Cucrema FAPAHT aspo Mpukas MuHUCTEPCTBa 3apaBooxpareHus PO ot 11 uona 2017 r. N 403+
"O6 yTBEPXAEHUM NpaBKUn OTNyCKa NekapCTBEHHbIX NpenapaTos ANs

MEAVNLMHCKOrO NPUMEHEHNSA, B TOM YKUCNE UMMYHOBUONOrNUECKUX

NeKapCTBEHHbIX NpenapaTtos, anTe4YHbiMK OpraHn3aLmnanmy,

UHAUBUAYANbHLIMUA NPEANPUHUMATENAMM, UMEIOLLIUMI NTULIEH3NIO Ha

apMaLeBTUYECKYIO AEATENBHOCTL" (He BCTYNWA B CUIlY)

Mpuka3 MuHuctepcTBa 3apaBooxpaHeHusa P® ot 11 uronsa 2017 r. N 403H
"O0 yTBepXxaeHUMU NpaBus OTNycKa NeKapCcTBEHHbIX NpenapaToB AJSIA MEAULMUHCKOrO
NpUMEHeHUsA, B TOM YMcne UMMYHOOUOSOrM4YecKMX NieKapcTBEHHbIX Npenaparos,
anTeYHbIMU OpraHU3auusMU, UHOUBUAYANIbHLIMU NpeaNnpPUHUMATENIIMA, UMEIOLWUMIA
NUUEH3UI0 Ha papMaLeBTUYECKYHO AeATeNIbHOCTL"

B cooTtBeTcTBUM CO cTaThen 55 PenepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-03
"O6 obpaweHun nekapctBeHHbix cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccuickon
depepaumn, 2010, N 16, ct. 1815, N 31, cT.4161; 2013; N 48, c1.6165; 2014, N 52,
cT. 7540; 2015, N 29, cT. 4388; 2016, N 27, cT. 4238), nyHktom 3 ctatbun 12 depepanbHAro
3akoHa ot 17 ceHTabpa 1998 r. N 157-®3 "O6 ummyHonpodunaktmke UHGPEKLUNOHHBIX
bonesHen" (CobpaHue 3akoHopaTensctBa Poccuitickon ®epnepaumm, 1998, N 38, cT. 4736;
2009, N1, ct.21; 2013, N 48, cT.6165) n nognyHkramu 5.2.169, 5.2.183 lNonoxeHns o
MwuHucTepcTBe 3ApaBoOXpaHeHus Poccuinckon depepauyuu, yTBEPXAEHHOIO
noctaHoesneHuem [lpaButenbctBa Poccunckon ®depepauumn ot 19 wuoHa 2012 r. N 608
(CobpaHue sakoHogaTenbcTBa Poccuickon Pepepauuun, 2012, N 26, ct. 3526; 2013, N 16,
cT. 1970; N 20, cT1.2477; N 22, c1.2812; N 33, cT1.4386; N 45, cT.5822; 2014, N 12,
cT. 1296; N 26, cTt. 3577; N 30, cT. 4307; N 37, c1. 4969; 2015, N 2, cT.491; N 12, [cT. 1763;
N 23, ct. 3333; 2016, N2, cT. 325; N9, cT.1268; N 27, cT. 4497 N 28, cT. 4741 N 34,
cT. 5255; N 49, c1. 6922; 2017, N 7, cT. 1066) npukasbiBato:

1. yTBepAMTb npaBuna oOTnycka NeKapCTBEHHbIX npenapaToB AN MeAULMHCKOro
NPUMEHEHUS, B TOM YuCre UMMYHOBMOMOrMYECKNX NeKkapCcTBEeHHbIX NpenapaTos, anTeyHbIMu
OpraHu3aLMamMn, UHAVBWAYaNbHLIMW NPEeANnPUHMATENAMU, UMEOLIMMIA  NALEH3No  Ha
hapmaLeBTUYECKYIO AeATENbHOCTb, COMMacHO NMPUIOKEHNIO. !

2. MpnsHaTb yTpaTMBLUMMU CUNY: '

npukasd MuHMCTEpPCTBA 34PABOOXPAHEHUA WM COUMANbHOrO pasBuTUSA Poccmmcxom
®epnepaummn ot 14 pekabps 2005 r. N 785 "O [Nopsgke oTnycka nekapcTBeHHbIX cpeacTs”
(3apeructpupoBaH MuHuctepctsom toctuumm Poccuinckon ®epepauymm 16 HHBapH 2006 r.,
peructpauuoHHbin N 7353);

npvkas MuHUCTepcTBa 34paBOOXPaHEHMA W COUMAribHOTO pasBUTUSA POpCIAVICKOM
®epepaumn ot 24 anpensa 2006 r. N 302 "O BHeceHun nameHeHuin B npukas MuHucTepcriaa
3apaBooxpaHeHus n counansHoro passutusa Poccuiickon ®epepauuu ot 14 ,qua6; 2005 .
N 785" (sapeructpupoBaH MuHuctepcrteom toctuummn Poccunckon depepaunn 16 Maﬂ 2006
r., pernctpauunoHHbeii N 7842);

npvkas MuHuCTepcTBa 34paBOOXPaHEHUS W COLMANbHOIO pasBUTUS Poccmmcxom
®epepaumn ot 12 cespans 2007 r. N 109 "O BHeceHun nameHeHun B NopsaoK oTnycka
NEeKapCTBEHHbIX CPEACTB, YTBEPXAEHHbI npuka3om MuHMCTepcTBa 34paBOOXPEAHEHUS U
coynanbHoro passutua Poccuiickon Pepepauun ot 14 pekabps 2005 r N 785"
(3apeructpupoBaH MuHuctepctBoMm toctuuum Poccunckon depepauun 30 MapTa 2007 r.,
peructpaymoHHbii N 9198); ,

npukas MuHUCTEpPCTBA 34PABOOXPAHEHMA W COLMANbHOTO pasBUTUS Popommcxom
®epepaunn ot 6 asrycta 2007 r. N 521 "O BHeceHuu n3ameHeHun B [lopsaok oTnycka
NeKkapCTBEHHbIX CPEeAcCTB, YTBEPXAEHHbIN npuka3om MwuHucTepcTBa 34paBOOXPAHEHUS W
couynanoHoro passutusa Poccuinickon ®epepaumm o1 14 pekabpa 2005 r, N 785"
(3apeructpuposaH MuHuctepcTsom roctuumm Poccuiickon ®epepaummn 29 asrycta 2007 r.,
pernctpauymoHHbin N 10063).



Cuctema FAPAHT aspo Mpuka3 MuHnucTepcTsa 3apaBooxparerns PO ot 11 wiona 2017 r. N 403+
"O6 yTBEPXAEHUM NPaBUN OTNYCKA NekapCTBEHHbIX Npenaparos A

MefULMHCKOrO MPUMEHEHUA, B TOM YuCNe MMMYHOBUONOrnyeckix

neKapcTBEHHbIX MPenapaTos, anTeyYHbiMU OpraHnu3aynamMi,

MHAUBUAYANbHBIMW NPEANPUHUMATENAMU, UMEIOLWMMIA NULIEH3WIO 1Ha

hapmaLeBTUYECKYIO AEATENBHOCTL" (HE BETYNUN B CUITY)

MuHucTp B.W. Ckéopuosa

3apeructpupoBaHo B MuHiocte PO 8 ceHTabpsa 2017 r. |
PernctpauuoHHbin N 48125 j

MpunoxeHune

K npukasy MuHucTepcTBa 3apaBooXpaHeHus
Poccuiickon ®epepauum

oT 11 nrona 2017 r. N 403H

MpaBuna
oTnycKa neKkapcTBeHHbLIX NpenaparTos AN MeAULUHCKOro NPUMeHeHus, B TOM YUcne
MMMYHOOMOSNOrMYeCKUX NieKapCcTBEHHbIX NpenapaTtoB, anTe4YHbIMWA OpraHU3aUuaMM,
MHAUBUAYarIbHLIMU NpeArpUHUMaTENAMKU, UMEHOLWUMMU NTULEH3UIO Ha |
cdrapMmaLeBTUUYECKYIO AeATESNIbHOCTb |

|. O6wme TpeboBaHUA K OTNYCKY NIeKApPCTBEHHbIX NpenapaToB AN MeAULIMHCKOro
npuUMeHeHus 1

1. HacTosilme npaBuna onpeaensioT NopsfoK OTnycka NeKapCTBEHHbIX NpenapaTos
AN MEOULUHCKOrO MNPUMEHEHMS, B TOM 4ucrne MMMYHODOMONOrMyeckux nekapCTBEeHHbIX
npenapaTtoB (Oanee - feKapcTBEHHble Mpenapartbl), anTeYHbiMW OpraHusauuamu u
WHAMBUAYANbHBEIMA NPEeANPUHUMATENSMU, UMEIOLWMMI FINLEH3NI0 HA hapMaLeBTUHeckyto
AesATenbHOCTb (fanee - CyObekTbl po3HWYHOW Toprosnu), 6es3 peuenta*(1) u (unu) no
peuenty Ha nekapCTBEHHbI npenapart, BbIMMCaHHOMY B YCTAHOBMEHHOM nopsake*(2)
MeauuuHCckuMn  paboTHMKamn, a Takke Mo TpeboBaHWsAM-HaknaAHbIM OpraHusauun,
OCYLLECTBNAOLEN MEOULIMHCKYIO AEATENbHOCTb (Aanee - MeauUUHCKas opraHusauus), uim
WHOMBUAYANbHOTO  NpeanpuHMMaTtens, WUMELWEero  JNUUEH3UKD  Ha  MeOULUHCKYHO
AeATenbHOCTb (fanee COOTBETCTBEHHO - peuenT, TpeboBaHue-HaknagHas). -

2. OTnyck nekapCTBEHHbIX NpenapaToB 6e3 peLenToB OCYLLECTBNAETCA: !

anTekamu; [

anTeYHbIMU NyHKTaMWU; ;
anTeyHbIMU KMOCKaMMU; \

NHAUBMAYANbHbLIMN npeanpuHuMmaTensamu, UMeoLLMMU nUuUeHsunio Ha
hapMaLeBTUYECKYI0 AEATENLHOCTb (fanee - MHAMBUAYanbHbIA NPeanPUHUMATEND).

