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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H [loKyMeHT npeaocTasnieH KoncynbTanTItoc

KOHCYJ/IbTaHTIJTHOC
Spe,q. ot 07.07.2020) [ata coxpaHeHnus: 29.05.2021
06 yTBepxaeHUn NpaBu OTNyCKa NekapcTBEHHbIX Npenaparo...

3apeructpupoBano B Muntocte Poccun 8 centsadps 2017 r. N 48125

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINA

MPUKA3
ot 11 iona 2017 r. N 403H

OB YTBEPXAOEHWUN NMPABUN
OTNYCKA JIEKAPCTBEHHbIX NMPEMAPATOB ANA MEAUUUHCKOIO
NMPUMEHEHUA, B TOM YUCJTIE UMMYHOBUOJTIOIMMYECKUX JIEKAPCTBEHHbIX
NMPEMAPATOB, ANNTEYHbIMU OPTAHU3AUUAMU, UHONBUAOYATIbHbIMU
NPEANPUHUMATENAMWN, UMEIOLLUMMU NTIULLEH3UIO
HA ®PAPMALEEBTUYECKYIO AEATEJIbHOCTb

Crmcok HU3MCHAKIUX TOKYMCHTOB
(B pen. [Ipukaza Munszapasa Poccuu ot 07.07.2020 N 683H)

B cootBercTBHM co crathed 55 denepanbhoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O06 obpameHnn
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepanun, 2010, N 16, ct. 1815; N
31, ct. 4161; 2013; N 48, ct. 6165; 2014, N 52, ct. 7540; 2015, N 29, cr. 4388; 2016, N 27, ct. 4238),
nyHkToM 3 ctatbu 12 denepanbHoro 3akoHa oT 17 centsiops 1998 r. N 157-03 "O06 uMMmyHONpopUIaKTHKE
uHpekunoHHbIx Oonesnel" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit ®enepannu, 1998, N 38, ct. 4736;
2009, N 1, cr. 21; 2013, N 48, ct. 6165) u noanyukramu 5.2.169, 5.2.183 Ilonoxenuss o MunucrepcTae
3apaBooxpaneHust Poccuiickont @enepaunu, yTBEpKIACHHOro nocraHoBiaeHueM I[IpaBurenscrBa Poccuiickon
Oenepannu ot 19 urons 2012 r. N 608 (Cobpanue 3akonomarensctBa Poccuiickoit @enepanuu, 2012, N 26,
cT. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 33, ct1. 4386; N 45, cT. 5822; 2014, N 12,
ct. 1296; N 26, ct. 3577; N 30, cT. 4307; N 37, c1. 4969; 2015, N 2, c1. 491; N 12, cT. 1763; N 23, cT1. 3333;
2016, N 2, cT. 325; N 9, cT. 1268; N 27, cT1. 4497; N 28, cT. 4741; N 34, c1. 5255; N 49, cT. 6922; 2017, N 7,
cT. 1066), npukassiBaro:

1. YTBepﬂI/ITb IIpaBHjia OTITYCKa JICKAPCTBCHHLIX MPCHIApaToOB AJId MCAUIUHCKOTO IMPUMCHCHUSA, B TOM
YHUCIIC I/IMMYHO6I/IOJ'IOFI/I‘I€CKI/IX JICKApCTBCHHBIX npemnaparos, alITCYHbIMU OopraHu3anusMu,
VWHAUBUAYAJIbHBIMU MPCANPUHUMATCIAMA, HWMCIOIIMMU JIMICH3UIO Ha (bapMaHeBTI/I‘ICCKyIO JACATCIIBHOCTD,
COINTaCHO IMPHIIOKCHUIO.

2. Ilpu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MuHMCTEpPCTBA 31paBOOXPAaHEHUs M colMalbHOro paszsutus Poccuiickoii denepauun ot 14
nexabpst 2005 r. N 785 "O Ilopsake oTmycka JIEKapCTBEHHBIX CpeAcTB" (3aperucTpupoBaH MHUHUCTEPCTBOM
rocturuu Poccuiickoit @enepanuu 16 ssaBaps 2006 r., peructpaunonubiii N 7353);

npuka3 MuHuUCTEpCTBa 3paBOOXPAHEHUS U COUMAIBbHOrO pa3Butusa Poccuiickoit deneparuu ot 24
arnpenst 2006 r. N 302 "O BHeceHHMM M3MEHEHUM B NpUKa3 MUHHUCTEPCTBA 3APABOOXPAHECHUS U COIMAIBLHOIO
pasButus Poccuiickoit ®enepanu ot 14 nexabps 2005 r. N 785" (3apeructpupoBaH MHHHCTEPCTBOM
roctuiuu Poccuiickoit @enepanun 16 mas 2006 r., peructpaunonubiii N 7842);
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

npuka3 MuHHMCTEPCTBA 3[paBOOXPAaHEHUS M COLMAIbHOro paszButus Poccuiickonn denepauuu ot 12
¢despanss 2007 r. N 109 "O BHecenuu usMeHeHHi B Ilopsiiok oOTIycka JI€KapCTBEHHBIX CPECTB,
YTBEPKICHHBI IIPUKa30M MMHHCTEPCTBA 3ApPAaBOOXPAHEHHUs M COLMAIBHOrO pasButus Pocculickon
Oenepanu ot 14 nexabpst 2005 r. N 785" (3apeructpupoBan MUHHCTEPCTBOM IocTUlMM Poccuiickoi
Oepnepannu 30 mapta 2007 1., peructparuonasii N 9198);

npuka3 MUHHCTEpPCTBA 3/IpaBOOXPAHEHUS] U ColMaabHOro pas3Butus Poccuiickoit denepanun oT 6
asrycra 2007 r. N 521 "O BHeceHum wusmeHeHuii B Ilopsgok oOTHycka JEKapCTBEHHBIX CpEICTB,
YTBEPKACHHBIN IpUKa30M MMUHHMCTEPCTBA 3/paBOOXPAHEHUS M COLMAIBHOrO pa3Butus Poccuiickoit
@enepanuu ot 14 nexabpst 2005 r. N 785" (3apeructpupoBan MuHHCTEPCTBOM IOCTMLIMHM Poccuiickoit
Oepnepannn 29 asrycra 2007 r., peructparonasii N 10063).

MunucTp
B.1M1.CKBOPLIOBA

[Ipunoxenue

K IIpHKa3y MHUHHCTEpCTBA 31paBOOXPAaHEHUS
Poccuiickoit @enepanuun

ot 11 urons 2017 r. N 403u

NMPABUIIA
OTMYCKA JIEKAPCTBEHHbIX NMPEMAPATOB Ald MEAULUMHCKOIO
NMPUMEHEHUA, B TOM YNCITE UMMYHOBUOJIOTMYECKUX NNEKAPCTBEHHbIX
NMPENAPATOB, ANNTEYHbIMUA OPTAHU3ALIUAMWU, UHOUBUAYAJIbHbIMU
NMPEANPUHUMATENAMU, UMEIOLLIMMU NULIEH3UIO
HA ®APMALEEBTUYECKYIO AEATEJIbHOCTb

CnucoK U3MEHSIOIINX TJOKYMEHTOB
(B pen. [Ipukaza Munszapasa Poccuu ot 07.07.2020 N 683H)

l. Obwme TpeboOBaHUA K OTNYCKY fieKapCTBEHHbIX NpenapaToB
OnA MeauLMHCKOro NnpuMeHeHuns

1. HacTosimue nmpaBuiia OnpeesnsoT HOPsI0K OTITyCKa JIGKAPCTBEHHBIX MPENapaToB il MEAULIUMHCKOTO
MPUMEHEHHS, B TOM YHUCIIE UMMYHOOMOJIOTHUECKUX JICKAPCTBEHHBIX IPENaparoB (lanee - JIeKapCTBEHHBIC
Mpenaparel), anTeYHbIMH OpraHU3alMsIMA ¥ WHAWBHAYAJIbHBIMH TPEANPUHUMATEISIMA, HMEIONIMMA
JIMIICH3UIO Ha (hapMaleBTHUECKYIO IEATEILHOCTD (Jlajiee - CyObeKThl POSHUYHON TOProBin), 6e3 peuenTa <1>
u (W) MO pelenty Ha JEKapCTBEHHBIN IMpemapaT, OPOpPMIEHHOMY B YCTaHOBJICHHOM IMOpSIKe <2>
MEIUIIMHCKUMHU DPAOOTHHKAMH, a TakXKe MO TpeOOBaHMSIM-HAKIATHBIM OPraHU3allid, OCYLIECTBIISIOIICH
MEIUIUHCKYI0  JEATENbHOCTh  (Jajiee -  MEOUIMHCKas  OpraHu3alusi), WIM  WHAUBUIYaIbHOTO
MPEINPUHIMATEIS, UMEIOMIETO JTUIICH3UI0 Ha MEJUIIMHCKYIO AESITEIBHOCTD (ajieeé COOTBETCTBEHHO - PEIENT,
TpeOoBaHUE-HAKIIAHAS ).

