[JlokyMeHT npegocTaBneH KoHcynbTaHTIINoC

3apernctpmpoBaHo B MuHtocte Poccum 30 Hosbps 2021 r. N 66142

MWHUCTEPCTBO 34PABOOXPAHEHWA POCCUANCKOM ®ELEPALIUN

MPUKA3
OT 24 HOoAb6pA 2021 r. N 1093H

OB YTBEPXAEHMUU NPABUN
OTNYCKA NEKAPCTBEHHbIX MPENAPATOB ANA MEAULMHCKOrO NPUMEHEHUSA
ANTEYHbIMW OPrTAHU3ALIUAMU, MUHAUBUAYANBHBIMUW MPEANMPUHUMATENAMM,
MMEOLWMUMU NULIEH3UIO HA OCYLLIECTBNEHUE ®APMALIEBTUYECKOM
DEATENbHOCTU, MEAULUHCKUMW OPTAHMU3ALIMAMUN, UMEIOLLIMMUW IMLEEH3UIO
HA OCYLECTB/IEHUE GAPMALIEBTUYECKON AEATENbHOCTHU, U UX
OBOCOBJ/IEHHbIMU NOAPA3AENEHNAMMU (AMBY/IATOPUAMM, GENbALLEPCKUMM
U GENbALLEPCKO-AKYLLEPCKUMU NYHKTAMMU, LLEHTPAMM (OTAENEHUAMM)
OBLLIEN BPAYEBHOW (CEMEMHOWM) NPAKTUKU), PACMIONOKEHHbIMU
B CE/IbCKUX NOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPFAHU3ALIUWN, A TAKXKE MPABUN OTMYCKA HAPKOTUYECKUX CPECTB
U NCUXOTPOMHbIX BELWECTB, 3SAPETMCTPUPOBAHHbIX B KAYECTBE
NEKAPCTBEHHbIX MPEMNAPATOB A1 MEAULMHCKOTO NPUMEHEHUA,
NEKAPCTBEHHbIX MPEMNAPATOB A1 MEAULMHCKOTO NPUMEHEHUA,
COAEPALLIMX HAPKOTUYECKUE CPEAICTBA U NCUXOTPONMHbBIE
BELLLECTBA B TOM YNCANE MNOPAAKA OTNYCKA ANTEYHbIMU
OPFAHU3ALIMAMW UMMYHOBUONOTUYECKUX
NEKAPCTBEHHbDIX MPEMAPATOB

CNMCOK U3MEHAILWMNX AOKYMEHTOB
(8 pea. Mpukasa MuH3apasa Poccun ot 24.11.2021 N 1093H)

B cooTtBeTCcTBMM C NyHKTamu 2 1 3 ctatbn 55 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-93
"06 obpalLeHnn nekapcTBeHHbIX cpeacTts” (CobpaHue 3akoHoaaTenbcTBa Poccuiickon degepaunn, 2010,
N 16, cT. 1815; 2013, N 48, c1. 6165; 2016, N 27, cT. 4238), c noanyHKTamum 5.2.165, 5.2.169 1 5.2.183
nyHKkTa 5 MonoxeHna o MuHUCTepcTBe 34paBooXpaHeHua Poccuiickon depepaummn, yTeepKaeHHOro
noctaHosneHnem [MpaButenbctBa Poccuiickon depgepaummn ot 19 umioHs 2012 r. N 608 (CobpaHue
3aKoHopaTtenbcTBa Poccuiickon ®epepaumn, 2012, N 26, ct. 3526; 2014, N 37, c1. 4969; 2017, N 33, cT.
5202), npuKa3sbiBato:

1. YTBEpauTh:

MpaBuna OTNyCKa /IeKAapPCTBEHHbIX MPenapaToB ANA MEeAMUMHCKOTO MPUMEHEHUA anTeYHbIMM
OpraHn3auUnAMMK, UHANBUAYANbHBIMU NPEANPUHUMATENAMU, UMEIOLMMM NIULLEH3UIO HA OCYLLECTBAEHME
bapmaueBTUYECKON AeATeNbHOCTM, MEAUUMHCKMMM OpraHM3auusamn, MMEeWUMM MLEH3UIO Ha
ocyuwiectBneHMe ¢apmaueBTUYECKOW AeATeNbHOCTM, U UX 060C0o6/MeHHbIMM  NoApPa3AeNeHUAMM
(ambynatopuamu,  denbawepckumm U GeNbAWEPCKO-aKYLWEPCKUMM  MYHKTaMK,  LLeHTpamu
(oTaeneHusamm) obuien BpayebHoM (ceMeiHOM) NPaKTUKK), PacroIOXKEeHHbIMU B CE/IbCKUX MOCEeNEHUSX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3aLmm, cornacHo npunoxeHue N 1 (aanee - npasuna);

MpaBuna oTNycKa HAapPKOTUYECKUX CPeacTB M MCUXOTPOMHbIX BELLeCTB, 3aperncTpupoBaHHbLIX B
Ka4yecTBe N1eKapPCTBEHHbLIX NpenapatoB A4 MeAUULUHCKOro NnpuMeHeHUA, NeKapCTBEeHHbIX NMPenapaTtoB
ana MmeanumHCKOro npnmeHeHumA, coaepawnx HapKoTuyeckme cpencrtsa U NCUXOTPONHbIE BELWECTBAa,
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cornacHo npuaoxeHuto N 2;

nOpﬂAOK OTNYyCKa anTe4YHbiMU OpraHnsaunamm VIMMVHO6VIO}'IOFVILIeCKVIX NNeKapCTBEeHHbIX
npenapaToB COrnacHo npuaoxeHuto N 3.

2. Npun3HaTb yTPaTUBLLUMMN CUNY:

npuKas MUHKUCTePCTBA 34paBOOXPaAaHEHUA M couManbHOro passuTmna Poccuinckoin deapepaumm ot 26
asrycta 2010 r. N 735H "O6 ytBepxaeHuu [paBu/ OTNyCKa JIEKAPCTBEHHbIX nNpenapaTos A
MEAMUMHCKOTO  MPUMEHEHUS  MEAUUMHCKMMM  OpraHu3auMamMM, UMELWMMU  NULEH3UIO  Ha
bapmaueBTUUYECKYIO AeATeNbHOCTb, U UX 060cobaeHHbIMM noapasgeneHuamu  (ambynaTopuamu,
denbawepckummn 1M GenballiepcKo-aKyLepckUMM NYyHKTaMK, UeHTpaMun (oTaeneHusamu) obuieit
BpauyebHoW (cemeiiHOM) NPaKTUKKU), PacnoIOKEHHbIMU B CE/IbCKMX NOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHusauumn" (3apernctpupoBaH MMHUCTEPCTBOM tOCTULUMK Poccuiickoint depepauumn 28
ceHTabpsa 2010 r., perucTpaumnoHHbin N 18575);

npukas MuHucTepcTBa 3apaBooxpaHeHmnsa Poccuiickoint Pepepaumm ot 11 niona 2017 r. N 403H "O6
yTBepKaeHun MpaBua OTNyCKa JIEKAapCTBEHHbIX MPenapaToB A8 MeAULMHCKOTO NMPUMEHEeHMUsA, B TOM
yncne - MMMYHOBMOMIOrMYECKMX  /IEKAPCTBEHHbIX  MpPenapaToB,  anTeYHbIMM  OpraHM3auUUAMM,
WHAMBUAYANBHBIMW  NPEANnPUHMMATENAMN,  UMEOWUMU  IMLEH3UIO  HA  GapMaLeBTUYECKYIo
AeAtenbHocTb" (3aperucTpmupoBaH MuUHKUCTEPCTBOM tocTMLMK Poccuitickon depepaumm 8 ceHTabpa 2017
r., PerMcTpaumnoHHbliii N 48125);

npuKkas MuHucTepcTBa 34paBooxpaHeHunsa Poccuninckoit ®epgepaumm ot 7 nrons 2020 r. N 683H "O
BHECEHWM n3MeHeHu B MpaBMaa OTNYCKa IEKAPCTBEHHbIX NPenapaToB A58 MeAULMHCKOro NPUMEHEH S,
B TOM 4MCAe MMMYHOBMONOrMYECKUX JIEKAPCTBEHHbIX MNPEnapaToB, anTeYHbIMU OpPraHM3aLMAMM,
WHAMBUAYANBHBIMW  NPEANnPUHMMATENAMWN,  UMEOWUMU  IMLEH3UIO  HA  GapMaueBTUYECKYHO
[eATeNbHOCTb, YTBEPKAEHHbIE NPUKA3oM MUHUCTePCTBA 34paBooXpaHeHus Poccuiickoit ®epepaunm ot
11 wiona 2017 r. N 403H" (3aperucTpupoBaH MuHucTepcTBOM tocTuummn Poccuitckoit Pepepaunn 14
oKT6pAa 2020 r., perucTpaumoHHbiit N 60370).

