Mpwukas Munuctepctea 3gpasooxpaHeHus PO ot 11 nons 2017 r. N 403H
"O6 yTBEPXXAEHMM NPaBUI OTMNYyCKa NIeKapCTBEHHbIX NpenapaToB ANd MeguLUMHCKOro
NPUMEHEHNd, B TOM Yncrne MMMYHOBMONOrNYeCcKknX nekapCTBEHHbIX NpenapaTos, anTe4yHbIMU
opraHusaumamMu, MHanBMAyanbHeIMU NpeanpuHUMaTenaMm, UMerLWUMN JIMLIEH3UIO Ha
drapmMaLeBTUYECKYO JeATeNbHOCTL"

O nopsgke nNpuUMeHeHUa oTAernbHbIX HOPM HacTosWero npukasa cMm. nucbma MuH3gpaBa
Poccum ot 27 ceHTabpsa 2017 r. N 2853/25-4 n o1 24 okta6psa 2017 r. N 3095/25-4

B cootBeTCcTBUM CO cTaTben 55 denepanbHoro 3akoHa oT 12 anpenda 2010 r. N 61-93
"O6 obpauweHun nekapctBeHHbIx cpeacTts" (CobpaHue 3akoHopatenbctBa Poccunckon
®epepaumn, 2010, N 16, ct.1815; N 31, cT1.4161; 2013; N 48, cT.6165; 2014, N 52,
cT. 7540; 2015, N 29, cT. 4388; 2016, N 27, cT1. 4238), nyHkTOM 3 cTaTbn 12 ®epepanbHOro
3akoHa oT 17 ceHTa6ps 1998 r. N 157-03 "O6 wummyHonpodunakTnke MHEEKLMOHHbIX
6onesHen" (CobpaHune 3akoHogaTenbctBa Poccuiickon ®epepaumn, 1998, N 38, cT. 4736;
2009, N 1, cr1.21; 2013, N 48, ct.6165) n nognyHktamn 5.2.169, 5.2.183 lMonoxeHusa o
MwuHucTepcTBe 3paBoOxXpaHeHns Poccuinckon depepauum, yTBEPXOEHHOIo
noctaHosneHnem [lpaButenoctBa Poccuinckon depepaumm ot 19 umwoHa 2012 r. N 608
(Cobpanune sakoHogaTtenbcTBa Poccuinckon degepaumn, 2012, N 26, ct. 3526; 2013, N 16,
cT. 1970; N 20, cT1. 2477; N 22, cT. 2812; N 33, cT. 4386; N 45, cT. 5822; 2014, N 12, cT1. 1296;
N 26, cT.3577; N 30, cT.4307; N 37, cT.4969; 2015, N 2, c1.491; N 12, cT.1763; N 23,
cT. 3333; 2016, N 2, cT.325; N9, cT1.1268; N 27, c1.4497; N 28, c1.4741; N 34, cT1. 5255;
N 49, cT. 6922; 2017, N 7, cT1. 1066), npukasbiBalo:

1. YTBepauTb NpaBuna OTNycKa JleKapCTBEHHbIX MNpenapatoB Ans MeOULMHCKOro
NPUMEHEHNS, B TOM YMCII€ MMMYHOBMOMNOMMYECKNX NIEKAPCTBEHHbIX NpenapaTos, anTe4YHbIMU
opraHMsaumamMu, uWHAMBMAYanbHbIMW  NpeanpUHUMaTenaMM, UMeLWUMN  INLEH3NI0  Ha
dapMaueBTUYECKYHO OEATENbHOCTb, COMMacHO NPUOXEHUIO.

2. NpusHaTb yTpaTUBLLMMW CUANY:

npukas MuHUCTepCTBa 34paBOOXPaHEHUs U couumanbHOro passutna Poccuinckon
®epepaumm ot 14 gekabpa 2005 r. N 785 "O [lMopsigke oTnycka nekapcTBeHHbIX cpeacTts”
(3apernctpmpoBaH MunHuctepcteom toctuunn Poccuinckon Pepepauumn 16 ansaps 2006 r.,
permctpauynoHHsin N 7353);

npukas MuHUCTepCTBa 34paBOOXPaHEHUSI U couumanbHOro passuTna Poccuinckon
depepaumm ot 24 anpens 2006 r. N 302 "O BHeceHUn nameHeHun B npukasd MuHucTepcTsa
34paBoOOXpaHEHNs U coumanbHoro pas3sntnsa Poccuinckon deaepauum ot 14 gekabps 2005 r.
N 785" (3apeructpupoBaH MuHuctepcteom toctuumm Poccunckon depgepaumm 16 mas 2006
r., permctpauynoHHbin N 7842);

npukasd MuHUCTEpCTBa 34paBOOXpPaHEHUsT U couManbHOro passutust Poccurckon
depepaumm ot 12 despans 2007 r. N 109 "O BHeceHun mameHeHun B [opsagok oTnycka
NEKapCTBEHHbIX CPEeACTB, YTBEPXAEHHbIN NpukazoM MuHUCTEpPCTBA 34paBOOXPaAHEHUS W
coumanbHoro passutua Poccuinckon depepaumm ot 14  pekabpa 2005 r. N 785"
(3apernctpuposaH MuHuctepctBom toctuumm Poccuinckon depepaummn 30 mapta 2007 r.,
pernctpaunoHHsin N 9198);

npukasd MuHUCTEpCTBa 34paBOOXpPaHEHUsT U couManbHOro passutust Poccurckon
depepaumm ot 6 asrycta 2007 r. N 521 "O BHeceHun u3MeHeHun B [lopsagok oTnycka
NEKapCTBEHHbIX CPEeACTB, YTBEPXAEHHbIN NpukazoM MuHUCTepcTBa 34paBOOXPAHEHUs U
coumanbHoro passutua Poccuinckon depepaummn ot 14 pgekabpa 2005 r. N 785"
(3apernctpupoBaH MuHuctepctsom toctuumm Poccunckon Pepepauun 29 asrycta 2007 r.,
pernctpauynoHHsin N 10063).



MuHucTp B.N. CksopuoBa

3apeructpmpoBaHo B MuHiocte PO 8 ceHTs6pa 2017 r.
PernctpauunoHHbin N 48125

MpunoxeHue

K npukasy MuHuctepcTBa 3apaBoOXpaHeHuUs
Poccuimnckon Pepepauum

ot 11 nronsa 2017 r. N 403H

MNMpaBuna
OTMYyCKa JleKapCTBEHHbIX MpenapaToB AN MeAULIMHCKOro NpMMeHeHUs1, B TOM Yucne
MMMYHOOMONOrM4YecK1X fieKapCcTBEeHHbIX NpenapaToB, anTe4YHbIMU OpraHU3auusamMm,
MHAMBUAYaNbHbLIMU NpeanpUHUMATENIAMU, UMEIOLMMU JSIULIEH3UIO Ha
chapmauLeBTUYECKYIO AeATENbHOCTb

. O6wme TpebOBaAHMA K OTNYCKY NIeKapCTBEHHbIX NpenapaTtoB ANl MeAULIMHCKOro
NnpUMeHeHuns

1. HacTtosilwme npasuna onpenensioT NopsiAoK OTnycKa feKkapCTBEHHbIX npenapaToB
ANA  MeOUUMHCKOrO NPUMEHEHUs,, B TOM 4YUCREe MMMYHOOMOMOrMYeckux neKkapCTBEHHbIX
npenapatoB (Janee - reKkapCTBEHHble MpenapaTbl), anTeYHbIMM OpraHu3auusmMm U
MHOMBMAOYaNbHbIMX NpeanpuHUMaTENAMN, UMEKLWUMM NMLUEH3NIO Ha (apmaueBTUYECKYHD
aeaTenbHOCTb (ganee - cybbekTbl po3HU4YHOWM Toproenu), 6e3 peuenta*(l) m (unu) no
peuenty Ha neKapCTBEHHbI npenapaT, BbINMMCAHHOMY B YCTaHOBMEHHOM nopsaake*(2)
MeauUMHCKMMK  paboTHMKamMK, a Takke no TpeboBaHWsIM-HaKnagHbIM — OpraHusaumu,
OCYLLECTBNALEN MEANLMHCKYIO OEeATENbHOCTb (Aanee - MeauMumHCKasi opraHusaums), nnm
MHOUBMAOYaNbHOMo NpeanpyHMMaTens, UMEeHLLEro NMMUEH3NI0 Ha MegULMHCKY OeATeNbHOCTb
(Banee cooTBETCTBEHHO - peuenT, TpeboBaHne-HaknagHas).