(B pen. [Ipukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

www.consultant.ru CrpaHvua 2 u3 15
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=166375&date=29.05.2021&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=166375&date=29.05.2021&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=166376&date=29.05.2021&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=166376&date=29.05.2021&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=365023&date=29.05.2021&demo=2&dst=100006&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=365023&date=29.05.2021&demo=2&dst=100006&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=365023&date=29.05.2021&demo=2&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=365023&date=29.05.2021&demo=2&dst=100010&fld=134
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

n_.n

<1> Homnyskr "4" myHkra 5 vactm 4 cratey 18, mommyHkT "K" myHkra 1 dactu 1 cratem 33
®enepanbHoro 3akona ot 12 anpens 2010 r. N 61-®3 "O6 oOpamenun nekapcTBeHHbIX cpeactB” (Cobpanue
3akoHonarenbcTBa Poccuiickoit @enepamuu, 2010, N 16, ct. 1815; N 42, ct. 5293; N 49, ct. 6409; 2014, N
52, ct. 7540).

<2> IIpuka3pl MunuctepcTBa 3apaBooxpanenusi Poccuiickoit deneparyu:

ot 14 auBaps 2019 r. N 41 "OO yTBep)kJeHUHU MOpsAKa HA3HAYCHUS JICKApCTBEHHBIX MPenapaToB, Gopm
pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHBIC MpenapaThl, mopsaka opopMiIeHNs yKa3aHHBIX OJAHKOB, UX y4yeTa
n xpaHeHus" (3apeructpupoBaH MunucrepctBoMm toctunmu Poccuiickoit ®enepaunn 26 mapra 2019 r.,
peructpauoHHelii N 54173), ¢ u3MeHEeHUsIMH, BHECEHHBIMU NpUKa3oM MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit ®@enepanuu ot 11 nekabps 2019 r. N 10221 (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccutickoit ®eneparuu 28 ssuBaps 2020 r., peructparmonabiii N 57292) (nanee - npukas N 4H);
(8 pen. IIpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

ot 1 aBrycra 2012 r. N 54u "O06 ytBepxaeHHH (opMbl OIaHKOB PELENTOB, COJACPIKALIMX Ha3HAuUCHHUE
HapKOTUYECKUX CPEICTB U ICUXOTPOIHBIX BELIECTB, IOPAAKA HUX HW3IOTOBJIECHUS, paCHpPECIICHNUs,
perucTpanyy, ydera M XpaHEHHUs, a Takke MpaBuia odopmieHus" (3aperucTpupoBaH MHUHHCTEPCTBOM
octuruu Poccuiickoit ®enepanuu 15 aBrycra 2012 1., peructpamuwonssiii N 25190), ¢ u3MeHEHUsAMH,
BHECEHHBIMU MpHKazaMu MuHuctepcTBa 3apaBooxpanenusi Poccuiickoit @enepanuu ot 30 uronsa 2015 r. N
385H (3apeructpupoBaH MuHucTepcTBOoM toctuiuu Poccuiickoir ®epepaumu 27 Hos6ps 2015 1,
peructparoHHsiii N 39868) u ot 21 anpenst 2016 1. N 2541 (3apeructpupoBad MUHHCTEPCTBOM FOCTHIIMU
Poccuiickoit ®eneparuu 18 utons 2016 r., peructparmonnsiii N 42887) (nanee - npuka3 N 54H).

2. OTIycK JIeKapCTBEHHBIX MPENnapaToB 0€3 pelenToB OCYIECTBISIETC:
anTeKaMmy;

anTEeYHbIMU ITyHKTaMHU;

anTeYHbIMU KUOCKAMHU;

UHAVNBUAYAIBHBIMU  MPEANPUHUMATEISIMUA, HWMCIOIIMMU  JIMICH3WIO Ha  (apMaleBTHYECKYIO
JeSATEILHOCTH (J1ajiee - UHIMBHUAYATbHBIN MPEITPUHUMATEND ).

3. OTIyCK JIEKapCTBEHHBIX MPEMAPATOB IO PELENTaM OCYIECTBIISIETCS:

anTeKaMy;

anTEeYHBIMU IMYHKTAMM;

WHAVNBUAYAIBHBIMU TPEINPUHUMATESIME (32 HCKJIIOYEHHEM OTIyCKa HApKOTHUYECKUX CPEICTB U
IICUXOTPOINHBIX BEILIECTB, BKIIOUYECHHBIX B [IEPEUYEHb HAPKOTHUUECKUX CPEICTB, ICUXOTPOIHBIX BEUIECTB U UX
MPEKYpCOpPOB, MOJUIeKANMX KOHTpoiro B Poccuiickon @enepannu, YTBEPKICHHBIM MTOCTAHOBICHUEM

[IpaBurensctBa Poccuiickoit @eaepanuu ot 30 urons 1998 r. N 681 <3> (manee cooTBeTCTBEHHO - [lepeueHsp,
HApKOTUYECKHE U TICUXOTPOMHBIC JICKAPCTBEHHBIE ITPETIapaThl).
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

<3> CoOpanue 3akoHonarenbcTBa Poccuiickoit @enepanuu, 1998, N 27, ct. 3198; 2004, N 8, c1. 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, N 3, cT.
314; N 17, ct. 2100; N 24, ct. 3035; N 28, c1. 3703; N 31, ct. 4271; N 45, ct1. 5864; N 50, c1. 6696, 6720;
2011, N 10, ct. 1390; N 12, ct. 1635; N 29, ct. 4466, 4473; N 42, cT. 5921; N 51, ct1. 7534; 2012, N 10, cT.
1232; N 11, ct. 1295; N 19, ct. 2400; N 22, cT. 2864; N 37, c1. 5002; N 48, cT. 6686; N 49, cT. 6861; 2013, N
9, ct. 953; N 25, cT. 3159; N 29, ct. 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, c1. 7430; 2015, N 11, cT. 1593; N 16, cT. 2368; N
20, ct. 2914; N 28, cT. 4232; N 42, ct1. 5805; 2016, N 15, cT. 2088; 2017, N 4, ct. 671; N 10, cT. 1481.

OTnycK HapKOTUYECKUX U TICHUXOTPOIHBIX JICKAPCTBEHHBIX MPENapaToB MO PerenTaM OCYIIECTBISETCS
anTeKaMH M anTeYHBIMU MyHKTaMH, UMCIOIIMMH JIMIICH3WI0 Ha JIEATEITLHOCTh TI0 000pOTY HAPKOTUYECKHUX
CPEICTB, IICUXOTPOIIHBIX BELIECTB U UX MPEKYPCOPOB, KYyJIbTUBUPOBAHUIO HAPKOCOIEPKAIINX PACTEHUH.

OTHYCK I/IMMYHO6I/IOHOFI/I‘ICCKI/IX JICKAPCTBCHHBIX IPCIIApaTOB IO PEUCITaM OCYHICCTBIIACTCA allTCKaMU
" allTCYHBIMU ITYHKTaMH.

4. Tlo peuenTam, BBITMCAHHBIM Ha peUenTypHbIX Omankax dopmbr N 107/y-HIT <4>, ortmyckaroTcs
HapKOTUYECKUE U MICUXOTPOITHBIE JIEKAPCTBEHHBIE MTpenapaThl, BHECEHHbIE B CIIMCOK HAPKOTHUUYECKUX CPEJICTB
U TICUXOTPOIHBIX BELIECTB, 000pOT KOTOPhIX B Poccuiickoit denepanvy orpaHUueH U B OTHOIIEHUH KOTOPBIX
YCTaHABJIMBAIOTCA MEPbl KOHTPOJII B COOTBETCTBHM C 3aKOHOAATeNbCTBOM Poccuiickonn ®enepauuu u
MeXIyHapoaAHbIMU fnoroBopamu Poccuiickoit @enepanun (cnucok II), Tlepeuns (manmee - HapKOTHUECKHE U
IICUXOTPOITHBIE JIEKAPCTBEHHBIE Mpenaparthbl cnucka II), 3a nCKIoUeHNEM HapKOTUYECKUX U MCUXOTPOIHBIX
JIEKApCTBEHHBIX IIPENapaToB B BUIEC TPAHCACPMAIbHBIX TEPAIIEBTUYECKUX CHCTEM U JIEKAPCTBEHHBIX
IIpenapaToB, COAECPKAIUX HAPKOTHUECKOE CPEACTBO B COYETAHUU C AHTAarOHUCTOM ONMOUIHBIX PELENTOPOB.
(B pen. IIpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

<4> [Mpunoxxenus N 1 u 2 k npukazy N 54H.

