Mpuka3 MuHuctepcTea 3gpaBooxpaHeHna PO ot 11 niona 2017 r. N 403H
"O6 yTBEPXAEHMN NPaBU OTNYCKa NIEKAPCTBEHHbIX NpenapaToB A4 MEOULMHCKOro
NPUMEHEHNA, B TOM YUCIe UMMYHOBMONOrMYEeCKNX NeKapCTBEHHbIX NpenapaTos, anTeYHbIMA
opraHu3aunAaMn, UHAVBMAYyanbHbIMU NPeanpuHMMaTeNAMU, UMEKOLLMMU NLEH3UIO Ha
dhapmaueBTUYECKYO OeATEIbHOCTL"

FTAPAHT:

O nopAgoke NpUMeHeHUA OTAeNbHbIX HOPM HACcTOAWero npwukasa cMm. nuceMa MwuH3pgpasa
Poccumn ot 27 ceHTAabpA 2017 r. N 2853/25-4 n ot 24 oktAGpA 2017 r. N 3095/25-4

B cooTtBeTcTBMM cO cTaThenn 55 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-03
"O6 ob6paweHnn nekapcTBeHHbix cpencts" (CobpaHue 3akoHopaTenoctBa Poccuinckon
®epepaunn, 2010, N 16, cT. 1815; N 31, cT. 4161; 2013; N 48, cT. 6165; 2014, N 52, CcT. 7540;
2015, N 29, cT. 4388; 2016, N 27, cT. 4238), nyHkTOoM 3 cTaTbM 12 DepepanbHOro 3akoHa ot 17
ceHTAGpA 1998 r. N 157-®3 "O6 ummmyHonpopunakTuke MHMPEKLNOHHBbIX
6one3Hen" (CobpaHue 3akoHopgaTenoctBa Poccuinckon depepaunmmn, 1998, N 38, cT. 4736;
2009, N1, cT1.21; 2013, N 48, c1.6165) n nognyHktamn 5.2.169, 5.2.183 llonoxeHnAa o
MuHucTepcTBe 3gpaBooxpaHeHnA Poccuinckon Pegepauunu, yTBEPXAEHHOMO NoCcTaHOBIEHNEM
MpasutenbctBa Poccunckon depepaunmmn ot 19 wuwoHAa 2012 r. N 608 (CobpaHue
3akoHopaTenbcTBa Poccuinckon ®epepaunn, 2012, N 26, cT. 3526; 2013, N 16, cT. 1970; N 20,
CT. 2477; N 22, c1. 2812; N 33, cT. 4386; N 45, c1. 5822; 2014, N 12, cT. 1296; N 26, cT. 3577;
N 30, cT.4307; N 37, cT. 4969; 2015, N 2, cT.491; N 12, cT. 1763; N 23, cT1. 3333; 2016, N 2,
cT. 325; N 9, cT. 1268; N 27, cT. 4497; N 28, cT. 4741; N 34, cT. 5255; N 49, cT. 6922; 2017, N 7,
cT. 1066), npukasbiBato:

1. YTBepaouTb npasuna OTMNyCKa JIEKApPCTBEHHbIX MpenapaTtoB AnA MeAULUHCKOro
NPUMEHEHUA, B TOM 4YMcne MMMYHOBMONOrMYeCcKMX NeKapCTBEHHbIX MpenapaToB, anTeyYHbIMU
opraHmsaumAMn, wuHOMBUAyanbHbIMU nNpeanpuHUMaTenAaMy, UMerWwnMnN JNULEH3UI Ha
hapmaueBTUYECKYIO AeATENbHOCTb, COrNIacHO MPUIOXKEHNIO.

2. MNpunaHaTb yTpaTUBLLIMMN CUNY:

npukasd MwuHUCTepcTBa 34paBOOXPaHEeHuA W couuanbHOro passutnA Poccmnnckon
®depepaumn ot 14 pekabpAa 2005 r. N 785 "O [llopAagke oTnycka NeKapCTBEHHbIX
cpencTtB" (3apernctpmpoBaH MuHuctepcteom toctvumm Poccuinckon ®@epepaunmn 16 AHBapA
2006 r., pernctpaumoHHbii N 7353);

npukas MwuHUCTepcTBa 34pPaBOOXPaHEHUA U couManbHOro passBuTMA Poccumnckon
®epepaumn ot 24 anpena 2006 r. N 302 "O BHeceHMM U3MeEHeHU B npuka3 MuHucTepcTBa
30paBooXpaHeHnA 1 coumnansHoro pas3sutma Poccuinckon @epepaunum ot 14 gekabpa 2005 r.
N 785" (3apernctpuposaH MuHuctepctsom toctuumm Poccurickon ®epgepauum 16 maa 2006 r.,
perucTpaunoHHbin N 7842);

npukasd MwuHUCTepcTBa 34paBOOXpaHeHuA W couuanbHOro passutnA Poccunnckon
®epepaunn ot 12 despana 2007 r. N 109 "O BHeceHuUM n3meHeHun B [NopApok oTnycka
NeKapCTBEHHbIX CPeAcCTB, YTBEPXOEHHbIN npukasoM MwuHuUCTepcTBa 340paBOOXPaHEHUA U
coumanbHoro passutua Poccunckon depepaumm ot 14 pgekabpa 2005 r.
N 785" (3apeructpmpoBaH MuHmuctepcteom toctuumm Poccuinckon ®epepaumm 30 mapta 2007
r., pernctpaunoHHsiv N 9198);

npukasd MuHUCTepCcTBa 34paBOOXPaHEeHUA W couuanbHOro passuTuA Poccmnnckon
®epepaummn ot 6 asrycta 2007 r. N521 "O BHeceHuUM u3MeHeHUn B [lopAagokK oTnycka
NEKapCTBEHHbIX CPEeACTB, YTBEPXKOEHHbIN npukasoM MuHUCTepcTBa 340paBOOXPaHEHUA U
coumanbHoro passutmAa Poccunckon depepaunn ot 14 pekabpa 2005 r.
N 785" (3apeructpuposaH MwuHucTepcTBoM tocTuumm Poccuinckon depepaumn 29 asrycra
2007 r., pernctpaumoHHbii N 10063).
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MwuHucTp B.W. CkBopuoBa

3apeructpupoBaHo B Muntocte PO 8 ceHTAGpA 2017 T.
PeructpaunoHHbin N 48125

NMpunoxxeHue

K npvkasy MuHucTepcTBa 3apaBoOXpaHeHUsA
Poccuitckon depgepauumn

oT 11 urona 2017 r. N 403H

MNMpaBuna
OTrnycKa neKkapcTBeHHbIX npenapaTos ANA MeAULUHCKOro NpuMeHeHuA, B TOM 4yucrne
MMMYHOOUOIOrMYECKUX NNeKapCTBEHHbIX NpenapaToB, anTe4YHbIMU OpraH1u3aumamu,
MHAMBUAYaNbHbIMU NpeanpuHUMaTENIAMA, MMEIOLWUMU NULEH3UI0 Ha
hapmauieBTUYECKYIO AeATENIbHOCTb

l. O6wme TpeboBaHUA K OTNYCKY NNeKapCTBEHHbIX NpenapaTtoB ANA MeAULUHCKOro
npumMeHeHuA

1. HacTtoAwwme npaBuna onpegenaloT NnopAnoK OTMNyCKa NIeKapCTBEHHbIX npenapaTos
ONA MeOVUUMHCKOrO MPUMEHEHUA, B TOM 4uUCe WUMMYHOBMONOrnMYeckKnx nekapcTBEHHbIX
npenapatoB (ganee - nekapCcTBEHHble npenaparTbl), anTeYHbIMU OpraHu3aumAaMu Wu
WHAMBUAYANbHLIMW NPEeAnpUHUMATENAMN, UMEKOWMMN NIMLEH3NIO Ha dhapMaueBTUYECKYIO
OEeATENbHOCTL (Aanee - cybbekThbl PO3HMYHOM Toprosenun), 6e3 peuenta®(1) n (unm) no peuenty
Ha NleKapCTBEHHbIN npenapar, BbIMMCAHHOMY B YCTaHOBMIEHHOM nopAgke*(2) MeanuuHCKUMK
paboTHMKamMn, a TakXe no TpeboBaHUAM-HaKNagHbIM OpraHn3auuun, OCYLLECTBAAIOLEN
MEAULUNHCKYIO OeATENbHOCTb (fanee - MeauMuMHCKaA opraHu3auma), Unu UHAMBUAOYanbHOro
npeanpuHMmMaTena, UMeWwero fUUEeH3UKD Ha MeaUUMHCKYI0 OeATEeNbHOCTb (panee
COOTBETCTBEHHO - peuenT, TpeboBaHMe-HaknagHasn).