2. OTnyck nekapCTBEHHbIX NpenapaToB 6e3 peuenToB OCYyLLECTBNAETCA:

anTekamu;

anTeYyHbIMU MYHKTaMMU;

anTe4yHbIMM KNOCKaMMU;

NHOnBMAYyanbHbIMU npegnpuHuMaTenamu, nmMerLwmmMm NNLEH3MIO Ha
hapmaLeBTUYECKY0 OEATENBHOCTL (4anee - HAnBMAYyanbHbIA NpeanpuHUMaTenb).

3. OTnyck nekapCTBEHHbIX NpenapaToB Mo peLenTam OCyLLeCTBSeTCs:

anTekamu;

anTeYHbIMU MYHKTaMMU;

MHOMBMAOYaNbHbIMU MpeanpuHMMaTensMmn (3a UCKITYEHWEM OTNyCKa HapPKOTUYECKUX
CPEACTB WM MNCUXOTPOMHbIX BELLECTB, BKIOYEHHbIX B MNEpeyvYeHb HApPKOTMYECKUX CPeacTB,
MCUXOTPOMHbIX BELWECTB M WX MNPEKYpCOpPOB, noanexawmx KOHTponto B Poccuiickon
depepaummn, yTBEPXKAEHHbLIM NocTaHoBreHneM [lpasutensctBa Poccuinckon depepauum ot
30 wuoHa 1998 r. N 681*(3) (ganee COOTBETCTBEHHO - [lepeyeHb, HapkoTU4eckne u
NMCUXOTPONHbIE NIEKAaPCTBEHHbIE NpenapaTbl).

OTnyck HaApPKOTMYECKMX M MCUXOTPOMHbIX FIEKAPCTBEHHbIX NMpenapaTtoB Mo peuentam
OCYLLEeCTBNAETCA anTekamMuM W anTeYHbIMW  MNyHKTaMu, UMELWUMU  FULEH3N0  Ha
AEATEeNbHOCTL N0 0BOPOTY HAPKOTUYECKMX CPEeACTB, MCUXOTPOMHbLIX BELWECTB M UX
NPEeKYpCoOpPOB, KyNbTUBNPOBAHMIO HAPKOCOAEPKALLNX PACTEHUN.



OTnyck  MMMYHOBMONOrMYECKUX  NEeKapCTBEHHbLIX MpenapatoB MO  peuentam
ocyLecTBNAeTCA anTekaMu U anTedHbIMU MyHKTaMMW.

4. Mo peuentam, BbINMCaHHbIM Ha peuenTypHbiX ©naHkax dopmbl N 107/y-HI*(4),
OTNYCKaTCH HapKOTUYECKMe WU MNCUXOTPOMHbIE fieKapCTBEHHble npenapaTbl, BHECEHHbIE B
CnncoK HapKOTMYECKUX CPeACTB M MCUXOTPOMHBLIX BELECTB, 060pOT KOTOPbLIX B Poccuiickon
depepaumm orpaHMyeH M B OTHOLUEHUM KOTOPbIX YCTaHaBMMBAKOTCA Mepbl KOHTPONs B
COOTBETCTBUM C 3akoHogaTenbcTBoM Poccuinckon ®defepaumm v MexgyHapoOHbIMU
poroBopamun Poccuiickon depepaumm (cnucok Il), lMepeyvHs (manee - HapKoTU4eCKMe U
NCUXOTPONHbIE NeKapCTBEHHble npenapartbl crnvcka |l), 3a ucknioYeHneM HapKOTUYECKUX W
NMCUXOTPONMHbIX fEeKapCTBEHHbIX MpenapaTtoB B BuAe TpaHcAepMasibHbIX TepaneBTUYECKUX
cucTeMm.

Mo peuenTtam, BbINUCAHHBIM Ha peuenTypHbiXx 6naHkax dopmbl N 148-1/y-88,
oTnyckatTcsa*(5):

NCUXOTPONHbIE JeKapCTBEHHble npenapaTbl, BHeCEeHHble B CMAMCOK MNCUXOTPOMHbIX
BellecTB, 06opoT KoTOpbIX B Poccuirckon denepaumm orpaHnUYeH U B OTHOLUEHUN KOTOPbIX
AOMycKaeTCa UCKITIOYEHNE HEKOTOPbLIX Mep KOHTPOMsS B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccunckon degepaummn n mexagyHapogHsiMm gorosopamun Poccunckon degepaumm (CnmMcok
[l), MepeyHs (ganee - NCMXOTPONHbIE NEKAPCTBEHHbIE NpenapaTbl cnucka lll);

HapKoTUYeCKMe W MNCUXOTPONHbIE FleKapCTBEHHble npenapaTtbl cnucka Il B Buae
TpaHcaepMarnbHbIX TepaneBTUYECKUX CUCTEM;

neKapCTBEHHble npenapaThbl, BKMNOYEHHbIE B NepeyeHb NeKapCTBEeHHbIX CPpencTB Afis
MEAMLMHCKOrO MNPUMEHEHNs, noanexawux npeamMeTHO-KONMMYecTBEHHOMY Yy4eTy*(6), 3a
UCKMIOYEHNEM JleKapCTBEHHbIX MpenapaToB, YyKa3aHHbIX B ab3auax nepBoM U TpeTbem
HaCTOSILLLero NyHKTa, WU NeKapCTBEHHbIX MpenapaTtoB, OTnyckaemblix 6e3 peuenta (ganee -
neKkapCTBEeHHble npenapaTbl, nognexaiwue npeaMmeTHO-KOSIMYEeCTBEHHOMY YYeTy);

NekapCTBEHHble npenapaTbl, obnagawowmne aHabonMM4yeckon aKTUBHOCTLIO (B
COOTBETCTBUM C OCHOBHbIM (papmakonornyeckum gencrsmem)*(7) v oTHocAWwMEcs Mo
aHaToOMO-TepaneBTUYECKO-XMMMYECKON  Knaccudukauum, pekoMmeHgoBaHHOW BcemupHom
opraHusaumen sgpasooxpaHeHunsa (ganee - ATX), kK aHabonudeckum ctepoungam (kog A14A)
(oanee - nekapcTBeHHbIE NpenapaTbl, obnagatowme aHabonnMyeckonm akTMBHOCTLIO);

neKapCTBEHHble Mpenaparbl, YkasaHHble B NyHKkTe 5 [Mopagka otnycka msnvecknm
nvuam nekapcTBEHHbIX NpenapaTtoB And MeAUUMHCKOrO MpUMEHEHWs, codepXalux Kpome
ManbIX KOMMYECTB HApPKOTUYECKUX CPenCTB, MCUXOTPOMHbIX BEWecTB U WX MPeKypcopoB
apyrue hapmakonormyeckue akTMBHbIE BELLECTBA, YTBEPXKAEHHOIO npukasoM MuHucTepcTea
34paBOOXpaHeHust U coumanbHoro passutus Poccuickon ®epepaumm ot 17 mas 2012 r.
N 562H*(8);

NeKapCTBeHHble npenapaTbl, W3roTaBfMBaeMble MO peuenTy Ha JeKapCTBEHHbIN
npenapat W coAepxawue HapKoTUYecKoe CpeAcTBO WIM  MNCUXOTPOMNHOE BELLECTBO,
BHeceHHoe B cnucok |l MNMepeyHs, n gpyrue hapmakonormyeckme akTMBHbIE BELLECTBA B J03e,
He npeBblllaloLen BbICLIYH pasoBYyl0 03y, U NPU YCNOBUW, YTO 3TOT KOMOMHMPOBAHHbIN
NeKapCTBEHHbIN NpenapaTt He ABNAEeTCS HAPKOTUYECKUM NN NCUXOTPOMHbLIM JIEKAPCTBEHHbBIM
npenapaTtom cnucka .