3. OTnyck nekapCcTBEHHbIX NpenapaTos Mo peuenTam OCyLeCcTBSeTCs:

antekamu;

anTeYHbIMU NYHKTaMMU;

WHAMBUAYaANbHLIMK NpenpuHUMaTenamMu (3a UCKYeHnem oTnycka HapKo*rmquKmx
CPEeACTB U MNCUXOTPOMHBLIX BELLUECTB, BKIOYEHHbLIX B MnepevYeHb HapKOTUYECKUX CPEACTB,
NMCUXOTPONHbIX BELLYECTB W WX NPEKypcopoB, noanexawux KoHTponto B Poccuinckon
depepaunn, yTeepXaeHHbI noctaHoeneHnem lNpasutensctea Poccunckon depepauun ot
30 uioHA 1998 r. N 681%(3) (manee coOOTBETCTBEHHO - [lepeyeHb, HapKoTU4eckue Wu
NCUXOTPONHbIE NIEKapCTBEHHbIE Npenaparbl).

OTnyck HaApKOTUYECKMUX U MCUXOTPOMHbIX NeKapCTBEHHbIX NpenapaTtoB no peuenTc‘
OCYLLEeCTBNSAETCA antekamu W anTeyYyHbiIMW MyHKTaMW, WMEeLWUMn JNULEHBNI0  Ha
AeaTenbHOCTb nNo 060pOTYy HApKOTUYECKUX CPEACTB, NCUXOTPONHBIX BELIECTB U WX
NPeKypcopoB, KyNbTUBUPOBAHUIO HAPKOCOAEPKALUNX pacTEHUN.

OTnyck  MMMyHOBWONOrMYEeckUx JNeKapCTBEHHbIX MNpenapaTtoB Mo  peuentam
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OcyLLleCTBJ'IFIeTCﬂ anTekamu u anTe4YHbIMU MyHKTamu.

4. Mo peuenTtam, BbINUCAHHbIM Ha peuenTypHbiX BnaHkax ¢opmbl N 107/y HI1*(4),
OTNYCKAlOTCA HapKOTUYECKMe M NCUXOTPONHbIE NEKapCTBEHHbIE Npenaparbl, BHECEHHbIE B
Cnncok HapKOTUYECKUX CPeacTB M NMCUXOTPONHbIX BewecTs, 060pOT KOTopbiX B Poccuinckon
denepaunn orpaHMYeH U B OTHOLUEHWW KOTOPbIX YCTaHaBNMBAKTCA Mepbl KOHTPONsa B
COOTBETCTBMM C 3akoHofaTenbcTBOM Poccuinckon Degepauum un  MeXayHapoaHbIMU
norosopamu Poccuiickon depepaumn (cnucok Il), lNMepeyHsa (pnanee - HapkoTUyeckne wu
NCUXOTPONHbIE NeKapCTBEHHbIE npenapaTbl cnucka Il), 3a UCKNIOYEHMEM HAPKOTUHECKUX W
NCUXOTPONHbIX NIEKAapCTBEHHbLIX NpenapaTtoB B BuAe TPaHCAEpPMalibHbIX TepaneBTUYECKuX
CUCTEM.

Mo peuenTam, BbINUCAHHLIM Ha peuenTypHbiX 6GnaHkax dopmbl N 148-1/y-88,
oTtnyckatotcs*(5): ;

MCUXOTPONHbIE JIEKAPCTBEHHbIE NpenapaTbl, BHECEHHble B CMMCOK MCUXOTPOMHEIX
BelecTs, 060poT KoTopbIX B Poccuiickon depnepaumm orpaHnyeH U B OTHOLLUEHUW [KOTOPEIX
AOMNYCKaeTCH UCKIMIOYEHNE HEKOTOPbIX MEP KOHTPOINS B COOTBETCTBMU C 3aKOHOAATENbCTBOM
Poccuickon ®epepaumn u mexagyHapoaHbiMm aorosopamun Poccuiickon ®epepaumm (Cnncok
1), MepeyHs (aanee - NCUXOTPONHbIE NekapCcTBEHHbIE NpenapaTbl cnucka lll);

HapKkoTU4eckne U MNCUXOTPOMHblE NeKapCTBeHHble npenapartbl cnucka || B Buge
TpaHcaepmarnbHbIX TEpaneBTUYECKUX CUCTEM, i

AeKkapCTBEHHble Npenapartbl, BKIIIOYEHHbIE B NEepeYeHb NeKapCTBEHHbIX CpeacTs AN
MEAULIMHCKOrO MNPUMEHEHNs, MNoAnexalumx npeaMeTHO-KONMMYEeCTBEHHOMY Yy4eTy*(6), 3a
UCKITIOMEHNEM JeKapCTBEHHbIX NpenapartoB, ykasaHHblX B ab3auax nepBOM W [TPEThEM
HaCTOSILLEro NMyHKTA, U NekapcTBEHHbIX NpenapaTos, oTnyckaembix 6e3 peuenta [(nanee -
nekapcTBeHHbIe npenaparsi, nognexatiine npeamMmeTHO-KONTMYEeCTBEHHOMY YHETY); |

nekapcTBeHHble npenapaTbl, obnagawowme aHabonuyeckown aKTVlBHOT‘Tb}O (B
COOTBETCTBUM C OCHOBHbIM hbapmakonorndeckum Aencremem)™(7) m oTHocswpecs Mo
aHaToOMO-TepaneBTUYECKO-XMMUYECKON Knaccudgukauum, pekoMeHZoBaHHOW BchMpHoﬁ
opraHu3aumen sapasooxpaHenus (aanee - ATX), k aHabonuueckum ctepongam (kog A14A)
(Ranee - nekapcTBEHHbIE NpenapaTbl, obnagatwme aHabonn4yeckon akTUBHOCTbIO);

nekapcTBEHHble npenapaTthbl, ykasaHHble B nyHkTe 5 [lopsgka oTnycka u3nyeckum
nuuam nekapcTBeHHbIX npenapaToB AN MeAWUMHCKOro NPUMEHEHUS, coAepallux Kpome
MarblX KONMYECTB HapKOTUYECKWX CPEACTB, MCUXOTPOMHBIX BELUECTB M UX MpeKypcopos
Apyrve apmakonornyeckue akTMBHble BELLECTBA, YTBEPKAEHHOIO NpuKasom MVIHI/ICTepCTBa
34paBoOXpaHeHus U couuanbHoro passutus Poccuiickon ®epepaumm ot 17 mas 2012 r.
N 562H*(8);

nekapCTBEHHble npenapartbl, M3roTaBNMBaeMble MO peuenTy Ha eKapGTBEHHEIN
npenapar W cojepxalwue HapKoTU4eckoe CpeacTBO WM  MNCUXOTPOMHOE BELLECTBO,
BHeceHHoe B cnucok |l MepeyuHsa, u gpyrue apmakororMyeckme akTUBHbIe BelliecTBa B
[03€, He MpEeBbIlLAKLEN BbICLUYIO pasoByld A03Y, W MpU  YCNOBWMM, 4YTO 3TOT
KOMOVHMPOBAHHLIN  JIEKAapCTBEHHLIN npenapar He SABNAETCH  HApKOTUYECKMM  Unu
NCUXOTPONHbBIM JNleKapCTBEHHbIM Npenapatom cnucka ll. -

Mo peuentam, BbiNUCAHHLIM HA peuenTypHbix 6naHkax dopmbl N 148-1/y-04 (n1) nnn
dopmbl N 148-1/y-06 (1), oTnyckawTCca NeKapcTBEHHble mnpenapartbl, BblNUCbIBAEMEIE
rpaxgaHam, MMetoLMm npaso Ha BecnnaTtHoe nonyyYeHne nekapcTBEHHbIX npenapgTOB nnu
nonyyYyeHue nekapcTBEHHbIX npenapaTtoB CO CKUAKOW (Aanee - nekapcTBEHHbIE np@napaTbl
oTnyckaemble 6ecnnaTHO UNu co CKUOKOMN).