3. Hactoawumii npukas Bctynaet B cuny ¢ 1 mapta 2022 r. u gencreyet go 1 maprta 2028 r., 3a
WCKAtOYeHnem NyHKTa 12 MNMpasBua oTnycKa eKapCcTBEHHbIX NpenapaTos A8 MeANLMHCKOro NpUMeHeHnA
anTeYHbIMW OpPraHu3aunAaMKU, MHOUBUAYANbHBIMW NPEeANPUHUMATENAMMU, UMEHOWNUMN NLEH3UIO Ha
ocywecteneHne ¢GapmaLeBTUHECKON AEATENbHOCTU, MEAUUMHCKMMU OpPraHM3aunaMn, UMeLWMMU
NMLEH3NI0 Ha ocywecTBieHne $apMaueBTMUECKON  AeATeNbHOCTU, UM UX 060c06AeHHBIMU
nogpasgeneHvamm (ambynatopuamu, denbaliepcknmm 1 deballepcKo-aKyLWepPCKUMM  NYHKTaMK,
ueHTpamu (otgeneHnamu) obuwei BpayebHolM (cemelHOMN) NPaKTUKK), PaACNONOMKEHHbIMU B CEMbCKUX
noceneHuAx, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHM3auum, YTBEPKAEHHbIX HAaCTOALMM MPUKa30oMm,
KOTOpbIV BCTynaeT B cuay ¢ 1 mapta 2022 r. u aencteyet Ao 1 ceHTabps 2022 roaa.

MuHucTp
M.A.MYPALLKO

MpunoxkeHne N 1

K NpMKasy MUHUCTEPCTBA 34PaBOOXPAHEHMA
Poccuiickon ®egepauymm

oT 24 HoABps 2021 r. N 1093H

NPABUNA
OTNYCKA NIEKAPCTBEHHbIX NPEMAPATOB ANA MEAWLWHCKOIo NnPMMEHEHUA
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CrNM1COK U3MEHSIOLLMX AOKYMEHTOB
(B pea. Mpukasa MuH3gpasa Poccum ot 24.11.2021 N 1093H)

I. O6wme TpeboBaHUA K OTNYCKY SIEKAPCTBEHHbIX NPenapaTos
ANA MeAULMHCKOro NPUMeHeHuA

1. OTnycK neKkapcTBeHHbIX NpenapaTos ANA MeAUUMHCKOro NpMMeHeHuA (ganee - 1eKapCTBeHHble
npenaparbl) OCYLLECTBASETCA anTeYHbIMU OPraHM3aLUAMU U MHANBUAYANbHBIMU NPEeanpPUHUMATENAMM,
MMEWMMN  NINLEH3NIO Ha (apMaLeBTUYECKYID [OeATeNbHOCTb, MEAULMHCKUMW OpraHM3aumnsmm,
UMEIOLLMMM IMLEH3MIO Ha PpapMaLEeBTUYECKYIO AeATeIbHOCTb, U MX 060C061eHHbIMU NOAPA3AENEHUAMMN
(ambynatopuamu,  denbowepckumm U GeNbAWEPCKO-AKYLEPCKUMM  MYHKTaMK,  LLeHTpamu
(oToeneHusamu) obuweit BpauebHol (cemeiHOM) NPaKTUKK), PacNoNOMKEHHBIMW B CE/IbCKUX NOCENEHUSAX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHusaunn (ganee - cybbeKkTbl po3HUYHOM Toprosaun), 6e3 peuenta <1>
n (MK) No peLenTy HA SIEKAPCTBEHHbIW NpenapaTt, 0pOPMAEHHOMY <2> MeAULMHCKUMKU PaboTHUKaMu
(manee - peuent), a Takxke No TpeboBaHMIO MEANLIMHCKON OpraHn3aumm <3> AN anTeyHol opraHmsauuu.

<1> MopgnyHKT "4" nyHKTa 5 yactm 4 ctatbm 18, noanyHKT "K" nyHkTa 1 yactn 1 cratbu 33
depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpalleHnn NeKapcTBEHHbIX cpencTs”
(CobpaHue 3akoHoaaTenbctBa Poccuiickoit ®eaepaumn, 2010, N 16, cT. 1815) (aanee - denepanbHbiii
3aKoH N 61-03).

<2> MopnyHKT 5.2.179 MonoxeHuns o MuHucTepcTee 34paBooxpaHeHuns Poccuinckon deaepauymm,
YyTBEPKAEHHOrO nocTaHoBaeHnem lMpaBuTtenbctBa Poccuiickon ®epepaunn ot 19 mioHsa 2012 r. N 608
(CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epgepaumn, 2012, N 26, c1. 3526; 2017, N 52, c1. 8131) (ganee
- MonoxeHune o MuHuctepcrae).

<3> MyHKT 54 cTatbyn 4 PegepanbHoro 3akoHa N 61-d3 (CobpaHue 3aKoHoaaTenbCTBa Poccminckoi
depepauum, 2010, N 16, ct. 1815; 2019, N 31, cT. 4456).

2. OTNycK NeKapCTBEHHbIX NpenapaToB 6e3 peuenToB OCyLLEeCTBAAETCS:

1) anTekamu, OCYLLECTBAAIOWMMMN PO3HUYHYIO TOProBalo (OTNYCK) NeKapCTBeHHbIX NpenapaTos
HacefNeHU o, U anTeKamMu KaK CTPYKTYPHbIMWU NoapasaeneHnamMmmn meaumumMHCKOM opraHmsaumn (ganee -
anTeku);

2) anTeYyHbIMM MyHKTamMM, B TOM YMC/E KaK CTPYKTYPHbIMW MNOAPA3AENEHUAMN MEAMULMHCKOM
opraHusauuu (aanee - anTeyHble NYHKTbI);

3) anTe4YHbIMM KMOCKaMW;

4) MHAMBUAYANbHBLIMWU NPeanpPUHMMATENAMMN, UMEIOWMMU NNLEH3NIO Ha dapMaLeBTUYECKYIO
AeATeNbHOCTb (Aanee - UHANBUAYANbHbINA NpeanpUHUMATEND);

5) MeaANUMHCKMMM OpraHM3aLMAMU, UMEIOLWMMM TULLEH3UIO HA papMaL,eBTUYECKYIO AeATE/IbHOCTD,
M Mx 060COb6/NEeHHbIMX nNogpasaeneHuaMn (ambynatopuamu, denbawepcknmm u  denballepcKo-
aKyLWEPCKUMU MNYHKTAaMK, UeHTpamu (oTaeneHnsmu) obuiein BpadyebHOM (cemenHoM) npaKkTUKu),
PacnosioXKeHHbIMU B CEJIbCKUX MOCENEHMAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHusauuun (aanee
COOTBETCTBEHHO - MEAWUMHCKME opraHusaummn, o6ocobneHHble noApasfeNieHns  MeaANUUHCKUX
OpraHM3aunin), nepeyeHb KOTOPbIX YTBEP)KAAETCA OpraHaMu MUCMOJSIHUTENbHOW BNAcTM CcybbeKkTa
Poccuiickon ®epepaummn <4>.
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<4> Yactb 5 cTaTbM 55 depepanbHoro 3akoHa N 61-93 (CobpaHue 3aKoHoAaTeNbCTBa Poccuninckol
depepauum, 2010, N 16, cT. 1815; 2020, N 14, cT1. 2035).

3. OTNycK neKapCTBEHHbIX NPenapaToB No peuenTam OCyLLEeCTBAAETCA:
1) anTekamu;
2) anTe4YHbIMM NYHKTamu;

3) HAUBMAYaNbHBIMU NPeAnPUHUMATENSAMM (33 UCKNOYEHUEM OTMYCKa HAPKOTUYECKUX CPeACTB U
NCUXOTPOMHbIX BeleCTB, BK/IKOYEHHbIX B NepeyvyeHb HaPKOTUYECKUX CPpeacTB, MCUXOTPOMHbIX BeLW,eCTB U UX
NPeKypcopos, NoA/exallMx KOHTpos B Poccuitickoii depepaumm <5> (Oanee COOTBETCTBEHHO -
MepeyeHb, HAPKOTUYECKUE U MCUXOTPONHbIE IEKAPCTBEHHbIE NPenapartsl);

<5> MMyHKT 2 cTatbmn 2 PepepanbHOro 3akoHa ot 8 AHBapa 1998 r. N 3-@3 "O HapKOTUYECKUX
cpeAcTBax v NcMXoTponHbix BelecTBax" (CobpaHue 3akoHoaaTenbcTBa Poccuiickoli degepaumm, 1998, N
2,cT.219; 2016, N 27, cT. 4238) (nanee - PenepanbHbiii 3aKkoH N 3-93).

4) MeAVLMHCKMMM OpraHusaumamm u o60cob6/eHHbIMM  NOAPA3AENEHUAMN  MEANLMHCKUX
opraHusauui.

4. Mo peuenTtam, BbINUCaHHbIM Ha PeLenTypHbIX 6aaHkax ¢opmbl N 148-1/y-88, oTnycKatotca <6>
NleKapCcTBeHHble MpenapaTbl, BKAOYEHHblE B MepeyeHb NeKapCTBEeHHbIX CPeacTB ANA MeLMUMHCKOro
NPUMEHEHMA, NOANEXKALWMX NPEeSMETHO-KONMYECTBEHHOMY YUeTy (fanee - NeKapCTBEHHbIE NpenaparThbl,
BK/IlOYEHHble B nepeyeHb MKY) <7>.

