OTnyck
HAaPKOTUYECKUX W
NCUXOTPOMNHDbIX NIEKAPCTBEHHbIX
npenapaTtos



[1lpaBM1a OTNYCKA HAPKOTUYECKUX U
NCUXOTPONMHbIX BELLECTB PeryanpytoTca
[Mpukaszom M3 P Poccum ot 24.11.2021 N 1093H

"Ob6 yTBEPKAEHUM ...... [TpaBnA OTNYCKA HAPKOTUYECKUX
CPeAcTB N MCUXOTPOMHbIX BELLECTB,
3aPErmMcTPUPOBAHHbIX B KAYECTBE JIEKAPCTBEHHbIX
npenapaToB A1 MeAULMHCKOro NpUMeHeHus,
NNEKApPCTBEHHbIX NPenapaTtoB ANAa MeaNLUNHCKOro
NPUMEHEHMUA, coaepKalllmX HapKOTUYECKMe CpeacTBa U
NCUXOTPONHbIE BeLEecTBa B TOM yncne Nopsaaka oTnycka
anTe4YHbIMU OPraHmn3aLnaIMmnM NMMMYHODOUONOrMYECKNX
NNeKapCTBEHHbIX NpenapaTtos”

(3apeructpuposaHo B MuHiocte Poccumn 30.11.2021 N
66142)
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OTI'IyCK JeKapPCTBEHHDbLIX MPENAPATOB ANA
meanumnHCKOro npumeHeHnAa oCcyecTBaAeTCA.

°* MO peuenTy Ha IeKapCTBEHHbIX Npenapar,
odopMNEHHOMY MeANLIMHCKUMMU
PabOTHMKaMU,

* no TpeboBaHNIO MeANLUHCKOU OpraHu3auum
ANA anTe4yHou opraHusauun.



* Ornyck HUIJIMN ocywecTBnaeTca
dapmaueBTUYECKMMU U MeAULUHCKUMMU
pPaboTHMKaMMU, 3aHMMAIOLLMMU JONKHOCTH,
BKJIFOYEHHbIE B MEPEYEHb AO0NKHOCTEN
dbapmaLeBTUYECKUX U MeANLMNHCKNX PAOOTHUKOB
B OpraHu3aumax, KOTOPbIM MPeaoCcTaBAEHO NPaBo
OTMYCKa HAPKOTUYECKUX JIEKAPCTBEHHbIX
NpPenapaTtoB N NCUXOTPOMHbIX JIEKAPCTBEHHbIX
npenapaTtoB GU3NYECKUM Anuam **

** NognyHKT 5.2.176 MonoxeHuns o Muuuctepctee (CobpaHume 3aKOHO4aTENLCTBA
Poccuiickon ®epepaumnn, 2012, N 26, cT. 3526; 2015, N 23, cT. 3333).



Otnyck Hull/111 no peuyenTtam ocyliecrTeaaeTca:
* anTeKamu, anTeyHbIMUN NYHKTaMMU,

* MeanunNHCKUMUN OPraHnN3auluaAMMm,

* 060cobneHHbIMK NoApPa3AENEHNAMM
MeANLMHCKMNX OpraHu3aumm,

UMEIoLWUMU NNLEH3UI0

Ha AeATe/IbHOCTb N0 0OOPOTY HAPKOTUYECKMX
CpeacTs, NCUXOTPOMHbIX BELLLECTB U UX
NPEeKYypPCcopoB, KYy/IbTUBUPOBAHUIO
HapKoOCOoAEPHKALLMX PAaCTEHUMN.



HulJ1MN cnucka II**oTtnycKatotca npu

npeAabvAB/eHUU AOKYMEHTA, YA0CTOBEpPAIOLLEro
JINYHOCTD:

* 1MUY, YKa3aHHOMY B peLenTe,

* 33aKOHHOMY NpeacTaBUTENIO NN NNLLY,
nmerowemy odopMAEHHYIO B COOTBETCTBUM C
3aKoHoaaTenbcTBOM PP noBepeHHOCTb Ha
NPaBo NOAYYEHUA TAKUX N€KapCTBEHHbIX
npenapaTos.