Mo peuentam, BbINUCAHHbIM Ha peuenTypHbIX ©GnaHkax Qopmbl N 107-1ly,
OTNyCKaloTCA MHbIE NIEKAPCTBEHHbIE NpenapaTbl, He yka3aHHble B ab3alax nepBoM, TpeTbem
- EBATOM HACTOSILEro MyHKTa, 3a UCKMOYEeHNEM fiekapCTBEHHbIX NpenapaTos, OTrIYCKaeMle
0e3 peuenTa.

5. OTnyck nekapcTBeHHbIX MpenapaTtoB, He YyKasaHHbIX B NyHKTe 4 HaCTomumx
[MpaBun, B COOTBETCTBUM C WHCTPYKUUAMM NO UX MEAULIMHCKOMY MPUMEHEHUIO
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OcyLLleCTBnﬂeTCFI 6es3 peuenTos. ‘

6. OTnycKk nekapCTBEHHbIX npenapaTtoB OCYLUECTBASETCA B TeYeHue yKasaHHoro B
peuenTe cpoka ero AencTaus npu obpalleHnmn nuua kK cybbekTy po3HUYHOW TOProBny.

B cnyyae otcyTcTBUA y cybbekTa pO3HUYHOW TOProBNU fIEKApPCTBEHHOrO npenapara,
yKkasaHHoOro B peuente, npu obpaweHnn nuua K cyObekTy pPO3HWUYHOW TOProBnu peuent
npuHMMaeTcs Ha oOcnyxuBaHue B  crefylwme Cpoku  (ganee  -0TCPOYEHHOE
obcnyxunsaHue):

peuent ¢ nomeTtkon “statim" (HemeaneHHo) obcnyxuBaeTcA B TeYEHWE OOHOro
paboyero AHs co AHA obpalleHusa nuua K cyobekTy pO3HUYHOWN TOProBnu,

peuenT ¢ nomeTkon "cito" (Cpo4HO) obcnyxmBaeTca B TeYeHne AByx paboymx gHen co
AHSA obpalleHus nuua Kk cybbekTy po3HUYHOWN TOProBiw;

peLenT Ha NeKapCTBEHHbI npenapat, BXOASLMA B MUHUMAmbHbIA acCoOPTUMEHT
rnekapCcTBEHHbIX NpenapaToB AN MeAUUMHCKOrO NpUMEHEHUs, HeoBxoanuMbIX Ans OKa3aHNs
MeauumMHckon nomowmn*(9), obcnyxuBaeTcs B TedeHne nsATM  paboumx AHeR | co  AHs
obpalleHusa nuua K cybbeKkTy pO3HUYHOW TOProBnu;

peuenT Ha J'IeKapCTBeHHbIVI npenapat, oTnyckaembli 6ecnnaTHO unu co CKVIAKOVI n He
BOLUEALUMA B MUHUMANbHbLIA acCOPTVMEHT NleKapCTBEHHbIX Npenapartos Ans MeAULIMHCKOTo
NpUMeHeHus1, HeobxoaumbIX AN OKasaHUA MeAaUMUMHCKOW nomolm, obcnyxusaeTtcs B
TeyeHne aecaTn paboumnx AHEN CO AHA obpaLLeHns NuLa K CyGbekTy PO3HUYHON TOProBAK;

peuenTbl Ha NeKapCTBEHHble npenapaTbl, HazHadYaemble MO peLleHno BpayvyebHOn
KoMMCCUM, OOCIYXMBALOTCA B TeYeHue NaTHaALaTh paboyunx AHen co AHs obpallerus nuua
K CyObeKkTy PO3HUYHON TOProBnu. l

3anpeljaeTcss OTnyckaTb JieKapCTBEHHbIE npenapaTthl no peuentam c MCTeKUJMM
CPOKOM AEWCTBUSA, 3a UCKIIOYEHMEM Cryyas, KOraa Cpok AencTBus peuenTta uctek B nepuoa
HaxXoXAEeHWUs ero Ha OTCPOYEHHOM ODCNY>XXMBAHUN.

Mpu ucteyeHnn cpoka A4encTBYS peLenTa B NeprMoa HaxoXaeHs ero Ha OTcpoquHOM
obcnyXuBaHUM OTNYCK NEKapCTBEHHOrO NpenapaTa no Takomy peuenTy OCYLLleCTBI'IﬂeTCH bes
ero nepeogopmMneHus.

7. JlekapcTBeHHblE NpenapaTbl OTNYCKaTCA B KONNYecTse, ykasaHHOM B pethenre 3a
UCKIMIOYEHNEM cryyaeB, KOraa ANfA NekapCTBEHHOro npenapara yCTaHOBNEHbl NPeaeribHo
AONyCTUMOE UNU PEKOMEHAOBAHHOE KONMUYECTBO AN BbIMUCbIBAHUA HA OAWH peuen;r*(m).

Mpu npeabsBneHWn peuenta C MpeBbiLEHMEM MPEAENbHO AOMYCTUMOro Wi
pEeKOMEHAO0BAHHOIO KONMWYecTBa FeKkapCTBEHHOro npenaparta Ans BbINMUCbIBAHWUS (HA OAWH
peuent dapmaueBTudecknin paboTHUK uHopmupyeT 06 3ToM nuuo, npe,qCTaBMBu.lee
peuenT, PyKOBOAUTENS COOTBETCTBYIOLIEN MEAWLIMHCKON oOpraHusauum 1 OTnyckaeT
yKasaHHOMy 1nuuy YCTaHOBMIEHHOE COOTBETCTBEHHO MpeAenibHO  AONycTUMOe  MIU
pekoMeHAOBaHHOE KOMUYECTBO NEeKapCTBEHHOro npenapaTta ANs BbINMUCbIBAHWUA |HA OAWH
peuenT ¢ npocTaBleHneM COOTBETCTBYIOLLEN OTMETKN B peLenTe.

Mpn Hanuuun y cybbekra pPO3HUYHOW TOProBNU NEeKapCTBEHHOMO npenapaTa c
AO3VNPOBKON, OTNNYHOW OT AO3NPOBKA NEKapCTBEHHOrO npenapara, ykasaHHow B peuenTe,
OTMYCK WMEIOLLEerocs neKkapCcTBEHHOro npenaparta [OnyckaeTcs, ecny A03UPOoBKA Takoro
JNleKapCTBEHHOrO npenapaTta MeHblue O03UPOBKM, ykaszaHHOW B peuenTte. B Takom cnydae
OCYLLIECTBNAETCA MNepecyeT KoNMuyecTBa IEKapCTBEHHOro npenapara C y4eToM Kypca
rneyeHus, ykasaHHOro B peLenTe.

B cnyyae ecnu posvpoBKa NekapCTBEHHOro npenaparta, MMmeroLerocs y cybbekra
PO3HMYHOW TOProBNW, NPEBbILLAET [O3UPOBKY NEKapCTBEHHOro npenapara, ykasaHHylo B
peuenTe, pelleHve o6 oTnycke NekapcTBEHHOro NpenapaTa ¢ Takol A03VUPOBKOV NPMHUMAET
MeauUMHCKUIA paboTHUK, BbINUCABLUMIA peuenT. )

8. OTnycKk nekapcTBEHHOro npenaparta OCyLIeCTBNAETCH B NEPBUYHON U BTOPUYHON
(noTpebutenbckon) ynakoBKax, MapkupoBKa KOTOPbIX AOMKHA oOTBeyaTb TpeboBaHMAM
ctatb 46 ®epepanbHoro 3akoHa oT 12 anpena 2010 r. N61-®3 "O6 obpaijeHun
nekapcrtBeHHbIX cpeacTts'*(11), a ynakoBka Ans HapKOTVI‘-IeCKVIX N MNCUXQTPONHbIX
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"O6 yTBEPX/AEHUM NPaBWN OTNYCKa NEKapCTBEHHbBIX NpenapaTos ASis
MEAUUUHCKOrO NDUMEHEHIR, B TOM YUCNE MMYHOBMONOTNHECKIX
NeKkapcTBEHHbIX MpenapaTos, anTeYHbiMW oprauwaauwﬂm
VHAUBUAYaNbHLIMU NPEANPUHUMATENAMM, meroumw NMUEH3NI0 Ha
hapmaLeBTUHECKYIO AEATENbHOCTL" (He BCTYNWA B CUAY)

Cuctema FTAPAHT aapo Mpuka3 MuHucTepcTsa 3apasooxpaHerus PO ot 11 uons %17 r. N 403H

nekapcTBeHHbIX npenapaToa crnvcka H - TpeGOBavaM nyHKTa 3 cratbn 27 Q)e,qepaanOfo
3akoHa oT 8 saHBaps 1998 r. N 3-®3 "O HapkoTM4eckux cpeacTBax WM MCUXOTPOMHEIX
BeljecTtBax"*(12). ’

HapyweHne nepBuYHOM YNakoBKW NEeKapCTBEHHOro npenaparta npu ero omyCKe
3anpeLyaeTcs.

