTEMOW, B TOM Yncne TpeboBaHMA K MAEHTUOUKALMM peuenTa B popmMe 3/1EKTPOHHOTO JOKYMEHTA U
mMua, obpaTUBLLEroCA 33 OTMYCKOM JIEKAPCTBEHHbIX MPEnapaToB Mo TakKMM peuenTam, yCTaHaBANBAOTCA
pelleHremM yrnoNHOMOYEHHOTO opraHa cybbeKkTa Poccuiickoint Peaepaumn.

33. OTnycK NeKapcTBEHHbIX npenapaToB Mo peuentam B GOpPMe 3NEKTPOHHOro AOKYMEHTa
OCYLLLeCTBAACTCA AULY, YKa3zaHHOMY B peuenTte, AMBO ero 3akoHHOMY npeacTasutento, Avbo auuy,
KOTOpOe /IMLLO, YKa3aHHOe B peLenTe, AN ero 3aKOHHbIN NpeacTaBuTe/ b YNoJAHOMOUYMAN Ha NOydYeHne
JIeKapCTBEHHbIX NpenapaTos.

MpunnoxkeHne N 2

K NpuKasy MUHUCTEePCTBA 34P0aBOOXPAHEHMUSA
Poccuitckoit egepaumm

oT 24 HosbpAa 2021 r. N 1093H

NPABUNA
OTNYCKA HAPKOTUYECKUX CPEACTB U MCUXOTPONMHbIX BELLLECTB,
3APETMCTPMPOBAHHDbIX B KAYECTBE JIEKAPCTBEHHbIX NMPEMAPATOB
Ana MEAUUNHCKOro NPUMEHEHUA, NEKAPCTBEHHbIX NMPEMAPATOB
Ana MEAUUNHCKOro NPMMEHEHUA, COOQEPXKALLUX HAPKOTUYECKUE
CPEACTBA U NCUXOTPOIMHDIE BELLLECTBA

1. OTNyCcK HapKOTUYECKMX M MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapaToB Mo peuenTam
OCYLECTB/IAGTCA anTeKamm, anTeYHbIMU NYHKTaMK, MEAULMHCKMMKN OpraHM3aumamm, 060cobaeHHbIMM
noapasaeneHNAMN MeANLMHCKUX OPraHN3aumin, UMeOLWMMIN INLEH3NIO Ha AeATe/IbHOCTb No o6opoTy
HapKOTMYECKMX  CPEACTB, TMCUXOTPOMHbLIX BEWEeCT8 W WX MPEKYPCOPOB,  Ky/JbTUBUPOBAHMIO
HapKocofepallux  pacteHuit. [lepedyeHb  MEAMUMHCKMX  OpraHuMsauuin  un  060CoBAEHHbIX
nogpasaeneHnii MeauMuUMHCKMX OpraHn3aLmin, nepedeHb HapKOTUYECKUX EKAPCTBEHHbIX NPEenapaTos U
MCUXOTPOMHbIX  JIEKAPCTBEHHbIX MNPenapaTos, OTMNYCK KOTOPbIX  U3MYECKUM  NMLAM  MOXeT
OCYLLECTBAATLCA  YKA3aHHbIMM  MEAMLUMHCKMUMM  OpraHusaumamm U ux  060co6aeHHbIMK
nogpasfaeneHNaMN, YCTaHABAMBAKOTCA OpraHamMu MCMNOJIHUTENbHOW BAacT cybbekToB PoccuidcKol
depepaunn <1>



<1> NyHKT 1 cTatbn 25 PepepanbHoro 3akoHa oT 8 AHBaps 1998 r. N 3-®3 "O HapKOTUYECKMX
cpeacTBax M ncuxoTponHbix BewecrtBax" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon depepaunm, 1998,
N 2, cT.219; 2016, N 1, cT. 28).