Mo peuenTtam, BbiNUCAHHbIM Ha peuenTypHbIX 6naHkax cdopmbl N 148-1/y-04 (n) wnu
dopmbl N 148-1/y-06 (1), oOTnNyckawTCA feKkapCTBEHHble MpenapaTbl, BbINMUCbIBAEMbIE
rpaxkgaHam, MMeloWwmnM npaBo Ha BGecnnaTHoe MofyyYeHue fekapCTBEHHbIX NpenapaTtoB Unu
nonyyeHne nekapCTBEHHbIX NpenapaTtoB CO CKUAKOW (Janee - rnekapCTBEHHble npenapaTsl,
oTnyckaemble 6ecnnaTtHO UK CO CKNOKON).

Mo peuentam, BbINMCAHHBIM Ha peuenTypHbiXx 6naHkax dopmbl N 107-1/y,
OTNYCKalTCSH NHblE NieKapCTBEHHbIE NpenapaThl, He Yka3aHHble B ab3alax nepBoM, TPETLEM -
AEBATOM HACTOSLLEro NyHKTa, 3a WCKITOYEHMEM FNeKapCTBEHHbIX npenapaTos, OTNyCKaeMbIX



6e3 peuenTa.

5. OTnyck nekapcTBeHHbIX NpenapaToB, He yKa3aHHbIX B NyHKTe 4 HacTosAwmx MNpasun,
B COOTBETCTBUN C MHCTPYKUMAMM NO UX MEOULMHCKOMY MPUMEHEHMUIO ocyllecTBnaeTca 6e3
peuenToB.

6. OTnyck nekapCTBEHHbIX MpenapaToB OCYLLECTBMSETCS B TEeYEeHWe yKasaHHOro B
peuenTe Cpoka ero 4encTBmsa npu obpalleHum nuua K CyobekTy pO3HUYHOW TOProBIv.

B cnyyae otcytcTtBuA y cybbekTa pO3HUYHOW TOProBNM fieKapCTBEHHOro npenapaTa,
yKasaHHOro B peuenTe, npu obpaweHun nvua K cybbekTy PO3HWYHOW TOProBnu peuent
npuHMMaeTcsa Ha obcnyxnuBaHve B crieqytowme Cpoku (aanee -oTcpovYeHHoe obCnyKmBaHue):

peuent c nomeTtkonm "statim" (HemeaneHHo) obcnyxuBaeTca B TeYEHME O[HOro
paboyero aHs co AHA obpalleHmns nuua K cybbekTy pO3HUYHOW TOProBMu;

peLenT ¢ NnoMeTkon "cCito" (Cpo4HO) obcnyxuBaeTcsl B Te4eHne AByX paboumx gHen co
AHs obpaleHuns nuua K cybbekTy pO3HUYHOM TOProBnu;

peuenT Ha JleKapCTBEHHbIN npenapart, BXOAAWWW B MWUHUMAIbHbIM aCCOPTUMEHT
NeKapCTBEHHbIX NpenapaTtoB ANns MeAUUMHCKOro NpUMEHEHUs, HeobXoaMMbIX NSl OKa3aHus
MeanUMHCKON nomowm*(9), obcnyxmBaeTca B TedeHue natu paboumx AOHEen Cco OHS
obpaLleHnsa nuua K cydbekTy pO3HUYHOM TOProBnu;

peuenT Ha NeKapCTBEHHbIN NpenapaT, OTnyckaemblin 6ecnnaTHO UM CO CKUAKOM U He
BOLLEALWNA B MUHMMArbHbIN aCCOPTUMEHT NeKapCTBEHHbLIX NpenapaTtoB A MeaULMHCKOro
NPUMEHEHNsa, HeobBXoAMMbIX [Ms OKasaHus MeauUMHCKOM nomowy, obcnyxuBaetcsa B
TeyeHue aecsaTtn paboymx gHen co AHS obpalleHus nuua K cybbekTy pO3HUYHOW TOProBIu;

peuenTbl Ha IekapCTBEHHble npenapaTbl, Ha3Hayaemble MO peLleHnto BpayvebHon
Komuceum, ob6CcnyKnuBaroTCca B Te4eHne naTHaguaTn paboumx gHen co gHA obpaleHuns nuua K
CyOBbEKTY PO3HUYHOW TOProBIN.

3anpewaeTca oTnyckaTb JEeKapCTBEHHble npenapatbl NO peuentam C WUCTEKLWUM
CPOKOM AEWNCTBUS, 3a UCKIIOYEHNEM Cry4vasi, Korga CpoK OeNCTBUA pelenTta UCTeK B Nepuos
HaXOXAEHWSI ero Ha OTCPOYEHHOM 0BCNYXNMBaHUMW.

[Mpn nctedeHnn cpoka OENCTBUA pelenTa B Nepuoa HaxXoXAeHUS ero Ha OTCPOYEHHOM
obcnyXuBaHUM OTMNYCK NleKapCTBEHHOrO npenapaTa No TakoMy peuenTy ocyllecTsrnseTca 6e3
ero nepeodopMeHus.

7. JlekapcTBeHHbIE npenapaTtbl OTAYCKaKTCA B KONMYECTBE, yKa3aHHOM B peuenTe, 3a
UCKITIOYEHNEM CryvaeB, Korga Ans nekapCTBEHHOro npenapata yCTaHOBMEHbl npeaenbHO
A0NyCTUMOE UiN PEKOMEHAOBaHHOE KONMNYECTBO ANA BbINUCbIBaHWS Ha oauH peuenT*(10).

Mpun npeaobsBNeHUn peuenta C MNPEBbIWEHNEM MNpeaesibHO  AONyCTUMOro  Unu
PEKOMEHOOBAHHOIO KONMYEecTBa NEKapCTBEHHOro npenaparta Ans BbIMUCbIBAHUA Ha OLMH
peuenTt dapMaueBTUYECKMN paboTHMK WHGoOpMMpyeT 006 3TOM nuuUo, nNpencTaBMBLLEE
peuenTt, PYyKOBOAUTENA COOTBETCTBYHOLUEN MEAMLMHCKON OpraHusauum un  OTnyckaet
yKa3aHHOMY §uuy YCTaHOBMEHHOE COOTBETCTBEHHO npedenbHO AOoMycTUMoe  Unuv
pEeKOMEHOOBAHHOE KOMUYECTBO JIEKApPCTBEHHOro npenapaTta Afs BbINMUCbIBAHWUA Ha OAMH
peLenT C NpoCTaBlieHeEM COOTBETCTBYIOLLE OTMETKU B peLenTe.

Mpyn Hanuuun y cybbekTa PO3HUYHOW TOProBNM JIEKAPCTBEHHOro mMpenapaTta C
O03UPOBKOWN, OTIIMYHOW OT LO3MPOBKM JIEKApCTBEHHOrO npenapara, ykas3aHHOW B peuenTe,
OTNYCK MMEIOLErocsi fnekapcTBEHHOro npenapaTta AOMyckaeTcd, ecnn [O3MPOBKa TaKoro
NeKapCTBEHHOro npenapaTta MeHblle [O3MPOBKW, YKa3daHHOW B peuenTte. B Takom criyvae
OCYLLECTBNAETCA MepecyeT KONMYyecTBa JieKapCTBEHHOrO npenapata C Y4eTOM Kypca
neYeHuns, ykasaHHOro B peuenre.

B cnyyae ecnu go3vpoBKa NeKapCTBEHHOro npenaparta, uMmerowlerocs y cybbekrta
PO3HWYHOW TOProBnW, NpeBbiaeT OO03UPOBKY JIEKAPCTBEHHOrO npenaparta, YKasaHHyl B
peuenTe, pelweHne ob OTNycKe NekapcTBEHHOro npenaparta ¢ Takon SO3MPOBKOW MpuUHMMaeT
MeANLUMHCKMA paboTHMK, BbINMCABLUNIA peuenT.



8. OTnyck nekapcTBEHHOro npernapaTta OCYLIEeCTBNAETCA B NEPBUYHON U BTOPUYHOM
(noTpebuTtenbckom) ynakoBkax, MapkMpoBKa KOTOPbIX AOMMKHA OTBeYaTb TpeboBaHMAM cTaTbu
46 depepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-9d3 "O6 ob6palleHnn nekapcTBEHHbIX
cpeacTte"*(11), a ynakoBka OS5 HAPKOTUYECKMX N NCUXOTPOMHbIX NIEeKapCTBEHHbIX NpenapaToB
cnucka Il - TpeboBaHusam nyHkTa 3 ctatbm 27 PepepanbHOro 3akoHa ot 8 sHBaps 1998 r.
N 3-93 "O HapKoTU4eCKNX cpeacTBax U NCUXOTPONHbIX BewecTBax"*(12).