HapyweHne BTOpUYHON (NOTPebuTenbCKon) YyNakoBKU NEKapCTBEHHOrO npemapaTa n
OTNYCK NeKkapCTBEHHOro npenapata B NepBUMYHOW YyNakoBKE OOMyCKaeTCA B cnyvyae, ecrnu
KONUYECTBO NEKApCTBEHHOro npenapara, ykasaHHoe B peuenTte nnu Heobxogumoe nuy,
npuobpeTatowemy nekapcTBeHHbIN npenapat (npu OespeuenTypHOM OTNyCKe),  MeHbLlle
Konuyectea nekapcTBEHHOro npenapara, copepatierocs BO BTOPUYHOW
(noTpebutenbckoi) ynakoBke. B Takom cnydae npu OTnNycke NekapCTBEHHOro npenapara
nuuy, npuobpeTaroLlemy nekapCTBeHHbI npenapaT, npeaocTaBnseTcs VlHCprKLMFI (konusa
WHCTPYKLUUK) NO NPUMEHEHUIO OTNYCKaeMoro nekapcTBEHHOro npenapara. ‘

9. lNpu oTnycke nekapCTBEHHbIX NpenapaTtoB No peuenTty cbapmaueamqecxmm
paboTHUK npocTaBnseT OTMETKy Ha peuente o6 OTnycke nekapcTBEHHOro npenapaTa >
yKasaHuem: \

HanMeHOBaHMA anTe4YHon opraHusauumn (pamunum, UMeHu, otyecTsa (Npwu Hanmqwm)
UHAUBUAYaNbHOro NpeanpuHUMaTens);

TOProBoro HauMeHoBaHUA, LO3MPOBKM U KONMYECTBA OTNYLIEHHOrO neKapCTBeHHoro
npenapara,

damunuu, umeHn, otyecTsa (Npu Hanuuuu) mMeauuMHCKoro paboTHWKa B Ecnyqasax,
ykasaHHbIx B ab3aue yetseptom nyHkTa 7 u absaue Tpeteem nyHkTa 10 HacToawwmx Mpasun;

PEKBU3UTOB  [OKYMEHTa, YAOCTOBEPSIOLIero MWYHOCTb  NUUA,  MOMYHYUBLLErO
NeKapCTBeHHbIW npenapar, B cryvae, ykazaHHOM B nyHkTe 20 HacTosawwmx MNpasun; |

damunuu, uMeHn, oT4yecTBa (NpM Hanuuum) dapmMmaueBTUYECKOro pd60THMKa
OTNYCTUBLLErO NekapCTBEHHbLINA Npenapar, U ero NoAnNucy, ‘

AaTtbl OTMNycKka flekapCTBEHHOro npenapara. ;

10. Mpu oTnycke neKapCTBEHHbIX npenapaTtoB MO PeuenTy, BbIMUCAHHOMY Ha
peuentypHoM 6navke copmbl N 107-1/y, Cpok AENCTBMA KOTOPOro COCTaBnsieT OAWH rog
*(13), 1 B KOTOPOM yKa3aHbl Nepuoabl K KONMYECTBO OTMYyCKa NiekapCTBEHHOro npenapaTta (B
Kaxabli nepuoa), peuenT Bo3BpaljaeTcsa nuuy, npuobpeTatolemMy neKkapGTBEHHEIN
npenapar, ¢ OTMETKOIA, coAepxaLlell CBeaieHs], ykadaHHble B nyHKTe 9 HacToAwwmx [1pasur.

MNpn ouyepenHom obpalleHnn nuua K cybbekTy PO3HWYHOW TOProBAM C| AAHHbLIM
peLenToM y4uTbIBAOTCA OTMETKU O npefblayllem OTMyCcke NeKkapcTBEHHOro npenapara o
TakoMmy peuenTy U B criydyae npuobpeTeHus NULoM KonumyecTsa nekapcTBEHHOro npenapara,
COOTBETCTBYIOLLErO MaKCMManbHOMY KONMMYECTBY, yKazaHHOMY MEAULUHCKMM paboTHUKOM B
peuenTte, a TakkKe Mo WCTEYEHUW Cpoka AENCTBUS peLenTa, Ha peuenTe NpocTaBnseTcs
wramn "JlekapcTBEHHbIW NpenapaT oTnyLweH" 1 peuenT Bo3BpaLlaeTcs nuuy. T

EAvHOBpEeMeHHbI 0TNyck nekapcTBeHHOro npenapara no peuenTy, BbiNMCakHoOMYy Ha
peuenTypHom 6naHke dopmbl N 107-1/y, CpOK OENCTBUSA KOTOPOro COCTaBnsieT OJJMH rog
*(13), 1 B KOTOPOM yKa3aHbl Nepuoabl U KONMYECTBO OTMYCKa NEKApPCTBEHHOro npenapaTta (B
KaXabli nepuod), AOMNYyCKaeTcsi TOSIbKO NO COrfacoBaHUIO C MeaULMHCKAM paGOTHMKOM
BbINMCaBLUMM peuenT.

11. lpun oTnycke nekapcTBEHHbIX nNpenapaToB Mo peuenTy, BblnmcaHhomy Ha
peuenTypHom 6naHke copmel N 148-1/y-04 (n) unu cdopmbl N 148-1/y-06 (1), 3anofHeHHEIA
KOpewoK Takoro peuenta nepegaetca gapmaueBTU4eCKUM  pabOTHUMKOM  nuly,
npuobpeTatoLiemy (nonyyaroLlemy) nekapCTBeHHble npenaparTbl.

12. lNpn oTnycke HapKOTUYECKOrO M MNCUXOTPOMHOro JieKapCTBEHHOrO npenapaTta
cnucka |l Ha peuente o6 oOTnycke nekapCTBEHHOro npenapaTta npocTaBnAeTcs neyarb
anTeku unu anTeyHoro MyHKTa, B KOTOPOW yKa3aHo UX NONHOe HauMeHoBaHue (npm Hannynm
nevartm). .
13. Mpu otnycke MmmyH06monormqu|<oro neKapCTBeHHoro npenapara Ha | peuenre

S = f | E—
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Cucrema FAPAHT aapo Mpukas MuHucTepcTea 3gpaBooxpaHeHua P® ot 11 nona 2017 r. N 403+
"06 yTBEepXAEHUN NpaBun OTNyCKa fekapcTBEHHbIX NpenapaTos A1

MEANLIMHCKOTO NPUMEHEHMSA, B TOM UNCNE UMMYHOBMOMOrMHECKIX

NeKapcTBEHHbIX NPENAPAaToB, anTeYHbIMW OPraHu3aLmnami,

VHAMBWAYaNbHLIMU NPEANPUHUMATENAMM, UMEIOLNMUY NTLEHSVIO Ha

hapmMaueBTUIECKYI0 AEATENBHOCTL" (HE BGTYNUN B Cuily)

unu KOpeLUKe peuenTa KOTOprI/I ocTaeTcs y niua, npmo6peTa+ou4ero (nonyqarou.tero)
nekapcTBEHHbIA nNpenapat, ykasblBaeTcss TOYHOe Bpems (B 4vacax u MVlHyTaX) oTnycka
nekapcTBEHHOro npenapara.

OTnyck MMMYHOBMONOrMYECKOro NekapCTBEHHOrO npenapara ocyLecTsnseTcs nuuy,
npuobpeTarowemy (nony4yawuwlemMy) fnekapcTBEHHbIW npenapart, fnpwu Hanuyiun| y Hero
cneuunanbHoOro TePMOKOHTENHepa, B KOTOpbI nomewlaeTcs nekapcTBEHHbIM npenapart, C
pasbsCHEHVeM HeobXoAUMOCTM [OCTaBKW [AAHHOrO feKapCTBEHHOro npenapaTta B
MEAULMHCKYI0O OpraHM3auuio nNpu yCcrioBUM XpaHeHus B crneuuanbHOM TEPMOKOHTEWHepe B
CpOK, He npesbllaroLmin 48 YacoB nocne ero npuobpeTeHus.

14. OcraloTca n xpaHatcsa y cy6beKTa PO3HUYHOW TOprosnu peuenTbl (C OTMeTKOI/I
"IlekapcTBEHHbIN NpenapaT oTnyLweH") H

HapkoTudeckne u l'lCVIXOTpOrIHbIe neKapcTBEHHble  npenaparbl cnmcxa I,
NCUXOTPOMHbIE NeKapcTBEHHble npenapaTsbl cnucka Il - B Te4eHne natu ner; '

nekapcTBeHHble npenapatbl, OTnyckaeMble 6ecnnaTHo UNU CO CKUAKOW, - B) TedeHne

Tpex ner;

KOMOUHUPOBAHHbIE ~ NEKAPCTEEHHbIE Mpenapartbl, CoAepkalive HapKofrmquKme
cpeactBa WM MCUXOTPOMHble BelecTsa, BHeceHHble B crmcku |1 u I Nepeyns,
W3roTOBMIEHHbIE B anTe4yHOW opraHusauuu, nekapcTBeHHble npenapaTbl, obnapatowmne
aHabonuyeckoin aKTUBHOCTbIO, nekapcTBeHHble npenapartbl, nognexatyne

NpeAMETHO-KONMYECTBEHHOMY YYETY, - B TEYEHUE TPEX NET;

nekapcTBeHHble npenapaTtbl B XWAKOW NekapCTBEHHOW hopme, coaepxalume bonee
15% atunoBoro cnupTta oT 06bema rotoBoN NPoAyKUMU, NHble NeKapCTBEHHblE NpenapaThl,
oTHocsiwmecsa no ATX K aHTuncuxotuyeckum cpeacteam (kog NOSA), aHkcuonuTUkam (Kog
NO5B), cHoTBOpHbIM U cefaTuBHbIM cpeacTeam (kog NOSC), aHtugenpeccantam (kog NOGA)
1 He noanexatyne npeaMeTHO-KONUYECTBEHHOMY YYETY, - B TEYEHNE TPEX MECHLIEB,

15. PeuenTsbl, He yka3aHHble B nyHkTe 14 HacTosawmx [NpaBun, oTMevaTcsa WraMnom
"llekapCcTBEHHbIW  Npenapar oTnyweH" W BO3BpawarTca  nuuy, nony’-wusu.lemy
fekapCcTBEHHbIN nNpenapar.