ITo peuenTam, BBIMMCAaHHBIM Ha pelenTypHBIX Onankax Gopmbl N 148-1/y-88, ormyckarores <5>:

<5> [lyHKT 10 nopsiika Ha3HAYEHUS JIEKAPCTBEHHBIX ITPENapaToB, YTBEPKACHHOTO Npuka3zom N 4H.
(cHocka B pen. [Ipukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

MICUXOTPOITHBIE JIEKApCTBEHHbIE NpernapaTbl, BHeCeHHble B CIHCOK NCUXOTPOIHBIX BEILIECTB, 000pOT
KoTtopelx B Poccuiickoin denepanuu OrpaHHYEH M B OTHOLICHMM KOTOPBIX JOIYCKAETCS HCKIIOYECHHE
HEKOTOPBIX Me€p KOHTpPOJs B COOTBETCTBMM C 3akoHojarenbCcTBoM Poccuiickori ®enepauuu u
MeXayHapoAHbIMU JoroBopamMu Poccuiickoit ®@enepanun (coucok 1), Ilepeuns (nmanee - NCUXOTpOIHBIE
JIeKapCTBEHHBIE TTpenapathl criucka I1I);

HApKOTUYECKUE W TICUXOTPOIHBIC JIEKapCTBEHHBIE TpenapaThl ciucka Il B BHIE TpaHCIepMallbHBIX
TEpaneBTHUECKUX CUCTEM U JIEKapCTBEHHBIE MPeNaparhl, CoeprKallue HapKOTHUECKOE CPEJICTBO B COUETAaHUU
C AaHTAarOoHUCTOM OIMUOUAHBIX PCLCIITOPOB,

(B pen. Ilpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

JICKApCTBCHHEBIC IIp€rapaThbl, BKIOUYCHHBIC B HCPEUYCHL JICKAPCTBCHHBIX CPECACTB JIA MCIAUIHHCKOI'O
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

IMPUMCHCHUS, MOMIC)KAIUX HNPCAMETHO-KOJINYCCTBEHHOMY YYCTY <6>, 3a HCKIIIOYCHHUEM JICKAPCTBCHHBIX
npenapaTroB, YKAa3aHHBIX B 3638.1_13.)( MEPBOM U TPCTHCM HACTOALICTO ITYHKTA, U JICKAPCTBCHHLIX IIPCIIApaToOB,
OTITyCKaCMbIX 0e3 peucirTa (nanee - JICKapCTBCHHBIC NIPCIIapaThl, MOAJICKAIINC TPCAMETHO-KOJINYCCTBCHHOMY

y4ery);

<6> [Ipukaz MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 22 anpens 2014 r. N 183n
"O0 yTBep)KIEHUU TEepedHs JIEKAPCTBEHHBIX CPEJCTB AN MEAMIIMHCKOTO MPUMEHEHMS, MOANEKAIUX
MPEAMETHO-KOJIIMYECTBEHHOMY yueTy" (3apeructpupoBad MuHucTepcTBOM rocTulinK Poccuiickoit @eaepannn
22 wmrona 2014 r., peructparmonnsii N 33210) ¢ u3MeHEHHUSIMH, BHECEHHBIMH MpPHUKa30M MUHHCTEPCTBA
3npaBooxpaHeHusi Poccuiickoit @enepauuu ot 10 centsops 2015 r. N 634 (3aperucrpupoBaH
MunuctepctBoM toctunuu Poccuiickoit @eneparuu 30 centsops 2015 r., peructpanuonssiii N 39063).

JIEKapCTBEHHBIE MpenapaThl, 00IaJal0Ne aHA00INYECKONH aKTUBHOCTHIO (B COOTBETCTBHH C OCHOBHBIM
(apMakomoTHYecKuM JeicTBUEeM) <7> U OTHOCSIIMECS IO aHaTOMO-TEepPaneBTUYECKO-XUMHUECKON
KIaccupuKaluy, PEKOMEHIOBaHHOW BcemupHo# opranmzamnueit 3apaBooxpaHenwst (manee - ATX),
aHabonmyeckuM crepounam (ko A14A) (manee - JeKapCTBEHHBIE MPEMapaThl, 00JIafaromue aHaboINnIeCKOn
aKTUBHOCTHIO);

<7> lloanyHkr 2 nyHkra 10 mopsaka Ha3HA4YeHUs JIEKAPCTBEHHBIX IpENapaToB, YTBEP>KAECHHOTO
npukazom N 4H.
(cuocka B pen. [Ipukaza Munsapasa Poccun ot 07.07.2020 N 683H)

JIEKapCTBEHHbIE TMpenaparbl, yKa3aHHble B MyHKTe S5 Ilopsnka otmycka ¢uU3WYecKuM JMLaM
JIEKapCTBEHHBIX IIPENapaTroB A MEAULUHCKOIO IMPUMEHEHMs, COJAEpKAIlUX KPOME MalblX KOJINYECTB
HapKOTHYECKUX CPEJCTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB Apyrue GpapMakoJOorHuecKue akTUBHbIE
BEIIECTBA, YTBEPXKIECHHOIO IPUKAa30M MMHHCTEPCTBA 3paBOOXPAHEHUS W COLMAIBHOIO Pa3BUTHSA
Poccuiickoit @enepanuu ot 17 mast 2012 r. N 5621 <8>;

<8> 3apeructpupoBaH MuHuctepctBoM toctunuu Poccuiickoit ®enepaunu 1 wurons 2012 r.,
peructpauroHHbii N 24438, ¢ u3MEHEHHMSIMU, BHECEHHBIMU NpHKazaMu MUHUCTEpPCTBA 3APaBOOXPAHECHUS
Poccuiickoit ®enepaunn ot 10 umrons 2013 r. N 369n (3apeructpupoBaH MMHHUCTEPCTBOM IOCTHIIMU
Poccuiickoit @enepaunn 15 urons 2013 r., perucrpaumonssiii N 29064), ot 21 asrycra 2014 r. N 4651
(3apeructpupoBan MunmcTepcTBOM IocTuiuu  Poccuiickoit @enmepammu 10 centsiops 2014 .,
peructpaunoHHslii N 34024), ot 10 cents6ps 2015 r. N 634n (3apeructpupoBad MUHUCTEPCTBOM IOCTULIUN
Poccuiickoit ®eneparuu 30 centsaopst 2015 r., peructpanmonusiii N 39063).

JIEKapCTBEHHBIE IIpemapaThl, M3rOTABIMBAEMBIE II0 PELENTy Ha JIEKApCTBEHHBIM Ipemnapar u
CoJepaKalIe HApKOTUYECKOE CPEICTBO WIM IICUXOTPOIIHOE BEILECTBO, BHECEHHOE B cuucOK I Ilepeuns, u
npyrue (hapMaKoIOrHYecKre aKTHBHBIE BEIIECTBA B J103€, HE MPEBBIIIAIONICH BBICIIYIO PAa30BYIO /103y, U IpU
yCIIOBUHM, YTO 3TOT KOMOWHHUPOBAHHBIN JIEKAPCTBEHHBIM IpenapaT He SBJISETCS HApKOTUYECKUM WU
IICUXOTPOIHBIM JIEKAPCTBEHHBIM IperapaTom cruucka II.

[TIo peuenTam, BbIMCAHHBIM Ha peUENTypHbIX Onankax ¢dopmbl N 148-1/y-04 (1), oTmyckaroTcs
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H [loKyMeHT npeaocTasnieH KoncynbTanTItoc

KOHCYJ/IbTaHTIJTHOC
Spe,q. ot 07.07.2020) [ata coxpaHeHnus: 29.05.2021
06 yTBepxaeHUn NpaBu OTNyCKa NekapcTBEHHbIX Npenaparo...

JIeKapCTBEHHBIE TIpEraparhl, BBIMHCHIBAEMbIE TpaKAaHaM, HMMEIOIIMM IPaBO Ha OecIUTaTHOE IOJy4YeHHUe
JIEKapCTBEHHBIX IMpENnaparoB WM IMOJyYeHHE JICKapCTBEHHBIX IpernapaToB €O CKUJAKOH (namee -
JIEKapCTBEHHBIE MPENapaThl, OTIYCKaeMble OECIUIATHO MIIA CO CKUAKON).

(B pen. Ilpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

[To pementamM, BBIMHCAaHHBIM Ha penentypHbIx Omankax (opmer N 107-1/y, OTHyCKaroTCs HWHBIE
JIeKapCTBEHHbIE MpernapaThl, He yKa3aHHbIE B a03alax MepBOM, TPEThEM - JEBSTOM HACTOSIIETO0 MyHKTa, 3a
UCKJIIOYCHHEM JICKapCTBEHHBIX MPErnapaToB, OTIIyCKaeMbIX 0e3 pelernTa.

[To peniennitam B popMe IEKTPOHHOTO JOKYMEHTA C UCTOJIh30BAHUEM YCHIICHHOW KBAIM(DUIIMPOBAHHOMN
ANEKTPOHHON TOJIMUCU MEIUIMHCKOTO pabOTHHKA (fajiee - penent B (GopMe 3IEKTPOHHOTO TOKYMEHTA)
OTITYCKaIOTCs BCC JICKAPCTBCHHLIC ITPCTIApPaThl, YKAa3aHHBIC B a63auax IATOM - JE€CATOM HACTOAIICTO ITYHKTA.
(a63an BBeneH [pukazom Munsnpasa Poccun ot 07.07.2020 N 683H)

5. OTHYCK JICKApCTBCHHLIX IIPEIIapaTOB, HC YKA3aHHBIX B IIYHKTC 4 HaCTOAIINUX HpaBI/IJ'I, B COOTBCTCTBHHU
C UHCTPYKIUAMHU 10 UX MEAULIUHCKOMY IIPUMCEHCHUTIO OCYIIECTBIIACTCA oe3 peuenuToB.