2. OTnyck nekapcTBeHHbIX NpenapaToB 6e3 peuenToB OCyLWeCcTBAAETCA:

anTekamu;

anTeYHbIMU NYHKTaMu;

anTevyHbIMU KMocKamu;

MHOMBUAYANbHbIMW NpeanpuHMMaTENnAMN, UMEKLWNUMN NTULEH3UNI Ha
(hapmaueBTMYECKYIO OeATENbHOCTL (fanee - UHAMBMAYasbHbIN NpeanpuHMaTenb).

3. OTnyck nekapCTBEHHbIX NpenapaToB MO peuenTam OCyLecTBNAETCA:

anTekamu;

anTeYyHbIMU NyHKTaMu;

MHOMBUAYANbHLIMU NpeanpuHUMaTENnAMN (3a UCKITIOYEHMEM OTMyCKa HapKOTUYECKUX
CPeAcTB U MNCUXOTPOMHbIX BELWECTB, BK/IOYEHHbIX B MepeyeHb HapKOTUYECKUX CPeacTB,
NCUXOTPOMHbLIX BeWeCcTB M UX NPEeKypcopoB, noasiexawmx KOHTponw B Poccuinckon
depepaunn, yTBEPXAEHHbIN nocTaHoeneHnem MNpasutenbctea Poccuiickon depepaumm ot 30
mioHA 1998 r. N 6817(3) (nanee COOTBETCTBEHHO - [lepeyeHb, HapKOTUYEeCKNe U NCUXOTPOMHbIE
NneKapcTBEHHbIE npenapaThbl).

OTnycK HapKOTMYECKMX U MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapaToB Mo peuentam
OCYLLECTBNAETCA anTekaMu 1 anTeYHbIMU NMYHKTaMU, UMEIOLMMU NILEH3NIO HA AeATENbHOCTb
no o060poTy HAPKOTUYECKUX CPEeAcTB, MCUXOTPOMHLIX BEWEeCTB M WX MNPEKYPCOpPOB,
KYNbTUBUPOBAHUIO HAPKOCOAEep XaLunx pacTeHUN.

OTnyck MMMYHOOGMONMOrMYECKUX NeKapCTBEHHbIX MNpenapaTtoB N0 peuentam
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OCYLLEeCTBNAETCA anTeKaMn 1 anTeYHbIMU NyHKTaMW.

4. lNo peuenTtam, BbINUCAHHbIM Ha peuenTypHbIX 6naHkax opmbl N 107/y-HIT*(4),
OTNyCKalTCA HApPKOTMYECKME W MCUXOTPOMHbIE JIEKAPCTBEHHbIE MpenapaTbl, BHECEHHbIE B
CnncokK HapKOTMYECKUX CPeacTB M NCUXOTPOMHbLIX BewecTB, 060poT KOTOpbIX B Poccuinckon
degepaumn orpaHNyYeH M B OTHOLWEHUM KOTOPbIX YCTaHaBNMBAKOTCA Mepbl KOHTPONA B
COOTBETCTBUM C 3akoHogaTenbCTBOM Poccuinckon ®depepaumn m mMexagyHapogHbiMu
porosopamu Poccuinckon ®epepaumn (cnivcok 1), lMNepeyHAa (panee - HapKoOTUYECKME U
NMCUXOTPOMNHbIE JIeKapCTBEHHble npenapartbl cnucka ll), 3a UCKI4YeHnemMm HapKOTUYECKUX W
NMCUXOTPOMHbIX JIEKAPCTBEHHbIX MNpenapaTtoB B BuAe TpaHCcOepMasibHbIX TepaneBTUYEeCKUX
CUCTEM.

Mo peuenTtam, BbIMUCaHHbIM Ha peuenTypHbix 6naHkax dopmbl N 148-1/y-88,
oTnyckatTcA*(5):

NMCUXOTPONMHbIE JIeKapCTBEHHbIe MpenapaTtbl, BHECeHHble B CNUCOK MNCUXOTPOMHbIX
BelecTB, 060poT KOoTopbIX B Poccunckon depepaumm orpaHUYeH M B OTHOLUEHUN KOTOPbIX
AOMNYyCKaeTCA UCKIIOYEHNE HEKOTOPbIX MEpP KOHTPOSIA B COOTBETCTBMUN C 3aKOHOOATEbCTBOM
Poccuinckon depepaunm n mexxayHapoaHbeiMmi gorosopamm Poccuinckon depepaumm (Cnmcok
[I), MNepeyHa (panee - NCMXOTPOMNHbIE NEKapPCTBEHHbIE npenapaTtbl cnucka lll);

HapKOTMYEeCKMe U MNCUXOTPOMHbIE JNEeKapCTBEHHble npenapaTtbl cnucka |l B Buae
TpaHcaoepMasibHbIX TepaneBTUYECKUX CUCTEM;

NeKapCTBEHHbIE MpenapaTtbl, BKKOYEHHbIE B MEpPeYeHb JIEKApPCTBEHHbIX CPeAcTB AnA
MEANUMHCKOrO MNPUMEHEHUA, noanexawmx npenMeTHO-KONMYEeCTBEHHOMY y4yeTy*(6), 3a
WCK/TIOYEHNEM JIeKapCTBEHHbIX npenapaToB, YyKasaHHblx B abs3auax repBoM W TpeTbem
HacToAWero nNyHKTa, WU JIeKapCTBEHHbIX MpenapaToB, OTnyckaemblx 6e3 peuenta (manee -
neKapcTBEHHbIE NpenapaThbl, nognexawme npeameTHO-KOINYECTBEHHOMY YYETY);

neKkapcTBeHHble npenaparTbl, obnagatowme aHaboNN4yeCKom akKTUBHOCTbIO (B
COOTBETCTBUWN C OCHOBHbIM hapMakonormyeckum genctemem)(7) n oTHocALmecA no aHaTomMo-
TepaneBTUYECKO-XMMUYECKOW Knaccumkaumm, pekoMeHgosaHHon BcemmpHom opraHmsauven
3npaBooxpaHeHnAa (panee - ATX), K aHabonuyeckum ctepoumpam (kog A14A) (nanee -
nekapcTBEHHbIE NpenapaThbl, obnagaroLme aHabonmM4eckom akTUBHOCTBIO);

NeKapCTBEHHbIE Mpenaparbl, ykasaHHble B nyHkTe 5 [MopAagka oTnycka (ou3nyeckum
nmuam nekapcTBEHHbIX MpenapaTtoB ANA MeOVMUMHCKOro MpUMEHEHUA, Coaep Xalux Kpome
ManbIX KOMUYECTB HapKOTUYECKUX CPEeACcTB, MCUXOTPOMHbIX BELWECTB U UX NPeKypcopoB
apyrve apMakosnormyeckne akTUBHbIE BELLECTBA, YTBEPXKOEHHOrO npukasom MuHucTepcTea
30paBoOXpaHeHMAa 1 coumanbHoro passmtua Poccuickon ®epepaummn ot 17 maa 2012 .
N 562H"(8);

NeKapcTBEHHble MpenapaTbl, WU3roTaBfMBaemMble MO peuenTy Ha /eKapCTBEHHbIN
npenapar v cogepykalime HapKoTU4eCcKoe CPeacTBO UM NCUXOTPONMHOE BELECTBO, BHECEHHOE
B cnucok |l TlepeyHAa, v ppyrme dapmakonorndeckme akTUBHble BewecTBa B [03e, He
npesbIWalolWen BbICLYO pPas3oByld [[03Y, W MpU YCIIOBUW, 4YTO 3TOT KOMOWHMPOBAHHLIN
neKapcTBEHHbIV npernapaT He ABMAETCA HAPKOTUYECKUM WU NCUXOTPOMHBIM JIEKapCTBEHHbBIM
npenapaTtom cnucka Il.

Mo peuenTaM, BbIMMCAHHBLIM Ha peuenTypHbiX 6naHkax copmvbl N 148-1/y-04 (n) vnn
dopmbl N 148-1/y-06 (1), oTnyckakwTCA NneKapCTBEHHble npenapaTbl, BbIMUCbIBAEMble
rpaxkgaHam, MMeloWmMM npaBo Ha 6ecnnaTtHoe NoslydyeHue NeKapCTBEHHbIX MnpenapaTroB Unu
nosly4eHne neKapCTBEHHbIX MpenapaToB CO CKUOKOW (Janee - NnekapcTBEHHble npenaparhl,
oTnyckaemble 6ecnnaTHO UM CO CKUOKOWN).