<6> MopgnyHKT 5.2.179 MonoxeHna o MuHuctepctee (CobpaHune 3akoHoaaTenbcTBa Poccminckoit
depepauum, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

<7> NoanyHkKT 5.2.171(1) NonoxeHua o Munuctepcree (CobpaHune 3akoHogaTenbCcTBa Poccninckol
depepauum, 2012, N 26, c1. 3526; 2013, N 16, cT. 1970).

YKasaHHble IeKapCTBEHHbIE NpenapaThbl, NpeaHa3HauYeHHble Aaa rpaxKaaH, MMelLWMX NpaBo Ha
NnoJlyyeHne NeKapCTBEHHbIX NMPenapaTos, OTNYCKaeMbiXx 6ecnnaTHO UK CO CKUAKOW, OTNYCKalTCA Npu
npeabABAeHUM PeuenTa, BbINMCAHHOTO Ha peuenTypHom 6naHke dopmbl N 148-1/y-88, u peuenTa,
BbINNCAHHOrO Ha peuenTypHom baaHke dopmbl N 148-1/y-04(n).

5. Mo peuenTam, BbINMUCaHHbIM Ha peuenTypHbix 6aaHKax dopmbl N 148-1/y-04(n), oTnyckatoTca
NleKapCTBEHHbIE MpenapaTbl, BbINUCbIBAEMbIE rPaXKgaHam, UMEOLWMM NPaBo Ha becnaaTHoe NoayYyeHue
NIEKapCTBEHHbIX MNpPenapaToB MAM MOJAYYEHME JIEKAPCTBEHHbLIX MPENApPaToOB CO CKUAKOM (panee -
NIeKapCTBEHHbIE NPenapaTbl, OTNyCKaeMble 6eCnNaTHO UAN CO CKUAKOM).

6. Mo peuentam, BbINUCAHHbIM Ha peuenTypHbix 6aaHKkax dopmbl N 107-1/y, oTnycKaloTca UHble
NleKapCTBeHHble npenapaTtbl, He YKasaHHble B MNyHKTe 4 HactoAawwmx [MpaBun, U 3a UCKAOYEHUem
NleKapCTBEHHbIX NpenapaTos, OTNycKkaemMbix 6e3 peuenTa.

7. KombuHMpoBaHHbIe NeKapcTBEHHbIE NpenapaTbl 418 MeAULNHCKOrO MPUMEHEHUSA, CoAeprKaLlme
KpOME ManbIX KOJIMYECTB HAapKOTUYECKUX CPeACTB, MCUXOTPOMHbIX BELECTB U MX NPEKYPCOPOB Apyrue
dbapmaKonormyeckme aKTUBHble BeLLECTBA, OTNYCKAOTCA anTeKamMu, anTeYHbIMW MYyHKTaMU U
WHOAVBMAYANbHBIMM  NPEANPUHMMATENAMMU,  UMEIOWMMU  ANLEH3NIO  Ha  dapMaLeBTUYECKYHO
AeATeNbHOCTb, NO peLenTam, BbiNMCaHHbIM Ha peuenTypHbix 6naHkax ¢opm N 107-1/y u N 148-1/y-88
<8>, KpOMe Tex NeKapCTBEHHbIX NPenapaToB, KOTOPbIE OTMNycKatoTcA 6e3 peuenTa.


consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5978C2258A57A8BD937C529D777E794F8039B2AA2106DFE2FEE961A36AD64B88669671FE8B1BA65E041O
consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5968D2351AE7A8BD937C529D777E794F8039B2AA21066FE2DEE961A36AD64B88669671FE8B1BA65E041O
consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5928C285FA87A8BD937C529D777E794F8039B2AA21060F621EE961A36AD64B88669671FE8B1BA65E041O
consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5948E245FA57A8BD937C529D777E794F8039B2AA2166EA378A1974671F877BB8769651EF4EB47O
consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5948E245FA57A8BD937C529D777E794F8039B2AA94434B37CE8C14B6CF868A5847765E14AO
consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5928C285FA87A8BD937C529D777E794F8039B2AA21060F621EE961A36AD64B88669671FE8B1BA65E041O
consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5928F215EA57A8BD937C529D777E794F8039B2AA21064F32BEE961A36AD64B88669671FE8B1BA65E041O
consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5928F215EA57A8BD937C529D777E794F8039B2AA21064F32BEE961A36AD64B88669671FE8B1BA65E041O
consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5928C285FA87A8BD937C529D777E794F8039B2AA21061FE2EEE961A36AD64B88669671FE8B1BA65E041O
consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5928C285FA87A8BD937C529D777E794F8039B2AA21061FE2EEE961A36AD64B88669671FE8B1BA65E041O
consultantplus://offline/ref=6C9F66B1081494F263F749228AB25D34D5928C285FA87A8BD937C529D777E794F8039B2AA21060F621EE961A36AD64B88669671FE8B1BA65E041O

<8> YacTtb 6 cTaTbM 55 depepanbHoro 3akoHa N 61-93 (CobpaHuMe 3aKoHOAaTeNbCTBa Poccuninckol
depepauum, 2010, N 16, cT. 1815; 2013, N 48, cT. 6165).

8. Mo peuentam B ¢oOpme 3/EKTPOHHOIO [AOKYMEHTAa C WCMNO/Ib30BAHWMEM YCUAEHHOM
KBanMOULMPOBAHHOWN 3NEKTPOHHOM MoanuMcKM MeauuMHCKoro paboTHuMKa (ganee - peuenTt B dopme
3NEKTPOHHOro AOKYMEHTa) OTMYCKaloTCA BCe IeKapCTBEHHbIE NpenapaTbl, yKasdaHHble B NyHKTax 4, 5, 6, 7
HacToAwwmx MNpasua.

9. MeaMUMHCKME opraHunsaumm n ob6ocobneHHble noapasgeneHns MeguUMHCKUMX OpraHu3aumi
TaK¥Ke MOryT OTnycKaTb:

1) neKkapcTBeHHble npenapaTbl, BKAOYEHHble B nepedyeHb [MKY, BbiNMcaHHble Ha peLenTypHbIX
6naHKax dopmbl N 148-1/y-88;

2) nekapcTBeHHble npenapaTbl, BK/OYEHHble B [lepeyeHb JIeKAapCTBEHHbIX MPENapaTos,
OTMyCKaeMbIX MO peuenTam Bpadya (penbawepa) nNpuM OKasaHWMKM AONOJHUTENbHOM 6ecnnaTHoM
MeAMLMHCKOWM TMOMOLWM OTAENbHbIM KaTeropusiM rpaxkgaH, MMELWMM MpaBo Ha MojyyeHue
rocyfapCTBEHHOM COLMANbHOW MOMOLLM, @ TaKXKe WHble JIeKapCTBEHHble CPeAcTBa, OTMNyCKaemble
6ecniaTHO UM CO CKMAKOM, BbiMMCaHHbIE HA peuenTypHbiX 6n1aHkax ¢opmbl N 148-1/y-04(n).

10. OTNyCcK neKapCTBeHHbIX NpenapaTos, He YKa3aHHbIX B NyHKTax 4, 5, 6, 7 HacTtoAwwmx MNpasun, 8
COOTBETCTBUM C MHCTPYKLMAMM MO UX MEAMULMHCKOMY NPUMEHEHUIO OCYLLLeCTBAAETCA 6e3 peL.enTos.

11. OTnycK NeKapCcTBEHHbIX NMPENapaToB OCYLLECTBAAETCA B TEYEHME YKAa3aHHOro B peLente CPoKa
ero AencTeuns Npu obpaLleHnn 1Mua K cybbeKkTy pO3HUYHOM TOProBAu.

12. Ytpatun cuny c 1 ceHTabpa 2022 roga. - MyHKT 3 gaHHoro MNpuKasa.

13. ﬂeKapCTBeHHble npenaparbl OTNYCKAKOTCA B KO/M4ecTBe, YyKa3aHHOM B peuente, 3a
UCKNIIOYEHNEM C/lydaeB, Korga AnAa NeKapCTtBEHHOro npenaparta yCTtaHOBJ/IEHO KO/IMYECTBO, KOTOpOeE
MOXKET 6bITb BbINMUCAHO B OAHOM peuenTe, NN Kypc ne4deHunaA <9>,

<9> MopgnyHKT 5.2.177 MonoxeHna o MuHuctepctee (CobpaHune 3akoHoaaTenbcTBa Poccuninckoit
depepauum, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333).

MpM npeabABAEHMM peuenTa C MpeBbllUeHWEM MPeaenbHO  AONYCTUMOrO  KOJ/IMYecTBa
NeKapCTBEHHOro Mpenaparta, KOTOPOoe MOMKET ObiTb BbIMMCAHO B OAHOM peuenTe, papmaLeBTUYECKUI
paboTHUK MHbOpMMpPYeT 06 3TOM /IMLO, NPEACTaBMBLLEE PEeLenT, PYKOBOAMTENA COOTBETCTBYHOLLEN
MeAMLMHCKOM OpraHM3aLmMm 1 oTNyCKaeT yKasaHHOMY /ML YCTaHOB/IEHHOE COOTBETCTBEHHO NpeaesbHO
AONYyCTUMOE KOJ/IMYECTBO JIEKAPCTBEHHOrO NpenapaTa, KOTOPOE MOKET BbITb BbINMCAHO B OAHOM peLenTe
C NPOCTaB/IeHNEM COOTBETCTBYIOLLEN OTMETKM B peLenTe.