6. OTnycKk JEKapCTBEHHBIX MPENapaToB OCYLIECTBISIETCA B TEUEHHWE YKAa3aHHOI'O B PELENTE CPOKA €ro
JIeCTBUS TPU 0OpaIeHUH JIHIA K CYyObEKTY PO3HUYHON TOPTOBIIH.

B ciywae orcyrcTBHsl y CyOBeKTa PO3HUYHON TOPTOBIM JIEKAPCTBEHHOIO Tperapara, yYKa3aHHOTO B
penenTe, Ipu OOpaICHUH JHUIA K CYyOBEKTY POSHHYHOW TOPTOBIH PEICNT MPUHUMACTCS Ha OOCITyKHBaHHUE B
CJIEIYIOIINE CPOKH (J1ajiee - OTCPOUCHHOE O0CTYKUBaHUE):

perent ¢ momMeTkou "statim" (HeMesIeHHO) OOCITyXHBaeTCsl B T€UEHHUE OJHOTO paboyero JHS CO JTHS
oOpariieHus uia K CyObeKTy pO3HUYHON TOPTOBIIH;

perent ¢ moMeTkoi "cito" (cpouHo) 0OCITy’)KHBaeTCS B TEUCHHE JABYX paboumx MHEH co AHs oOpareHus
JHIA K CYObEKTY POZHUYHOW TOPTOBIIN;

pelenT Ha JIEKapCTBEHHBIM Mpenapar, BXOJIAUIMN B MHUHUMAaJIbHBIH aCCOPTUMEHT JIEKapCTBEHHBIX
npenapaToB A MEAMLUHCKOTO MPUMEHEHUs, HEOOXOAMMBIX Ul OKa3aHUSA MEJUIMHCKOM momomu <9>,
00CITy’)KUBaeTCs B TeUEHHE MATH pabounx JHEH co AHA oOpalleHHs ML K CyObeKTy PO3HUYHOM TOPrOBIIH;

<9> Pacnopsikenue IlpaButensctBa Poccuiickoit ®@epepanmu ot 12 nmekabps 2019 r. N 2406-p
(Cobpanue 3akonomarenbcTBa Poccuiickoit deneparuu, 2019, N 42, ct. 5979).
(cuocka B pen. [pukaza Munsapasa Poccun ot 07.07.2020 N 683H)

peLenT Ha JIEKApCTBEHHBIM Ipenapat, OTIyCKaeMblil OeCIyIaTHO MM CO CKHMJKOM M He BOIIEIIUH B
MUHHUMAJIBHBII aCCOPTHMEHT JICKapCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOrO MPUMEHEHUs, HeOOXOAUMBIX
JUIS OKa3aHUs MEIUIIMHCKON IMTOMOIIH, OOCITY’)KUBAETCS B TCUCHHE ACCATH pabouux JHEW co JAHA oOpalieHus
JMIA K CyObEeKTY PO3ZHUYHON TOPTrOBIIY;

pernenThl Ha JIEKapCTBEHHBIE TIpemaparhl, Ha3HA4YaeMble 110 PEHICHUI0 BpauyeOHOW KOMHUCCHH,
00CITyKUBAIOTCS B T€UCHHE MATHAIUATH pabouux AHEH CO JHS OOpalleHHs JIMLa K CyObeKTYy PO3HHYHOMN
TOPTOBJIH.

3anpemaeTc;1 OTITYCKAThb JICKAPCTBCHHLIC IMPCHapaThl MO PCHLCITaM C UCTCKIINM CPOKOM HeﬁCTBHH, 3a
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

UCKITIOYEHHEM CIydJasi, KOrja CpOK ICHCTBHUS peleNnTa MCTEK B MEPHOA HAXOXICHHS €ro Ha OTCPOYCHHOM
00CITyKUBaHUU.

[Tpu ucTedeHUn Cpoka ACHCTBHS pElenTa B MEPHOJ HAXOXKICHHS €r0 Ha OTCPOYCHHOM OOCITYKUBAaHUU
OTITYCK JIEKApPCTBEHHOT0 Mpenapara o TaKoMy PELeNTy OCyIIEeCTBIsAeTCs 0e3 ero nepeoopMiIeHHUs.

7. JlexapcTBeHHBIE TIpemaparbl OTITYCKAIOTCS B KOJIMYECTBE, YKA3aHHOM B PEIICTITE, 32 UCKIIOUYCHHEM
Clly4daeB, KOT/Ia JUIsl JIEKapCTBEHHOTO Tperapara yCTaHOBJICHBI KOJTHMYECTBO, KOTOPOE MOKET OBITh BBIITUCAHO B
OJTHOM peLenTe, WK Kypc jedenus <10>.

(B pen. lpukaza Munznpasa Poccun ot 07.07.2020 N 683H)

<10> [lpunoxenne N 1 K MNOpAAKy Ha3HAUEHUs JIEKAPCTBEHHBIX IPENapaToB, YTBEP)KIECHHOMY
npuka3zoM N 4H, DyHKT 25 mopsiika Ha3HAYEHHUs JICKAPCTBEHHBIX IIPENapaToB, YTBEPKACHHOTO NMpHUKazoM N
4n.
(cuocka B pen. [Ipukaza Munzapasa Poccun ot 07.07.2020 N 683H)

IIpn npenbsBiaeHUM peLenrta € IPEBBILICHUEM IPEAEIbHO JOIYCTHUMOIO WIM PEKOMEHIAOBAHHOIO
KOJIMYECTBa JICKAPCTBEHHOTO MpernapaTa JJIsi BBIMUCHIBAHUS HA OJWH pelenT (apMaleBTHUYECKUH pabOTHUK
uHpopMUpyeT 00 3TOM JIMLO, NPEICTaBUBIIEE PELEMNT, PYKOBOAMUTENS COOTBETCTBYIOUIEH MeEAMIIMHCKON
OpraHU3alMU U OTIIyCKAeT YKa3aHHOMY JIMIy YCTAHOBJICHHOE COOTBETCTBEHHO IPEAEIIBHO NOIyCTHUMOE MU
PEKOMEHJIOBAHHOE KOJIMYECTBO JIEKAPCTBEHHOIO IIpemapara il BBIIUCBIBAHUSA HA OAWH pELenT ¢
IIPOCTABJIICHUEM COOTBETCTBYIOIIEH OTMETKU B PELIEIITE.

ITpu Hamuuuu y cyObeKTa pO3HUYHON TOPTOBJIM JIEKAPCTBEHHOIO IIpenapaTa ¢ JJO3UPOBKOH, OTIMYHOMN
OT JIO3UPOBKHU JIEKAPCTBEHHOI'O IIpenapara, yKa3aHHOH B pelenTte, OTIYCK HMMEIOIIErocsl JEKapCTBEHHOTO
Ipernapara JI0IyCKaeTcs, €ClIu 103UPOBKa TAKOTO JIEKAPCTBEHHOTO NIpenapaTa MEHbIIE T03UPOBKH, YKa3aHHON
B peuenrte. B takom ciydae ocyuiecTBisieTcs nepecueT KOJIMYECTBA JIEKAPCTBEHHOrO Ipernapara ¢ y4yeToM
Kypca JIeueHUsl, yKa3aHHOI'O B pelienTe.

B cnywae ecam 103MpoBKa JIEKApCTBEHHOTO MpernapaTa, UMEIOIIErocsl y cyObeKkTa pO3HUYHOM TOProBIIH,
IPEBBIIIAET JIO3UPOBKY JIEKAPCTBEHHOTO IIpenapaTa, YKa3aHHYI0 B pelenTe, peleHrne o0 OTIIycKe
JIEKapCTBEHHOT'O Tpernapara ¢ Takol JO3UPOBKON MPUHUMAET MEIULIUHCKUN paOOTHUK, BHITUCABIIMN PELIET.

8. OTmyck JIeKapCTBEHHOT0 Iperapara OCyIIeCTBISeTCs] B IEPBUYHON U BTOPUYHON (TOTPEOUTETHCKOI)
YIIaKOBKaxX, MapKUpOBKa KOTOPBIX JOJKHA OTBe4aTh TpeOoBaHUsAM cTaTby 46 denepanbHOro 3akoHa ot 12
anpens 2010 r. N 61-®3 "O0 obpaieHnH JeKapcTBEHHbIX cpeacTB" <11>, a ynmakoBKa JUisi HAPKOTUYECKUX U
TICUXOTPOITHBIX JIEKAPCTBEHHBIX IMpenaparoB cuucka Il - TpeboBanusaM myHkTa 3 crathu 27 PenepaibHOroO
3akoHa oT § stHBaps 1998 r. N 3-d3 "O HapKOTHYECKUX CPECTBAX U IICUXOTPOIHBIX BemiecTBax" <12>.

<11> Cobpanne 3axkoHomarenbctBa Poccuiickoit deneparuu, 2010, N 16, ct. 1815; N 42, ct. 5293;
2014, N 52, ct. 7540.

<12> Cobpanue 3akonogarensctBa Poccuiickoit @enepammu, 1998, N 2, ct. 219; 2012, N 53, c1. 7630;
2013, N 48, cT. 6165; 2015, N 1, cT. 54.
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

Hapymenne nepBUYHON yIaKOBKH JIEKaPCTBEHHOT'O MpenapaTa Mpu ero OTIyCKe 3anperiaeTcs.