Mo peuenTam, BbinMcaHHbIM Ha peuenTypHbIX 6naHkax opmbl N 107-1/y, oTnyckatoTcA
WHble NIEKapCTBEHHble MnpenapaTbl, He yKas3aHHble B ab3alax nepBoM, TPETbEM - OEBATOM
HaCTOALWEro MyHKTa, 3a MWCK/IOYEHMEM JNleKapCTBEHHbIX MnpenapaToB, OTNyckaembix 6e3
peuenTa.
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5. OTnyck nekapCTBEHHbIX NMpenapaToB, He YKa3aHHbIX B NyHKTe 4 HacToAwmx Npasun,
B COOTBETCTBMU C UHCTPYKUMAMU MO UX MEOULMHCKOMY MPUMEHEHUIO OCyllecTBnAeTcA 6e3
peuenToB.

6. OTnycKk NnekapCTBEHHbIX NpenapaTtoB OCYLWECTBAAETCA B TEYEHMEe YKa3aHHOro B
peuenTe cpoka ero AencTBmA Npu obpalieHnm nmua K cybbekTy PpO3HUYHOW TOProBIIv.

B cnyyae oTcyTcTBMA Yy cybbekTa PO3HUYHOW TOProBAW JIEKAPCTBEHHOro npenapara,
yKasaHHOro B peuente, npu obpaweHnn nuua K cyObekTy PO3HUYHOM TOProBau peuent
npuHMMaeTCcA Ha 06Cny>XxMBaHne B cnepylowme Cpoku (ganee -oTCpoYHeHHoEe 06CNy>XMBaHME):

peuenT ¢ nomeTkon "statim" (HemeaneHHO) obCcny>XMBaeTcA B Te4eHne ogHoOro paboyero
OHA CO AHA obpalleHnA nnua K cybbekTy PO3HUYHOW TOProB/u;

peuenT ¢ NnomeTkomn "cito" (CpoyHO) obcny>xmBaeTcA B TeYeHue AByX paboyumx OHEN co
AHA obpalleHnA nmua K CyobekTy pO3HUYHOW TOProBnu;

peuenT Ha NeKapCTBEHHbIM npenapaT, BXOAAWMA B MWHMMASIbHbIA aCCOPTUMEHT
NeKapCcTBEHHbIX MpenapaTtoB AfA MeAUUUHCKOro NpUMEHeHnA, HeobxoaMMbIX OJ1A OKa3aHuA
MeauUMHCKOM noMowm™(9), obcny>xmeaeTcA B TedeHne nATKU paboymx AHen co aHA obpalleHunA
nmua K Cy6bekTy PO3HUYHOM TOProBIin;

peuenT Ha NekapcTBEHHbIW NpenapaTt, OTnyckaemblni 6ecnnaTHO UM CO CKNUOKOWN U He
BOWeAWNA B MUHUMASbHbLIA aCCOPTUMEHT JIeKapCTBEHHbIX npenapaToB Oj1A MeOUUUHCKOro
NPUMEHEeHNA, Heo0bXo0aUMbIX O1A OKas3aHWA MeANUUHCKOMN NOMOLLM, OBCY>XXMUBAETCA B TeYEHNE
necATn paboynx gHeun co AHA obpalleHnA nmua K cy6bekTy pO3HUYHOW TOProBIv;

peuenTbl Ha JleKapCTBEHHblE npenapaTbl, Ha3Hayaemble MO pPELIEeHN0 BpayvyebHON
KOMUCCUK, 0O6CNY>XMBAKOTCA B TeYEeHME NATHaauaTn paboumx gHen co oHA obpalweHua nuua K
Cy6bEeKTY PO3HUYHON TOProB/n.

3anpewiaeTcAa oTnyckaTb JleKapCTBEHHbIE MpenapaTtbl Mo peuentam ¢ WUCTEKLWUM
CPOKOM AEWNCTBUA, 3a UCK/TIOYEHMEM CrlyYvad, Koraa CpoK OEenCTBUA peuenTta UCTEK B Nepuop,
HaxXoXOEeHWA ero Ha OTCPOYEHHOM 06CNYXMBaHUN.

[Mpn ncTteyeHnn cpoka OencTBUA peuenTa B Nepuod HaxoXaAeHNA ero Ha OTCPOYEHHOM
06Ccny>XXMBaHMM OTMNYCK JIEKApPCTBEHHOrO rnpenapara no TakoMy peuenTy ocywecTBnAaeTcA 6e3
ero nepeogopmMIIEHUA.

7. lekapcTBeHHble NpenapaTtbl OTNYCKalTCA B KONMMYECTBE, YKasaHHOM B peuenTte, 3a
WCK/TIOYEHMEM CNnyyaeB, Korga [AnA JIeKapCTBEHHOro npernaparta YCTaHOBJIEHbl MpeaenbHO
A0NyCTUMOE UM PEKOMEHA0BAHHOE KOMMYECTBO AJ1A BbINUCbIBAHUA Ha oAuH peuenTt™(10).

Mpu npeobABNEHUN peuenTta C MPEBbIWEHNEM MNpeaenbHO [OoNYyCTUMOro Un
PEKOMEHO0BAHHOIO KONMYECTBa JIEKAPCTBEHHOrO npenaparta AsA BbIMUCbIBAHUMA Ha OOWH
peuenT chapmaueBTUYEeCKNA paboTHNK MHopMUMPYET 06 3TOM ML, NpeacTaBMBLLEE pPeLenT,
pyKoBOAMTENA COOTBETCTBYIOWEN MEANLUNHCKOW OpraHmM3aunmn u oTrnyckaeT yKasaHHOMY Sy
YCTaHOBJIEHHOE COOTBETCTBEHHO NpefefnibHO AOMYyCTUMOE UM PEKOMEHO0BAHHOE KONMYECTBO
NeKapCcTBEHHOro npenapaTta [AnA BbIMUCbIBAHWA Ha OOMH peuent C MnpocTaBfieHneM
COOTBETCTBYIOLLEN OTMETKM B peLEnTe.

Mpyn Hannumm y cybbekTa PO3HUYHOW TOProBAM JIEKAPCTBEHHOro npenapara C
O03MPOBKOW, OT/IMYHOM OT OO3UPOBKU JIEKAPCTBEHHOro rnpenapara, ykas3aHHOW B peuenTe,
OTNYCK MMEIOWErocA fIeKapCTBEHHOro npenapara AonyckaeTcA, ecnv [03UPOoBKa TaKoro
NEKapCTBEHHOro npenapaTta MeHble A03UPOBKW, yKasaHHOM B peuente. B Takom cnydae
OCYLLeCTBIAETCA NepecyeT KONMYeCcTBa /IeKapCTBEHHOro npenapara ¢ y4eToMm Kypca eyeHus,
yKasaHHOro B peuenTe.

B cnyyae ecnu posvpoBka NeKapCTBEHHOro npenaparta, umetlowerocA y cybbekTa
PO3HMYHOW TOProBNW, MNPEBbLIWAET OO3UPOBKY JIEKAPCTBEHHOrO npenapara, ykKasaHHyl B
peuenTe, peweHne 06 OTNyCKe NIEKApPCTBEHHOrO npenapara C Takon O03MPOBKOW NMpuHMMaeT
MeONUMHCKUIA pabOTHUK, BbINUCABLUMA peLenT.

8. OTnyck nekapCTBEHHOro npenaparta OCYyLWeCTBAAeTCA B NEePBUYHOM N BTOPUYHOW
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(noTpebuTenbckon) ynakoBkax, MapkupoBka KOTOPbIX A0/KHA OTBeYaTb TPeboBaHUAM CTaTbK
46 PepepanbHoro 3akoHa oT 12 anpenAa 2010 r. N 61-O3 "O6 obpalleHnn neKapcTBEHHbIX
cpencts"*(11), a ynakoBka AnA HapPKOTUYECKUX U MCUXOTPONMHbIX NIEKapPCTBEHHbIX NpenapaTos
cnucka Il - TpeboBaHmAM ryHkTa 3 ctaten 27 MeanepanbHOro 3akoHa oT 8 AHBapA 1998 r. N 3-
®3 "O HapkoTU4eCKNX cpeacTBax 1 NCMXOTPONHbIX BewwecTsax"“(12).

HapyweHne nepBUYHON YNakoBKW JIEKAapCTBEHHOrO mnpenapara npu ero oTnycke
3anpeLlaeTcs.