HapylweHne nepBuYHOM YMaKOBKM NEKapCTBEHHOro npenapata npu ero OThycke
3anpeLlaeTcs.

HapyweHune BTOpu4HOM (NOTPEOBUTENBCKOM) YNAKOBKM NEKapCTBEHHOro npenapata u
OTNYCK JIeKapCTBEHHOro npenaparta B MNEepBUMYHON YMNakoBKe [OOMyckaeTcs B Criyyae, ecrniu
KONMYeCTBO NEKapCTBEHHOro npenaparta, ykasaHHOe B peuente unm Heobxogumoe nuvuy,
npuobpeTarollemMy nekapCTBEHHbIM npenapat (nNpy 6e3peuenTypHOM OTMYCKE), MEHbLUe
KOnu4yecTBa NekapCTBEHHOrO npenaparTa, coaepXalerocs BoO BTOPUYHON (NOTpebutensckom)
ynakoBke. B Takom criyqyae npu oTnycke niekapCTBEHHOro npenapara nuuy, npuobpeTaroLemy
NEeKapCTBEHHbIN npenapart, npeaocTaBnseTca  WHCTPYKUMSA  (KOMMs  MHCTPYKUUKM)  NO
NPUMEHEHNIO OTMYCKAeMOro fiekapCTBEHHOro npenapara.

9. lpu oTnycke nekapCTBEHHbIX nNpenapaTtoB MO peuenTty dapmaleBTU4ECKUI
paboTHWK NpocTaBnseT OTMETKY Ha peuente o0 OTnycke NeKapCTBEHHOro npenapaTta C
yKasaHueM:

HaMMeHOBaHWSA anTeyHou opraHu3auumn (pamunuu, uMeHu, oTdyecTBa (NPU HanNU4YUK)
MHONBMAOYANbHOrO NpeanpuHMMaTens);

TOProBOro HaMMeHOBaHWA, OO3MPOBKU U KONMUYECTBa OTMYLUEHHOrO JeKapCTBEHHOro
npenapara;

dhamMunmm, UMeHu, oTdyecTBa (MpU Hannyum) MeauuUMHCKOro paboTHMKa B criyyvask,
yKa3aHHbIX B ab3ale 4eTBepToM nyHKTa 7 1 ab3aue TpeTbeM nyHkTa 10 HacToAwmx MNpasus;

PEKBM3NTOB  OOKYMEHTa, YAOCTOBEPSOWEro JIMYHOCTb  NuUua,  NOSyYMBLLErO
NeKapCTBEHHbIN NpenaparT, B cryyae, ykadaHHOM B NyHkTe 20 HacToawwmx MNpasun;

damunun, umeHu, oTtyectBa (Npu Hanuumm) dapmaueBTMyeckoro paboTHUKa,
OTNYCTMBLLErO fIEKapCTBEHHbIV NpenapaT, U ero NoANucy;

AaTbl OTNyCKa NekapCTBEHHOro npenaparTa.

10. lpu oTnNycke nekapCTBEHHbIX MpenapaTtoB MO peuenTy, BbIMMCAHHOMY Ha
peuentypHom 6naHke dopmbl N 107-1/y, Cpok AENCTBMSI KOTOPOro CocTaBnsaeT oauH roa*(13),
M B KOTOPOM YyKasaHbl nepuoabl U KONMMYECTBO OTMNyCKa NekapcTBEHHOro npenapata (B
Kaxablih nepuwopn), peuenT BoO3BpallaeTcs nuvuy, npuobpeTalolwemy JeKkapCTBEHHbIN
npenapaT, C OTMETKOWN, coaepallen cBefeHus], yKa3aHHble B NyHKTe 9 HacToAwmx MNpasun.

Mpn odvepegHom obpaweHun nuua K CybbekTy PO3HWYHOW TOProBfM C LaHHbIM
peuenTtoM y4uTbiBalOTCA OTMETKM O npeblayliemM OTMnycke NekapcTBEHHOro npenapata no
TakoMy peulenTy 1 B cnyyae npuobpeTeHns nuuom KoONu4ecTBa NekapCTBEHHOro npenapara,
COOTBETCTBYIOLLErO MakCUMasnbHOMY KOSIMYECTBY, YKa3aHHOMY MeOUUMHCKUM paboTHUKOM B
peuenTte, a Takke NO UCTEYEHUW CpOKa OEeUCTBUSA peuenTa, Ha peuenTte npocTtaBnaeTcs
wtamn "JlekapCTBeHHbIN Npenapart oTnyLeH" 1 peuenT BO3BpaLlaeTcsa nuuy.

EOQvHOBpEMEHHBIV OTMYCK fieKapCTBEHHOrO npenapaTa no peuenTy, BbIMMCAaHHOMY Ha
peuentypHom 6naHke gopmbl N 107-1/y, CpoK AENCTBMS KOTOPOro cocTaBnsaeT oauH roa*(13),
M B KOTOPOM YKa3aHbl Mepuoabl M KONMUYECTBO OTMyCKa NEeKapCTBEHHOro npenapata (B
Kaxabld nepuop), OOnycKaeTcsl TOMbKO MO COrfacoBaHUD C MEOULMHCKUM paboTHMKOM,
BbINUCaBLUMM peuenT.

11. Tpu oOTnNycke neKkapCTBEHHbIX MpenapaToB MO peuenTty, BbIMMCAHHOMY Ha
peuentypHom 6naHke dopmbl N 148-1/y-04 (n) nnn cpopmbl N 148-1/y-06 (1), 3anonHEHHbIN
KOpewoK Takoro peuenta nepegaetcsa  papmaueBTUYECKMM  paboOTHUKOM  nimuy,
npuobpeTatoiemy (nony4varoLemy) nekapCTBEHHbIE NpenapaTbl.



12. Tpn oTnycke HapKOTUYECKOro M MNCUXOTPOIMHOro JleKapCTBEHHOro npenapara
cnucka Il Ha peuenTe 06 oTnNycke NekapCTBEHHOro npenapara NpoCTaBnseTCs neYaTb anTeku
UIIM anTeYHOro MyHKTa, B KOTOPOW yKa3aHOo MX MOTHOe HauMeHoBaHue (Npu HanMyum neyaTm).

13. Npn oTNycke NMMYyHOBMONOrMYECKOro fIEKaPCTBEHHOMO Npenapara Ha peuenTe unm
Kopellke peuenTa, KOTOpbI oOcCTaeTca Yy nuua, npuobpeTalowero (nonyyaroLwero)
NeKkapCTBEHHbIN npenapar, ykasblBaeTCs TOYHOE BpemMs (B Yacax W MWHyTax) OTnycka
nekapcTBEeHHOro rnpenaparTa.

OTnyck MMMYHOBMOMNOrMYECKOro fekapCcTBEHHOro npenapaTta OCyLecTBRseTcs nuuy,
npuobpeTatowemMy (MonyyatLleMy) neKapCcTBEHHbI npenapaT, NpW HanmuMyiumM Yy Hero
cneumanbHOro TEPMOKOHTEMHepa, B KOTOPbIN MOMeLaeTCs feKapCTBEHHbLIM npenapaT, C
pasbsCHEHVEM HeOobXoAMMOCTW [OCTaBKM [OAHHOMO feKapCTBEHHOro npenapata B
MEAMLMHCKYIO OpraHu3auuio npy yCrnoBuM XpaHeHust B creuuanbHOM TEePMOKOHTEnHepe B
CpOK, He npeBbiwaoLwmn 48 yacos nocne ero npuobpeTeHus.