Hapymenne BTOpUYHON (TOTpeOUTENHCKOM) YHMAKOBKM JIEKAPCTBEHHOTO Tpernapara H  OTIYCK
JIEKapCTBEHHOI'O IIpernapaTa B IEPBUYHOM YIAKOBKE JOIYCKAaeTCs B Clydyae, €cClIM KOJUYECTBO
JEKapCTBEHHOTO TIpernapaTa, yKa3aHHOE B pelenTe WM HEOOXOJUMOoe JIMIy, MpHOoOpeTarmemMy
JIEKapCTBEHHBIN Tpenapar (mpu 0e3penenTypHOM OTITyCKe), MEHBIIE KOJTMYEeCTBA JICKAPCTBEHHOTO Mpemnapara,
collepKalierocss BO BTOPUYHOM (IIOTpeOHUTENbCKOM) ymakoBke. B TakoM ciydyae mnpu  OTIyCKe
JIEKapCTBEHHOTO TMpermapara JHIy, MpHOOpeTaoleMy JIeKapCTBEHHBIM TMpemnapar, MpeloCTaBIIseTCs
WHCTPYKIHUA (KOS HHCTPYKIIMH) TIO MPUMEHEHHIO OTITyCKaeMOro JEKapCTBEHHOTO Tpernapara.

9. Ilpu oTmycke JIEKapCTBEHHBIX MPEMAPATOB IO Perenty, 0ohOpMICHHOMY Ha pElEnTypHOM OJlaHKe Ha
OyMaxHOM HocuTele, (apMaleBTHUSCKU pPaOOTHUK IPOCTaBIsSET OTMETKY Ha pemente 00 OTITyCcKe
JIEKapCTBEHHOTO Tperapara ¢ yKa3aHHueM:

(B pen. [Ipukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

HalMEHOBAHMUS allTeYHOM opraHuzanuu (paMuinm, UMEHH, OTYeCTBa (MIPH HAJIMYMHU) UHIUBUAYAIBHOTO
NpeaNpUHUMATES);

TOProBOro HaMMCHOBAHUSA (321 HUCKIIIOYCHUECM JICKAPCTBCHHBIX NPCIapaToB, U3rOTOBJICHHBIX B anTeyHoOMn
OpraHM3aliK), JO3UPOBKU U KOJWYECTBA OTIYLIEHHOIO JIEKapCTBEHHOTO Mpenapara;
(B pen. IIpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

dbamMuMy, UIMEHH, OTYECTBA (TIPU HAJIMYMK) MEIUIIMHCKOTO pabOTHHUKA B CITydasx, yKa3aHHBIX B ab3ale
YeTBEpTOM IyHKTa 7 U ab3are TpeThbeM nmyHkTa 10 Hactosmmx [IpaBu;

PEKBU3UTOB JOKYMEHTA, YIOCTOBEPSIOIIETO JINYHOCTD JIMIIA, IIOJYyYHBIIETO JIEKApCTBEHHBIN Ipenapar, B
cilydae, ykazaHHOM B nyHkTe 20 Hactosmux [Ipasui;

dbamunuy, wWMeHHW, oTrdyecTBa (NpW Hanmuynu) (papManeBTUYECKOTO pPa0OTHHKA, OTIYCTHBIIETO
JIEKapCTBEHHBIN ITpenapar, U ero MoAIn1CH;

JAaThI OTITYCKaA JICKapCTBCHHOI'O IIpeIiapara.

10. ITpu oTmycke JNEeKapCTBEHHBIX MPEMapaToB MO PEIENTy, BHIMHCAHHOMY Ha pElEenTypHOM OJaHKe
dopmbr N 107-1/y, cpok OeHCTBHS KOTOPOTO COCTaBJISET OAMH TOJ, U B KOTOPOM YKa3aHbl MEPHOABI U
KOJIMYECTBO OTITyCKa JICKApPCTBEHHOTO Tpenapara (B KaXKIbl TEpUOJ]), PELENT BO3BpaIIaeTCs JUILY,
MpHOOpEeTaIOIEMy JICKAPCTBEHHBIN TIperapar, ¢ OTMETKOH, COJIepKallel CBeIeHUs, yKa3aHHbIe B ITyHKTE 9
Hactosmux [IpaBu.

(B pen. [Ipukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

<13> CHocka uckitoueHa. - [Ipuka3z Munzapasa Poccun ot 07.07.2020 N 683H.

[Tpu ouepeaHOM 0OpallleHNH JIMIAa K CyObEKTY POSHUYHOW TOPTOBIIU C IaHHBIM PELENTOM YUHUTHIBAIOTCS
OTMETKH O MpEAbIAYIIEM OTITyCKE JEKapCTBEHHOTO IpernapaTa Mo TaKOMY PELENnTy U B ciayyae IpuoOpeTeHus
JUIIOM KOJMYECTBA JICKAPCTBEHHOI'O IIpernapaTra, COOTBETCTBYIOLIETO MAaKCUMAaJIbHOMY KOJIMYECTBY,
yKa3aHHOMY MEAMLUHCKUM pabOTHHKOM B pellenTe, a TakkKe M0 HUCTeYEeHHM CpoKa JAEHCTBHs pelernTa, Ha
penente npocrasiseTcs wramn "JlekapcTBEHHBIN Npenapat OTIyIIeH" U PeleNT BO3BPAIAETCs JIMILY.
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

EnuHOBpeMEeHHBIN OTHMYCK JIEKapCTBEHHOTO IperapaTa IO PElenTy, BBIIMCAHHOMY Ha pelenTypHOM
6manke ¢opmbl N 107-1/y, cpok AeHCTBHUS KOTOPOTO COCTABISET OJHMH IOJl, U B KOTOPOM YKa3aHbI IEPHOABI U
KOJIMYECTBO OTIIyCKAa JIEKAPCTBEHHOTO IMpernapara (B KaXAb TMEpHOJ), JOIMYCKAeTCs TOJBKO TI0
COTJIACOBAHUIO C MEIMIIMHCKAM PAaOOTHHKOM, BBITIICABIITM PEIIETIT.

(B pen. IIpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

<13> Cnocka uckitoueHa. - [Ipukaz Munsapasa Poccun ot 07.07.2020 N 683H.

11. Ilpu oTmycke JeKapCTBEHHBIX IMPENapaToB IO PELENTy, BHITUCAHHOMY Ha pPELEeNTypHOM OJaHKe
bopwmbt N 148-1/y-04 (1) nnu Gopmer N 148-1/y-06 (J1), 3a1I0THEHHBINH KOPELIOK TAKOIO pelenTa NepeaaeTcs
(hapmarieBTHUECKUM paOOTHUKOM JIHILY, IpHoOpeTaroieMy (MolydaroieMy) JeKapCcTBeHHbIE Tpenaparhl.

12. IIpu oTmycke HAPKOTHUECKOTO U MCUXOTPOIHOIO JIEKAPCTBEHHOIO Mpenapara cnucka Il Ha peuente
00 OTIycKe JEeKapCTBEHHOTO MperapaTa MPOCTaBiseTCsl NMevaTh anTeKd WM anTeyHOro MyHKTa, B KOTOPOM
yKa3aHO MX MOJHOE€ HaUMEHOBaHKE (TIPU HATMYUU TIEUaTH ).

13. Ilpu oTmycke MMMYHOOMOJIOTHUECKOTO JIEKapCTBEHHOI'O Iperapara Ha pelente WIM KOpeIlIke
peuenTa, KOTOpBIM oOcTaeTcss y JuIla, Opuodperaronero (MOIy4yarollero) JeKapCTBEHHbIM Ipemnapar,
yKa3bIBaeTCs TOYHOE BpeMsl (B yacax U MHUHYTax) OTITyCKa JIEKApCTBEHHOTO Mpernapara.

OTmyck  MMMYHOOHMOJIOTHYECKOTO  JICKQpCTBEHHOTO  IIpermapara  OCYLIECTBIISICTCS  JIMILY,
npuodOperatomemMy (MOTydaroleMy) JIeKapCTBEHHBIM Ipenapar, MpH HaIWYUA y HEro CIEeIHaTbHOTO
TEPMOKOHTEIHEepa, B KOTOPBIA IMOMEIIAeTCsl JEKapCTBEHHBIM MpenapaTr, ¢ pa3bsCHEHHEM HEO0OXOAMMOCTH
JOCTaBKM JAHHOTO JIEKAPCTBEHHOI'O Ipernapara B MEIUIIMHCKYIO OpPTaHW3alUI0 MPU YCIOBHHM XPAaHEHUS B
CHeIMaIbHOM TEPMOKOHTEHHEPE B CPOK, HE MPEBbIIAIOIMINN 48 4acoB MOCIe ero NpuoOpeTeHNUs.