PeuenTbl, BbINUCaHHbIE C HapyLleHnem YCTaHOBIEHHbIX npaeun*(14),
PErCTPUPYIOTCA B IKypHane, B KOTOPOM YKasblBAlOTCS BbIsiIBMIEHHble HapylleHus B
odpopmneHuun peuenTa, hamunus, UMs, OTYECTBO (MPU HaNU4nn) MegULUHCKOro paboTHUKA,
BbiNWCaBLUEro peuenTt, HauMeHOBaHWe MEeAWLMHCKOW opraHusauuu, MpuHATHIE Mepbl,
oTMevaloTcs wramnom "PeuenT HegencteuTeneH" n Bo3BpalwlaroTca nuuy, npeacraBusLLEmy
peuent. O dakrtax HapyweHus npasun OhOpMIeHUs peLenTtoB CYObeKT PO3HUYHOW
TOProBAY MHPOPMUPYET PYKOBOAMTENS COOTBETCTBYIOLLEN MEeAULMHCKON OpraHu3aunm.

16. lpun oTnycke nekapcTBEHHOro npenaparta dapmaueBTn4ecKkum pa6OTHMK
UHopmupyeT nuuo, npuobpeTaroLlee (nony4arLlee) NekapCcTBEHHbIV Npenapar, 0 pexume
W [o3ax ero npvema, npasBunax XpaHeHus B AOMALUHUX YCNOBMSAX, O B3aMMOAEWCTBUM C
APYrMMU NnekapCcTBEHHbIMU NpenapaTamu. !

17. lpu oTnycke nexkapCTBEHHOro npenapaTta apmaleBTUYECKUn pa6OTHVIK He
BNpaBe NpPeaocTaBnsATb HEAOCTOBEPHYID M (UNW) HEMOSHYK WMHGOPMAaUMIO O |[HanM4nu
NeKapCTBEHHbIX NpenapaToB, BKKOYAS NEeKapCTBEHHbIE NpenapaTbl, MMeLlme o,quaKOBoe
MexXayHapoAHOe HenaTeHTOBaHHOE HanMeHOBaHWe, B TOM YUCIE CKpbiBaTb Mchopmaumo o}
Hanu4yMm NeKapCTBEHHbIX NpenapaTos, UMeKLLMX bonee HU3Kyo LueHy*(15).

18. Banpewaetca oTnyck danbcuuUnMpoBaHHbIX, He,qo6p0KaquTBeHHb|x "
KOHTpacdpaKkTHbIX NeKkapCTBEHHbIX NpenapaTtos™®(16).

Il. TpeGoBaHMsA K OTNYCKY HAPKOTMYECKUX U MCUXOTPOMHBIX NEeKapCTBEHHbLIX
npenapartoB, JleKapCTBEeHHbIX NpenaparoB, oonagarwmux aHabonnyeckon
aKTUBHOCTbIO, MHbIX JIeKapCTBEHHbIX Npenaparos, noagnexawmux
NnpeaMeTHO-KOJIMYECTBEHHOMY y4yeTy

- — . - e ek e S IS = 2 i
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Cucrema FTAPAHT aspo Mpukaa MuHUCTEpCTBa 3apaBooxpaHerus PO ot 11 uona 2017 r. N 403+
"Q6 yTBEPXAEHUN NPaBUN OTNYCKA NEKapCTBEHHbIX npénaparoa ana

MEAMLMHCKOrO NPUMEHEHMSA, B TOM YUCNE UMMYHOBWONOrUHECKUX

NEeKapCTBEHHbIX NPENapaTos, anTeYHbIMUA OpfaHu3auuamit,

MHAWBWUAYANLHBIMU NPEANPUHAMATENAMUY, UMEIOLVMUA NULEH3UIO Ha

hapmaLieBTUHECKYI0 AEATENBHOCTL" (He BCTYNUN B cuny)

|

19. OTnyck HapKOTUYECKUX U  MCUXOTPOMHBIX JIEKAPCTBEHHbIX MpefapaTtos,
nekapcTBEHHbIX npenapartoB, obnagalwmx aHabonMyeckon akTUBHOCTBIO, NEeKapCTBEHHEIX
npenapaTtoB, MNoAneXalux NpeaMETHO-KONMMYECTBEHHOMY  Y4eTy,  OCYLLEeCTBNAeTCs
dhapmaueBTUHeckuMu paboTHUKaMK, 3aHUMAOLWMMN AOSMKHOCTU, BKITIOYEHHbBIE B MepeveHb
LOMKHOCTEN (hapMaueBTUYECKUX M MEAUUMHCKUX pabOoTHWKOB B OpraHusaumsx, KOTopbim
NpefocTaBneHo MnpaBoO  OTMYCKAa  HAPKOTUYECKUX  JIeKapCTBEHHbIX npenapaTtoB W©
NCUXOTPONMHbIX NEKaPCTBEHHbIX NpenapaToB (PrM3nMyecknmM nuuam, yTBEPXAEHHbIW Npukasom
MunuctepcTBa 3gpaBooxpaHeHns Poccunckon ®enepauumn ot 7 ceHTs6ps 2016 r. N 681H
(3apeructpupoBaH MuHucTepcTeom toctuuun Poccuinckon depepaunn 21 CeHTﬂ6pF| 2016 r
peructpaumoHHbii N 43748). t

20. HapkoTuyeckne u NCUMXOTPOMHbIE NeEKapCTBEHHble npenaparbl cnmcxa I, 3a
NCKIIOYEHNEM NEKApCTBEHHbIX MpenapaToB B BUAE TPaHCAEpPMAarbHbIX TepaneBTUYECKNX
CUCTEM, OTMNYyCKATCA NpU npeabsABleHNn OOKyMEHTa, yAOCTOBEPSAOLIEro NMYHOCTb, Ly,
ykasaHHOMy B peuenTte, ero 3akoHHOMYy npeactasuTento™(17) wnu nuugy, uMetolemy
OpOpMIeHHYI0 B COOTBETCTBMM C 3aKoHoAaTenbCTBOM  Poccuiickon d)é,qepaumm
AOBEPEHHOCTb Ha MPaBo MOMYYEHUA TakuX HAPKOTUHECKUX N NCUXOTPOMHbIX ﬂeKapCTBeHHbIX
npenaparos.

21. HapkoTuyeckue u NCUXOTPOMHbIE NEeKapCTBEHHble Mnpenaparhbl cnmcka Il (3a
UCKIMIOYEHWEM NeKapCTBEHHbIX NpenapaTtoB B BUAE TpaHCAEpMaribHbIX TepaneBTUYeCcKnx
CUCTEM), NpefdHasHayeHHble AN rpaxaad, umelowmx npaeBo Ha 6GecnnatHoe nonyyYeHwne
JIeKapCTBEHHbIX NpenapaToB WNW NONyYEeHWE NEeKaApCTBEHHbIX NpenapaToB CO |CKUAKOW,
OTNYCKaKTCA NpU NPeaAbsBNeHUN peLenTa, BbiNMMCAaHHOrO Ha peuenTypHOM OnaHke (opmMbl
N 107/y-HI1, n peuenTta, BbINUCAaHHOrO Ha peuenTtypHom 6naHke cdopmbl N 148- 1/y 04 (n)
unu cpopmbl N 148-1/y-06 (n).

lNlekapcTBeHHble Npenapatbl, yKasaHHble B ab3alax TpeTbeM - BOCbMOM ﬂyHKTa 4
HacToawwmx [lpaBun, npefHasHayYeHHble ANA rpaxaaH, WMeWUX npaBo Ha nonyyYeHune
neKapCTBEHHbIX NpenapaTtoB, OTnyckaeMblX 6ecnnaTtHo Unu co CKUAKOW, OTMycKawTcs Mnpu
npeabsBneHMn peuenTa, BbIMMCAHHOIO Ha peuenTypHoM 6GnaHke opmbl N 148-11/y-88, u
peuenTa, BbIMMCAHHOrO Ha peuenTypHoMm Onavke dopmbl N 148-1/y-04 (n) uny opmbl
N 148-1/y-06 (n). |