MpyM HanMumm y cybbeKkTa PO3HUYHOW TOPrOB/AM NEKAPCTBEHHOrO npenapata C A03MPOBKOW,
OT/IMYHON OT A03MPOBKM NEKAapCTBEHHOrO NpenapaTa, yKasaHHOM B peuenTe, OTNYCK MMelowerocs
NeKapCTBEHHOro Npenapara A0MNycKaeTcs, ecv A03MPOBKa TaKoro IeKapcTBEHHOro Npenapata MmeHblue
[O3MPOBKKM, YKasaHHOM B peuente. B Takom caydae OCYLECTBAAETCA MepecHeT KoAM4ecTsa
NNeKapCTBEHHOrO NpenapaTta C y4eTOM Kypca Ie4eHnn, yKasaHHOro B peuenTe.

B cnyyae ecnv 403MpPOBKa JIEKAPCTBEHHOrO MpenapaTta, MMEIOLWeroca y cybbekta pPO3HUYHOM
TOProBAW, MpeBbilaeT A03MPOBKY JIeKaPCTBEHHOro npenapaTa, yKasaHHylo B peuenTe, peleHue o6
OTNyCKe NeKapCTBEHHOro npenapaTta C TakoM [A03MPOBKON MNPUHUMAET MEAULMHCKMIA pPaboTHUK,
BbIMMCABLWWIA peLenT.
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14. OTnyck NeKapCTBEHHOro MnpenapaTa OCYLWECTBAAETCA B NEPBUMYHOM W BTOPUYHOM
(noTpebuTenbckoi) ynakoBKax, MapKMPOBKa KOTOPbIX AO/XKHA oTBeyaTb TpeboBaHMAM cTaTbh 46
depepanbHoro 3akoHa N 61-93 (CobpaHune 3akoHoaaTenbctBa Poccuinckont denepauum, 2010, N 16, cT.
1815; 2014, N 52, cT. 7540), a ynakoBKa Ai/1A HAPKOTUUYECKUX M MCUXOTPOMHbIX IEKAPCTBEHHbIX MPenapaTos
cnucka Il - TpeboBaHUAM NyHKTa 3 cTaTbn 27 PegepanbHoro 3akoHa N 3-d3 (CobpaHue 3aKoHOA4aTENbCTBA
Poccuiickon depepaumm, 1998, N 2, cT. 219; 2016, N 15, cT. 2052).

15. Mpwn OTNycKe JIEKAPCTBEHHbIX MpenapatoB MNo peuenTty, oGOPMJEHHOMY Ha peuenTypHOM
6/1aHKe Ha bymaxKHOM HocuTene, papmaleBTUYECKMN PabOTHMK NPOCTaBAAET OTMETKY Ha peuenTte ob
OTNYCKe NeKapCTBEHHOrO NpenapaTa "J/IekapCcTBEHHbIM NpenapaT oTnyweH" 1 ¢ yKkasaHueMm:

1) HauMmeHoBaHWA anTeyHoOW opraHusauuu (Ppammamm, MMeHKn, oTdyecTBa (NpPU HaAMuUK)
WUHAMBUAYANbHOMO NpeAnpUHUMATENS);

2) TOProBOro HaMMeHOBaHMA (33 UCKAOYEHMEM NeKapCTBEHHbIX NPenapaTos, U3roTOBAEHHbIX B
anTeyHol opraHM3aumm), 4O3MPOBKM M KONMYECTBA OTMYLLEHHOTO IEKAaPCTBEHHOMO Npenapara;

3) bamunum, uMeHu, oTyecTsa (MPU HaAUUYUK) MeLMULMHCKOTO PaboTHMKA B C/y4YasX, YKasaHHbIX B
ab3aLe yeTBepToM NyHKTa 13 1 ab3aLe TpeTbem NyHKTa 16 HacToswwmx Mpasun;

4) peKBM3UTOB LOKYMEHTA, YAOCTOBEPSIOLWLErO JIMYHOCTb /IMLA, MOJAYYMBLUETO JIEKAPCTBEHHBIN
npenapart, B C/ly4yae, yKasaHHOM B NyHKTe 28 HacToAwwmx MNpasun;

5) damuaumn, nmeHu, otyectBa (Npu HanMunu) dapmaueBTUYECKOrOo PAabOTHUKA, OTMNYCTUBLUErO
JIeKapCTBEHHbIV Npenapar, 1 ero noanucuy;

6) f.aTbl OTMNYCKa JIEKAPCTBEHHOrO Npenapara.

16. Mpu oTNycKe NeKapcTBEHHbIX MPENapaTos No peLenTy, BbINMCAHHOMY Ha peLenTypHOM baaHKe
¢dopmbl N 107-1/y co cpoKom AeincTBus 40 OLHOrO roAa, B KOTOPOM YKasaHbl Nepuoabl U KOANYEeCTBO
OTMYCKa JIeKapCTBEHHOro npenapata (B KaxKAbld nepuoa), peuenTt BO3BpaALLAeTCA /ULy,
npuobpeTatoLLeMy IeKapCTBEHHbIM NPenapaT, C OTMETKON, CoAep Kallel CBEAEHMA, YKA3aHHbIE B NyHKTe
15 HacToawwmx Mpasun.

Mpu oyepeaHOM O0b6paweHUM NnLa K CybbeKkTy PO3HUYHOM TOProBAM C AaHHbLIM PeLenTom
YUYUTBIBAIOTCA OTMETKM O MpeablayWwem OTNyCKe NeKapCTBEHHOro npenapaTa no Takomy peuenty U B
cyyae npuMobpeTeHua  NMUOM  KOAMYEecTBa  JIeKapCTBEHHOro npenapaTa, COOTBETCTBYIOLWErO
MaKCMMabHOMY KOIMYECTBY, yKa3aHHOMY MeAMLMHCKMM PabOTHUKOM B peLLenTe, a TaKKe Mo UCTeYEHUN
CPOKa AeNCTBMA peuenTa, Ha peuenTte NpPoCTaBAAeTcs WTamn "JlekapcTBeHHbIM npenapaTt oTnyLleH" v
peLenT BO3BPALLAETCA nLy.

EAMHOBpPEMEHHbIA  OTMYCK /IeKapCTBEHHOro Mnpenapata nNo pPeuenTy, BbIMMCAHHOMY Ha
peuentypHom 6naHke ¢opmbl N 107-1/y co cpoKom AencTBMA OO OAHOMO roga, B KOTOPOM YKasaHbl
nepuoabl U KOANMYECTBO OTNYCKAa IEKAapCTBEHHOIO Npenapata (B KaxKablii nepuoa), AonycKaeTca TO/bKO
Mo COrNacoBaHWI0 C MeAULMHCKMM PabOoTHUKOM, BbINUCABLIMM PeLLenT.

17. Mpu oTnycKe NeKapcTBEHHbIX MPENapaToB No peLenTy, BbINMCAHHOMY Ha peLenTypHOM baaHKe
dopmbl N 148-1/y-04(n), 3an0NHEHHbIA KOPELWOK Takoro peuenTa nepegaerca dapmaLeBTUYECKUM
paboTHMKOM nnLy, NpuobpeTatolemy (NosyyatoLemy) NeKapcTBEHHbIE NPenaparTbl.

18. OcTatoTca M XpaHATCA y cybbeKkTa PO3HUYHOM TOProBAM peLenTbl (C oTMeTKOM "JleKapCcTBEHHbIN
npenapar otnyuweH") Ha:

1) NeKapCTBeHHble NpenapaTbl, OTNyCKaeMble 6ecnnaTHO MK Co CKMAKOﬁ, - B Te4YeHHne Tpex neT,

2) nekapcTBeHHble Npenaparsbl, oTHocAWwmeca no ATX K aHTUNcuxoTuyecknum cpeactasam (kog NOSA),
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aHKcuonuTtukam (Kog NO5B), cHoTBOpHbIM U ceaaTuBHbIM cpeacTteam (koa NOS5C), aHTMAenpeccaHTam
(kog NOB6A) 1 He Nnognekalime NpeaMeTHO-KOIMUYECTBEHHOMY YUeTY, - B TeYUeHUe TPex MecALIeB.

19. Peuentbl, He yKasaHHble B nNyHKTe 18 HactoAwmx [lpaBun, OTMeYaroTcA LWTaMMNom
"JleKapcTBEHHbIN NpenapaTt oTNyLeH" 1 BO3BPALLLAOTCA NLY, NOYYMBLLIEMY IEKAPCTBEHHbIM Npenapar.

20. PeuenTbl, BbINMCAHHbIE C HapyweHuem npasua <10>, perncTpmpyroTca B XXypHane, B KOTOpOM
YKa3blBaloTCA BblABAEHHbIE HapyLLeHMA B odopmIeHMn peuenTa, pamuama, MUMs, 0T4eCTBO (NpU Haanumm)
MeANUMHCKOrO paboTHMKA, BbINMCABLIEIO pPeuenT, HaMMeHOBaHMEe MeAMLUMHCKON OopraHusauuu,
NPUHATbIE Mepbl, OTMeyaloTca wWwTamnom "Peuent HegencrTsuTesneH" W BO3BpaLLAOTCA MUy,
npeactasmswemy peuent. O ¢dakTax HapylweHua npaBu/ opOPM/IEHNS PELENnTOB CYOBbEKT PO3HUYHOM
TOProBaAn MHPOPMUPYET PYKOBOAUTENA COOTBETCTBYIOLLEN MEANLMHCKOM OpraHn3aLmuu.