14. Ocratorcs M XpaHATCS Y CyObEeKTa PO3ZHUYHOW TOPTOBJIM peuentsl (¢ oTMeTkod "JlekapcTBeHHBIN
npenapar oTnyiieH") Ha:

HapKOTUYECKHE U NICUXOTPOIHBIE JIEKAPCTBEHHbIE ITpenaparhl cnucka I, ncuxoTponHble JeKapCTBEHHbIE
npemnaparsl cucka [Il - B Teuenue 1At Jier;

JIEKapCTBEHHBIE TPENapaThl, OTIMyCKaeMble OECIUTATHO WM CO CKUIKOH, - B TEUCHUE TPEX JIET;

KOMOWHUPOBAHHBIE JICKAPCTBEHHBIE TMpENapaThl, COAEP)KAIME HAPKOTUYECKUE CpEACTBA I
MICUXOTPONHBIE BeniecTBa, BHeCeHHbIe B cnucku [ u [II Tlepeunsi, H3roToBi€HHBIE B aITEYHON OpraHU3AIUH,
JICKapCTBEHHBIC TIpemaparhbl, O0JaJaIre aHa0OJIMUYeCKOW aKTHBHOCTBIO, JICKAPCTBEHHBIC IpeIrapaThl,
NOJIekKAIINE MPEIMETHO-KOJIMUYECTBEHHOMY YUETY, - B TEUEHUE TPEX JIET;

JIeKapCTBEHHbIE MpenapaThl B XHUIKOH JekapcTBeHHOH (opme, conepxaiue 6omnee 15% 3TuUioBOrO
cnupTa OT 0o0beMa TOTOBOM NPONYKIMM, HHBIE JIEKApCTBEHHBIC Mpemaparbl, oTHocsmmecs mo ATX
aHTUncuxoTuyeckuM cpeacrBam (kox NOSA), ankcuonutukam (kox NOSB), CHOTBOpHBIM M CEIAaTHBHBIM
cpeactBam (kox NO5SC), antunenpeccantam (kox NO6A) u He mojiexaiye MpeIMeTHO-KOIHYECTBEHHOMY
yUeTy, - B TEUCHHE TPEX MECSIIEB.

15. PeuenTsl, He yka3aHHble B MyHKTe 14 HacTosmmx IlpaBui, otmevarores mramioM "JlekapcTBEHHBIN
IpenapaT OTHYLIEH" U BO3BPAILAIOTCA JUILY, IIOJYyYUBLIEMY JIEKapCTBEHHBIN ITpenapar.
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

PenienTel, BBIMMCAHHBIE C HAPYIIEHWEM YCTAHOBJICHHBIX MpaBui <14>, perucTpupyroTcs B KypHale, B
KOTOPOM YKAa3bIBAIOTCS BBISIBJICHHBIC HapyIIeHUS B OGOpMIICHHM perenta, (GpaMuiaus, uMms, OoT4ecTBO (Tpu
HaJIMYWW) METUIIMHCKOTO pabOTHUKA, BBIMCABIIETO PEIENT, HAMMEHOBAHWE MEJIMIIMHCKOW OpTaHW3aIlNu,
MPUHATBIE MeEphl, OTMeuaroTcss IuramrnoMm "PemenTt HexeicTBuTeneH" W BO3BpAIIAOTCS  JIUILY,
npeacTtaBuBmeMy perent. O Qakrax HapymieHds TpaBwl O(QOPMIICHHUS PEIENTOB CYOBEKT PO3HUIHOU
TOPTOBJIN HHHOPMHUPYET PYKOBOJIUTENS COOTBETCTBYIOIICH METUIIMHCKOW OpTaHU3aIliu.

<14> [Ipuka3 N 4n u npukaz N 54H.
(B pen. llpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

16. Ilpu ormycke JeKapcTBEHHOro mpernapara (apmaleBTHUeCKUid pabOTHUK HH(OPMHPYET JIHIIO,
npuoOperatoniee (Ioayyarollee) JIEKapcTBEHHBIM IIpernapar, o peXHMe M J103aX €ro IMpuemMa, IpaBUiIax
XpaHEeHHUs B IOMAIlIHUX YCIOBUAX, O B3aUMOJICHCTBUHU C IPYTHMHU JIEKAPCTBEHHBIMU NpenapaTaMu.

17. Ilpu oTmycke JieKapcTBEHHOIO Mpenapara ¢papMaleBTUYeCKHi paOOTHUK HE BIpaBe MPEJOCTaBIATh
HEJIOCTOBEPHYIO W (WJIM) HEMOJNHYI0 HH()OPMALUI0 O HAJIMYMU JICKAPCTBEHHBIX IPENapaTroB, BKIIOYAs
JIEKapCTBEHHbIE IpenapaThl, UMEIOIINE OJUHAKOBOE MEXIyHapOJHOE HEMaTEHTOBAHHOE HAaWMEHOBaHHE, B
TOM YHCJI€ CKPbIBaTh HHPOPMAIIMIO O HAIMYMH JIEKAPCTBEHHBIX MpenapaToB, UMEIOIUX 0oJjiee HU3KYIO LIEHY
<15>.

<15> Cratbs 74 ®enepanbHoro 3akoHa oT 21 Hoa6ps 2011 r. N 323-D3 "O06 ocHOBaX 0XpaHbl 3J0POBbS
rpaxnaan B Poccuiickoit @eneparnun" (Cobpanue 3akoHonarenbctBa Poccuiickoit @eneparmum, 2011, N 48, cr.
6724; 2013, N 48, ct. 6165).

18. 3ampemaercs OTHyCK (albCU(PHUUUPOBAHHBIX, HEJOOPOKAYECTBEHHBIX M KOHTpa(aKTHBIX
JIEKapCTBEHHBIX MpenapaToB <16>.

<16> Cratbs 57 @enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-D3 "OO6 obparieHuu eKapcTBEHHBIX
cpenct".

Il. TpeboBaHMA K OTNYCKY HAPKOTUYECKUX U NCUXOTPOMHbIX
NeKapcTBEHHbIX NpenapaToB, leKapCTBEHHbIX NpenapaTos,
obnaparowwmx aHabonM4YecKkom akTUBHOCTbIO, UHbIX JIEKAPCTBEHHbIX
npenaparoB, noanexawmx npeaMeTHO-KONMM4YeCTBEHHOMY y4yeTy

19. Otmyck HapKOTUYECKMX U TCUXOTPONHBIX JIEKAPCTBEHHBIX IPENaparoB, JIEKAPCTBEHHBIX
npenapaTroB, 00JaJaIIUX aHAOOJIMYECKOM aKTHUBHOCTBIO, JICKAPCTBEHHBIX IMPENapaToB, MOJIEKAIIUX
IPEeIMETHO-KOIMYECTBEHHOMY YYeTy, OCYIIECTBIseTCS (papMaleBTUUECKUMH PaOOTHUKAMH, 3aHUMAIOLTUMHU
JIOJDKHOCTH, BKJIIOUYEHHBIC B IIE€PEUYCHb JOJDKHOCTEH (papManeBTHUYECKUX M MEIUIMHCKHX PaOOTHUKOB B
OpraHM3alusaX, KOTOPbIM IPEJOCTABIEHO IMPABO OTIYCKA HAPKOTMYECKUX JIEKApPCTBEHHBIX IpPENapaToB M
TICUXOTPOITHBIX JIEKAPCTBEHHBIX IMPETapaToB (PU3NUECKUM JIMIAM, YTBEP)KICHHBIN NMprKa3oM MUHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @®enepanuu ot 7 centabps 2016 r. N 681H (3aperucrpupoBaH
MunuctepctBoM toctunu Poccuiickoit @eneparuu 21 centsops 2016 r., peructpanuonnbiii N 43748).
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

20. HapkoTuyeckue M TCHUXOTpPONHBbIE JEKapCTBEHHble IMpenaparhl coucka II, 3a uckiIroueHueMm
JIEKapCTBEHHBIX IIPENapaToB B BHUAE TPAaHCACPMAIbHBIX TEPANEBTUUECKUX CUCTEM U JIEKAPCTBEHHBIX
IIpenapaToB, COJEP/KAUIMX HAPKOTUYECKOE CPEJICTBO B COUYETAHUM C AHTArOHUCTOM ONMOUIHBIX PELIENITOPOB,
OTIIYCKAIOTCS MPHU NMPEABABIECHUN JOKYMEHTA, yIOCTOBEPSIOUIET0 JUYHOCTb, JIUIY, YKa3aHHOMY B pELEITE,
€ro 3aKOHHOMY MpeAcTaBUTEN0 <I7> wuiau July, HUMeroImeMy OG(OpPMIEHHYI0 B COOTBETCTBUU C
3akoHogaTenbcTBOM Poccuiickoil deneparyu 10BEpeHHOCTh Ha MPABO MOJTYYEHUS TAaKUX HAPKOTHYECKHX U
IICUXOTPOIHBIX JEKApCTBEHHBIX MpenapaToB.