2. Mo peuenTtam, BbINMCAHHbIM Ha peuenTypHbiX 6aaHKax dopmbl N 107/y-HIM <2>, oTnyckatoTcs
HAPKOTMYECKME U MCUXOTPOMHbIE JIeKAapCTBEHHble MnpenapaTbl, BHeCeHHble B CMMCOK HapKOTMYECKMUX
cpeacTB M NCUXOTPOMHbIX BewecTs, 060poT KoTopbix B Poccuiickon ®Pepepaumm orpaHuMyeH M B
OTHOLUEHUWN KOTOPbIX YCTaHAB/AMBAKOTCA Mepbl KOHTPONA B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoli depepaunmn u mexayHapoaHbiMu gorosopamu Poccuiickoit degepauum (cnvcok ),
MepeyHsa (manee - HApPKOTUYECKME W MCUXOTPOMHbIE JIeKAPCTBEHHble MpenapaTbl crnucka 1), 3a
NUCKAIOYEHNEM HAPKOTUYECKUX N NCUXOTPOMHbLIX 1EKAPCTBEHHbIX NPENapaTos B BUAE TPAHCAEPMANbHbIX
TepaneBTUYECKUX CUCTEM U JIEKAPCTBEHHbLIX NPenapaToB, COAEPIKALLUX HAPKOTUYECKOe CpeacTBO B
COYEeTaHMN C AaHTAarOHUCTOM ONMUOUAHBIX PeLLenTopPOB.

<2> MopgnyHKT 5.2.178 nyHKTa 5 MonoxeHnAa o MuHuUcTepcTBe 34paBoOXpaHeHus Poccuinckoit
depepaunn, yTBEpPHKAEHHOIO noctaHoBneHnem [MpaButenbcTBa Poccuiickon ®eaepaumm ot 19 MioHS
2012 r. N 608 (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epepaumm, 2012, N 26, c1. 3526; 2017, N 52,
cT. 8131) (panee - NonoxxeHne o MMHUCTEpPCTBE).

3. Mo peuenTtam, BbINMCaHHbIM Ha peLenTypHbIX 6aaHKax dopmbl N 148-1/y-88, oTnycKatotea <3>:

<3> MognyHKT 5.2.179 MonokeHna o MuHuctepctee (CobpaHme 3akoHoaaTenbcTBa Poccuitckol
depepaunn, 2012, N 26, c1. 3526; 2017, N 52, cT. 8131).

1) ncuxoTponHble NeKkapcTBeHHble npenapaTbl, BHeceHHble B CNMCOK MCUXOTPOMHbIX BELLECTB,
obopoT KoTopbix B Poccuiickoit depepaumu orpaHuYeH M B OTHOLUEHWM KOTOPbIX AonycKaeTcs
NCKNIOYEHME HEKOTOPbIX Mep KOHTPO/A B COOTBETCTBMU C 3aKOHOAAaTeNbCTBOM Poccuiickoi degepaumm
N MeXayHapogHbiMM poroBopamu Poccuitckoit Pegepaumm  (cnmcok ), Mepeyns (panee -
NCUXOTPOMHbIE IeKapCcTBEHHble NpenapaTbl cnucka lll);

2) HapKOTMYeCcKMe U MCUXOTPOMHbIe JIeKapCTBEeHHble npenapatbl chnucka I B  BMae
TPpaHcAepManbHbIX TepaneBTUYECKMX CUCTEM W NeKapCTBEHHble npenapaThl, coAepialime
HapKOTUYECKOE CPeACTBO B COMETAaHUMN C aHTAarOHUCTOM OMNMOUAHbIX PELLENTOPOB;

3) nekapcTBeHHble NpenapaTtbl, M3roTaBAMBaeMble MO PeLenTy Ha NeKapCTBEHHbIM npenapaTt u
cogepKallme HapKoTUYeCcKoe CPeacTBoO UM NCUXOTPOMHOE BELLECTBO, BHECEHHOE B CNMCOK Il MepeyHs,
n gpyrve papmMaKoNorMyeckme akTMBHbIE BELECTBA B 403€, HE NPEBbILIAOLLEN BbICLIYHO Pa3oBYo A03Y,
M NpU YCIOBWUW, YTO 3TOT KOMBUHMPOBAHHBI NIEKAPCTBEHHBIN NpenapaT He ABAAETCA HapKOTUYECKUM
WY NCUXOTPOMHbIM JIEKAPCTBEHHbLIM NPENapaTom crnmcka ll.

4. Mpu OTNycKe HapPKOTUYECKOTo M MCUXOTPOMHOro JieKapcTBEHHOro npenapaTta chnucka Il Ha
peuenTe 06 OTMNyCKe JIEKAPCTBEHHOro NpenapaTa NpoCTaB/seTca Nnevyatb anTekn Uan anTeyHoro NyHKTa,
B KOTOPOM YKa3aHO UX NOJIHOE HaMMeHOBaHMe (MNPU HaNNYMK NeyaTu).