<10> MopgnyHKT 5.2.179 MonoxkeHna o Munucrepcree (CobpaHune 3akoHogaTeNbCTBa Poccuinckom
depepauyum, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

21. B obocobneHHOM nogpasgeneHum MeguuMHCKON opraHusaummn OoKHbl 6biTb obecneyeHsl
YCNOBUA COXPAHHOCTU OCTaBAEHHbIX Ha XpaHeHWe peLenToB Ha IeKapCcTBEHHbIe cpeacTBa.

Peuentbl Ha JfleKapCTBeHHble cpeAacTBa, MoA/jeXKaliMe npeaMeTHO-KONNYECTBEHHOMY Y4YeTy,
NleKapCTBEHHble CpeacTBa, OTMycKaemble 6ecniaTHO MAM CO CKUAKOM, eXeMecAYHo nepenaroTca us
060Cc06/1eHHbIX nogpasgeneHuii  MeAMUMHCKMX — OpraHuM3auuin B MeAUUMHCKME  OopraHu3auumu,
CTPYKTYPHbIMUM NoApasaeNeHUAMMN KOTOPbIX OHU ABAAIOTCA, ANA NOCNeAYIOLLEro XpaHeHus.

22. Mpu oTnNycKe /NeKapCTBEHHOro npenapata ¢apmaueBTUYECKMIA PaboTHUK MAM PabOTHUK
MegMUMHCKOM  opraHusaumm (obocobneHHoro nogpasgeneHus  MeguUMHCKOM — opraHusaumm)
UHbopMMpyeT MnLO, NpuobpeTatolLee (MonydyatoLlee) NekapcTBEHHbIN Npenapar, 0 peXxmMme 1 403ax ero
npuema, npaBuax XpaHeHUA B AOMaLIHUX YCIOBUAX, O B3aMMOAENCTBUM C APYTUMWN NEeKapCTBEHHbIMM
npenapaTtamu.

23. MNpu oTnycKe neKapcTBeHHOro npenapata ¢apmaueBTUYECKMA pPaboTHUK MAM PabOTHUK
MeOMLUMHCKOM opraHm3auum (06ocobneHHOro nogpasgeneHma MmeanuMHCKOM opraHnusaummn) He Bnpase
NnpeaocTaBNATb HEAOCTOBEPHYIO U (MAKM) HEMNONHYH WHPOPMAaLMIO O HaAUYUMU NeKapCTBEHHbIX
npenapaTtoB, BK/OYaA JieKapCTBeHHble npenapaTtbl, WMelolWMe OAMHAKOBOE MeXAyHapoaHoe
HenaTeHTOBaHHOEe HaMMeHOBaHMe, B TOM YMCAe CKPbIBaTb MHPOPMALMIO O Ha/IMYMKN NeKapPCTBEHHbIX
npenapaTos, UMetloLLMX 6onee HU3KYIO LeHy <11>.

<11> CraTtbsa 74 depepanbHoro 3akoHa oT 21 Hoabps 2011 r. N 323-d3 "O6 ocHoBax OXpaHbl
340p0oBbA rparkaaH B Poccuickoit Pepepaupn” (CobpaHue 3akoHogaTenbcTBa Poccuiickon deaepaumm,
2011, N 48, cT. 6724, 2013, N 48, cT. 6165) (nanee - PegepanbHbiit 3akoH N 323-03).

24. 3anpelaetca oTnyck ¢anbCUPUUMPOBAHHBIX, HELOOPOKAYECTBEHHbLIX WM KOHTPAdAKTHbIX
NIeKapCTBEHHbIX NpenapaTos <12>.

<12> Cratba 57 depepanbHoro 3akoHa N 61-d3 (CobpaHue 3akoHoaaTenbcTBa Poccuinckoit
depepauum, 2010, N 16, cT. 1815).

25. OTnycK 3TMN0BOro CNMpPTa NPOM3BOAMTCA NO PELEenTy C Y4eTOM YCTaHOBAEHHbIX TpeboBaHUiA K
06bemy Tapbl, yNaKoBKEe U KOMMNEKTHOCTM IeKapCTBEHHbIX NpenapaTos <13>.
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<13> Yactb 4.1 cratbu 45 depepanbHoro 3akoHa N 61-d3 (CobpaHue 3aKoHoAaTeNbCTBA
Poccuiickon depepaumn, 2010, N 16, ct. 1815; 2015, N 51, c1. 7245), noctaHoBneHMe [paBUTENbCTBA
Poccuiickon Pepepaumm ot 23 ntona 2016 r. N 716 "O nopsagke GopmMMpOBaHUA NEPEYHA TIEKAPCTBEHHbIX
npenapaToB 41A MeAMLMHCKOro NPUMMEHEHMA, B OTHOLWEHNM KOTOPbIX YCTaHaBAMBalOTCA TpeboBaHMA K
06beMy Tapbl, YNAaKOBKE M KOMMNEKTHOCTM, NEePeYHA NeKAPCTBEHHbIX NPenapaTos A4/1A BETEPUHAPHOro
NPUMEHEHUS, B OTHOLUEHUM KOTOPbIX YCTaHaBAMBatoTcA TpeboBaHUsa K obbeMy Tapbl, U onpeaeneHus
Takux TpeboBaHmii" (CobpaHune 3aKkoHoaaTenbcTBa Poccuiickoit ®epepaumu, 2016, N 31, ct. 5030).

JlekapcTBeHHble Mpenaparbl, CoAep)KalliMe 3TUAOBbIN CNUPT, B TOM YUC/AE W3rOTOBAEHHbIE MO
peuenTy cybbeKTOM PO3HUYHOM TOProB/v, UMEIOLWUM JINLLEH3UIO Ha GapMaLEeBTUYECKYIO AeATe/IbHOCTb
C NpaBOM MW3rOTOB/IEHUA J/IEKAPCTBEHHbIX MPEenapaToB, OTMYCKalOTCA C YYETOM YCTaHOB/IEHHbIX
TpeboBaHMIl K 06beMY Tapbl, YNIaKOBKE U KOMMIEKTHOCTU JIeKapCTBEHHbIX NPenapaTos.

26. 3anpelaertcA pasfesibHblil  OTNYCK J/IEKAPCTBEHHbIX CPEACTB, BXOAALMX B COCTaB
NIeKapCTBEHHOro Npenapara, M3roTaBMBaeMoro Cy6beKTOM PO3HUYHOM TOProBAM.

27. 3anpelLaetcs OTNYCK CYObEKTOM PO3HWMYHON TOProB/AM MO peLenTam BeTepuHapHbIX
OpraHusauni:

1) nekapcTBEHHbIX NPENapaToB, BKAOYEHHbIX B NepeyeHb MKY;
2) NeKapCTBEHHbIX MPENapaToBs, OTNYCKaeMbix 6ecnaaTHO UK CO CKUAKOW;

3) neKapcTBeHHbIX NpenapaToB, OTHocALWMXCA Mo ATX K aHTUMNCUXOTMYECKMM cpencTBam (Kog
NO5A), aHKcMonutuKam (Kog NOS5SB), cHOTBOpHbIM M cedaTuBHbIM cpeactBam  (Kog NOSC),
aHTMgenpeccaHtTam (Kog NO6A) 1 He BKAOYEHHbIX B NepeyeHb MKY.

Il. Tpe60oBaHMA K OTNYCKY NIEKapPCTBEHHbIX NpenaparTos
no TpeboBaHMI0 MegULMHCKOWN OpraHu3auum

28. [Ona obecneyeHna neyebHoro npouecca B MeAULMHCKOW oOpraHM3aumMm anTeyHou
opraHusauuein, ABAAIOWENCA CTPYKTYPHbIM noAapasgeneHueM TakoW MeAUUMHCKOW opraHusaumm,
OCYLLECTBAAETCA OTMNYCK NMBO M3roToBAEHWE M OTMYCK NeKapCTBEHHbIX MPenapaTtoB Ha OCHOBaHUM
TpeboBaHMA MeAULMHCKON OpraHM3aLmn, BbINMCAaHHOTO YNOJHOMOYEHHbIM MEAULUHCKUM PaboTHUKOM
(nanee - TpeboBaHME MegUUMHCKOM OpraHn3aLmm).

MepguunHcKaa opraHusauma Brnpase O6paTMTbCﬂ B CTOPOHHIOK aNTEeYHYK OpraHuM3auuo npu
OTCYTCTBUMU anTe4yHom OopraHnsauunm, ‘r'lBJ'I‘r'HOLLI,EVICH CTPYKTYPHbIM noAgpasgeneHnem Takou MeAMLI,MHCKOVI
opraHunsauunun.