(B pen. lpukaza Munznpasa Poccun ot 07.07.2020 N 683H)

<17> B oTHoIIeHNY JIULa, YKazaHHOTO B yacTu 2 cratbu 20 PenepanbHoro 3akoHa ot 21 Hos0ps 2011 r.
N 323-®3 "OO0 ocHoBax oxpaHbl 310poBbs rpaxkgaH B Poccuiickoit ®enepanun" (Cobpanue
3akoHojatenbeTBa Poccuiickoit @enepanun, 2011, N 48, cr. 6724; 2012, N 26, ct. 3442, 3446; 2013, N 27,
ct. 3459, 3477; N 30, cT. 4038; N 39, ct1. 4883; N 48, cT. 6165; N 52, c1. 6951; 2014, N 23, cT. 2930; N 30,
cT. 4106, 4206, 4244, 4247, 4257; N 43, cT. 5798; N 49, cT. 6927, 6928; 2015, N 1, cT. 72, 85; N 10, cT. 1403,
1425; N 14, ct. 2018; N 27, c1. 3951; N 29, ct1. 4339, 4356, 4359, 4397; N 51, cT. 7245; 2016, N 1, cT. 9, 28;
N 15, ct. 2055; N 18, c1. 2488; N 27, cT. 4219).

21. Hapkoruueckwe ® TICHXOTPOITHBIE JIEKapCTBEHHBbIE Npemaparbl coucka [l (3a ucKiIOYeHHEM
JIEKapCTBEHHBIX TIPErapaToB B BHUAE TpPaHCACPMAaJbHBIX TEPANEBTHUECKUX CHUCTEM M JIEKApCTBEHHBIX
MpernapaToB, COACPKAIIUX HAPKOTUIECKOE CPEACTBO B COYETAHUH C AHTATOHUCTOM OMUOUIHBIX PEIEHTOPOB),
MpeHa3HauYeHHBIC NI TPaXKIaH, NMCIOIIUX MPaBo Ha OECIUIaTHOE MOJY4YeHHUE JICKApCTBEHHBIX MpEnapaTroB
WIM TIOJy4YeHHUE JICKApPCTBEHHBIX IPEMapaTOB CO CKUAKOW, OTIMYCKAIOTCS TPH TNPEABSIBICHUU PEICITa,
BBINIMCAaHHOTO Ha perientypHoMm Omanke ¢gopmbl N 107/y-HII, u pemenTa, BBIMHUCAHHOTO Ha PELENTYPHOM
omanke ¢opmel N 148-1/y-04 (1).

(8 pen. [Ipukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

JlekapcTBEHHBIC TIpeMapaTthl, yKa3aHHbIC B a03alax TPeTheM - BOCBbMOM IMyHKTa 4 Hactosmux [Ipasmui,
NpeHa3HAuYCHHBIC IS TPAXK/IaH, UMEIOIIMX IPABO Ha IOJIyYCHUE JICKAPCTBCHHBIX MPENapaToB, OTITYCKaeMBbIX
OeCIUIaTHO WJIM CO CKHJKOW, OTIYCKAIOTCS TPHU NPEABSIBICHHH PEIENTa, BBIMMCAHHOTO HA PEIENTYPHOM
omanke Gopmer N 148-1/y-88, u perienta, BRIMHCAHHOTO Ha perentypHoM Omanke Gopmer N 148-1/y-04 (1).

(B pen. [Ipukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

22. Ilocne oTmycka HapKOTMYECKHMX M ICHXOTPOIHBIX JIEKAPCTBEHHBIX IpemnapaToB cnucka II, B Tom
4yHuClie B BUJE TPaHCAEPMAJIbHBIX TEPANEBTHMUECKUX CHUCTEM M JIEKAPCTBEHHBIX IPENapaToB, COAEPKAIIUX
HAapKOTUYECKOE CPEACTBO B COYETAHMHM C AHTATOHUCTOM ONMOUJHBIX PELENTOPOB, IICUXOTPOIIHBIX
JIEKapCTBEHHBIX NpenaparoB cnucka I nuiy, moayduBiIeMy J€KapCTBEHHBIN IIpenapar, BbIIAETCS CUTHATYpa
C JKEJITOM MOJOCOM B BEepXHEW 4YacTH M HAANMCHIO 4YepHbIM mpudrom Ha Hell "Curnatypa', B KOTOpoOi
YKa3bIBAIOTCA:

(8 pen. [Ipukaza Munznpasa Poccuu ot 07.07.2020 N 683H)

HAaNUMCHOBAHUC U aIp€C MCCTOHAXOXKJACHUA alITCKU UJIN alITCYHOT'O ITYHKTA,
HOMCPp U AaTa BBIITMCAHHOI'O PCUCIITA,

dbamuHs, UMs, 0TIeCTBO (MPY HATMYWH) JIUIIA, AJIT KOTOPOTO MpeIHA3HAYCH JICKAPCTBEHHBIN Mpernapar,
€ro BO3pacT;
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H [loKyMeHT npeaocTasnieH KoncynbTanTItoc

KOHCYJ/IbTaHTIJTHOC
Spe,q. ot 07.07.2020) [ata coxpaHeHnus: 29.05.2021
06 yTBepxaeHUn NpaBu OTNyCKa NekapcTBEHHbIX Npenaparo...

HOMEp MEIUITUHCKOM KapTbl IMMAaOWEHTA, MNOJIYyYaromero MCEAUIMUHCKYIO IIOMOIIbL B aM6yJ'IaTOpHBIX
YCIIOBUSAX, AJId KOTOPOT'O MPEAHA3HAYCH HeKapCTBeHHBIﬁ mpenapar,

dbamunus, UMs, OTYECTBO (IIPH HAIMYUHM) MEAMLIMHCKOTO paOOTHUKA, BBIMCABIIETO pPELENT, €ro
KOHTAKTHBIN TeneoH 1100 TeneOH METUITMHCKON OpraHU3aIHu;

COACPIKAHUC PCIICIITA HA IATUHCKOM fA3BIKE;

dbamunus, uMs, 0T4eCTBO (IpU HAJIWYHH) U MOANUCH (apMalleBTUYECKOro pabOTHHKA, OTITYCTUBIIETO
JIeKapCTBEHHBIN Mpernapar;

JaTa OTIIyCKa JICKApCTBCHHOTO IIpCIiapara.

23. OTImycK 3TWJIOBOTO CHHUPTa MPOU3BOAMTCSA MO PELENTY C YYETOM YCTaHOBJICHHBIX TpeOOBaHMUU K
00BbEMy Tapbl, YIIAKOBKE W KOMITJICKTHOCTH JICKAPCTBEHHBIX MpernapaToB <18>.

HeKapCTBeHHBIe nmpemnaparel, COACPIKAIINEC STHUJIOBBIH CIIMPT, B TOM YHCJIC U3IOTOBJICHHBIC 11O PCLCIITY
CY6BCKTOM p03HI/ILIHOI71 TOProBjiId, UMCHOIIKUM JIMIOCH3WIO Ha (bapMaHeBTI/I‘IeCKYIO ACATCIIBHOCTh C IIpaBOM
H3TOTOBJICHUA JICKAPCTBCHHBIX IPCIIAPATOB, OTIIYCKAIOTCA C YUETOM YCTAHOBJICHHBIX TpC6OBaHI/II>’I K O6T>€My
Tapbl, YIIAKOBKE U KOMIUICKTHOCTH JICKAPCTBCHHBIX MPCIIAPATOB <18>.

<18> Yacte 4.1 cratbu 45 PenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obpaienun
nekapcTBeHHbIX cpeAcTB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit ®@enepanun, 2010, N 16, cr. 1815;
2014, N 52, ct. 7540; 2015, N 51, ct. 7245), nocranosienue [IpaBurenscrBa Poccuiickoit denepanuu ot 23
utong 2016 r. N 716 "O nopsiake GpopMUpOBaHUs MEpPEeUHs JIEKAPCTBEHHBIX MPENapaToB A MEIULIMHCKOTO
NPUMEHEHHs, B OTHOLICHMM KOTOPBIX YCTAHABIMBAIOTCS TpeOOBaHMS K 0OBEMYy Tapbl, YIAKOBKE U
KOMIUIEKTHOCTH, IEPEYHsl JIEKAPCTBEHHBIX IPENAapaToB Ul BETEPUHAPHOIO IPHUMEHEHUS, B OTHOILIECHUU
KOTOPBIX YCTaHABJIHMBAIOTCSA TPEeOOBaHUS K 00BEMY Tapbl, W ompenaeieHus Takux Tpeboanuit" (CobOpanme
3akoHomarenscTBa Poccuiickoit deneparuu, 2016, N 31, ct. 5030).

24. 3anpeu1aeTc;I pa3,[[eJ'ILHBIfI OTIIYCK JICKAPCTBCHHLIX CPEACTB, BXOAAIMIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara, u3roTaBJImBacMoro CY6T>GI(TOM pOBHH‘IHOﬁ TOPIrOBJIN.