14. OcTaloTca M XpaHATCA y cybbekTa pPO3HMYHOW TOProBnM peuenTbl (C OTMETKOW
"llekapCcTBEHHbLIN Npenapar oTnyLeH") Ha:

HapKOTUYECKNE N NCUXOTPONHbIE NEeKapCTBEHHbIE npenapatbl cnucka ll, ncuxoTponHeie
nekapcTBeHHble npenapaTsbl cnucka lll - B TeyeHue naTtu ner;

nekapcTBEHHble npenaparbl, OTNyckaemMble 6ecnnaTHO UKW CO CKUOKOW, - B TeYeHue
Tpex ner;

KOMOWHUPOBaHHbIE  fEeKapCTBEHHblE nNpenapaTtbl, coAepXxawue HapKoTU4eckme

cpegctBa  MNM MCUXOTPOMHbIE BewlecTBa, BHeceHHble B crnvckn Il mn Il Tepeyns,
N3roTOBMEHHbIE B anTe4yHOW OpraHu3auuun, nekapcTBeHHble npenapaTtbl, obnagatowue
aHabonuyeckomn aKTUBHOCTbIO, neKapCTBEHHble npenaparTbl, nognexatume

npeaMeTHO-KONMMYECTBEHHOMY YYETY, - B TEYEHUE TPEX NET;

nekapCcTBEHHble npenapaTbl B XWOKOW nekapcTBeHHOW dopme, cogepxawme bonee
15% aTmMnoBoro cnupta OoT o6bemMa rotToBon NPOAYKLUMU, UHbIE NEKApPCTBEHHbIE NpenapaTbl,
oTHocsawmeca no ATX Kk aHTuncuxotudecknum cpeacrteam (kog NOSA), aHkcuonuTukam (kon
NO5B), cHoTBOpHbIM U ceaaTuBHbiM cpeacteam (kog NO5C), aHTugenpeccaHtam (kog NOGA)
N He noanexatime npeamMeTHO-KONTMYECTBEHHOMY YYeTY, - B TeYEHNEe TpexX MecsLeB.

15. PeuenTbl, He yKa3aHHble B NMyHKTe 14 HacToswmx [MpaBus, oTMeYaroTCs WTammnom
"llekapcTBEHHbIM NpenapaT OTnyLeH" N BO3BpaLLatoTCA Nvuy, NONyyYnBLLIEMY JIEKAPCTBEHHbIN
npenapar.

PeuenThbl, BbiNMCAHHbIE C HApYLLUEHWEM YCTaHOBIEHHbIX NpaBun*(14), pernctpupyrotca
B XXypHane, B KOTOPOM YKa3blBAlOTCA BbISIBIIEHHbIE HapyLleHus B ohopMreHun peuenta,
amnnus, nMs, 0TYECTBO (NPU HaNMMyYUKM) MegUUMHCKOro paboTHMKa, BbiNMCaBLLEro peuenT,
HaUMEHOBaHNE MEAMUWHCKOW OpraHusauuu, TMpUHATbIE Mepbl, OTMEYalTCA LUTaMrom
"Peuent HepgencTtButeneH" v Bo3BpallaloTca nuuy, npegcrasmsieMy peuent. O daktax
HapyLleHnss npasun oPOpMIIEHUA peLenToB CYyObekT PO3HWYHOW TOProBnvM MHAOPMUPYET
PYKOBOAUTENS COOTBETCTBYHOLEN MEOULIMHCKON OpraHmM3aumu.

16. Tllpu oOTnNycke nekapCcTBEHHOro npenapata dapMaueBTU4YECKMN paboTHMK
MHopMUpyeT NULo, npuobpeTatowee (NonydaroLlee) nekapcTBEHHbLINM Npenapar, 0 pexume
W [o3ax ero npuema, npasurax XpaHeHus B [OMaLUHWX YCIOBUSX, O B3aMMOLEWCTBUN C
APYrMMUn NeKapCTBEHHbIMUM NpenapaTtamu.

17. lpu oTnycke nekapCTBEHHOro npenapata ¢apMaueBTUYECKUA pPabOTHUK He
BNpaBe npefoCTaBNATb HELOCTOBEPHYD WU (UNM) HEMOMNHYK WHGOPMaUMIO O Hanuium
NeKapCTBEHHbIX NpenapaTtos, BKMOYaA NeKapCTBEHHble npenapartbl, UMelowme O4nHAKoBOe
MeXayHapogHoe HenaTeHTOBaHHOE HaMMeEHOBaHWE, B TOM YMCIe CKpbiBaTb MH(OpMaLno o
HanNU4MM NekapCTBEHHbIX NpenapaToB, MetoLwmnx 6onee HM3Kyo LeHy*(15).

18. 3anpewaeTcsa o0oTNyck anbCUPUUMPOBAHHLIX, HEeA0BPOKAYECTBEHHbLIX WU
KOHTpadaKTHbIX NTeKapCTBEHHbIX NpenapaTtos*(16).



Il. TpeboBaHMA K OTNYCKY HAPKOTUYECKUX U NCUXOTPONHbIX JIEKAPCTBEHHbIX
npenaparoB, NNeKapCTBEHHbIX NpenapaToB, obnagarowmx aHabonnyeckon
aKTMBHOCTbIO, MHbIX JIeKAPCTBEHHbIX NpenapaToB, noanexawmx
npeaMeTHO-KONIM4eCTBEHHOMY y4eTy

19. OTnyck HapKOTUYECKMX W  MCUXOTPOMHBbIX JFIEKApCTBEHHbIX npenapaTos,
nekapcTBEHHbIX MpenapaToB, obragarwLimx aHabonMyeckon akTUBHOCTBIO, JleKapCTBEHHbIX
npenapaTtoB, nognexawmx npeamMeTHO-KONIMYEeCTBEHHOMY  Y4yeTy,  OCyllecTBnsieTcs
dhapmaLeBTU4ECKMMN pabOTHUKaMKN, 3aHUMAKOLNUMK OOSHPKHOCTU, BKITHOYEHHbIE B NepeyeHb
AOIDKHOCTEN (bapMaueBTUYECKMX U MEeOUUMHCKUX pabOTHUKOB B OpraHu3auusx, KOTOpbIM
npegocTaBneHo npaBo OTNycKa HAaPKOTUYECKUX NeKapCTBEHHbIX NpenapaToB N NCUXOTPOMHbLIX
NeKapCTBEHHbIX npenapaToB (PM3NYeCKUM nuuaMm, YyTBepPXAEeHHbIn npukaszoMm MuHucTepcTBa
3apaBooxpaHeHns Poccunckon ®epepauum ot 7 ceHTss6pa 2016 r. N 681H (3apermctpupoBaH
MuHuctepcteom toctuumm Poccurckon ®epepauun 21 ceHTtabps 2016 r., perncTpaunoHHbIn
N 43748).

20. HapkoTuyeckne u MNCUXOTPOMHbIE feKapcTBeHHble npenapatbl cnvcka I, 3a
UCKIMIOYEHNEM JeKapCTBEHHbIX MpernapaTtoB B BuAe TpaHcAepMaribHbIX TepaneBTUYEeCKUX
cUCTEM, OTNYCKaKTCA NMpu NpeabsBnNeHun OOKYMEHTA, YAOCTOBEPSOWEro fIMYHOCTb, nuuy,
yKazaHHOMY B peLuenTte, €ero 3akoHHOMY npeactaButento*(17) wnn nuuy, uMeremy
O0POpPMSIEHHYIO B  COOTBETCTBMM C  3akoHopatenoctBoM Poccuickon  depepaumm
AOBEPEHHOCTb Ha MpPaBO MOSyYEeHUS TakUX HAPKOTUYECKUX U MCUXOTPOMHBLIX JIEKAaPCTBEHHbIX
npenapaTos.

21. HapkoTunyeckne n NCUXOTPOMHbIE FEeKapCTBEHHble npenapaTbl cnucka |l (3a
UCKMIOYEHNEM JIEKapCTBEHHbIX NpenapaTtoB B BUAE TpaHCAepMarbHbIX TepaneBTUYECKUX
CUCTEM), NpefHa3HavyeHHble ANSA rpaxgaH, uMerowmx npasBo Ha 6ecnnaTHoe nonyveHve
NEeKapCTBEHHbIX MpenapaTtoB WX MNoSfydeHne JfeKkapCTBEHHbIX MpenapaToB CO CKUAOKOW,
OTNYCKATCH NpU NpeabsBNeHUn peuenTta, BbIMMCAHHOrO Ha peuenTypHoM GraHke dopmbl
N 107/y-HI, n peuenTa, BbINMCAHHOrO Ha peuenTypHoM 6naHke dpopmbl N 148-1/y-04 (n) unun
dopmbl N 148-1/y-06 (n).