JlekapcTBeHHble Npenapathbl, M3roTOB/IEHHbIE anNTEYHbIMM OpPraHM3auMAaAMK ONA Lenei ux oTnycka
no TpeboBaHNAM MeANLMHCKMX OPraHU3aLMin, rocy4apcTBEHHOM PerncTpaumm He noanexar <14>,

<14> MyHKT 1 yactn 5 ctatbn 13 PepepanbHoro 3akoHa N 61-P3 (CobpaHue 3aKoHOAATENbCTBA
Poccuiickont deapepaumm, 2010, N 16, cT. 1815).

29. XpaHeHue TpeboBaHUIN MeANUMHCKON OpraHM3aLmMn, MO KOTOPbIM OTMYLWEHbI IEKAPCTBEHHbIE
npenapaTtbl, OCYLW.eCTBAAETCA anTe4YHOM opraHuM3aLuMeint B COOTBETCTBUMM C MyHKTOM 18 HactoAwero
MopAaakKa.

30. HapyweHue nepBUYHON YNaKOBKM NEKapCTBEHHOrO Npenapara npw ero oTnycke no TpebosaHuIo
MeAMLMHCKOW OpraHusaumm [onyckaeTcA anTeyHoW opraHv3auuen, MMelolen AULEH3UK Ha
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bapmaLeBTUYECKYIO AeATEIbHOCTb C MPaBOM M3roTOB/IEHMSA IEKAPCTBEHHbIX NpenapaTos. B Takom ciyvae
OTNYCK NeKapCTBEHHOro npenaparta OCYLEeCTBAAETCA B yNakoBKe <15> ¢ npeaoctaBneHUeM MHCTPYKLUK
(KonnK MHCTPYKUMK) MO MPUMEHEHMIO OTMYCKAeMOro JIeKapCTBEHHOro npenapara.

<15> Mpwukas MwuH3sgpasa Poccumn ot 26 okTabpa 2015 r. N 751H "O6 yTBEpXKAEHMWU NpaBuUA
M3roTOB/IEHUA N OTMYCKA JIEKAPCTBEHHbIX MPENapaToB A8 MEeAUUMHCKOTO NMPUMEHEHWUS anTevyHbIMM
OpraHM3aumMaMK,  UHAMBUAYAJbHbIMM  NPeAnpPUHUMATENAMU,  UMEIWUMN  JIMLEH3UIO  Ha
dbapmaLeBTMYECKYO AeAaTenbHOCTb"  (3apeructpupoBaH MUHUCTEPCTBOM  tOCTULMK  Poccuidckoi
depepauum 21 anpens 2016 r., peructpaumoHHbiii N 41897).

11l. Oco6eHHOCTU OTNYCKA IeKapCTBEHHbIX NpenapaTos
no peuentam B popme 3/IEKTPOHHOTO JOKYMEHTA

31. OTNycK NeKapCTBEHHbIX NpenapaTtoB Mo peuentam B ¢Gopme 3/EKTPOHHOrO AOKYMEHTa
OCyLLeCTBAAETCA anTeKaMu, anTeyHbIMU MYHKTaMU U UHAUMBUAYA/IbHBIMW  NpPeanpUHUMATENAMM,
YKa3aHHbIMKU B MyHKTe 2 HacToAwmx MNpaBua, pacnosioKeHHbIMU Ha TeppuTopun cybbekTa Poccuiickoin
depepaumnm, B Kotopom opopmneH peuenTt B GOpMe 3N1EKTPOHHONO AOKYMEHTA, B C/y4Yae NPUHATUA
YNONHOMOYEHHbIM OpraHom cybbekta Poccuiickoit Peaepalmm B COOTBETCTBMM € NMYHKTOM 4 cTaTbu 6
depepanbHoro 3akoHa N 61-3 (CobpaHune 3akoHoaaTenbcTBa Poccuninckon Pepepaumm, 2010, N 16, cT.
1815; 2019, N 52, ct. 7793) peweHna 06 MCNoNb30BaHUM Ha Tepputopum cybbekta Poccuitckoit
depepaunm Hapagy C peuenTamMu Ha JeKapCTBEHHble npenapatbl, OPOPMAEHHBIMW Ha OymMaxkHOM
HOCWUTEeNle, pPeLenToB Ha JleKapCTBEHHble MpenapaTbl, CHOPMUPOBAHHBLIX B (GOPME 3/1EKTPOHHbIX
[OKYMEHTOB (fanee - pelleHne YNoAHOMOYEHHOTO opraHa cybbekTa Poccuiickoit ®eaepauun).

32. AnTeyHble OpraHM3aLLmm SOKHbI UMETb NOAKNOYEHWE K FOCYAapPCTBEHHON MHGOPMALMOHHOW
cucteme B chepe 3apaBooxpaHeHus cybbekTa Poccuninckont ®egepaunn <16> (ganee - cuctema), Kotopoe
obecneynBaeTcs yrnoJHOMOYEHHbIM OPraHOM BAacTU cybbeKTa Poccuitickolt degepaumn.

<16> MNocraHoBneHue MpaButenbcrea Poccuiickolt Pegepaymm ot 5 maa 2018 r. N 555 "O eanHoi
rocygapcTBeHHOM  MHPOPMALMOHHOM  cucteme B chepe  3gpaBooxpaHeHusa”  (CobpaHue
3aKoHogaTtenbcTBa Poccuiickolt ®egepaumm, 2018, N 20, cT. 2849; 2021, N 25, cT. 4814).

TexHUuYeckne TpeboBaHWA K MHOOPMALMOHHOMY OBMEHY MeKAy anTeyHol opraHusaumein u
CUCTEMOM, B TOM YuC/ie TpeboBaHMA K MAEHTUPUKALMM peuenTa B GOpMe 3/1eKTPOHHOTO AOKYMEHTa U
Mua, obpaTMBLUEroca 3a OTNYCKOM JIEKapCTBEHHbIX NPENApPaToOB NO TaKMM peLLenTam, yCTaHaB/IMBakoTCA
peleHnem ynosHOMOYeHHOro opraHa cybbekta Poccuiickoit ®eaepauuu.

33. OTnycKk NeKapcCTBEHHbIX NpenapaToB Mo peuentam B GpOpMe 3/1EKTPOHHOrO LOKYMEHTa
OCYLLECTBAAETCA NMLY, YKasaHHOMY B peuenTe, AMb0O ero 3aKOHHOMY npeacTaBuTento, Mb6o auuy,
KOTOpOE NNL0, YKa3aHHOE B PeLLenTe, MW ero 3aKOHHbIW NpeACcTaBUTEb YNOJHOMOUYMAN Ha NOyYeHUe
NeKapCTBEHHbIX NpenapaTos.

MpunoxkeHne N 2

K NpMKasy MUHUCTEPCTBA 34paBOOXPAHEHMA
Poccuiickon ®egepauymm

oT 24 HoABps 2021 r. N 1093H
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NPABUNA
OTNMYCKA HAPKOTUYECKMUX CPEACTB U MNCUXOTPOIMHbIX BELLLECTB,
3APETUCTPUPOBAHHDbIX B KAYECTBE JIEKAPCTBEHHbIX NMPEMNAPATOB
Ana MEAUUUHCKOIo NPUMEHEHUA, TEKAPCTBEHHbIX MPEMNAPATOB
AnAa MEANUUHCKOIo NPMMEHEHUA, COOEPXKALLUX HAPKOTUYECKUE
CPEACTBA U NMCUXOTPOMHbIE BELLLECTBA

1. OTnyck HapKOTMYECKMX W MCUXOTPOMHbIX JIEKAPCTBEHHbIX MNpPenapaToB Mo peuentam
OCYLLECTBASETCA anTeKamMu, anTeYHbIMU MYHKTaMU, MeAULMHCKUMWU OpraHn3aumusamm, 060cobieHHbIMM
nogpasgeneHuAMM MeaULMHCKUX OpPraHMU3aumii, UMELWMMM JINLEH3UIO Ha AeATeNbHOCTb No obopoTy
HapKOTUYECKUX  CPEACTB, TMCUXOTPOMHbIX BELWeCTB W WX  MPEKYpCOpPOB,  KyJAbTUBMPOBAHMIO
HapKocoaepKamx pacteHmi. NepeyeHb MeaNLUUMHCKMX OpraHn3aunii n 060cobneHHbIX NoapasseneHni
MeANUMHCKMX OpraHM3aumin, nepevyeHb HapPKOTMYECKUX JIEKAPCTBEHHbIX NMPEenapaToB U MCUXOTPOMHbIX
JIeKapCTBEHHbIX MPenapaToB, OTMYCK KOTOPbIX GU3MUYECKUM NNLAM MOXKET OCYLLECTBAATLCA YKa3aHHbIMU
MeANLUMHCKMMU OpraHn3aumsamm U ux 060cobaeHHbIMM NoAPasAeNeHUAMM, YCTaHABIMBAKOTCA OpraHamm
NCNONHUTENIbHOM BNacTu cybbekToB Poccuiickon Pepepaunm <1>.

<1> MyHKT 1 ctatbn 25 PegepanbHoro 3akoHa ot 8 AHBapsa 1998 r. N 3-®3 "O HapKOTUYECKMX
cpeacTBax u NncnxoTponHbix Bewectax" (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit Pegepaumm, 1998, N
2,cT.219; 2016, N 1, cT. 28).