22. ocne otnycka HapKOTMYECKUX W MCUXOTPOMHbLIX FEKAPCTBEHHbIX npenapaTOB
cnucka Il, B Tom uncne B BUAe TpaHcOoepMarnbHbIX TepaneBTUYECKUX CUCTEM, NCUXOTPOMHBIX
nekapcTBeHHbIX npenapatoB cnucka Il nuuy, nonyymsBllemy nekapCTBEHHbIN npenapar,
Bbl4aeTCsl CUrHaTypa C XeNnTo NON0COoN B BEPXHEN YacTu U HAANUCBIO YEPHbBIM LUPUPTOM Ha
Hel "CurHaTypa", B KOTOPOW YKa3bIBaOTCA: ;

HauMeHoBaHue u agpec MeCTOHaXOXAEHUA anTeKn UNn anTeYHOro NyHKTa; |

HOMep u AaTa BbINMCAHHOIO peuenTa; ‘

amMunua, UMs, OTYECTBO (MPW HanUuuM) nuua, AN KOTOPOro npeAHasHayeH
nekapCTBEHHbIVA Npenapar, ero BO3pacT;

HOMEp MeAUUMHCKON KapTbl nauueHTa, nonyvawlwero MeauLMHCKYHO MOMOLLb B
ambynaTopHbIX YCroBUSAX, A8 KOTOPOro npegHasHa4veH NekapCTBEHHbIM npenapar;

damMnnus, MMsi, OTYECTBO (NpW HanuUyumn) MegUUMHCKOro paboTHUKa, BbINWCaBLUErO
peuenT, ero KOHTaKTHbIA TenedgoH Nnbo TenedoH MeANLIMHCKON OpraHu3auuy, '

copepxXaHue peuenta Ha NaTUHCKOM A3bIKE;

dhamunus, uMs, OTYECTBO (NPK HanNMYUKU) U NoANUCL hapmaLeBTUYECKOro pa6omw«a
OTNYCTUBLLErO NeKapCTBEHHbIN Npenapar;

pata oTnycka nekapcTBeHHOro npenapara.

23. OTnycK 3TUNIOBOro CnNupTa NPou3BoAUTCA MO peuenTty C y4eToMm yCTaHOBJ'IeHHbIX
TpeboBaHuit K 06bEMY Tapbl, YNakoBKE U KOMMIEKTHOCTU NleKapCTBEHHbIX npenapaTtos*(18).

JlekapcTBeHHble npenapaTtbl, coAepXawue STUNOoBbIA CNUPT, B TOM 4uche
N3roTOBMEHHbIE NO peuenTty Cy6'beKTOM posquHow Toprosnm VIMe}OLLlI/IM nmueHsvuo Ha

; 7111
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Cucrtema FTAPAHT aspo MNpuka3 MuHUcTEpCTBa 3apaBooxpaHerus PO ot 11 uons 2:017 r. N 403H
"O6 yTBEpPXAESHUU NPABUN OTNYCKA NEKapCTBEHHbIX NpénapaTos Aris

MEAWULMHCKOrO NPUMEHEHUSA, B TOM YUCNE UMMYHOOUONOrUYECKKX

NEeKapCTBEHHbIX NPenapaTos, anTe4HbiMU OpfaHn3aumnamM,

VHAUBMAYaANbHLIMU NPEANPUHUMATENAMM, UMEIOLWMU NULIEH3UIO Ha

(apmayeBTUYECKYIO AEATENBHOCTL" (He ac_‘rynnn B CUny)

cbapmaueamqecxyro AEeATEeNnbHOCTb C npaBOM N3roTOBNEHUS NEKapCTBEHHbIX npenapaToa
OTNYCKAIOTCA C YYETOM YCTAHOBMIEHHbIX TpeboBaHuW K oObemy Tapbi, YMNakoBke W
KOMMMEKTHOCTU NleKapCTBEHHbIX npenapaTtos™(18).

24. 3anpellaeTca pasaenbHblil OTNYCK NeKapCTBEHHbIX CPEACTB, on,qgumx B COCTaB
neKapcTBEHHOro npenapara, U3rotaBnMBaemMoro cybbekToM PO3HUYHOW TOProBIu.

25. 3anpewaeTcsa OTNYCK CyObLEeKTOM pPO3HUYHOW TOProBNM JfieKapCTBEHHLBIX
npenapartoB, yKasaHHbIX B nyHkTte 4 Hactoswwux [lpaBun, no peuentam BeTEpPUHAPHEIX
opraHusauuin.

lll. TpeboBaHUA K OTNYCKY NeKapCTBEHHbIX NpenapaToB No TpeGoBaHUAM- Haluia.qublM
MeAULIMHCKUX OpraHu3auuin, UHAMBMAYanNbHbIX NpeanpuHUMaTenen, MMerLWmx
SINLEH3UI0 HAa MeAULIMHCKYIO AeATEeNbHOCTb [
i’

26. TpeboBaHue-HaknagHas Ha OTNYCK NeKapCTBEHHbIX NpenapaTos odopmisieTcs B
COOTBETCTBUM C WHCTpyKUMEen O nopsigke BbINMUCbIBAHUSA NEeKapCTBEHHbIX npenépaToe n
odopmneHns peuentosB n TpeboBaHNA-HaKNaAHbIX, YTBEPXAEHHON NPUKa3oMm MMHmpTepCTBa
3ApaBOOXpaHeHUs n couunanbHoro passutus Poccuiickon ®epepauun ot 12 dpespansa 2007
r. N 110 "O nopsgke HasHaYeHWs 1 BbINUCbIBAHWA NEKapCTBEHHbIX Npenapartos, u3aenunin
MEOUUMHCKOrO HasHayeHua W CcrneunannanpoBaHHbIX MPOAYKTOB nevyebHoro nutaHus"
(3apervcTpupoBaH MuHuctepcTeom toctuumm Poccuitickon ®epepauuun 27 anpenﬂ‘ 2007 r.,
peructpaumoHHbii N 9364)*(19).

Hdonyckaetcs OTNyCK JIEKapCTBEHHbIX npenapaTtoB no TpeboBaHUAM- HaKﬂaﬂHblM
MEAULMHCKUX OpraHusauvMi v nHansuAayanbHbIX npeanpuHuMaTenein, UMerLnx nuueH3uto
Ha MeAULMHCKYI0 AeATENbHOCTb, OCPOPMNEHHBIM B 3MEKTPOHHOM BUAE, €CNU MeanLuHCKas
opraHusauus, uHaMBMAyanbHbIN NpeAnpuHUMaTeNb, UMEOLLMA NNLIEH3NIO Ha MEAULIMHCKYIO
AEATENbHOCTb, U CYOBLEKT PO3HUYHCOW TOProBNWN SABNSAIOTCH COOTBETCTBEHHO yqaCTHMKaMM
CUCTEeMbl NH(POPMALMOHHOIO B3auMOAENCTBUA NO OOMEHY CBeleHUAMMN.

27. OTnycK HapKOTUYECKUX M MNCUXOTPOMHbIX NeKapCTBEHHbIX NpenapaToB ¢nmcka I,
NCUXOTPOMHBIX NIEKAPCTBEHHbLIX npenapaTtoB cnucka lll, HbIX NekapCTBEHHbIX npenapaTaos,
noanexalimx npeaMeTHO-KONUYEeCTBEHHOMY Y4eTy, B TOM Yucre oTnyckaemblx 6es peuenta,
OCYLLEeCTBNSETCA NO OTAENbHbIM TpeboBaHNSAM-HaKNaAHbIM. ;

28. 3anpeljaeTcs OTNYCK HAPKOTUYECKUX W MCUXOTPOMHBIX  NEKapCTBEHHbIX
npenapaTtoB cnvcka |, B TOM Yucne B BuAE TpaHcAEpManbHbIX TEpPaneBTUYECKUX CUCTEM,
MCUXOTPOMHbLIX NEKApCTBEHHbIX npenapaTtoB cnucka |l no TpeboBaHWsM-HaknagHbIM
UHAMBUAYaANbHOTO  NpeanpuHUMaTtens, WUMerWero  NULEeH3nlo  Ha Me,qVILMHCKy}O
aearenbHocTb*(20).

29. [lpu oTnycke nekapcTBEHHbIX MpenapaToB apMaueBTUYEeCKUm pa60Tan<
npoBsepsieT Haanexailee odopmreHne TpeboBaHWA-HaKNagHOW W MNPOCTaBAAeT Ha Hei
OTMETKY O KOSIM4ECTBE U CTOMMOCTU OTNYLLEHHbIX JIEKAPCTBEHHbIX NpenapaTos. ‘

30. Bce TpeboBaHus-HaknagHble, MO KOTOPbIM  OTNYLUEHbI ﬂeKap(%TBeHHble
npenaparbl, NoAnexaTt OCTaBMEHNIO N XPaHEHUIO Y CyObeKTa pO3HUYHOW TOProBmu: |

Ha HapKOTUYEeCKMEe U NCUXOTPOMHble JleKapCTBEHHble npenaparthbl civcka I,
NCUXOTPONHbIE NeKapCTBEHHble npenapatbl cnucka |l (B OTHOWEHWW anTek U anTeYHbIX
MYHKTOB) - B TEYEHUE NATU NeT; [

Ha NekapcTBEHHbIE npenapaTbl, NoAnexalme npeaMeTHO-KONMMYECTBEHHOMY YYeTy, -
B TEYEHUe Tpex ner, ‘

Ha VMHble NekapCTBEHHbIE NpenapaTbl - B Te4eHue O4HOro roaa.