JlekapcTBeHHblE npenapaTbl, ykasaHHble B ab3auax TpeTbeM - BOCbMOM MyHKTa 4
HacTosawmx [lpaBun, npegHasHayeHHble AONS rpaxdaH, MMeKLWWX npaBo Ha nosiyvyeHue
NeKapCTBEHHbIX MpenapaToB, OTNycKaembiX 6ecrnnatHO UM CO CKUAKOW, OTNyCKakTCcs npu
npegbsBleHMM peuenTta, BbIMMCAHHOMO Ha peuentypHoMm 6GnaHke copmbl N 148-1/y-88, u
peuenTa, BbINMMCAHHOrO Ha peuenTtypHoMm 6naHke ¢opmbl N 148-1/y-04 (n) nnu dopmbl
N 148-1/y-06 (n).

22. locne oTnycka HapKOTUYECKMX M MCUXOTPOMHBbIX JleKapCTBEHHbLIX MpenapaToB
cnucka Il, B TOM yucne B BUae TpaHcaepMarnbHbIX TepaneBTUYeCKUX CUCTEM, MCUXOTPOIHbIX
neKkapCTBEHHbIX npenapaTtoB cnucka |l nuuy, nonyumBlueMy nekapCTBEHHbLIM Mpenapar,
BblJAaeTCs curHatypa C >XenTown rnorocon B BEpPXHEW YaCcTu U HagNUCbO YepPHbIM LWPUETOM Ha
Hen "CurHaTypa", B KOTOPOW yKa3bIBaKOTCS:

HauMeHoBaHWe N agpec MeCTOHaXOXAEHUS anTekn Unn anTe4YHoro NyHkKTa;

HOMep M JaTa BbINMUCAHHOIO peuenTa;

damunus, uMmd, oT4yecTBO (MpUM HanNuuuu) nuua, ANd KOTOpOro npegHasHadeH
NeKapCTBEHHbIN npenaparT, ero Bo3pacrT;

HOMep MeOUUMHCKOW KapTbl nauueHTa, nofyyarowero MegUUMHCKYI0 MOMOLLb B
aMmbynaTopHbIX YCMOBUSIX, A5 KOTOPOro NpegHa3HayeH fiekapCTBEHHbIV Npenapar;

dhamunms, MMs, OT4YeCTBO (NPU HanNUuMM) MeaMUMHCKOro paboTHMKa, BbINUCaBLUErO
peLenT, ero KOHTaKTHbIN TenedoH nMbo TenedoH MegMUMHCKON opraHmM3aunm;



coepxxaHue peuenTa Ha NaTUHCKOM SA3blKe;

dhamunus, uMs, oT4eCTBO (MPU HanMyuKn) U NognNUCb hapmaueBTUYeckoro paboTHUKa,
OTNYCTUBLLErO NeKapCTBEHHbIN Npenapar;

Aarta oTnycka nnekapCTBEHHOro npenapara.

23. OTnyck aTMNoBOro cnupta Npou3BOAUTCHA MO peuenTy C y4eTOM YCTaHOBIIEHHbIX
TpeboBaHnn K 06bEMY Tapbl, YakoBKE U KOMMMEKTHOCTU NIEKAapCTBEHHbIX NpenapaTtos*(18).

JlekapcTBeHHble npenapaTbl, coAepXaline ISTUOBbIN  CNUPT, B TOM 4uchne
N3roTOBMEHHbIE MO peuenty CyObLEKTOM PO3HWMYHOW TOProBfW, MMEKLWNUM JIMLUEH3NIO Ha
hapMaueBTUYECKY0 OeATESNIbHOCTb C MPaBOM M3rOTOBMIEHUSA NeKapCTBEHHbIX MpenapaTtos,
OTNYCKalTCA C Y4EeTOM YCTaHOBMEHHbIX TpeboBaHMW K o06beMy Tapbl, YNakoBKe U
KOMMMEKTHOCTN flekapCTBEHHbIX npenapaTtos*(18).

24. 3anpewiaeTtca pasgenbHbli OTNYCK JIeKapCTBEHHbBIX CPEACTB, BXOASALWMX B COCTaB
NeKapCTBEHHOro NpenapaTa, U3rotaBnMBaeMoro CyGbeKTOM pO3HUYHOW TOProOBIW.

25. 3anpelwaeTcs OTNyCK CYObEKTOM pPO3HUYHOW TOProBAW  NEKapPCTBEHHbLIX
npenapaTtoB, YkasaHHblX B NyHKTe 4 HacTtoswmx [lpasun, no peuentaMm BeTEepUHAPHbLIX
opraHusaumn.

lll. TpeboBaHMsA K OTNYCKY NeKapCTBEHHbIX NpenapaToB No TpeboBaHUAM-HaKNagHbIM
MeAULMHCKMUX OpraHu3auuin, MHAMBUAyanbHbIX NpeanpuHuMaTeneun, UMeroLmx
JFINLEH3UI0 Ha MEeAULIMHCKYIO AeATeNIbHOCTb

26. TpeboBaHue-HaknagHasi Ha OTMYCK JIEKAPCTBEHHbIX NpenapaTtoB 0OpMIISieETCA B
COOTBETCTBUM C VIHCTpyKUMEN O nopsagke BbIMUCLIBAHUSA JEKapCTBEHHbLIX MpenapatoB U
odopMIieEHMsT peLenToB U TpeboBaHMN-HaKNagHbIX, YTBEPXKAEHHOW npukadoMm MuHuctepcTsa
34paBooxXpaHeHns u couunanbHoro passutua Poccuiickon ®egepaumm ot 12 pespansa 2007 r.
N 110 "O nopsigke Ha3Ha4yeHUss N BbINUCbIBAHUA NEKaApPCTBEHHbLIX MpenapaToB, U3genui
MEeOMUMHCKOrO HasHavyeHns un crneumanusMpoBaHHbIX MNPOLYKTOB rnedyebHoro nutaHus"
(3apernctpmpoBaH Munuctepcteom toctmumm Poccuinckon ®epepaummn 27 anpensa 2007 r.,
pernctpaunoHHbii N 9364)*(19).

[donyckaeTca OTNYyCK NeKapCTBEHHbIX npenapaTtoB no TpeboBaHUAM-HaKNagHbIM
MeANLMHCKNX OpraHusaunn u nHanemnayanbHblX npeanpuHuMaTenen, UMeLWwmnxX NMUeH3no Ha
MEAVLMHCKYIO OeATeNbHOCTb, OOPMIEHHbIM B 3fEKTPOHHOM BuAE, ecnv MeauuMHCKas
opraHusaums, nHanBuayanbHbl NpeanpuHUMaTenb, UMELWUN NIMLEH3NI0 HA MEOULMHCKYHO
AEATEeNbHOCTb, U CYObLEKT PO3HWYHOW TOProBAM SBNSAKOTCA COOTBETCTBEHHO YYaCTHUKaMu
cUCTEMbI MH(POPMALIMOHHOIO B3aUMOAENCTBUS N0 OOMEHY CBEOEHUSMN.

27. OTNycK HapKOTUYECKUX N MCUXOTPOMHbIX NIEKAPCTBEHHbIX NpenapatoB cnucka ll,
NCUXOTPONMHbLIX fleKapCTBEHHbIX npenapaTtoB cnucka lll, MHbIX NekapCTBEHHbIX NMpenapaTtos,
nognexawux npegMeTHO-KONMYEeCTBEHHOMY Y4eTy, B TOM Yucne oTnyckaembix 6e3 peuenta,
OCYyLLECTBNAETCSA No OTAENbHbIM TpeboBaHUsIM-HaKNagHbIM.

28. 3anpelwaetca OTNYCK HApPKOTUYECKMX U MNCUXOTPOMHbIX  JeKapCTBEHHbIX
npenapaTtoB cnucka Il, B TOM 4yucne B BuAe TpaHCAepMaribHbIX TepaneBTUYECKUX CUCTEM,
MCUXOTPONMHbIX JfEKapCTBEHHbIX npenapatoB cnucka Il no TpeboBaHWsIM-HaKNagHbIM
WHOMBMAYANbHOrO  NpeanpuHMMaTensl, UMeKLWero  JNIMUEH3UK0  Ha  MEeOULMHCKYH
aeaternibHOCTb*(20).