2. Mo peuenTtam, BbiNMCaHHbIM Ha peuenTypHbiX 6aaHkax ¢opmbl N 107/y-HIM <2>, oTnycKkatotca
HAPKOTUYECKME U MCUXOTPOMHbIE JIEKAPCTBEHHbIE NpenapaTbl, BHeCeHHble B CNUCOK HAapPKOTUYECKMX
CpencTB M MCUXOTPOMHbIX BelecTB, ob6opoT KoTopbix B Poccuiickon depepaumm orpaHuyeH M B
OTHOLLIEHMM KOTOPbIX YCTaHaB/AMBAIOTCA MeEpPbl KOHTPO/NS B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickonn ®epepaunmn 1M mexagyHapoaHbiMu gorosopamm Poccuickoit Pepepaumm (cnmncok ),
MepeyHs (panee - HAPKOTUYECKME W MCUXOTPOMHbIE NEKAapCTBEHHble npenapaTbl crnuncka Il), 3a
WUCKNHOYEHNEM HAaPKOTUYECKMX U NMCUXOTPOMHbIX NEKAPCTBEHHbIX NPENapaToB B BUAE TPaHCAEPMasbHbIX
TepaneBTUYECKUX CUCTEM W JIEKAPCTBEHHbIX MPENapaToB, COAEPKALUMX HAPKOTUYECKoe CpeacTBO B
COYEeTaHMUM C aHTarOHUCTOM ONMMOUAHbIX PELLENTOPOB.

<2> MopanyHKT 5.2.178 nyHKTa 5 MonokeHna o MuHUCTepCTBE 34paBoOOXpaHeHUa Poccuickol
depepaumnm, yTBEPKAEHHOrO NnoctaHoBneHUem [MpaBuTtenbcTea Poccuiickoit ®egepaummn ot 19 MioHA
2012 r. N 608 (CobpaHue 3akoHoaaTenbcTBa Poccuiickoit Pepgepaumm, 2012, N 26, c1. 3526; 2017, N 52,
cT. 8131) (nanee - MonoxkeHne o MmMHUCTEpPCTBE).

3. Mo peuenTam, BbiNUCaHHbIM Ha peLenTypHbix 61aHKkax dopmbl N 148-1/y-88, oTnyckatoTca <3>:

<3> MoagnyHKT 5.2.179 MonoxeHna o MuHuctepctee (CobpaHune 3akoHoaaTenbcTBa Poccmninckoit
depepauum, 2012, N 26, c1. 3526; 2017, N 52, cT. 8131).

1) ncuxoTponHble NeKapcTBEHHble MpenapaTbl, BHeceHHble B CNMCOK NCUXOTPOMHbLIX BELLECTB,
060poT KOoTOpbiX B Poccuitickoi Pepepaunmn orpaHMYeH U B OTHOLUEHMM KOTOPbLIX A[OMyCKaeTcs
WCKNOYEHNE HEKOTOPbIX MepP KOHTPOJIA B COOTBETCTBMMW C 3aKOHOA4ATeNbCTBOM Poccuiickon Pepepauum
M MexayHapoaHbiMu pgoroBopamu Poccuitckoit depepaumm (cnmcok Ill), MNepeuynsa (panee -
NMCUXOTPOMHbIE IEKAPCTBEHHbIE NpenapaTbl cnucka lll);

2) HapKOTMYecKMe U MCUXOTPOMHbIe JIeKapCTBEeHHble npenapathl cnucka |l B BUAe
TPaHCAEPMa/bHbIX  TepaneBTUYECKMX CUCTEM W JIeKapCTBEHHble nNpenapatbl, coAep’Kalme
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HapKOTUYECKoe CpeACcTBO B COYETAaHMM C aHTarOHUCTOM ONMUOUAHbIX PELEenTOPOB.;

3) nekapcTBeHHble NpenapaTtbl, U3roTaBaMBaeMble MO PELLENTy Ha JIEKAPCTBEHHbIN npenapaTt u
cofeprkallme HapKOTMYECKoe CpeaCTBO MU NCUXOTPOMHOE BELLEeCTBO, BHECEHHOE B cNUCoK Il NepeyHs, un
Apyrve dapmakosiorMyeckme akTMBHbIE BELLECTBA B 03€, He NpeBbILatoLLel BbICLIYO Pa3oByto A03Y, U
npu yCAoBUK, YTO 3TOT KOMOUHMPOBAHHDIM IEKAPCTBEHHbIM NpenapaT He ABAAETCA HAPKOTUYECKMM UK
NCUXOTPOMHbIM IeKapCTBEHHbIM NpenapaTom cnucka ll.

4. Mpwn oTnycKe HapKOTMYECKOro M MCUXOTPOMHOrO JIeKapCTBEHHOro npenaparta chnucka Il Ha
peuenTe 06 OTMYCKe IEKAPCTBEHHOTO NpenapaTa NPOCTABAAETCA NeYaTb anTeKU UM anTEYHOTO NYHKTA, B
KOTOPOI4 yKa3aHO UX NOJIHOE HauMeHOBaHMe (NPW HaMYMM nevaTw).

5. OcTaloTca U XpaHATCA y CybbeKTa pO3HUMYHOW TOProB/u peuenTbl (C oTMeTKoM "/lekapCTBEHHbI 1
npenapar oTnyweH") Ha:

1) HapKoTMYecKMe M NCUXOTPOMHbIE NEeKapCTBEHHble npenapaTtbl cnucka |l, NcMxoTponHblie
NlekapcTBeHHble npenapaTbl cnucka lll - B Te4eHne nAatu ner;

2) KOMBUHMpPOBaHHbIE NeKapCTBEHHbIe NpenapaTbl, CoAepXKalipe HapKoTUYEeCKMe cpeacTBa Wau
NCUXOTPOMHbIE BeLWecTBa, BHeceHHble B cnucku Il mn Ill MepeyHA, M3roToB/NEHHble B anTeyHoW
OpraHM3auumM, NeKapCTBEHHble NpenapaTbl, Nogaexxawme npeamMeTHO-KOIMYECTBEHHOMY Y4YeTy, - B
TeyeHue Tpex ferT.

YKa3aHHble SIeKapCTBEHHble npenapatbl, NpegHa3HayYeHHble ANA rpaXKAaH, UMeIoLWMX NpaBo Ha
nosiydeHMe NeKapcTBEHHbIX NpenapaToB, OTNYCKaemMbIXx 6ecnaaTHO MAN CO CKUAKOM, OTNYCKAlTCA Npwu
npeabaBAeHUN peLlenTa, BbIMMCAHHOrO Ha peuentypHom 6naHke dopmbl N 148-1/y-88, u peuenTa,
BbINNCAHHOrO Ha peuenTypHom 6aaHke dopmbl N 148-1/y-04(n).

6. OTNycK HApPKOTMYECKMX W MCUXOTPOMHbLIX JIeKAaPCTBEHHbIX MNpPenapaToB OCyLLeCTBAAETCS
bapMaueBTUYECKUMY U MEAULMHCKMMU PaboTHMKaMM, 3aHUMAIOWMMU LOMKHOCTU, BKIOYEHHbIE B
nepeyeHb AO/KHOCTEN GAPMALEBTUYECKMX U MEAUUMHCKUX PAabOTHMKOB B OPraHM3aLmsax, KOTOPbIM
NpeaocTaBNeHO MPaBO OTNYCKA HAPKOTMYECKUMX NIEKAPCTBEHHbLIX MPEenapaTtoB WM MNCUXOTPOMHbIX
NNeKapCTBEHHbIX NpenapaTos GU3NYECKUM AnLam <4>,

<4> MopgnyHKT 5.2.176 MonoxeHna o MuHuctepctee (CobpaHune 3akoHoaaTenbcTBa Poccmninckoit
depepauum, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333).

7. HapKOTMHeCKMe N NCUXOTPONHblE NEKAPCTBEHHbIE NpenapaTtbl CMNUCKa I, 33 McKkAoveHuem
NeKapCTBEHHbLIX nNpenapaTtoB B Buae I'I/'IaCTbIDEVI N NEeKapPCTBEHHbLIX MPENAPATOB, CcoAepxKalwnx
HapKOTU4eCKoe CpeactBo B COYETAaHUUN C aHTATrOHUCTOM OMUOMAHbLIX PEeLenTopoB, OTNYCKAKTCA Npwu
npegvAasaeHn JOKYyMeEHTa, yaoCToBepPAOLWEro IMYHOCTb, iUy, YKa3daHHOMY B peuenTte, ero 3akKoHHoOMy
npeacrasutento <5> uan auuy, Mmerowemy O(I)OpMJ'IEHHyPO B COOTBETCTBMUN C 3aKOHOAOATE/IbCTBOM
Poccuiickon Cbep,epau,MM A0OBEPEHHOCTb HA NMpPaBO MONYYEHUNA TAaKUX HAPKOTUYECKUX N MCUXOTPOMNHbIX
NeKapCTBEHHbIX MpenapaTos.

<5> B oTHOWweHWU nunua, yKasaHHOro B 4actu 2 ctaTbu 20 PepepanbHoro 3akoHa N 323-03
(CobpaHue 3akoHogaTenbcTBa Poccuinckont deapepaumm, 2011, N 48, cT. 6724).