31. HapylwieHue nepBuU4HOI yNakoBKK NEKAPCTBEHHOMO npenapaTta npu ero oTnycke no
TpeboBaHUIO-HaKNagHOW AONycKaeTcsi CyObLeKTOM pPO3HWYHOW  TOProBnAvu, WUMELUM
NULEH3NI0 Ha papMaLIEBTUYECKYHO AEATENbHOCTb C NPABOM U3rOTOBIIEHUSA NEKapPCTBEHHBIX
npenapaTOB B Takom cnyqae OTI'lyCK J'IeKapCTBeHHOI'O npenapaTa OcyLueCTBnﬂeTCﬂ B

f
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Cucrema FAPAHT aapo Mpuka3 MuHucTepcTBa 3gpaBooxpaHernsa PO ot 11 uiona 017 r. N 403H
"06 yTBEPXKAEHUM NPaBUN OTNYCKa NEKAPCTBEHHbIX NPenapaTos ANA

MEAULMHCKOrO NPUMEHEHMS, B TOM YUCNE UMMYHOOWONOrUUECKKX

NeKkapcTBEHHbIX NpenapaTos, anTeHHbIMU OpraHn3aUmnamin,

UHAMBUAYANbHBIMU NPEANPUHUMATENAMN, UMEIOLINMU NULIEH3NIO Fa

papmayeBTUHECKYIO AEATENBHOCT" (He Bc'rynun B CUNY)

ynaKOBKe O(bOpMJ'IeHHOI/I B yCTaHOBJ'IeHHOM nopﬂ,uKe (21) c npenoc:TaBneHmeM VIHCprKLlI/WI
(KoUK MHCTPYKLUK) MO NPUMEHEHUNIO OTMYCKAaEMOro fieKapCTBEHHOrO npenapara.

l

*(1) MoanyHkT "4" nyHkTa 5 Yactu 4 ctaten 18, noagnyHKT nyHKTa 1 yactu l1 cTatby
33 d)e,qepaanoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O06 06pau.leva| nekapcTBEHHEIX
cpencts” (CobpaHue 3akoHopatenbctBa Poccuiickon denepauymm, 2010, N 16, cT. 1815;
N 42, ct. 5293; N 49, cT. 6409; 2014, N 52, cT. 7540). |

*(2) an/IKaSbI MVIHVICTepCTBa 3apasooxpaHeHus Poccuiickoin depgepaunn: |

oT 20 pekabpsi 2012 r. N 11750 "O6 yTBEp)AEHWW nopsiAka HasHaHeHWs u
BbINMCbIBAHWUA NEKApCTBEHHbIX MperiapaToB, a Takke OPM peLenTypHbIX GnaHkoB Ha
nekapcTBEHHble npenapatbl, nopsaka OodOpPMIEHMA YyKasdaHHbIX OnaHKoB, WX ydeta W
XpaHeHus" (3apernctpupoBaH MuHuctepcTBoMm toctuumm Poccuitckoin ®epepaumm 25 nioHs
2013 r., peructpauuoHHbli N 28883), C uU3MEHEHUsSMU, BHECEHHbIMW MpUKasamm
MuHuctepcTea 3gpasooxpaHeHus Poccuiickon ®epepaumm ot 2 aekadbps 2013 . N 886H
(3apeructpuposaH MuHuctepcTsom roctuyumn Poccuinckon depepauymm 23 pgekabps 2013 r.,
peructpauyunoHHblii N 30714), ot 30 uona 2015 r. N 386H (3apeructpupoBaH MrUHUCTEPCTBOM
toctuyum 6 asrycta 2015 r., pernctpauunoHHbin N 38379) n ot 21 anpena 2016 1. N 254H
(sapeructpupoBaH MuHuctepctBom toctuuumn Poccuiickon ®Pepepauun 18 wurona| 2016 r.,
pernctpaunoHHbin N 42887) (nanee - npukas N 1175H);

ot 1 aerycta 2012 r. N54H "O6 ytBepxaeHun dopmbl 6naHkoB peuenTos,
coepxalynx HasHa4eHue HapKOTUYECKMX CPEACTB W MCUXOTPOMHbIX BELUECTB, Nnopsiaka 1X
W3roTOBMEHUs, pacnpefeneHus, peructpauuu, yyeta W XpaHewus, a Tawke npasun
ocdopmneHus" (3apernctpuposaH MuHuctepcTeoM toctuuun Poccunckon depepauun 15
asrycta 2012 r., peructpauuonHbiii N 25190), ¢ U3MEHEHUSAMU, BHECEHHbIMU MPUKa3aMm
MuHuctepcTBa 3apaBooxpaHeHuss Poccuiickont ®epepaumn ot 30 wuioHs 2015 . N 385H
(3apeructpupoBaH MuHuctepcTeom toctuymm Poccuinckon ®epepauymm 27 Hosibpa 2015 r.,
peructpaunoHHbin N 39868) n ot 21 anpena 2016 r. N 2544 (3apeructpupoBaH
MuHuctepcteom toctuumn Poccuitickon depepauun 18 uions 2016 r., perMCquuMOHHbM
N 42887) (nanee - npukas N 54H).

*(3) CobpaHne 3akoHopaTtenoctBa Poccunckon Pepepauyuum, 1998, N 27, ‘CT 3198;
2004, N 8, c1.663; N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT. 3439; 2009 N 26,
cT. 3183; N 52, c1. 6572; 2010, N 3, c1. 314; N 17, c1. 2100; N 24, c1. 3035; N 28, QCT. 3703;
N 31, cT. 4271; N 45, c1. 5864: N 50, c1. 6696, 6720; 2011, N 10, ct. 1390; N 12, lcT. 1635;
N 29, cT. 4466, 4473; N 42, ct. 5921; N 51, cr. 7534; 2012, N 10, cT. 1232; N 11, [cT. 1295;
N 19, c1. 2400; N 22, ct. 2864; N 37, cT. 5002; N 48, cT. 6686; N 49, cT. 6861; 2013, N 9,
cT. 953; N 25, cT. 3159; N 29, c1. 3962; N 37, cT. 4706; N 46, cT. 5943; N 51, cT. 6869; 2014,
N 14, cT. 1626; N 23, cT. 2987; N 27, cT. 3763; N 44, c1. 6068; N 51, cT. 7430; 2015, N 11,
cT. 1593; N 16, cr. 2368 N20 cT. 2914; N28 CcT. 4232; N42 cT. 5805; 2016 N 15,
cT. 2088; 2017, N4, cT. 671; N10, c1. 1481. !

*(4) I"Ipmnomeva N 11 2 k npukasy N 54H. ,

*(6) MNyHKT 9 nopsiaka Ha3Ha4YeHWUs U BbINMUCBLIBAHUA NEKaPCTBEHHbIX npqnapaToa
yTBepxaeHHoro npukasom N 1175H.

*(6) Mpukas MuHucTepcTBa 3apaBooxpaHeHus Poccuinckon depgepauuu ot 22 anpens
2014 r. N 183H "O6 yTBEpPXOEHUN MEPEYHA NEeKapCTBEHHbIX CPEeACTB AN MeAUUMHCKOro
NPMMEHEHUS, nognexawux npeaMeTHO-KONMYecTBeHHOMY  ydeTy"  (3aperncrpvpoBaH
Munuctepcteom roctuumn Poccuinckon ®enepauun 22 umions 2014 r., pernctpaumoHHbIA
N 33210) ¢ uW3MEHEeHWsMW, BHECEeHHbIMM npukasoMm MuHUCTEpCTBa 34paBOOXPaHEHUS
Poccuitickon ®epepaunm ot 10 ceHtsabps 2015 r. N 634H (3apernctpuposad MuHucrepctsom
toctuumm Poccuinckon Pegepaumn 30 ceHTadbpsa 2015 r., pernctpaumoHHsin N 3906;%)

*(7) MognyHKT 3 nyHKTa 9 nopsaka HasHaYeHUs U BbINUCbIBAHWUS ﬂeKapCTBeHHbIX
npenaparos, YTBEPXAEHHOIO anKasoM N 1175H
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"O6 yTBEPXAEHUU NPaBUn OTNYCKa NekapCTBEHHbLIX Npenapartos Ans
MEAVLMHCKOro NPUMEHEHWA, B TOM YUCIIE UMMYHOBHONOTMYECKKX
NEeKapCTBEHHbLIX MPenapaTtoBs, anTeuHbiMK OpfaHn3aunamMi,
WHAWBUAYANbHBIMU NPEANPUHAMATENAMM, UMEIOLUMUI NULEHIUO Ha
hapmaueBTUYeCKYlo AeATENbHOCTL" (He BCTYnun B CUNYy)

Cucrema FAPAHT aapo Mpukas MuHucTepcTBa 3apasooxpaHenna PO ot 11 uona 2’{)17 r. N 4031

*(8) 3aperV|CTpv|poaaH MuHucTepcTBOM OCTULUMK POCCMVICKOVI CDe,qepauMm 1 NIOHSA
2012 r., perucTpaumoHHbii N 24438, C U3MEHEHWUSMU, BHECEHHLIMM NpUKasamu
MuHucTepcTea 3apaBooxpaHenusi Poccuiickoit ®epepauuu ot 10 uioHa 2013 r, N 369H
(3aperucTprpoBaH MuHuctepcTBoM tocTuumu Poccuiickoit degepauun 15 utonsa 2013 r.,
peructpaumoHHbin - N 29064), ot 21 asrycta 2014 r. N 4654 (3apeructpupoBaH
MuHuctepcTeom tocTuumn Poccuiickon ®egepauumn 10 ceHTabps 2014 r., perucTpaymoHHeIN
N 34024), ot 10 ceHTsabpa 2015 r. N 634H (3aperMCTpmpoaaH MVIHVICTepCTBOM tocTuuumn
Poccunckon ®epepaummn 30 ceHTsabps 2015 r., peructpauymoHHbin N 39063).