29. Tlpn oTnycke nekapcTBEHHbIX npenapaToB dapMaueBTU4eckun paboTHUK
npoBepsieT Hagnexaiiee odopmreHne TpeboBaHUA-HaKNagAHOM M NPOCTaBNsAeT Ha Hewn
OTMETKY O KOSIMYECTBE M CTOMMOCTM OTMYLLEHHbIX JIEKAPCTBEHHbIX NPenapaTos.

30. Bce TpeboBaHunsa-HaknagHble, N0 KOTOPbIM OTNYLUEHbI NleKapCTBEHHbIE Npenaparhbl,
nognexaT OCTaBNEHUIO U XPaHEHUIO Y CybbeKkTa pO3HUYHOWN TOProBIN:



Ha HapKOTUYECKMEe W MCUXOTPOMHbIe JleKapCcTBeHHble npenapaTtbl cnucka I,
MCUXOTPOMHbIE NeKapCTBEHHble npenapaTbl cnvcka Il (B OTHOWEHUM anTek M anTeyHbIX
MYHKTOB) - B TEYEHME NATU NET;

Ha nekapcTBEHHbIE NpenaparTbl, noanexaline NpeaMeTHO-KOIMYECTBEHHOMY Y4YETY, - B
TeYeHue Tpex neT;

Ha MHble NekapCTBEHHbIE NpenapaThbl - B Te4YeHe 04HOro roaa.

31. HapyLueHve nepBUYHOW YNakoBKWN NEKApPCTBEHHOMO npenapaTa npu ero oTnycke no
TpeboBaHMIO-HAKNAQHOW  [OMycKaeTcsl CYObEKTOM  PO3HWYHOM  TOPrOBMK,  MMEHLMUM
NUUEH3NI0 Ha hapmaLeBTUYECKYO AESTENbHOCTb C NPABOM WU3rOTOBINEHUS NEeKapCTBEHHbIX
npenapatoB. B Takom criyyae OTMNyCcK JEKapCTBEHHOrO npenapaTta OCyLecTBnseTcs B
ynakoBke, oDOpMIEHHOM B YCTAHOBNEHHOM nopsiake*(21), ¢ npeaocTaBneHMeM UHCTPYKLUM
(KOMUKU MHCTPYKLMM) NO NPUMEHEHMIO OTMYCKAEMOro fiekapCTBEHHOrO nNpenaparTa.

*(1) NognyHKT "4" nyHkTa 5 yactn 4 ctatbn 18, noanyHKT "K" nyHkTa 1 yactn 1 craTbu
33 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHun nekapcTBEHHbIX
cpenctB" (CobpaHue 3akoHopatenbctBa Poccunckon ®depepaumn, 2010, N 16, ct. 1815;
N 42, ct. 5293; N 49, cT. 6409; 2014, N 52, cT. 7540).

*(2) Mpwukasel MnHucTepcTBa 3gpaBooxpaHeHnsa Poccunckon denepaumn:

oT 20 pekabpsa 2012 r. N 11751 "O6 yTBepXaeHUM nopsigka HasHavyeHus W
BbIMUCbIBAHNA NeKapCTBEHHbLIX MpenapaTtoB, a Takke ¢OpM peuenTypHbiX 6GnaHKoB Ha
neKkapCcTBeHHble npenapatbl, Mnopsaka OMOPMIEHNS YKa3aHHbIX OnaHKoB, WX y4yeTa U
XxpaHeHusa" (3apernctpmpoBaH MuHuctepctBoM toctuumm Poccurckon ®epepauumn 25 nioHA
2013 r., peructpaunoHHbin N 28883), C W3MEHEHUSAMW, BHECEHHbIMM MNpuUKa3amMu
MwuHucTepcTBa 3apaBooxpaHeHnsa Poccuinckon depepaummn ot 2 gekabpss 2013 r. N 886H
(3apernctpmpoBaH MuHuctepctBom toctuumm Poccuinckon depepaumm 23 aekabpsa 2013 r.,
pernctpauynoHHbin N 30714), ot 30 noHa 2015 r. N 386H (3apernctpuposaH MuHucTepcTBsomM
toctunmn 6 asrycta 2015 r., peructpaumnoHHbin N 38379) n ot 21 anpens 2016 r. N 254H
(3apeructpupoBaH MwuHuctepctsoMm toctuumm Poccuiickon depepaumn 18 uona 2016 r.,
peructpaunoHHbin N 42887) (ganee - npuka3 N 1175H);

or 1 asrycta 2012 r. N54n "O6 yTBepxageHun dopmbl OMaHKOB peLenTos,
coAepXallumMx HasHayeHue HapKOTUYECKMX CPeacCTB U MCUMXOTPOMHbIX BELLECTB, nopsgka ux
N3roTOBMEHUS, pacnpefeneHns, perucTpaumm, ydeta W XpaHeHusi, a Takke npasun
ogopmnenns" (3apernctpupoBaH MwuHuctepctBom toctuumm Poccuinckon Pepepaunmn 15
asrycta 2012 r., peructpaumoHHbin N 25190), ¢ namMeHeHnaMU, BHECEHHbIMU NpuKasamu
MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon ®epepaumm ot 30 mioHsa 2015 r. N 385H
(3apernctpuposaH MuHuctepctsoM toctuuumn Poccunckon dPepepaummn 27 Hosbps 2015 r.,
pernctpaunoHHbin N 39868) u ot 21 anpena 2016 r. N 254H (3apernctpupoBaH
MuHuctepcteom toctuuumn Poccunckon depepaumm 18 uona 2016 r., permctpaumoHHbIN
N 42887) (nanee - npukas N 54H).

*(3) CobpaHne 3akoHopaTtenbctBa Poccuickon ®epepauumn, 1998, N 27, cr. 3198;
2004, N 8, cT. 663; N 47, cT1. 4666; 2006, N 29, c1. 3253; 2007, N 28, cT. 3439; 2009, N 26,
cT. 3183; N 52, c1. 6572; 2010, N 3, cT1. 314; N 17, c1. 2100; N 24, c1. 3035; N 28, cT. 3703;
N 31, cT.4271; N 45, c1. 5864; N 50, c1. 6696, 6720; 2011, N 10, c1. 1390; N 12, cT. 1635;
N 29, cT. 4466, 4473; N 42, c1.5921; N 51, cT. 7534; 2012, N 10, cT. 1232; N 11, cT1. 1295;
N 19, c1.2400; N 22, cT1.2864; N 37, ct. 5002; N 48, c1. 6686; N 49, c1.6861; 2013, N 9,
cT. 953; N 25, cT1. 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, cT. 6068; N 51, cT. 7430; 2015, N 11,
cT. 1593; N 16, cT1. 2368; N 20, cT. 2914; N 28, cT1. 4232; N 42, c1. 5805; 2016, N 15, cT. 2088;
2017, N4, cT. 671; N10, cT. 1481.



*(4) Mpunoxenuna N 1 n 2 k npukasy N 54H.

*(5) TyHKT 9 nopsagka HasHayeHWs M BbIMUCbIBAHUA NEKapCTBEHHbIX MpenapaTos,
yTBepXXaeHHoro npukasom N 1175H.

*(6) Mpwukas MuHuctepcTBa 3gpaBooxpaHeHnsa Poccunckon degepaumm ot 22 anpens
2014 r. N 183H "O6 yTBEpXOEHUN NepeyYHs NeKapCTBEHHbIX CPeAcTB AN MeAMLMHCKOro
NPUMEHeHnsa, noanexawmx npegMeTHO-KONMMYEeCcTBEHHOMY  y4yeTy"  (3apernctpupoBaH
MwuHucTepctBom toctnumm Poccuinckon depepauumn 22 wmonsa 2014 r., peructpaumoHHbIN
N 33210) C W3MEHEeHUsAMW, BHECEHHbIMW NpuUKa3oM MuHUCTEpPCTBaA 34paBOOXPaAHEHMS
Poccuiickon ®epepaumm ot 10 ceHTabpa 2015 r. N 634H (3apernctpuposaH MuHnctepctsom
toctnunmn Poccuickon ®epepaumm 30 ceHTabpsa 2015 r., pernctpaumoHHbin N 39063).