HapyweHne BTOpMYHOU (NOTPEOUTENBCKOW) YNakOBKM NeKapCTBEHHOro npenaparta u
OTNyCK JIeKapCTBEHHOro npenapata B MNEepBMYHOM ynakoBKe OOMNycKaeTcA B Cly4dae, ecrnv
KONMMYeCTBO JIeKapCTBEHHOro npenapara, ykasaHHoe B peuente unanm HeobxoouMmoe nuuy,
npuobpeTtalrwemMy NeKapCTBEHHbIM npenapaTt (npy 6e3peuenTypHOM OTMYCKe), MEHbLUE
KONM4yecTBa flIeKapCTBEHHOro npenapara, cogepykalierocAd BO BTOPUYHON (NOTPebUTENbCKON)
ynakoBke. B TakoM criydae npu oTnycke nekapCTBEHHOro npernapara nvuy, npuobpetarowemy
NneKapCTBEHHbIN npenapaTt, NpenocTaBnAeTCA WMHCTPYKUMA (KOMUA WHCTPYKUWMK) MO
NPUMEHEHUIO OTNYCKaeMOro fIeKapCTBEHHOro npenapara.

9. MNpun oTnycke nekapCTBEHHbIX NpenapaTos No peuenTy hapmaueBTUYeCcKnin paboTHUK
npocTasfifAeT OTMETKY Ha peuenTe 06 OTNycke IeKapCTBEHHOro npenapara ¢ ykasaHuew:

HanMeHOBaHWA anTeyHOW opraHusaunun (pammnum, NmeHwn, oTyecTBa (NPU HaNUYUK)
WHAMBUAYANbLHOrO NpeanpuHuMaTens);

TOProBOro HauvMEHOBaHWA, O03MPOBKU U KONMMYECTBa OTMNYLEHHOro SIeKapCTBEHHOIO
npenapara;

damnnmn, UMeHu, oT4ecTBa (MPU HaMyUK) MeOULUMHCKOro paboTHMKa B cry4dasx,
yKasaHHbIX B ab3aLle 4eTsepToMm NyHKTa 7 U absaue TpetbeM rnyHkTa 10 HacToAwmx lNpasun;

PEKBU3NTOB [OKYMEHTa, yOOCTOBEPAKLWEro fAMYHOCTb fuua, NOoAyyYumBLIEro
NeKapcTBEHHbIM Npenapar, B cnyyae, ykasdaHHOM B nyHkTe 20 HacToAwmx MNMpasun;

damnnun, UMeHn, oTtyecTBa (NpuM Hanu4um) apmauesTmyeckoro paboTHUKaA,
OTMyCTMBLUErO SIeKapCTBEHHbIV npenapar, 1 ero Nnognucu;

AaTbl 0TNyCcKa NIeKapCTBEHHOro npenapara.

10. MNpn oOTnNycke nekapCTBEHHbIX MpenapaTtoB MO peuenTy, BbINMCAHHOMY Ha
peuentypHoMm 6naHke chopmbl N 107-1/y, CpoK [ENCTBMA KOTOPOro coctasnAeT oauH rog*(13),
M B KOTOPOM YyKasaHbl nepuoabl U KOMUYECTBO OTMyCcKa JieKapCTBEHHOro npenaparta (B
Kaxkabll nepuog), peuenT Bo3BpalwaeTca nuuy, npuobpeTtarowemMy nekapcTBEeHHbIN npenapar,
C OTMETKOW, coaepKallen CBeAeHNA, yKa3aHHble B rnyHKTe 9 HacToAwmx MNpasun.

Mpn o4depegHoM obpaweHnun nuua K CyObeKTy PO3HUYHOW TOProBfM C [OaHHbIM
peuenToM y4YuTbIBAIOTCA OTMETKM O npeablaylwieM OTrycke NeKapCTBEeHHOro npenaparta rno
TakoMy peuenTy U B criydae nNpnobpeTeHnA NMLOM KONMyYecTBa N1IeKapCTBEHHOro npenapara,
COOTBETCTBYIOLWEr0 MakCUMasibHOMY KOSMYEeCTBY, YKa3aHHOMY MeAWUMHCKUM pabOTHUKOM B
peuenTe, a TakXe MO UCTEeYEeHUN CpoKa LOEWCTBUA peuenTta, Ha peuenTte npocTaBnAeTcA
wTamn "JlekapCTBEHHbIN Npenapat oTnyLweH" 1 peuenT Bo3BpallaeTcA nuuy.

EQMHOBpEMEHHbIM OTNYCK NeKapCTBEHHOro npenapara no peuenTy, BbINUCAHHOMY Ha
peuenTypHoM 6naHke coopmbl N 107-1/y, CpOK AENCTBMA KOTOPOro coctasnAeT oamH rog*(13),
N B KOTOPOM YyKasaHbl nepuoabl U KOAUYECTBO OTMyCcKa JIeKapCTBEHHOro npenaparta (B
Kaxabl nepuop), OOornyckaeTcA TONbKO MO COrnacoBaHUK C MEAUUUHCKMM PabOTHUKOM,
BbINCaBLUMM peLenT.

11. llpn oTnycke nekapCTBEHHbIX npenapaToB MO peuenTy, BbINMUCAHHOMY Ha
peuenTypHoM 6naHke copmel N 148-1/y-04 (n) nnn copmbl N 148-1/y-06 (51), 3anOSTHEHHbLIN
KOpewokK Takoro peuenta nepepaetcA (papmaueBTUYECKUM pPabOTHUKOM nuuy,
npuobpeTatoLemy (nonyyarowemy) eKkapCTBeHHbIE npenaparhbl.

12. lpn oTnycke HapPKOTUYECKOro W MCUXOTPOMHOro NeKapCTBEHHOro mnpenapara
crnvcka |l Ha peuenTe 06 OTNycKe NeKapCTBEHHOro npenapaTa NpoCTaBNAETCA nevyaTb anTeku


http://mobileonline.garant.ru/document?id=12074909&sub=46
http://mobileonline.garant.ru/document?id=12074909&sub=46
%5Cl%20%22sub_111111%22
http://mobileonline.garant.ru/document?id=12012176&sub=222
http://mobileonline.garant.ru/document?id=12007402&sub=61000
%5Cl%20%22sub_222222%22
%5Cl%20%22sub_10074%22
%5Cl%20%22sub_10103%22
%5Cl%20%22sub_1020%22
http://mobileonline.garant.ru/document?id=70116050&sub=1000
%5Cl%20%22sub_333333%22
%5Cl%20%22sub_1009%22
http://mobileonline.garant.ru/document?id=70116050&sub=1000
%5Cl%20%22sub_333333%22
http://mobileonline.garant.ru/document?id=70304898&sub=2003
http://mobileonline.garant.ru/document?id=70304898&sub=2004
http://mobileonline.garant.ru/document?id=12012176&sub=222

WX anTe4yHoro NyHKTa, B KOTOPOWN yKa3aHO X NOSIHOE HaMMeHOoBaHWe (Mpy Hanndmmn nevyaTu).

13. MNpn oTNycke MMMYyHOBUOMOrMYECKOro NIEKapCTBEHHOMO nNpenapara Ha peuenTte unm
KopelwkKe peuenta, KOTOpbIKW OcCTaeTcA Yy nuvua, npuobpeTatowero (nosydarouwero)
NeKapCcTBEHHbIN MpenapaT, ykasblBaeTCcA TO4YHOe BpemA (B 4acax WM MUHyTax) oTnycka
NeKapcTBEHHOro npenapara.

OTnyck MMMYyHOBMONOrMYECKOro JIEKApCTBEHHOrO npenapara ocylecTBnAeTcA nuuy,
npuobpeTarwemy (nonyyarowemy) NeKapCTBEHHbIA npenapaTt, MNpPpU Hanuudum y Hero
cneunanbHOro TEePMOKOHTEMHepa, B KOTOPbIA MOMELaeTCA JeKapCTBEHHbIM npenapaTt, C
pasbACHEHNEM HeOob6XOAMMOCTW [O0CTaBKM [AaHHOro0 /eKapCTBEHHOro npenaparta B
MEAMLUMHCKYIO OpraHmM3auuio npu YCnoBUU XpaHEeHWA B CheumanbHOM TEePMOKOHTenHepe B
CPOK, He npeBblWwatoLwmin 48 4acos Nocre ero NpMobpeTeHnA.