**33 CKNOYEHMEM NeKapCTBEHHbIX NMPENapaToB B BUAE N/IACTbIpeN U
NeKapCTBEHHbIX NPenapaToB, COAEPKALLMX HAPKOTUUYECKOE CPEACTBO B COMETAaHUN
C @aHTarOHUCTOM OMUOUAHbBIX PELLENTOPOB,



*** Mpn HeBo3MOXKHOCTU opopMaeHNA UHKYpabesbHbIMMK
60nbHbIMM HA 3aBepLUAIOLLLEM dTane }KU3HU
AOBepPeHHOCTU Ha nNpaBo nonyvyeHna HUIJII Takune
NNeKapCTBEeHHble NpenapaTtbl OTNYCKAlOTCA UMHbIM JIULLAM,
OCYLLeCTBNIALWMUM yX0A4 33 HUMU, NPU NpeabABNeHUN
OAHOBpPeMEeHHO C peuenTom:

* JIOKYMEHTa yA0CTOBEPSAIOLLETO TNYHOCTD,

° U AOKYMeHTa, noATBep:Katolero MHKypabenbHoe
cocToAHUe 60NbHOTO, coaepKallero cBeaeHNA o INLE,
KOTOpOEe Noay4YaeT IeKapCTBEHHbIE NpenapaTbl Mo
peuenty (pammnmna, nma, otT4ecTso (Npu HaAnumun), BuUA,
cepua U (M) Homep JOKYMEHTa, YA0CTOBEPAIOLLErO
JIMYHOCTb), 3aBEPEHHOr0 NOANUCHLIO U NEeYaTblo
MeANLUHCKOro paboTHMKA, a TaKXKe nevyaTbio
MeANLUHCKOW OpraHmn3aLumu.

s [JOKyMeHT, noATBepKAatoWwmnin MHKypabenbHoe
cocToAHUe 60NbHOrO, OCTaeTCA B ANTEYHOM
opraHusaumm.



Otnyck HUlJ1MN ocywecrBnaerca:

* Mo peuentam, BbIMMCAHHbIM HA PELLENTYPHbIX

6naHKax popmbl N 107/y-HM (oTnyckatoTtcs
HuMJ1M, BHeceHHble B Cnuncok )

**3a ucknroveHmem HuMAM B BNAe

TPpaHCAEPMAJIbHbLIX TEPANEBTUHECKUX CUCTEM

N NeKapCTBEHHbIX NpenapaToBs, CoAep KaLlmX
HapKOTUYeCcKoe cpeacTBO B COYETaHUMU C
aHTAaroHMCTOM ONMMOUAHbIX PELENTOPOB.
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Mo peuentam, BbINUCaHHbIM Ha peLenTypHbIX 61aHKax ¢opmbl
N 148-1/y-88, oTnycKatoTcs:

1) NncUXoTpOnHbIE NEKAPCTBEHHbIE NpenapaTbl, BHeCEHHble B CNUCOK
cnucok lll lNMepeyHs;

2) H1NM cnucKa |l B BUAE TpaHCAEPMA/IbHbIX TepaneBTUYECKUX CUCTEM
N NeKapCTBeHHble npenapaTbl, cogeprKalme HapKoTudeckoe
CpeAcTBO B COMETaHUU C aHTAarOHUCTOM ONMUOUNAHbIX PeLenTopPOB;

3) NneKapcTBeHHbIe NpenapaTbl, N3roTaB/IMBAaEMbIE MO PELENTY Ha
NIeKapCcTBEeHHbIW Npenapat un cogeprKawme HC nnum NB, BHeceHHoe B
cnucok Il NepeyHa, n apyrue papmakonormnyeckme akTuBHbIe
BELLECTBA B 403€, HE NPEBbILWAOLLEN BbICLLYIO PAa30BYHO A03Y, U NPU
YCNOBUMU, YTO 3TOT KOMOUMHNPOBAHHbIN IEKAPCTBEHHbIN NpenapaT He
ABNAETCA HAPKOTUYECKUM NN NCUXOTPONHbIM NeKapPCTBEHHbIM
npenapaTtom cnucka Il.