5. OcTaloTca U XpaHATCA Y CybbeKTa PO3HMUYHOM TOProsau peuenTb! (C oTMeTKoM "J/leKapCTBEHHbI
npenapart otTnyueH") Ha:

1) HapKoTMYecKMe M NCUXOTPOMHbIE NEKAaPCTBEHHbIE npenapaTtbl cnucka I, ncuxoTponHble
NleKapcTBeHHble npenapaTbl cnucka lll - B TeueHne naTtu neT;



2) KOMBUHMpPOBAHHbIE IEKAPCTBEHHbIE NMpenapaTtbl, CoAepKaliMe HapKOTUYECKME CpeacTBa MM
MCUXOTPOMHbIE BeLLeCTBa, BHeceHHble B cnucku Il u Il MepeyHsa, WM3roToBAEHHble B aNTEYHOM
OpraHu3auumM, NeKapCTBEHHbIE MNpPenapatbl, NoAfexalme MNpegMeTHO-KONMYECTBEHHOMY YYeTy, - B
TeyeHue Tpex NeT.

YKa3saHHble NleKapCTBEHHble npenaparbl, npegHasHavyeHHble ANA rpaKgaH, UMeroLwmx NpaBo Ha
noJsiydeHMe NIeKapCTBEHHbIX NpenapaToB, OTNycKkaemMblx 6ecnaaTHO UAM CO CKMAKOW, OTMYCKatoTCA Mpu
npeabABAEHUN peLenTa, BbINMCAHHOrO 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 MpenapaToB OCYLLEeCTBAAeTCA
bapMaLeBTUYECKUMN U MEANUMHCKUMMU PaBOTHMKAMM, 3aHUMAIOWMMMU AO0NKHOCTM, BK/IOYEHHblE B
nepeyeHb AO0/KHOCTEN dapMaLEeBTUYECKUX U MeAMUMHCKMX PabOTHWKOB B OpraHM3aumsax, KOTOPbIM
npegocTaBAeHO MpPaBO OTMNYCKa HApPKOTMYECKUX NeKAapCTBEHHbIX MpenapaTtoB WM MNCUXOTPOMHbIX
NleKapcTBEHHbIX NpenapaTtos GU3MUYECKUM AnLaM <4>,

<4> MopgnyHKT 5.2.176 MonoxkeHna o MuHuctepctee (CobpaHme 3akoHoaaTenbcTBa Poccmitckol
depepaunn, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333).

7. HapKoTuyeckMe M MCUXOTPOMHbIE NEeKapCTBeHHble npenapaTbl cnucka I, 3a UCKAoYeHuem
JIeKapCTBEHHbIX MNPenapaTtoB B BWAE NAAcTbipeld M NEeKapCTBEHHbIX MPenapartos, CoAepKallux
HapKOTUYECKoe CpeacTBO B COYETaHWUWM C aHTarOHUCTOM OMMOWMAHbLIX PELEenTopoB, OTMYCKaloTCA Mpu
npeabaABAEeHUN AOKYMEHTA, YA0CTOBEPAIOLLErO MYHOCTb, INLY, YKa3aHHOMY B peLenTe, ero 3aKoHHoMy
npeacrasuTento <5> uan auuy, nmerolemy opopMIEHHYIO B COOTBETCTBUW C 3aKOHOAATeNbCTBOM
Poccuiickoit depepalmm AOBEPEHHOCTb HA MPaBO MOAYYEHMA TaKUX HAPKOTUYECKUX M MCUXOTPOMHbIX
JIeKapCTBEHHbIX NpenapaTos.

<5> B oTHOWeEHMN NunuUa, yKasaHHOro B 4Yactm 2 cTtaTbM 20 PepepanbHoro 3akoHa N 323-03
(CobpaHue 3akoHogaTenbcTBa Poccuinckoit Pegepaumm, 2011, N 48, c1. 6724).