Mpy HEBO3MOXKHOCTH Od)OpMﬂeHVIH MHKypa6e}1belMM 60/1bHbIMM Ha 3aBepliarouem atane Xn3Hu
AOBEPEHHOCTN HA NPaBO NOZIy4eHUA YKa3aHHbIX B a63au,e nepBoM HaCToALWLEero NyHKTa HAPKOTUYECKUX U
NCUXOTPOMHbLIX NEKAPCTBEHHbLIX MPENapaToB TaKuMe /1eKapCTBEeHHble MpenapaTtbl OTNYCKATCA WUHbIM
nuam, ocyuwectsadarowmMm yxond 3a HUMKU, NpU npegvAsieHnn oOoOAHOBPEMEHHO C peLenTtom Ha
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JIEKapCTBEHHbIN NpenapaT A4OKYMEHTa, YA0CTOBEPAIOLLErO IMYHOCTb, U AOKYMEHTA, NOATBEPKAAIOLLETO
WHKypabenbHoe cocTofHWe 6O0/IbHOro, CoAEpP)KALLero CBeAEeHWA O Jvue, KOoTopoe nosayyaert
JleKapCTBEHHbIE NpenapaTtbl No peuenTy (pamuana, Mms, oT4ecTBo (NPW HanMuuK), BUA, cepusa u (Mnu)
HOMEpP [OKYMEHTa, YAOCTOBEPAIOLWErO JIMYHOCTb), 3aBEPEHHOIO MOAMMUCHIO U MEeYaTbio MEAULMHCKOTO
paboTHMKA, a TaKXKe NevaTbio MeauLMHCKON OpraHnsaumnmu.

[JOKyMeHT, noaTBepKAaloWmnii MHKypabesnbHoe cocTosHue 60/bHOro, OCTAaeTcs B anTe4YHOM
opraHusauum.

8. HapkoTuyeckMe M NCUXOTPOMHbIE NEeKapCTBEHHble npenapaTtbl cnuncka Il (3a UcKkaoYeHuem
JIeKapCTBEHHbIX MpenapaTtos B BMAE MNJACTblpeil W NEKapCTBEHHbIX MpenapaToB, COAepMKalumx
HapPKOTUYECKOE CPeacTBO B COMETAHMM C aHTAaroOHUCTOM OMUOUAHBIX PELENTOPOB), NpeAHa3HaYeHHble
ONA TpaXkAaH, MMeroLLMX NpaBo Ha 6ecniaTHoe NolyYeHMe IeKAPCTBEHHbIX MPENapaToB UAW NOoayYeHne
JIeKapCTBEHHbIX NPenapaToB CO CKMAKOM, OTMYCKAaOTCA Npu NpeabaBAEHUN peLienTa, BbIMMCAHHOIO Ha
peuenTtypHom 6aaHke popmbl N 107/y-HM, u peuenTa, BbINMCAaHHOrO Ha peLenTypHom 61aHKke popmbl N
148-1/y-04(n).

9. Mocne oTnycKa HapKOTUYECKUX M NCUXOTPOMHBIX IEKAPCTBEHHbIX NPenapaToB cnucka I, B Tom
yncae B BUAE TPAHCAEPMA/IbHbIX TEPANeBTUYECKMX CUCTEM U JIEKAPCTBEHHbIX MPenapaToB, COAEPHKALLNX
HapKOTMYECKOe CPeACcTBO B COYETAHMM C aHTArOHUCTOM OMMOWMAHbLIX PELLenTOPOB, MCUXOTPOMHbBIX
NIeKapCTBEHHbIX MpenapatoB cnucka |l avuy, nonyunBliemy J/ieKapCTBEHHbIW MNpenapat, BblgaeTtca
CUTHATYypa C KeNTOM NOoJIoCoM B BEPXHEM YacTM U HaAMWUCbIO YepHbIM WpPUdTOM Ha Hel "CurHatypa", B
KOTOPOM YKa3blBAOTCA:

1) HaMmeHOBaHMe M aApec MeCTOHaXOXAEHWA anTeKkW, anTeyHoro nyHKTa, MeaULMHCKOM
opraHu3aunmn, ob6ocobneHHoro nogpasaeneHma MeauLMHCKOM opraH13aumu;

2) Homep U AaTa BbINMCAHHOrO peLenTa;

3) pamunma, Umsa, oT4ecTso (NP HaAMUYUK) NULA, ANA KOTOPOro NpeaHasHayeH JeKapCTBEHHbIN
npenapar, ero Bo3pacr;

4) HoMep MeaMLMHCKOM KapTbl NauMeHTa, Noay4aowWwero MeauUmnMHCKY0 NOMOLLb B aMbynaTopHbIX
YCNOBUSAX, ANA KOTOPOro npeAHa3HayeH IeKapcTBeHHbI npenapar;

5) damunns, nma, oT4ecTBO (NPU HANUYUKN) MeAULMHCKOro paboTHMKa, BbIMMCABLLEro peuenT, ero
KOHTaKTHbIN TenepoH nnbo TenedpoH MmeaAnNUMHCKON oOpraHu3aunu;

6) coaepraHune peuenTa Ha TaTUHCKOM A3blKe U1 PYCCKOM A3bIKE;

7) damumnus, nms, oT4ecTso (Npu HaAMUYMKM) U NoANMCb GapPMaLEBTUYECKOTO UAN MEeANULMHCKOro
paboTHUKA, OTMNYCTMBLLErO SIeKapcTBEHHbIN Npenapar;

8) AaTa OTNycKa N1eKapCTBEHHOro npenapara.

10. 3anpewaetca OTNYCK CY6BLEKTOM PO3HWYHOW TOProB/AM MO peuentam BeTepUHApPHbIX
OpraHM3aLUMii HaAPKOTUYECKMX U NCUXOTPOMHbBIX JIEKAPCTBEHHbIX NPenapaTos.

MpunoxkeHne N 3

K NpMKasy MUHUCTEPCTBA 34paBOOXPAHEHMUA
Poccuiickon ®egepauymm

oT 24 HoABps 2021 r. N 1093H
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noPAAOK
OTMYCKA ANTEYHBIMU OPFAHU3ALMAMUN UMMYHOBMUOIOTUYECKUX
NEKAPCTBEHHbIX NPEMAPATOB

1. OTnyck UMMYHOBMONOTMYECKUX JIeKAPCTBEHHbIX MPEnapaTtoB OCYLLECTBAAETCA anTeYHblMu
OpraHM3auMaMm U UHOMBUAYANIbHbIMM  MNPEANPUHUMATENAMKW,  UMEIOWUMU  JIMLUEH3UIO  Ha
bapmaLeBTUYECKYIO AeATe/IbHOCTb, MEAMUMHCKMMU OpraHu3auMaMM, MMELMMU NIULEH3NIO Ha
dbapmaLeBTUYECKYID [AeATeNbHOCTb, U WX 060CobAeHHbIMM noapasaeneHuamu (ambynatopuamu,
denbalepckumm 1M denbalepcKo-akyWepCcKUMM  NMyHKTaMK, LeHTpamu (oTaeneHusmun) obuuei
BpayebHoW (cemeliHOMN) NPaKTUKKM), PAaCNONONKEHHbBIMU B CE/IbCKMX NOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHMsaummu, 6e3 peuenTa v (UAK) No peuenTy Ha JIeKapCTBEHHbIN npenapat, opopMAEHHOMY
MeANUMHCKMMK paboTHUKaMu (ganee - peuenr).

2. Npwn oTnycke MMMYHOBMOIOrMYECKOro IeKapCTBEHHOrO Mpenaparta Ha peuenTte UAM Kopeluke
peuenTa, KOTOpbIM ocTaeTcs y /vua, npuobpeTtatoliero (nNoayyarowero) NeKkapcTBEHHbIM npenapar,
YKa3blBaeTca TOYHOe Bpems (B Yacax M MUHYTaxX) OTMyCKa eKapCcTBEHHOro npenapara.

3. OTNycK WMMMyHOBMONOrMYECKOro JIeKapCTBEHHOrO npenapaTa  OCYLEeCcTBAAeTCa  /uuy,
npuobpeTatolemy (nosyyatrollemy) NeKapcTBEHHbIM MpenapaTt, NpuU HaanMyMM y Hero cneuwanbHoro
TEPMOKOHTEliHepa, B KOTOPbIM MOMELW@eTcs NeKapCTBEHHbIM npenapaT, WAWM BO3MOMKHOCTU
npuobpeTeHMa B  anTeYHOM oOpraHM3auMM HeobXoAMMbBbIX CPeAcTB  ANA  TPaHCNOPTUPOBKMU
(TepMOKOHTEMHEP, X1a4031EMEHTDI).

4. Nlvyy, npuobpeTwemy MMMYHOBMONOIMYECKUA NEKAPCTBEHHbLIM NpenapaT, pasbAcHAeTcA
HeobXoAMMOCTb AOCTaBKM JIEKAPCTBEHHOTO MNpenapaTta B MeAUUMHCKYI0O OPraHu3auuio B CPOKW, He
npeBsbIWatloWmMe CPOKM NoAAepKaHUA paboueit TemnepaTypbl CPEACTB TPAHCMOPTUPOBKM, YKa3aHHbIe B
NHCTPYKLUUN.
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