** Mpn oTNycKe HapKOTUYECKOro 1 NMNCUXOTPOMHOIO NeKapCTBEHHOrO
npenaparta cnmcka ll Ha peuenTe NpocTaBaAeTCcA NeyaTb anTeKkUn Unm
anTe4YHOro NyHKTa, B KOTOPOM YKA3aHO UX NONHOE HAauMeHOBaHME.



OcCTaloTCcA N XPaHATCA Y CybbeKTa po3HUYHOMU
TOProBaAU peuenTtbl C oTMeTKon "JleKapCTBEHHbIN
npenapar oTnyweH" Ha:

* HullJ1M cnucka ll, ncuxotponHble NeKapCTBEeHHbIe
npenapaTbl cnucka lll - B Te4ueHne nATU ner;

* KOMOMHUPOBAHHbIE IEKAaPCTBEHHbIE NPEnapaThl,
coaepxawme HC nnun B, BHeceHHble B cnncku i
n Il MepeyHa, N3roToB/IEHHbIE B aNTEYHOM
OopraHun3aunn, NneKapcTBeHHble npenaparsl,
nognexawme npeameTHO-KONNYeCTBEHHOMY
yyeTy, - B Te4eHue Tpex ner.



* JIeKapCTBEHHbIe npenaparTbl,
npeaHa3Ha4YeHHble ANA rpaxaaH, UMetoLwmnx
NpaBo Ha Noay4YeHne NeKapCTBEHHbIX
npenapaTtos, OTNycKaembiX 6ecnsiaTtHo nam co
CKUAKOM, OTNYCKAOTCA NPU NpeabaABAEHUM
peLenTa, BbIMMCAHHOIO Ha peLuenTypHOM
6naHke popmbl N 148-1/y-88, 1 peuenTa,
BbIMMCAHHOTO Ha peuenTypHom baaHKe
dopmbl N 148-1/y-04(n).
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NMocne otnycka Hull/J1l1 cnucka |l, B Tom yncne B
BUAE TpaHCAepMabHbIX TepaneBTUYeCKUX CUCTEM U
J11, copgepawmnx HC B coueTaHMM C aHTaroHUCTOM
OnNMOonAHbIX peuenTopoB, NpenapaTtoB cnnucKa lll

Nnuy, NoNyYUBLLUEMY /IEKapPCTBEHHbIN Npenapar,
BblAaeTCA CUrHaTypa ¢ ¥eamou noaocou

B BEpXHen 4yactm

U HaOMucbo YepHbIM WPUGPMOmM Ha Hel
"CueHamypa"



B curHaTtype yKasbiBaloTCA:

1) HaMMeHOBaHME U aApPEC MECTOHAXOXKAEHMNA aNTEKU, aNTEYHOrO
NYHKTa, Mea. opraHmn3aumnm, obocobneHHoro nogpasaeneHums
Me[,. opraHu3auuu;

2) Homep 1 aaTa BbIMMCAHHOIO PeLLenTa;

3) pamumnna, umsa, oT4eCcTBO INLA, ANA KOTOPOro NpeHa3HayeH
NNEKAPCTBEHHbIM NpenapaT, ero BO3pacT;

4) Homep mea,. KapTbl NaLMeHTa, NO/y4YatoWwero mea. NOMOLLb B
ambynaTopHbIX YCI0BMAX, ANA KOTOPOro NnpeaHa3Ha4yeH
JIeKapCTBEHHbIN Npenapar;

5) pamunusa, ums, ot4yectso mea,. paboTHMKA, BbINMCABLLETO
peuenT, ero KOHTAaKTHbIK TenedoH nnbo TenePoH mea.
opraHun3auunu;

6) coaep:kaHue peuenTa Ha NAaTUHCKOM A3bIKE UIN PYCCKOM A3bIKE;

7) pamunusa, nms, oT4ecTBO U NoANUCb GapM. UK Mea,
PabOTHUKA, OTNYCTUBLUErO JIEKaPCTBEHHbIW Npenapar,;

8) AaTa OTNycKa NeKkapcTBEHHOro npenaparTa.