MpY HEBO3MOXKHOCTM 0POPMIEHUA MHKYPabebHbIMU 6O/IbHBIMM Ha 3aBEPLLAIOLLEM 3TamNe KU3HU
[0BEPEHHOCTU Ha NPaBOo NOJyYEeHMNA YKa3aHHbIX B ab3ale NepBoM HaCcTOAWEro MyHKTa HAPKOTUUYECKUX U
MCMXOTPOMHbIX /IEKAPCTBEHHbIX MNPEnapaToB TaKuWe JEeKapCTBEHHble MpenapaTbl OTMYCKaloTCA WHbIM
NMLAM, OCYLLEeCTBAAIOWMM yXO4 33 HUMW, MPU NpeabABeHUMM OAHOBPEMEHHO C peuenTom Ha
NeKapcTBeHHbIN NpenapaTt A4OKYMEHTa, YA0CTOBEPAIOLLErO IMYHOCTb, U AOKYMEHTA, MOATBEPKAAIOLLErO
WHKypabenbHoe cocToAHMe 60/MbHOrO, COAEep’Kallero CcBeAeHMA O /Auue, KOTopoe noJjy4yaer
JleKapcTBeHHble npenapaTbl No peuenTy (bamuama, UMa, oT4ecTBO (NpU Hanuuum), Bua, cepma n (1num)
HOMepP [AOKYMEHTa, YAOCTOBEPAIOWEro AMYHOCTbL), 3aBEePEHHOro MOANUCLI0 U NevYaTbio MeAUUMHCKOro
PabOoTHMKA, a TaKKe NevaTblo MeANLMHCKON OpraHn3aumnu.

ﬂ,OKYMeHT, I'IO,CI,TBep)KAalOLI.I,VIVI MHKypaﬁeanoe COCTOAHUE 6OJ'IbHOI'O, OCTaeTcs B anTeyHoW
opraHnsauun.

8. HapkoTunyeckMe M MNCUXOTPOMHbIE NEeKapCTBEHHbIE MpenapaTtbl cnucka |l (3a uckaoveHnem
NIeKapCTBEHHbIX MPENapaTtoB B BUAE NAACTbipeld M NEKAPCTBEHHbIX MPEnapaTos, COAEPHKALLUX
HapKOTUYECKOE CPeACTBO B COYETAHUM C aHTArOHUCTOM OMMOMAHBLIX PELENTOPOB), NpeAHa3Ha4YeHHble
019 TPaXk4aH, MUMeoLLMX NpaBo Ha becniaTHoe NosyYeHne IeEKAapPCTBEHHbIX NPEenapaToB UKW NoJlyYeHue
JIeKAapPCTBEHHbIX NPEnapaToB CO CKUAKOM, OTMYCKaloTCA NpU NpeabsaBieHUN pPeLenTa, BbIMMCAHHOIO Ha
peuentypHom 6naHke popmbl N 107/y-HIM, 1 peuenTa, BbINMCAHHOIO Ha peLenTypHom 6aaHKe popmbl N
148-1/y-04(n).



9. Nocne oTnycka HapKOTUYECKUX M MCUXOTPOMHbIX SIEKAPCTBEHHbIX NPenapaToB cnucka I, B Tom
yncie B BUAE TPAHCAEPMA/IbHbIX TEPANEBTUYECKMUX CUCTEM U IEKAPCTBEHHbIX NPENnapaToBs, COAEPHKALLMX
HapKOTWYECKoe CPeacTBO B COYETAHMM C aAHTArOHUCTOM OMMOMAHbLIX PELLENTOPOB, MNCUXOTPOMHBIX
NeKapcTBEHHbIX npenapatoB cnucka |l auuy, nonyymBwemMy feKapCTBEHHbIM NpenapaT, BblAaeTcs
CUTrHaTypa C XKeNTol Nosocon B BEPXHEN YacTM M HAAMUCBIO YepHbIM WPUGTOM Ha Hel "CurHatypa", B
KOTOPOM YKa3bIBatoTCA:

1) HaMmeHOBaHME MW aApec MeCTOHaXOMAEHUA anTeKku, anTeyHoro nyHKTa, MeauLUHCKOMN
opraHusauumn, 06ocobeHHOro noapasaeneHua meanLUHCKON opraHnsaumnu;

2) Homep 1 AaTa BbINMCAHHOrO peLenTa;

3) dammnnus, uma, oT4ecTso (MpU HanMuMK) AnUUa, ANA KOTOPOro npeaHasHayeH IeKapCTBEHHbIM
npenapar, ero Bo3pacT;

4) Homep MeOMUMHCKOM KapTbl MauuveHTa, MOAy4YalolWero MeAMUMHCKYI0 MoMolb B
ambynaTopHbIX YCA0BUSAX, A1 KOTOPOro NpeAHa3HayeH ieKapCTBeHHbIN npenaparT;

5) pamunnus, nmsa, otyectso (Npu HaAMYMM) MeaULMHCKOro paboTHUKa, BbINUCABLLEro peLenT, ero
KOHTaKTHbIN TenedoH nnbo TenedoH meanLMHCKOM OpraHM3aLmu;

6) coaeprkaHme peuenTa Ha 1aTUHCKOM A3bIKE UK PYCCKOM A3bIKE;

7) damununs, uma, oT4ecTBo (NpU HaAUuMK) M NOANUCL hapMaLLeBTUYECKOro UAU MeAULIMHCKOro
paboTHMKa, OTNYCTUBLLEro 1eKapCTBEHHbIV Npenapar;

8) AaTa oTnycka NeKkapcTBEHHOrO Npenapara.