*(9) PacnopsikeHue lNpaButenscrea Poccmwcxow denepaunun ot 26 gexkabpsa 2015 r.
N 2724-p (CobpaHue 3akoHoaaTenbcTea Poccuiickon Penepauum, 2016, N 2, c1. 413).

*(10) Npunoxernna N 1 n N 2 kK nopsaAKy HasHAYEHWS U BbINUCbIBAHUSA ﬂeKapCTBeHHle
npenaparos, yTeepxaeHHomy npukazom N 1175H.

*(11) CobpaHue 3akoHopaTenncTBa Poccuiickon ®epepaumn, 2010, N 16, CT 1815;
N 42, c1. 5293; 2014, N 52, cT. 7540.

*(12) CobpaHue 3akoHopgaTernbcTBa Poccuiickon Pepepaummn, 1998, NZ\ cT. 219;
2012, N 53, cT. 7630; 2013, N 48, c1. 6165; 2015, N 1, cT. 54.

*(13) lMpunoxeHue N 2 Kk nopsaAaky HasHaA4yeHWs W BbINMUCbIBAHUS ﬂeKapCTBeHHbIX
npenaparos, yTBepxaeHHomy npukaszom N 1175H.

*(14) Mpwnka3 N 1175H u npukas N 54H.

*(15) CtaTbst 74 ®epepanbHoro 3akoHa ot 21 Hoabpsa 2011 r. N 323-93 "06 OCHOBAX
oxpaHbl 340poBbs rpaxaaH B Poccuickon depepauun” (CobpaHue 3aK0HonarreanTBa
Poccuitckon ®epepauum, 2011, N 48, cT. 6724, 2013, N 48, cT. 6165). |

*(16) Cratbs 57 d)enepaanoro 3akoHa ot 12 anpena 2010 r. N61-®3 "O6
obpalleHnn nekapCcTBeHHbIX cpeacTs". i

*(17) B oTHoweHun nuua, ykaszaHHoro B yactu 2 ctatby 20 denepanbHOro 3akoHa ot
21 Hosbpsa 2011 r. N 323-03 "O6 ocHoBax OXpaHbl 340POBbs rpaxpaaH B Poccuickom
®epepauyun” (CobpaHue 3akoHogaTtenncrea Poccuitckon ®epepauyun, 2011, N 48, ECT. 6724;
2012, N 26, cT. 3442, 3446, 2013, N 27, cT1. 3459, 3477; N 30, ct. 4038; N 39, |cT. 4883,;
N 48, cr. 6165; N 52, c1. 6951; 2014, N 23, c1.2930; N 30, cT. 4106, 4206, 4244, 4247,
4257; N 43, c1. 5798; N 49, ct. 6927, 6928; 2015, N1, c1.72, 85; N 10, cT. 1403, 1425;
N 14, ct. 2018; N 27, c1. 3951; N 29, cT. 4339, 4356 4359, 4397 N 51, cT. 7245; %016 N1,
cT. 9, 28; N 15, cT. 2055; N 18, cT. 2488 N 27, cT. 4219).

*(18) Yactb 4.1 ctarbm 45 <De.uepaanoro 3akoHa ot 12 anpens 2010 r. N GH -03 "06
obpalleHun nekapcTBeHHbIx cpeacts” (CobpaHue 3akoHopaTenbcTea  Poccuiickom
®epepauun, 2010, N 16, ct. 1815, 2014, N 52, ct. 7540, 2015, N 51, cr.7248),
noctaHosnexve lpasutenoctea Poccuitickon Pepepauum ot 23 wuwona 2016 r. N 716 "O
nopaake POPMUPOBAHUA MEpeyHs NeKapcTBEHHbIX npenapaTtoB ANA  MeaUUMHCKOro
NPUMEHEHNs,, B OTHOLUEHUW KOTOpPbIX ycCTaHasnusaioTca TpebosaHua Kk obbemy Tapsl,
ynakoBke M KOMMJIEKTHOCTU, MNEepeydHss NeKapCTBEHHbIX NpenapaTtoB ANA BETEepUHApPHOro
NPUMEHEHUs, B OTHOLLEHUM KOTOPbIX ycTaHaenueaiTcs TpebosaHusa K obbemy| Tapbl, U
onpegeneHus Takux tpebosaHun" (CobpaHune sakoHogaTenbcTBa Poccuiickon depepauum,
2016, N 31, cT. 5030).

*(19) C M3MEHEHUSAMU, BHECEHHbIMU NpuKkazamu MuHUCTepCcTBa 34paBOOXPAHEHUS U
counanbHoro passutua Poccuinckon Pepepauun ot 27 asrycta 2007 1. N 560
(3apeructpupoBaH MuHuctepcTeomM tocTuumn Poccuinckon ®epepaunn 14 ceHtabpa 2007 r.,
peructpauymoHHbii N 10133), ot 25 ceHTabpa 2009 r. N 7944 (3aperucrpupoBaH
MuHucTepcTeom toctuumn Poccuiickon ®epepaumm 25 Hoabpsa 2009 r., perncTpaunoHHbIv
N 156317), ot 20 sHBapa 2011 r. N 13H (3apernctpupoBaH MUHUCTEPCTBOM | HOCTULMN
Poccuinckon ®epepaumm 15 mapta 2011 r., peructpauunoHHbin N 20103), npukasamu
MuHuctepcTBa 3gpaBooxpaHenus Poccuinckon ®epepaumm ot 1 asrycta 2012 r. N 544
(3apernctpupoBaH MuHucrtepctsom toctuuuu Poccuinckon ®epepaumm 15 asrycra 2012 r.,
pel'l/ICTpaLMOHHbII/I N 25190) oT 26 despans 2013 r. N 94H (3aperchpmpoeaH
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Mpukaa MuHucTepcTBa agpasooxpareruns PO ot 11 uona 2017 r. N 4031
"O6 yTeepXAEeHUM NpaBun OTNyCKa NekapCTBEeHHbIX NPEnapaTos ANA
MEAWULMHCKOTO NPUMEHEHWSA, B TOM YUCNe UMMYHOOMONOTUYECKIX
neKapcTBEHHbIX NpenapaTtos, anTe4YHbiMU OpraHu3aumamn,
WUHAUBUAYAMNbHLIMK NPEANPUHUMATENAMMN, UMEIOLLIVMU NIMLEH3NIO ha
hapmaueBTUYEecKyo AEATeNbHOCTE" (He BATYNUN B cury)

Cucrema FAPAHT aapo

Munuctepcteom toctuuymm Poccuinckon ®epepauun 25 mnoHa 2013 r., pernctpauroOHHEIN
N 28881).
*(20) MyHkT 4 cTaTtbn 31 ®epepanbHoro 3akoHa oT 8 aHBapsa 1998 r. N[3-9©3 "O
HapKOTUYECKMX CpeacTBax W NCUXOTponHbix BewectBax' (CobpaHne 3akoHoparenscTBa
Poccunckon ®depepaumun, 1998, N 2, ct. 219; 2003, N 27, c1. 2700; 2013, N 48, cT. 6165;
2015, N 1, cT. 54).

*(21) MNpukas Munsppasa Poccun ot 26 oktsbpa 2015 r. N 7511 "O6 yTBepxaeHnn
npaBufi  W3rOTOBMIEHUS W OTNyCKa fleKapCTBEHHbLIX MNpenapatoB AN  MeAUUMHCKOro
NPUMEHEHUA anTeYHbIMW OpraHuzauusaMn, WHAUBUAYyaNbHbIMW  NpeanpUHUMATENSMA,
UMELUMU  NULEH3UI0  Ha  dapmaueBTUYECKYID  AEATEeNbHOCTL"  (3aperncTpupoBaH
MuHuctepcteom toctuumn Poccuiickon ®epepaunn 21 anpens 2016 r., pernctpauvoHHbIn

N 41897).