* ANTEYHbIM OpPraHM3auusam, mea. opraHmn3aunsam um
060cob6/1eHHbIM NoApPa3geNeHNAM MmegNLUNHCKUX
OpraHmM3aLuni, pacnosioKeHHbIM B Ce/IbCKUX
HaceNeHHbIX NYHKTAaX U YyAAaNEeHHbIX OT
HaceNeHHbIX NYHKTOB MECTHOCTAX, B KOTOPbIX
OTCYTCTBYIOT anTe4YHble OpraHmn3aLumm,
3anpeLwLaeTca oTnyckaTb HApKOTUYECKUE
JIEKAapPCTBEHHbIE NpenapaTbl U NCUXOTPOMHbIE
JIeKAapCTBEHHbIE NPenapaTbl, BHECEHHbIE B
Cnucok |l, no peuentam Ha NeKapCTBEHHble
npenaparbl, BbiINUCaHHble bonee nATHaALATH
AHeWu Hasap™*

** Cratba 25. PepgepanbHbiit 3aKoH oT 08.01.1998 N 3-d3 (pea. oT
08.12.2020) "O HapKOTUUYECKUX CPEeACTBAX U NCUXOTPONHDbIX
BeLlecrBax"
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3anpeLwaeTca
OTNYCK CYObEKTOM PO3HUYHOWU TOProBAU

no peuenTtam BeTepuHapHbIX opraHusauum
HAaPKOTUYECKUX N MCUXOTPOMHbIX
NIeKapCTBEHHbIX NPenapaTos.



OTNYCK NeKapCTBEHHbIX NpenapaTos
no TpebosaHuto

MeAULMHCKOU OpraHu3auum

(Perynunpyetca ctatbew |l NMpukasa Muusgpasa Poccun ot
24.11.2021 N 1093H "O6 yTtBEpKAeHMM paBua OTNYCKa
NIeKapCTBEHHbIX NpenapaTtos 414 MmeaAULMHCKOro
npumeHeHua....» (3apermctpupoaHo B MuHtocte Poccuum
30.11.2021 N 66142))
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Ana obecneyeHna neyebHOro npouecca 8 mea.
opraHmM3auum anTe4HOM opraHu3aumnen,
ABNAIOLWENCA CTPYKTYPHbIM NoApasaeneHmem
TaKOU mep,. opraHM3aLumm, oCyLLEeCTBAAETCH
OTNYCK IGO0 N3roTtoBaEHMNE U OTNYCK
JIEKAPCTBEHHbIX NPenapaToB Ha OCHOBaHUM
TpeboBaHMA MmeaANLIMHCKOM OpraHu3aumm,
BbIMUCAHHOTO YNOJIHOMOYEHHbIM MEAULUHCKUM
paboTHUKOM (oanee - TpeboBaHMe
MeaANLMHCKOM OpraHmnsaumm).



* MeanumHcKaa opraHmM3aLma BnpaBe
06paTUTLCA B CTOPOHHIOKO anTeYHYO
OpraHu3auUMio NPU OTCYTCTBUM anTe4YHOU
OpraHu3sauumn, ABAAIOLENCA CTPYKTYPHbIM
noapasaeneHmem Takonm meamumMHCKOM
opraHm3auumn.



XpaHeHue TpeboBaHUM mea. opraHu3aLmm, No
KOTOPbIM OTMYLWEHbI /IEKAPCTBEHHbIE NpenapaThl,
OCYLLUECTBAAAETCA aNTEYHOM OpraHnU3aUmMen B COOTBETCTBUM C
nyHKTOM 18 Mpunoxenna N 1 K npukasy M3 PO ot 24
HOAOpsA 2021 r. N 1093H «[1paBuaa oTnycKa NeKapCTBEHHbIX
npenapaTos ANA MegULUUHCKOro NPUMEHEHNA» .

e OcCTatoTCA N XPaAHATCA Y CYObeKTa PO3HNYHOW TOProBAM
peuenTbl (c oTmeTKOM "JleKapCcTBEHHbIN Npenapar
oTnyweH") Ha:

1) neKkapcTBeHHble NpenapaTbl, OTNyCcKaemble becnnaTHoO
NN CO CKUAKOMN, - B TEYEHUEe TPeX NET;

2) neKkapcTBeHHbIe npenapaTbl, oTHocAWwmecs no ATX K
aHTUNCcMxoTnyeckum cpeacteam (kog NOSA),
aHKkcnonutnkam (kog NO5B), CHOTBOPHbLIM 1 ceaaTUBHbIM
cpeactsam (koa NO5C), antnagenpeccaHtam (Koa NO6A)
He nognexawue npeaMeTHO-KOIMYeCTBEHHOMY Yy4YeTy, - B
TeyeHune Tpex mecaues.