14. OcTalTcAa M XpaHATCA Yy CcybbeKTa PO3HMYHOM TOProBnu peuentbl (C OTMETKOMN
"JlekapCTBEHHbIN Npenapat oTnyLweH") Ha:

HapKOTUYECKME N NCUXOTPOMNHbIE NNeKapCTBEHHbIE npenapaThbl crnvcka ||, AICUXOTPOonHbIe
nekapcTBeHHble npenapathbl crivicka Il - B TeyeHne nATY neT;

NneKapCTBEHHbIE MpenapaTbl, OTNycKaeMble 6ecnnaTHO UM CO CKUOKOW, - B TevyeHue
Tpex ner;

KOMOMHNPOBAaHHbIE JleKapCTBEHHblE MpenapaTbl, cogep)xawme HapkoTu4eckune
cpencrtea WM MNCUXOTPONHbIE BelwecTBa, BHeceHHble B crnivcku |l v [l TlepeyHA,
W3roTOB/IEHHbIE B anTEeYHOW opraHuM3aumun, NeKapCTBEHHble npenapaTbl, obnapatowme
aHabonMyeckom aKTUBHOCTbIO, JleKapCTBEHHbIE npenapaTtbl, noanexawme npegmeTHo-
KOJIMYECTBEHHOMY Y4eTy, - B TeYeHne Tpex NeT;

NeKapCcTBEHHbIE MpenapaTbl B XUAKOW NeKapCTBEHHOW dhopme, copepxawme 6onee
15% 39TMNOBOro cnmpta OT o6bema roToBOW NPOAYKUWUW, MHbIE JIEKApPCTBEHHbIE npenaparbl,
oTHocAwwmecA no ATX K aHTuncuxoTuyeckmum cpencteam (kog NO5A), aHkcmonuTmkam (Kopg,
NO5B), cHoTBOpHbIM U cepgaTmBHbIM cpeacTeam (ko NO5C), aHTnaenpeccaHtam (kog NOBA) n
He nogsiexkawye npeamMmeTHO-KOIMYECTBEHHOMY YYeTy, - B Te4YeHMe Tpex MecALEeB.

15. PeuenTbl, He ykadaHHble B rnyHkTe 14 HacToAwwmx [NpaBun, oTMevaloTCA WTamMnom
"JlekapCTBEHHbIN Npenapart oTnyLweH" 1 BO3BpaLLanTCA 1Ly, NONYyYMBLLUEMY JIEKAPCTBEHHbIN
npenapar.

PeuenTbl, BbINMMCaHHbIE C HAPYLEHWEM YCTaHOB/IEHHbIX NpaBun’(14), perncTpupytoTcA B
XXypHane, B KOTOPOM YKasblBalOTCA BbIABMEHHbIE HapylweHnA B OQOpMIEHUM peuenTa,
damMunma, mMA, OTYECTBO (MPU HaMMYnK) MeOUUMHCKOro paboTHMKA, BbiNUCABLUErO peuenT,
HaVMeHoBaHVe MeaVULUMHCKOW OpraHu3aumm, NpuHATbIE Mepbl, OTMeYaroTcA wramnom "PeuenT
HepencTBuTeNeH" 1 BO3BpawalTcA nuuy, npeacrasmsliemy peuent. O dakTax HapyleHuA
npasunn oopMneHnAa peuenToB CyObeKT PO3HUYHOW TOProBAn UHOPMUPYET PYKOBOAUTENA
COOTBETCTBYIOLEN MEOMLIMHCKOW OpraHm3auun.

16. lMpu oTnycke nekapCTBEHHOro npenapaTta gapmMaueBTUYEeCKUn pPaboTHUK
MHGopMUpYeT NnLo, NpuobpeTarolee (Nonydarollee) nekapCTBEHHbIN nNpenapaT, O PeXume n
[03ax ero npuema, npasunax XpaHeHua B JOMALLHUX YCNOBUAX, O B3aUMOAENCTBUN C OPYrMuU
neKapcTBEHHbIMW NpenapaTamu.

17. [pu oTnycKe nekapCTBEHHOro npenapata apMmaueBTUdecknii paboTHUK He Bnpase
npenocTaBNATb HEAOCTOBEPHYIO U (MN) HEMOSHYIO MHOPMALMIO O HANTMYMN NEKAPCTBEHHbIX
npenaparToB, BK/lOYaA NleKapCTBEHHbIe npernapaTbl, UMeloLWwmre OANHAaKoBoE MeXayHapoaHoe
HenaTeHToBaHHOE HaMMEHOBaHMe, B TOM YUCNEe CKpbiBaTb WHGMOPMaUUIO O Hannymu
NeKapcTBEHHbIX NpenapaToB, MMeLWNX 6o51ee HU3KYHO LeHy ™ (15).

18. 3anpewaeTtcAa oTNyck danbCUPUUMPOBaHHbIX, HEeA0OPOKAYECTBEHHbLIX U
KOHTpadakTHbIX JleKapCTBEHHbIX npenapaToB”(16).

Il. Tpe6oBaHUA K OTNYCKY HAPKOTUYECKUX U NCUXOTPOMHbIX JIEKAPCTBEHHbIX
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npenaparoB, IeKapCTBEHHbIX Npenaparos, 06/1afgaowWwmx aHaboNMM4eCKOU aKTUBHOCTbIO,
MHbIX JIEKapCTBEHHbIX NpenapaToB, NoanexXxawmx NnpeaMeTHO-KOJIMYEeCTBEHHOMY yYeTy

19. OTnyCcK HapKOTUYECKUX U MNCUXOTPOMHbIX JIEeKApPCTBEHHbLIX MpenapaTos,
NeKapCTBEHHbIX npenapaToB, obnagatowmx aHabonnM4yeckom akKTUBHOCTbIO, JIEKAPCTBEHHbIX
npenapaTtoB, nognexawmx npeaMeTHO-KOIMYECTBEHHOMY Y4YeTy, OCYLWeCTBMAAETCA
hapmMaueBTUYECKUMN pabOTHMKAMMW, 3aHUMAKOWUMK OOSIKHOCTU, BKIIKOYEHHbIE B MeEpeyeHb
OOHKHOCTEN (hbapMaueBTUYECKUX U MeOUUMHCKUX paboTHUKOB B OpraHu3aumAx, KOTOPbIM
npegocTaBneHo NpaBo OTMycKa HaAPKOTUYECKUX NTEKapCTBEHHbIX NpenapaToB U NCUXOTPOMHbIX
NeKapCTBEHHbIX MpenapaTtoB (OM3NYECKUM nnuam, YTBEPXKOEHHbIN npukasoM MuHucTepcTBa
3npaBooxpaHeHma Poccuiickon ®epepaunm ot 7 ceHTAabpa 2016 r. N 681H (3apernctpmpoBaH
MuHuctepcTeom tocTuumm Poccuiickon ®epepaunm 21 ceHTAbpA 2016 r., perncTpaumoHHbIN
N 43748).

20. HapkoTunyeckne wn ncCUXOTPOMHblE JieKapCTBEHHble npenapaTtbl crnvcka |l, 3a
WUCK/TIOYEHNEM NEKapPCTBEHHbIX MpenapaTtoB B BuAe TpaHCAepMasbHbIX TepaneBTUYECKUX
CUCTEM, OTMNYCKAaKTCA NpU NpenbABNEHNN OOKYMEHTA, YAOCTOBEPAIOLWEro JIMYHOCTb, uuy,
yKas3aHHOMY B peuenTe, ero 3akKOHHOMY npegcTtaBuTento™(17) wvnu nuuy, mnMmeroemy
OPOPMSIEHHYIO B COOTBETCTBMM C 3akoHopaTenbcTBoM Poccurickon dDepepauunmn
AOBEPEHHOCTb HA NPaBO MOSTYYEHUA TaKUX HAPKOTUYECKUX U NMCUXOTPOMHbLIX TEKAPCTBEHHbIX
npenaparTos.

21. HapkoTundeckme u nNCUXOTPOMHbIE JleKapCTBEHHble npenapatbl crnuvcka |l (3a
WUCK/TIOYEHMEM JeKapCTBEHHbIX MpernapaTtoB B BuOe TpaHCcAepMasbHbIX TepaneBTUYEeCKUX
CUCTEM), MpefHa3HayeHHble ANA rpaxkgaH, umerwux npasBo Ha 6ecnnaTHOe nonyyvyeHue
NEKapCTBEHHbIX npenapaToB WX MOMYyYEHWE JNeKApPCTBEHHbIX MpPenapaTtoB CO CKUAKOW,
OTNycKalTCA NPV NPEeabABNEHUM peuenTa, BbIMMCAHHOMO Ha peuenTypHoMm 6naHke opmbl
N 107/y-HI1, n peuenTa, BbINMCAHHOIO Ha peuenTypHOM 6naHke copmbl N 148-1/y-04 (1) nnu
dopmbl N 148-1/y-06 (n).