*(7) MognyHKT 3 nyHkTa 9 nopsgka HasHa4YeHWa U BbINUCLIBAHUA NEeKapCTBEHHbIX
npenapaTos, yTBepxaeHHoro npmukasom N 1175H.

*(8) BapeructpmpoBaH MwuHucTepcTBoM tocTuumm Poccunckon depepaumm 1 mMoHA
2012 r., peructpaumoHHbin N 24438, C W3MEHEHUsIMXU, BHECEHHbIMW MpUKasamu
MwuHuctepctBa 3gpaBooxpaHeHns Poccunckon depepaumm ot 10 moHa 2013 r. N 369H
(3apernctpmpoBaH MuHuctepcteoM toctuumm Poccuiickon depepaummn 15 uona 2013 r,
permctpaunoHHsin - N 29064), ot 21 aerycta 2014 r. N465H (3apeructpmpoBaH
MwuHuctepcteom toctuumm Poccurickon ®epepauumn 10 ceHTabps 2014 r., permcTpaunoHHbIN
N 34024), ot 10 ceHts6pa 2015 r. N 634H (3apeructpmpoBaH MWHUCTEPCTBOM HOCTULUK
Poccunckon ®epepaummn 30 ceHTs6pa 2015 r., pernctpaumoHHbin N 39063).

*(9) PacnopspkeHne lNpaButensctBa Poccuiickon depepaumm ot 26 gekabpsa 2015 r.
N 2724-p (CobpaHune 3akoHogaTtenbcTBa Poccunckon ®egepaunn, 2016, N 2, c1. 413).

*(10) MpunoxeHna N 1 n N 2 kK NopsiaKy HasHa4YeHWsi U BbINUCbIBAHWS NIEKapCTBEHHbIX
npenapaTos, yTBepXxgeHHoMmy npukasom N 1175H.

*(11) Cobpanune 3akoHopaTenbctBa Poccunckon depepaumn, 2010, N 16, cr. 1815;
N 42, ct. 5293; 2014, N 52, cT. 7540.

*(12) CobpaHue 3akoHogatensctBa Poccuickon ®depepaumn, 1998, N 2, ct. 219;
2012, N 53, cT1. 7630; 2013, N 48, cT. 6165; 2015, N 1, cT. 54.

*(13) lMpunoxeHne N 2 K NOPSiAKY Ha3HAYE€HMSI M BbIMUCbIBAHUA JE€KAapPCTBEHHbIX
npenapaTos, yTBepXxgeHHomy npukasom N 1175H.

*(14) NMpuka3s N 11751 u npukas N 54H.

*(15) Cratbs 74 degepanbHoro 3akoHa oT 21 Hosabpsa 2011 r. N 323-93 "O6 ocHoBax
OXpaHbl 300poBbA rpaxgaH B Poccuinckon depepaumn” (CobpaHue 3akoHogaTenbCcTBa
Poccunckon ®egepaunn, 2011, N 48, c1. 6724; 2013, N 48, cT. 6165).

*(16) Cratba 57 ®depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6
obpalleHnn nekapCcTBEHHbIX cpeacT”.

*(17) B oTHoweHWM nuua, ykasaHHoro B 4actu 2 cratbn 20 ®eneparnbHOro 3akoHa ot
21 Hosabps 2011 r. N 323-®3 "O6 ocHoBax OxpaHbl 340pOBbS rpaxaaH B Poccuiickon
depepaumn” (CobpaHne 3akoHogatensctBa Poccunckon ®epepaumn, 2011, N 48, cT. 6724;
2012, N 26, cT. 3442, 3446; 2013, N 27, ct. 3459, 3477; N 30, cT. 4038; N 39, cT. 4883; N 48,
CT. 6165; N 52, cT. 6951; 2014, N 23, cT. 2930; N 30, cT. 4106, 4206, 4244, 4247, 4257; N 43,
cT. 5798; N 49, cr1. 6927, 6928; 2015, N 1, cT. 72, 85; N 10, ct. 1403, 1425; N 14, cT1. 2018;
N 27, cT. 3951; N 29, cT1. 4339, 4356, 4359, 4397; N 51, cT. 7245; 2016, N 1, cT1. 9, 28; N 15,
cT. 2055; N 18, cT. 2488; N 27, cT1. 4219).

*(18) YacTtb 4.1 ctatbn 45 denepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6
obpaweHnn nekapctBeHHbix cpeacts” (CobpaHne 3akoHogaTenbctBa  Poccuiickon
®epepaumn, 2010, N 16, ct.1815; 2014, N 52, ct.7540; 2015, N 51, cT.7245),
noctaHoBneHune [paButenbctBa Poccuiickon degepaumm ot 23 mona 2016 r. N 716 "O
nopsiake OpPMMPOBaAHMSA MEPEYHs NeKapCTBEHHbIX MpenapaTtoB Ans  MeguLMHCKOro
NPUMEHEHNA, B OTHOLUEHUM KOTOPbIX YCTaHaBnuBalTcsa TpeboBaHuA Kk ob6bemy Tapbl,



yNakoBKE W KOMMJSIEKTHOCTU, MepeyHs JieKapCTBEHHbIX MpenapaTtoB AnA BeTepUHApHOro
NPUMEHEHNsa, B OTHOLUEHWW KOTOPbIX yCTaHaBnusawTca TpeboBaHUs K obbemy Tapbl, U
onpegenenusa Taknx TpebosaHun" (CobpaHne 3akoHogaTenbctBa Poccuickon dPepepauumu,
2016, N 31, cT1. 5030).

*(19) C nameHeHnsiMK1, BHECEHHbIMWU Npukazamm MuHUCTepCTBa 34paBOOXPaHEHNA Y
coumnanbHoro passutua Poccuinckon ®epepauum ot 27 asrycta 2007 r. N 560
(3apeructpupoBaH MuHuctepctsom toctuumm Poccuiickon Pepepaumn 14 centabpsa 2007 r.,
permctpaunoHHbin N 10133), or 25 ceHtsa6pa 2009 r. N 794H (3apernctpupoBaH
MwuHuctepcteom toctmummn Poccuinckon depepaunmn 25 Hosbps 2009 r., pernctpaumoHHbIN
N 15317), ot 20 gauBaps 2011 r. N 13H (3apeructpmpoBaH MWHMUCTEPCTBOM HOCTULMNK
Poccunckon depepaummn 15 mapta 2011 r., peructpauunoHHbin N 20103), npukasamu
MwuHuctepctBa 3gpaBooxpaHeHns Poccunckon depepaumm ot 1 asrycta 2012 r. N 54H
(3apeructpuposaH MuHuctepcteom toctuumm Poccumnckon ®epepauumn 15 asrycta 2012 r.,
permctpaunoHHsin N 25190), ot 26 deBpana 2013 r. N 94H (3apernctpupoBaH
MuHuctepcteom toctuuumn Poccurckon depepaummn 25 uioHsa 2013 r., permctpaumoHHbIN
N 28881).

*(20) MNyHkT 4 crtatbm 31 PepepanbHoro 3akoHa oT 8 aHBapsa 1998 r. N 3-3 "O
HapKOTUYECKMX CpeacTBax W NCUMXOTPOnHbIX BewlectBax" (CobpaHune 3akoHoAaTenbCcTBa
Poccuinckon ®epepaumn, 1998, N 2, ct. 219; 2003, N 27, cT1. 2700; 2013, N 48, cT. 6165;
2015, N 1, cT1. 54).

*(21) Mpukas Munagpasa Poccun oT 26 oktabpsa 2015 r. N 751H "O6 yTtBepxaeHum
npaBun  U3rOTOBIIEHUA W  OTMNyCKa FEeKapCTBEHHbIX npenapatoB AN MeOULUHCKOro
NPUMEHEHNA  anTeYHbIMKM  OpraHu3aumMsMun, WHOMBUAYaAlbHbIMKM  NpeanpuHUMaTENaMH,
UMEKLWNMM  JNIMLEH3NIO Ha  (pbapmMaueBTUYECKYHD  OeATenbHOCTh"  (3apernctpumpoBaH
MuHuctepcteom toctuummn Poccuinckon depepaummn 21 anpens 2016 r., pernctpaumoHHbIN
N 41897).