HapyweHune nepBUYHOMN YNaKOBKMU
JIEKAPCTBEHHOIO NpenapaTta Npu ero oTnycke no
TpeboBaHMIO Mea,. opraHn3aumMm AonNycKaeTca
anTe4yHou opraHusaumen, MmerLwen AMULEH3No
Ha papm. AeATe/IbHOCTb C MPaBOM U3rOTOBNEHUSA

NeKapCTBEHHDbLIX MPenapaToB.

*** B TaKOM c/ly4yae oTnyCcK NeKapCcTBEHHOro npenapara
OCYLLECTB/IAETCA B YNAaKOBKe <**> ¢ npepoctaBneHnem
MHCTPYKLUMU (KONUM MHCTPYKLMM) NO MPUMEHEHMUIO
OTNYCKaeMoro neKapcTBeHHOro npenapara.

**<15> NMpwukas MunHsapasa Poccum ot 26 oktabpa 2015 . N 751H "O6 yTBEpKAeHUMU
NPaBW/1 N3TOTOBNEHUA M OTNYCKA IEKAPCTBEHHbIX NPENapaToB ANAa MeANLNHCKOro
NPMMEHEHUA aNTEYHbIMWN OPraHM3aUUAMU, UHAMBUAYA/IbHBIMU NPeAnpPUHUMATENAMM,
NMEIOLWNMN INLLEH3UIO Ha papMaLEeBTUYECKYIO AeATeNbHOCTb" (3aperncTtpmupoBaH
MuHuctepcTtsom toctmumm Poccnmckom ®egepaunn 21 anpena 2016 .,
pernctpaumoHHbin N 41897).



NOPAJOK
OTNYCKA ANTEYHbIMU OPTAHU3ALIMAMU UMMYHOBUOOIMYECKUX
JIEKAPCTBEHHbIX NMPEMAPATOB

Mpn oTNycKe UMMYHOBOMONOIrMYECKOro JIEKAapPCTBEHHOrO NpenapaTa Ha
peuenTe Ui KopeLlKe peuenTta, KOTOPbIX OCTAaeTca y nua,
npuobpeTatowero (Noay4atoLLero) NekapcTBeHHbIN Npenapar,
YKa3biBaeTca TO4YHOe BpemMs (B Yacax M MMHYTaXx) OTNycKa
JIeKapCTBEHHOrO npenapara.

OTNycKk MMMYHOBMONOrMYECKOro NeKapcTBEHHOro nNpenapara
OCYyLLecTBAAETCA ULy, NpuobpeTatowwemy (nonyyatouemy)
JIEKapPCTBEHHbIM Npenapart, NPy HaJIM4YUK Y Hero cnewuasibHoro
TePMOKOHTEeMHepa, B KOTOPbI NOMeELLLaeTcA NeKapCTBEHHbIM
npenapart, UM BO3MOXHOCTM NPMobpeTeHnsa B anTeyHowm
opraHM3aumMm HeobxoanMmbIX CpeacTB A/ TPAHCNOPTUPOBKMU
(TepMOKOHTENHEp, XNa03/IeMeHTbI).

Jinuy, npuobpetwnemy MMMYHOOMONOrMYECKUM /IEKAPCTBEHHDbIW
npenapar, pa3bACHAETCA He0bX04MMOCTb A0CTaBKM NEKAPCTBEHHOTO
npenapaTta B Me[,. OpraHn3auuto B CPOKU, He NpeBbllWaoWme CPOKU
noaaepXaHua paboyen temnepaTypbl CPEACTB TPAHCNOPTUPOBKMY,
YKa3aHHble B UHCTPYKLUN.