JlekapCcTBeHHble npenapaTbl, yKasaHHble B ab3auax TpeTbeM - BOCbMOM MyHkTa 4
HacToAwmx [MpaBun, npegHasHayeHHble ANA rpaXAaaH, UMEKWUX npaBO Ha MNonyyYyeHue
neKapcTBEHHbIX npenapaTos, OTMyckaeMbiX 6ecnnaTHO WM CO CKUAKOW, OTMycKalTCA npu
npegbABNEHUN peuenTa, BbINMCAHHOrO Ha peuenTypHoM 6naHke dopmbl N 148-1/y-88, w
peuenTa, BbIMMCAHHOrO Ha peuenTypHom 6naHke dopmbl N 148-1/y-04 (1) nnu coopmbl N 148-1/
y-06 (51).

22. locne oTnycka HapKOTMYECKMX W MNCUXOTPOMHLIX JIEKAPCTBEHHbIX MpenapaTos
crnvcka ll, B TOM 4ncne B BUAE TpaHcOepMalibHbIX TepaneBTUYEeCKUX CUCTEM, MCUXOTPOIMHbIX
nekapcTBeHHbIX npenapatoB crnuvcka Il nungy, nonyymBlleMy nekapCTBEHHbIM Mpenapar,
BblJaeTCA CUrHaTypa C >XXenTon MnosoCoN B BEPXHEN YACTU U HAOMUCBIO YEePHbIM WPUTOM Ha
Hen "CurHaTypa", B KOTOPOW yKasbiBalOTCA:

HanMeHoBaHWe 1 agpec MeCTOHaxXOXAEHNA anTekn UM anTe4YHoro NyHKTa;

HOMep 1 JaTta BbIMMCAHHOIo peuenTa;

damMmunnA, UMA, OTYEeCTBO (MpU HanmMyunm) nuua, ONA KOTOPOro npefaHasHayeH
neKapcTBEHHbIM Npenapat, ero Bo3pacT;

HOMEP MEeAMLMHCKOM KapTbl nauMeHTa, nosiyvarowero MeauuMHCKYO MOMOWb B
ambynaTopHbIX YCNOBUAX, AN1A KOTOPOro npefHasHa4veH fieKkapcTBEHHbIV rnpenapar;

amunmAa, MMA, OTHECTBO (NPU HaNUyuM) MeauUMHCKOro paboTHWKa, BbiNMCaBLUEro
peuenT, ero KOHTakTHbIM TenedoH NnMbo TenedoH MeANUVHCKON OpraHn3aumu;

coaep>kaHue peuenTta Ha NaTUHCKOM A3bIKE;

dammnnua, UMA, OTYEeCTBO (NPU HaIM4YMK) N NOANUCL dapMaLeBTNYECKOro paboTHUKA,
OTMYyCTMBLLUEro SIieKapCTBEHHbIV npenapar;

AaTa oTrnycka NeKkapCTBEHHOro npenapara.


http://mobileonline.garant.ru/document?id=71396304&sub=1000
http://mobileonline.garant.ru/document?id=71396304&sub=0
http://mobileonline.garant.ru/document?id=12012176&sub=222
%5Cl%20%22sub_777777%22
http://mobileonline.garant.ru/document?id=12012176&sub=222
http://mobileonline.garant.ru/document?id=70116050&sub=1000
http://mobileonline.garant.ru/document?id=70116050&sub=1000
http://mobileonline.garant.ru/document?id=70304898&sub=2003
http://mobileonline.garant.ru/document?id=70304898&sub=2004
%5Cl%20%22sub_10043%22
http://mobileonline.garant.ru/document?id=70304898&sub=2001
http://mobileonline.garant.ru/document?id=70304898&sub=2003
http://mobileonline.garant.ru/document?id=70304898&sub=2004
http://mobileonline.garant.ru/document?id=70304898&sub=2004
http://mobileonline.garant.ru/document?id=12012176&sub=222
http://mobileonline.garant.ru/document?id=12012176&sub=333

23. OTnyck 3TWUMOBOro cnupTa NPoOU3BOAUTCA MO peuenTy C Y4eTOM YCTaHOBJIEHHbIX
TpeboBaHU K 06BbEMY Tapbl, yNakOBKe N KOMIMIEKTHOCTU NIeKapCTBEHHbIX npenapaTtos®(18).

JlekapcTBeHHble npenapaTtbl, cogepXxawume I3TUNOBbLIA CNUPT, B TOM 4uUcne
N3roTOBMIEHHbIE MO peuenTy CyObeKTOM PO3HUYHOW TOProBAW, WUMEWUM JIULEH3UIO Ha
dhapmaueBTUHECKYIO OeATEeNIbHOCTb C NPaBOM M3roTOBJIEHWA NEeKapCTBEHHbIX npernapartos,
OTNYCKalTCA C YYETOM YCTaAHOBJIEHHbIX TpeboBaHMN K OO6BLEMY Tapbl, yrnakoBke U
KOMMMEKTHOCTU NIEKapPCTBEHHbIX npenapaTos®(18).

24. 3anpelwaeTca pasfenbHblii OTNYCK NIeKapCTBEHHbIX CPeacTB, BXOAALWMX B COCTaB
NeKapcTBEHHOro npenapara, n3rotaBnBaemMoro Cy6GbekToM PO3HUYHOW TOProB/n.

25. 3anpewaeTtcA OTANYCK CYOBbEKTOM PO3HUYHOM TOProBAN NeKapCTBEHHbIX
npenapartoB, yKasaHHbIX B MNyHKTe 4 HacTtoAwwmx [lpaBun, no peuentam BeTepUHAPHbIX
opraHusauun.

lll. Tpe6oBaHMA K OTNYCKY JieKapCTBEHHbIX NpenapaToB No Tped6oBaHMAM-HaKNaaHbIM
MeaULMHCKUX OpraHu3auvn, MHaUBUAYasibHbIX NpegnpuHuMmaTenen, uMerLwmnx
NNLEH3UI0O HA MeAULUHCKYIO AeATENIbHOCTb

26. TpeboBaHMe-HaknagHaa Ha OTMYCK JIeKapCTBEHHbIX npenapaToB odopMiAaeTcA B
cooTBeTCTBUM C VIHCTpykumen O nopAgke BbINUCbIBAHUA NIeKApCTBEHHbIX npernapaTtoB u
odoopMneHnA peuenToB N TpeboBaHUN-HaKNagHbIX, YTBEPXXOEHHOWN rpukasom MuHucTepcTea
30paBooxpaHeHua u coumanbHoro passutnAa Poccuinckon @epepaummn ot 12 cbespana 2007 r.
N 110 "O nopAgoke Ha3Ha4YeHWA W BbINUCbIBAHWUA JIEKAPCTBEHHbIX MpenapaToB, U3Oenvin
MEeOULUWHCKOro Ha3HayYyeHMA U cneumanmM3nMpoBaHHbIX NPOOYKTOB ne4yebHOro
nutaHna" (3apernctpmpoBaH MuHuctepcTBom toctuumm Poccuinckon depepaumn 27 anpena
2007 r., perucTtpaumoHHbivi N 9364)(19).

JonyckaeTcA OTNYCK NeKapCTBEHHbIX npernapaTtoB no TpeboBaHUAM-HaKagHbIM
MeAULUMNHCKUX OpraHn3aumin 1 nHousmayasnbHbiX NpeanpuHUMaTene, UMeLWwmx IMLEH3NI0 Ha
MEOUUMHCKYIO OeATEeNbHOCTb, O(OPM/EHHbIM B 3NIEKTPOHHOM BUAe, ecnu MeguuuHcKanA
opraHusauuda, HAuBMAOyanbHbIA NpegnpuHUMaTeNb, UMELWUA JIMUEH3NIO HA MeOULMHCKYIO
OEATENbHOCTb, U CYOBbEKT PO3HWYHOM TOProBNM ABMAIOTCA COOTBETCTBEHHO Yy4aCTHUKaMU
cucTeMbl MHOPMAaLMOHHOIO B3auMOAENCTBMA MO OOMEHY CBeAEHUAMN.

27. OTNyCK HapKOTUYECKUX U MCUXOTPOMHbIX JIEKapCTBEHHbIX npenapaTtosB crvcka |,
NCUXOTPOMHbIX JIEKapPCTBEHHbIX npenapatoB crvcka lll, MHbIX NekapCTBEHHbIX npenapaTos,
noanexatwmx npegMeTHO-KONMYEeCTBEHHOMY yYeTy, B TOM Yucrie oTnyckaemblx 6e3 peuenTa,
OCYLLEeCTBNIAETCA N0 OTAEeNbHbIM TpeboBaHNAM-HaKaaHbIM.