10. 3anpewiaetca OTMNYCK CY6bEKTOM PO3HMYHOW TOProBAM NO peuentTam BeTepuHapHbIX
OpraHu3aunii HapKOTMYECKUX N NCUXOTPOMHbIX IEKAPCTBEHHbIX NPEnapaTos.

MpnnoxkeHme N 3

K NpuKasy MUHUCTepPCTBA 340aBOOXPAHEHMUSA
Poccuiickoin Pepepaumm

oT 24 HosbpAa 2021 r. N 1093H

nopPAAOK
OTMYCKA ANTEYHbIMWU OPTAHU3ALUAMU UMMYHOBUONOIMMYECKUX
NEKAPCTBEHHbIX MPEMNAPATOB

1. OTnyck MMMYHOBMONOIMYECKUX NIEeKAPCTBEHHbIX MPENApPaToOB OCYLLECTBAAETCA anTeYHbIMU
OpraHM3auMAMM U UHOMBUAYANbHBIMW  NPEANPUHUMATENAMM,  UMEIOWMMN  NIMLEH3UI0  Ha
bapmaLEeBTUYECKYIO AeATENbHOCTb, MEAULMHCKMMWU OPraHuM3aumsamMn, UMEWUMN  NIMLEH3UI0 Ha
bapmaLeBTUYECKYIO AeATENbHOCTb, U WX 0060COBNEeHHbIMW MoApasaeneHuaMn (ambynatopusamm,
denbawepckumm 1 denbaliepCcKko-akylepCcKUMM  MyHKTaMK, LeHTpamu (oTaeneHusimu) obuiei
BpayebHol (cemelHOM) NPaKTUKK), PACMNONONKEHHBIMU B CE/IbCKMX NOCENEHUAX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble oOpraHuWsauuun, 6e3 peuenta W (MAM) MO peuenTy Ha JIEKAPCTBEHHbIM Mpenapart,
odopMIeHHOMY MeANLNHCKMMUK PaboTHUKaMu (ganee - peuenr).

2. Mpwn oTnycke MMMYHOBMOIOrMYECKOro IeKapCTBEHHOro npenapaTta Ha peuenTe UAM KopeluKe
peuenTa, KOTOPbIA ocCTaetca y /Avua, npuobpeTatowero (Noaydyaloliero) feKapcTBeHHbIM npenapar,
YKa3bIBaeTCcA TOYHOE BpeMs (B Yacax M MMHYTax) OTMYCKa JIeKapCTBEHHOro npenapara.



3. OTnyck MMMYHOBMONOTrMYECKOro /IeKapCTBEHHOro npenaparta OCyLWecTBaAseTca auuly,
npuobpeTatowemy (nonydyatolemy) NeKapcTBEHHbIM npenapaTt, NpuU HaAWMYMKM Yy Hero crneuuanbHoro
TEPMOKOHTelHepa, B KOTOPbIA MNOMellaeTcA /IeKapCTBEHHbIM npenapaT, WAUM  BO3MOXHOCTU
npuobpeTeHns B  anTeYHOM oOpraHM3auUuM  HeobXoAUMbIX CpeacTB  ANA  TPaAHCNOPTUPOBKM
(TepMOKOHTENHEP, XNaA03/IEMEHTbI).

4. Jlvuy, npuobpeTwemy MMMYHOBMONOTMYECKMIM NeKapCTBEHHbIM npenapaT, pasbACHAETCH
HeobXoAMMOCTb AOCTaBKM NEKApCTBEHHOrO npenapata B MeAULMHCKYIO OpraHu3auMio B CPOKM, He
npesbllWaloWwmne CPoKM noaaepskaHua paboyeit TemnepaTtypbl CPeACTB TPAHCMNOPTUPOBKM, YKa3aHHbIe B
NHCTPYKLMMW.