28. 3anpelaeTcA OTNYCK HAPKOTUYECKUX N NCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaTos
cnucka ll, B TOM ynicne B Buae TpaHcOepMasibHbIX TepaneBTUY4EeCKUX CUCTEM, MCUXOTPOMHbIX
neKapcTBeHHbIX npenapaTtoB crnvcka Il no TpeboBaHMAM-HaKNagHbIM  NHAOAUBUAOYANLHOIO
npegnpuHMMaTena, UMeoLWero IMUEH3VIO Ha MeQULIMHCKYIO AeATeNbHOCTbL (20).

29. lpn oTnycke nekapCTBEHHbIX MNpenapaTtoB (apmaueBTUYeCKUin paboTHUK
npoBepAeT Hagnexauwee odopmieHne TpeboBaHUA-HAKNAOHOM W MPOCTaBNAET Ha HeWn
OTMETKY O KOJSIN4EeCTBE N CTOUMOCTMW OTMYLLUEHHbIX JIEKAaPCTBEHHbIX NpenapaTos.

30. Bce TpeboBaHuA-HakagHble, MO KOTOPbIM OTMYLEHbI IEKAPCTBEHHbLIE NpenaparThl,
noasiexkxat oCTaBNEHUIO U XPaHEHUIO Y CyObeKkTa PO3HUYHOWN TOProBIin:

Ha HapKOTUYeCcKMe W TMCUXOTPOMHble NeKapCTBEHHble npenapatbl cnucka |,
NCUXOTPOMHbIE NEKapCTBEHHble npenapaTbl crivcka |l (B OTHOWEHMM anTek W anTeYHbIX
NYHKTOB) - B TEYEHWE NATU NET;

Ha NnekapCcTBEHHble npenapaTbl, Noanexatwme npeamMmeTHO-KONIMYECTBEHHOMY Y4eTy, - B
TeYyeHune Tpex neT;
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Ha WHble NTeKapCTBEHHbIe Npenaparbl - B Te4eHNe 0OHOro roaa.

31. HapyuweHune nepBMYHOI yNaKoBKM NEKAPCTBEHHOrO npenaparta npu ero oTnycke ro
TpeboBaHMNIO-HaKNaAHOW AONYCKaeTCA Cy6beKTOM PO3HUYHOM TOProBN, UMEIOLLMM JTNLEH3WIO
Ha cbapmaueBTUYECKY0 AeATENIbHOCTb C MPaBOM M3roTOBMIEHMA IEKAPCTBEHHbLIX NpenapaTos.
B Takom cnyyae OTNycK JieKapCTBEHHOro npenapaTta OCYLEeCTB/AETCA B YMNaKoBKE,
0hOpM/IEHHOM B YCTAHOB/IEHHOM nopAake*(21), ¢ npenocTaBfieHNEM WHCTPYKUMKU (KOMnun
WHCTPYKLMM) MO NPUMEHEHMIO OTMYCKAEMOro JIeKapCTBEHHOro npenaparTa.

*(1) NMognyHKT "4" nyHkTa 5 yacTn 4 ctatbn 18, noanyHKT "K" NyHkTa 1 Yactn 1 cTatbu
33 depepanbHoro 3akoHa oT 12 anpenAa 2010 r. N 61-O3 "O6 obpalleHnn nekapcTBEHHbIX
cpencTtB" (CobpaHmne 3akoHopaTenscTea Poccuinckon depepaumnm, 2010, N 16, cT. 1815; N 42,
cT. 5293; N 49, cT1. 6409; 2014, N 52, cT. 7540).

*(2) Npukasbl MuHKUCcTepcTBa 3apaBooxpaHeHma Poccuinckon degepaumu:

oT 20 pekabpa 2012 r. N 11751 "O6 yTBepXAeHUM nopAafka HasHavyeHuA u
BbIMUCbIBAHNA JIEKAPCTBEHHbLIX MpenapaTtoB, a Takxke (OopM peuenTypHbiXx 651aHKOB Ha
neKapCcTBeHHble npenapaTbl, nopAaka OMOPMIEHUA yKa3aHHbIX O651aHKOB, UX y4yeTa U
XpaHeHua" (3apernctpuposaH MuHucTepcTBOM tOCTMUMM Poccuinckon depepaunmn 25 UIOHA
2013 r., peructpaunoHHbin N 28883), ¢ M3MEHEHMAMU, BHECEHHbIMW MNpUKasamu
MuHuctepcTBa 3apaBooxpaHeHnA Poccurickon depepaumm ot 2 pekabpa 2013 r. N 886H
(3aperucTtpupoBaH MuHuctepcTeoM toctuumm Poccuinickon depepaumn 23 pekabpa 2013 r.,
pernctpaunoHHbln N 30714), ot 30 nioHAa 2015 r. N 386H (3apernctpuposaH MUHUCTEPCTBOM
tocTuummn 6 aerycta 2015 r., peructpaunoHHbii N 38379) n ot 21 anpena 2016 r. N 254H
(3apeructpupoBaH MuHucTtepctsoM tocTuumm Poccunckon ®depepaumm 18 wmonAa 2016 r.,
perucTpaunoHHbin N 42887) (panee - npukas N 1175H);

ot 1 aerycta 2012 r. N 54H "O6 yTBEep>aeHun ¢dopMbl 651aHKOB peLenToB, Coaep KaLlumx
Ha3HayYeHne HapKOTUYECKUX CPencTB U MCUXOTPOMHbIX BELeCTB, NopAdKa UX U3roToBleHuUA,
pacnpepeneHua, perncrpaumm, yyeta M XpaHEHWUA, a TakXe npasBwun
ochopmneHua" (3apeructpupoBaH MuHucTepcTBoM tocTuumm Poccuinckon ®epepauumn 15
asrycta 2012 r., peructpaumoHHbii N 25190), ¢ U3MEHeHUAMU, BHECEHHbIMW MpUKasamm
MwuHucTepcTBa 3apaBooxpaHeHua Poccumnckon depepaumm ot 30 wmioHA 2015 r. N 385H
(3apernctpuposaH MuHucTepcTBoM tocTuumn Poccuimnckon ®epepauymn 27 HoAabpAa 2015 r.,
pernctpaunoHHbim N 39868) m ot 21 anpena 2016 r. N 254H (3apernctpumpoBaH
MwuHucTtepctBom toctmumm Poccuinckon ®depepauymn 18 umona 2016 r., perucTpaumoHHbIN
N 42887) (nanee - npukas N 54H).

*(3) CobpaHue 3akoHogaTenbcTBa Poccuinckon @egepaumn, 1998, N 27, cT. 3198; 2004,
N 8, cT. 663; N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT1. 3439; 2009, N 26, cT. 3183;
N 52, cT.6572; 2010, N3, cT.314; N 17, c1.2100; N 24, cT.3035; N 28, cT1.3703; N 31,
cT. 4271; N 45, c1.5864; N 50, cT. 6696, 6720; 2011, N 10, cT. 1390; N 12, cT. 1635; N 29,
CT. 4466, 4473; N 42, cT.5921; N 51, cT.7534; 2012, N 10, cT.1232; N 11, cT. 1295; N 19,
CT. 2400; N 22, cT. 2864; N 37, cT.5002; N 48, cT.6686; N 49, cT. 6861; 2013, N9, cT. 9583;
N 25, cT.3159; N 29, cT1.3962; N 37, cT.4706; N 46, cT. 5943; N 51, cT.6869; 2014, N 14,
cT. 1626; N 23, c1. 2987; N 27, cT. 3763; N 44, cT. 6068; N 51, cT. 7430; 2015, N 11, cT. 1593;
N 16, cT. 2368; N 20, cT. 2914; N 28, cT. 4232; N 42, cT. 5805; 2016, N 15, cT. 2088; 2017, N4,
cT. 671; N10, cT. 1481.

*(4) Mpunoxernna N 1 n 2 Kk npykasy N 54H.

*(5) lMyHKT 9 nopAgkKa Ha3HaA4YeHWA U BbINUCbIBAHWA NEeKapCTBEHHbLIX MNpenapaTos,
yTBEp>XaeHHoro rnpvkasom N 1175H.

*(6) MNpukasz MuHucTepcTBa 3apaBooxpaHeHnAa Poccunnckon depepauum ot 22 anpena
2014 r. N 183H "O6 yTBEp)XOEHUM MNepeyvHA NeKapCTBEHHbIX CPeACTB 017 MeOMUMHCKOro
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NPUMEHEHNA, nognexawmx npegMeTHO-KONMYEeCTBEHHOMY Yy4YeTy" (3apernctpupoBaH
MwuHucTepcTtBom tocTmumm Poccuinckon ®depepauymn 22 uona 2014 r., perucTpaumoHHbIN
N 33210) ¢ wW3MeHeHMAMWN, BHECEHHbIMW rpukasom MuHUCTepcTBa 34paBOOXpPaHeHuA
Poccuinckon ®epepauum ot 10 ceHTAbpa 2015 r. N 634H (3apernctpuposaH MuUHUCTEPCTBOM
tocTuumm Poccuninckon ®egepaunm 30 ceHTABpA 2015 r., pernctpaunoHHbin N 39063).

*(7) MNopnyHkT 3 nyHkTa 9 nopAgka Ha3HayeHUA U BbINMUCbIBAHUA J1€KAPCTBEHHbIX
npenapartos, yTBep>XaeHHoro npukasom N 1175H.

*(8) 3apeructpuposaH MuHucTepcTBoMm tocTmumn Poccuiickon ®epepaumnm 1 nioHa 2012
r., perncrtpaumoHHbin N 24438, C U3MEHEHWAMW, BHECEHHbIMU Npukasamu MuHucTepcTBa
3gpaBooxpaHeHnAa Poccuinckon ®epepauumn ot 10 moHA 2013 r. N 369H (3apernctpmupoBaH
MwuHucTepctBom toctmumm Poccuinckon ®depepauymn 15 mona 2013 r., perucTpaumoHHbIN
N 29064), ot 21 aerycta 2014 r. N 465H (3apernctpmpoadH MUHUCTEPCTBOM HOCTULMN
Poccuinckon ®epepaumn 10 ceHTAbpA 2014 r., pernctpaunoHHbin N 34024), ot 10 ceHTAGpA
2015 r. N 634H (3apeructpupoBaH MuHucTepctBoM tocTuumm Poccunckon depepaunmn 30
ceHTAbpA 2015 r., pernctpaumoHHbin N 39063).

*(9) PacnopsxeHune lMNMpaButenbctea Poccuinckon depepaummn ot 26 gexkabpa 2015 r.
N 2724-p (CobpaHue 3akoHogaTenoctea Poccuinckon ®egepaunmn, 2016, N 2, cT. 413).

*(10) Mpunoxenna N1 n N 2 K nopAoKY Ha3HaA4YeHMA N BbIMUCbIBAHUA NIEKAPCTBEHHbIX
npenapartos, yTBepXaeHHoMY npukaszom N 1175H.

*(11) CobpaHune 3akoHopaTenoctBa Poccuinckon depepauumn, 2010, N 16, cT. 1815;
N 42, cT. 5293; 2014, N 52, cT. 7540.

*(12) CobpaHne 3akoHopaTenbcTBa Poccurickon depepaumm, 1998, N 2, c1. 219; 2012,
N 53, cT. 7630; 2013, N 48, cT. 6165; 2015, N 1, cT. 54.

*(13) [lMpunoxerHne N2 K nNOpAOKY Ha3HAYEHWA W BbINUCbIBAHUA J1I€KAPCTBEHHbIX
npenapartos, yTBepXaeHHoMY npukaszom N 1175H.

*(14) MNMpukas N 1175H n npukas N 54H.

*(15) Cratba 74 depepanbHoro 3akoHa oT 21 HoAabpa 2011 r. N 323-O3 "O6 ocHoBax
oxpaHbl 300poBbA rpaxaaH B Poccuinckon ®epepaunmn" (CobpaHue 3akoHoOaTesnbCTBa
Poccuinckon depepaunm, 2011, N 48, cT. 6724; 2013, N 48, cT. 6165).

*(16) CtaTtba 57 ®epepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-d3 "O6 obpaiieHnm
NeKapCTBEHHbIX cpencTs".

*(17) B oTHOWeEHUM nnua, ykasaHHoro B Yactu 2 ctatbn 20 DepepanbHOro 3akoHa ot 21
HoAGBpA 2011 r. N 323-O3 "O6 ocHoBax oOXxpaHbl 300pOBbA rpaxpaaH B Poccuinckon
®epepaunn" (CobpaHne 3akoHogaTenocTBa Poccuiickon depepaunmn, 2011, N 48, cT. 6724;
2012, N 26, cT. 3442, 3446; 2013, N 27, cT1. 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, cT.6927, 6928; 2015, N1, cT.72, 85; N 10, cT. 1403, 1425; N 14, cT. 2018;
N 27, cT. 3951; N 29, cT. 4339, 4356, 4359, 4397; N 51, cT.7245; 2016, N1, cT. 9, 28; N 15,
cT. 2055; N 18, cT. 2488; N 27, cT. 4219).

*(18) Yactb 4.1 ctaTtem 45 PepepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-d3 "O6
obpaweHun nekapcTBeHHbIXx cpencTte" (CobpaHme 3akoHopaTenbcTtBa Poccuinckon
®epepaunn, 2010, N 16, cT. 1815; 2014, N 52, cT. 7540; 2015, N 51, cT. 7245), nocTaHoBMEHME
MpaButensctBa Poccurickon ®Pepepaunmn ot 23 uwona 2016 r. N716 "O nopagke
bopMUpPOBaHUA MEepeyHA NleKapCTBEHHbIX MpenapaToB A1 MeOUUMHCKOro MNPUMEHEHWA, B
OTHOWEHMN KOTOPbIX ycCTaHaBnuBakTcA TpeboBaHMA K 0O6bEMy Tapbl, ynNnakoBke U
KOMMIEKTHOCTN, MEPEYHA NIeKapCTBEHHbIX NpenapaTtoB AN1A BETEPUHAPHOro NPUMEHEHUA, B
OTHOLWIEHNN KOTOpPbIX YCTaHaBnMBalTCA TpeboBaHNA K 06beMy Tapbl, U ONpeaeneHna Takux
TpebosaHmn" (CobpaHne 3akoHopaTenbctBa Poccuinckon ®eapepaumn, 2016, N 31, cT. 5030).

*(19) C n3MeHeHnAMN, BHECEHHbIMM npukasamm MuHUCTepcTBa 34paBOOXPaHEHNA Y
coumanbHoro passutuA Poccunckon dDepepaumm ot 27 asrycta 2007 r. N 560
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(3apernctpuposaH MuHuctepcTeom tocTuumm Poccuimnckon ®epepaunmn 14 ceHtabpa 2007 r.,
peructpaunoHHbin N 10133), ot 25 ceHTabpa 2009 r. N 794H (3aperucTtpmpoBaH
MuHuctepcteom toctuummn Poccuinckon ®epepaunm 25 HoAbpAa 2009 r., perncTpaumoHHbIN
N 15317), ot 20 AHBapa 2011 r. N 13H (3apeructpmposaH MWHUCTEPCTBOM HOCTULNU
Poccunckon ®epepaummn 15 mapta 2011 r., pernctpaumoHHbin N 20103), npukaszamu
MuHuctepcTBa 3gpaBooxpaHeHuAa Poccuinckon ®epepauumn ot 1 asrycta 2012 r. N 54H
(3apeructpupoBaH MuHucTepcTBom toctmumm Poccuinckon depepaumn 15 asrycta 2012 r.,
pernctpaumoHHbin N 25190), ot 26 despana 2013 r. N 94H (3apernctpupoBaH
MuHuctepcteoM toctvumm Poccurickon Pepepaumn 25 uioHA 2013 r., perncTpaumoHHbIN
N 28881).

*(20) lNyHkT 4 ctatem 31 MepepanbHOro 3akoHa oT 8 AHBapAa 1998 r. N 3-O3 "O
HapKOTMYECKUX cpeacTtBax WM ncuxoTponHbix BewecTBax" (CobpaHne 3akoHogaTenbCcTsBa
Poccuinckon ®epepaumn, 1998, N 2, cT. 219; 2003, N 27, cT. 2700; 2013, N 48, cT. 6165; 2015,
N 1, cT. 54).

*(21) lNMpukas MuHsgpaBa Poccumn ot 26 okTAbpa 2015 r. N 751H "O6 yTBEp>XOeHUU
npaBun M3roTOBMEHMA W OTNyCKa JIeKapCTBEHHbIX NpenapaTtoB AnA MeAULMHCKOro
NPUMEHEHNA anTe4YHbIMW OpraHu3aumAMU, UHAMBUAYaANbHBIMUA NpeanpuHUMaTenamu,
UMELWUMN NNLEH3UI0 Ha dapmaueBTUYECKYIO OeATeNbHOCTb" (3aperncTtpupoBaH
MuHuctepcteoMm toctuumm Poccuinckon ®epepauumn 21 anpenAa 2016 r., perncTpaumoHHbIN
N 41897).
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