25. 3anpemaeTcs OTIYCK CyOBEKTOM PO3HUYHOM TOPTOBIIM MO PELENTaM BeTepUHAPHBIX OpraHU3aLNii:
HapKOTUYECKUX U NICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB;

JIEKapCTBEHHBIX IPEenapaToB, 00JIaAA0MUX aHA00INYECKON aKTUBHOCTBIO;

MHBIX JIEKapCTBEHHBIX IPENapaToB, MOAIEKALINX IPEAMETHO-KOJIUYECTBEHHOMY YUEeTY;

KOM6I/IHI/IpOBaHHHX JICKApCTBCHHBIX IIPEMapaToB, COACPIKAMIUX HAPKOTHYCCKHUEC CPEACTBA HIIU
NCUXOTPOITHBIC BCUICCTBA, BHCCCHHBIC B CIIMCOK 1I HepeqHﬂ, HW3TOTOBJICHHBIX B allTCUHOM OopraHu3anuu,

JIEKapPCTBCHHBIX MIPETApaTOB, OTITYCKAEMbIX OSCILIATHO MM CO CKUIKOI;

JIEKAPCTBEHHBIX TPENapaToB B KUAKOW JeKapcTBEHHON (opme, comepxammx Oonee 15% stumoBoro
cnupra oT 00beMa roTOBOM MPOAYKIINH;
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

JIEKapCTBEHHBIX MpemnapaToB, oTHocsAmmxcsd o ATX k antuncuxotudeckum cpeactBam (kog NOSA),
aHkcronutukam (kox NO5SB), cHOTBOpHBIM U ceaaTuBHBIM cpenctBaM (kox NOSC), antuaenpeccantam (KoJ
NO6A) u He noasexalux NpeAMETHO-KOJIUYECTBEHHOMY YUETY.

(m. 25 B pen. [Ipukaza Munsapasa Poccun ot 07.07.2020 N 683H)

lll. TpeboBaHMA K OTNYCKY NeKapCTBEHHbIX NpenapaToB
no TpeboBaHUSAM-HaKNagHbIM MeAULIMHCKMX OpraHn3aLuuvu,
MHAMBUAYaANbHbIX NpeanpuHUMarenen, UMerLWKUX JIULEeH3NI0
Ha MEeQULIMHCKYIO AeATeNbHOCTb

26. TpeboBaHMe-HaKIaAHas Ha OTIYCK JIEKAPCTBEHHBIX IMpenapaTtoB oQopMIIIeTCs B COOTBETCTBUHU C
HHcTpyknmel o MOpsIKe BbHINMCHIBAHUSA JICKAPCTBEHHBIX IpernaparoB W OQOPMIICHHS pEeLenToB U
TpeOOBaHUI-HAKIAIHBIX, YTBEPKJICHHONH MNpuKa3oM MuHHCTEpPCTBA 3pAaBOOXPAHEHUS U  COLMAILHOIO
pa3Butust Poccuiickoit @enepauuu ot 12 despang 2007 r. N 110 "O nopsiike Ha3HAuYEHUS U BBINMHUCHIBAHUS
JIEKapCTBEHHBIX IPENaparoB, W3JAEIUA MEIUIUHCKOTO Ha3HAYEHMs] M CHEIUAIM3UPOBAHHBIX IPOAYKTOB
nedyebHoro nutanus" (3aperucTpupoBad MunucrepcTBoM toctunuu Poccuiickoit denepaunu 27 anpenst 2007
T., peructpanroHubiii N 9364) <19>,

<19> C u3MeHEeHUsIMH, BHECEHHBIMHM NpHKa3aMu MUHHCTEPCTBA 3APAaBOOXPAHEHUS] U COLUAIBHOTO
pazButus Poccwuiickoit ®enepamuu ot 27 asrycra 2007 r. N 560 (3apeructpupoBaH MHHHUCTEPCTBOM
toctutiuu Poccutickoit @eneparuu 14 centsops 2007 r., peructpanmonnbii N 10133), ot 25 centsiops 2009
r. N 794n (3apeructpupoBan MuHnuctepctBoM toctuiiuu Poccuiickorr ®enepanuu 25 HosiOps 2009 1.,
peructpauuonHslii N 15317), ot 20 suBaps 2011 r. N 131 (3apeructpupoBaH MHUHHCTEPCTBOM IOCTULIUU
Poccuiickoit ®eneparun 15 mapra 2011 r., perucrpammonssrii N 20103), mpukazamu MuHHCTEpCTBA
3npaBooxpaneHusi Poccuiickoit denepanuu ot 1 aBrycra 2012 r. N 541 (3apeructpupoBad MUHHUCTEPCTBOM
toctuiu Poccmiickoit @enepannn 15 aBrycra 2012 r., peructpaunonssiii N 25190), ot 26 despans 2013 r.
N 94u (3apeructpupoBan MunucrepctBoM roctuiuu Poccuiickoit ®epepauun 25 wurons 2013 r.,
peructpanrionHblii N 28881).

JlomyckaeTcss OTHYCK JICKapCTBEHHBIX NIPEMapaToB 10 TPEOOBAHUAM-HAKIAIHBIM MEIUIIUHCKHUX
OpraHM3alliii W HHAMBUIAYAJbHBIX [PEANPUHUMATENECH, HUMEIOIUX JIMLEH3UK Ha MEIULUHUHCKYIO
NEeSTeNbHOCTh, OPOPMIIGHHBIM B JJIEKTPOHHOM BHJIE, €CIM MEIUIIMHCKAas OpraHu3allus, WHIUBUIAYaTbHBIN
MpeANPUHUMATEIh, IMCIOIIUN JTUIICH3UI0 HAa MEIUIUHCKYIO JeSTEIbHOCTh, U CyOBEKT POSHHUYHOW TOPTOBIIN
SBIITIOTCS.  COOTBETCTBEHHO YYAaCTHUKAMH CHCTEMbl WH(OPMAIMOHHOTO B3aUMOJICHCTBUS 10 OOMEHY
CBEIICHUSIMU.

27. OTnycK HapKOTUYECKUX U MCUXOTPOIMHBIX JIEKAPCTBEHHBIX MpenaparoB chucka I, mCuxoTpomHbIx
JeKapCTBEHHbIX  mpemapaToB  cmucka  III, MHBIX  JE€KapCTBEHHBIX  MpPEMapaToB,  MOJJIEKAIINX
MPEeIMETHO-KOJIMYECTBEHHOMY Y4YeTy, B TOM WYHCJIE OTIYCKaeMbIX 0€3 perenta, OCYIIECTBISIETCS I10
OTJICIBHBIM TPEOOBAHUSM-HAKIIATHBIM.

28. 3anpemnaeTcsi OTIYCK HAPKOTHYECKHX M NCUXOTPOIHBIX JIEKAPCTBEHHBIX NpenaparoB chnucka II, B
TOM YHCJIC B BUAC TPAaHCACPMAJIbHBIX TCPAINICBTUYCCKNX CUCTEM U JICKAPCTBCHHLBIX IMPEIIapaToB, COACPKAIIHUX
HApKOTHUYECKOE CPEJCTBO B COUYCTAHHM C QAHTAarOHHCTOM OIHMOMJHBIX PEIENTOPOB, IICHXOTPOITHBIX
JIeKapCTBEHHBIX IpernapaToB crucka Il mo TpeGoBaHMAM-HAKIaJHBIM WHIMBHUIYaIbHOTO TPEANIPUHIMATE,
MMEIOIIETO JIMIEH3UIO Ha MEIUIIUHCKYIO JAeITeIbHOCTh <20>.
(B pen. Ilpukaza Munznpasa Poccuu ot 07.07.2020 N 683H)
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H [loKyMeHT npeaocTasnieH KoncynbTanTItoc

KOHCYJ/IbTaHTIJTHOC
Spe,q. ot 07.07.2020) [ata coxpaHeHnus: 29.05.2021
06 yTBepxaeHUn NpaBu OTNyCKa NekapcTBEHHbIX Npenaparo...

<20> llyskt 4 crateu 31 denepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®3 "O HapkoTHUECKHX
CpelCcTBaxX M MCUXOoTponHbx BemecTBax" (CoOpanue 3akoHoAarenscTBa Poccuiickoit @eneparmm, 1998, N 2,
cT. 219; 2003, N 27, ct. 2700; 2013, N 48, ct. 6165; 2015, N 1, ct1. 54).

29. Ilpu ormycke JEKapCTBEHHBIX MpernaparoB (GapMaleBTUYECKUl paOOTHUK MPOBEPSET HaAJeKallee
opopmiieHHe TpeOOBaHUSA-HAKIAJAHON W TMPOCTABIsET HAa HEHM OTMETKY O KOJMYECTBE U CTOMMOCTH
OTMYILEHHBIX JIEKAPCTBEHHBIX MPENapaToB.

30. Bce TpeboBaHMsI-HaKIaAHbIE, O KOTOPHIM OTIYIIEHBI JIEKAPCTBEHHBIE IMpENaparhbl, MOIJIEKAT
OCTaBJICHUIO M XPaHEHHIO Y CYOBEKTa POSHUYHON TOPTOBIIH:

Ha HApPKOTUYCCKHE W IICUXOTPOIHBIC JICKAPCTBCHHBIC IIPCIiapaTbl CIHCKA H, ICUXOTPOITHBIC
JICKApPCTBCHHBIC IIpCIIapaThl CIIMCKa 111 (B OTHOIICHHHU aIITCK U aIITCUHBIX HYHKTOB) - B TCUCHHC IISATH JICT,

Ha JIEKapCTBEHHBIE Mpenapathl, MOJIeKaIINe MPEeIMETHO-KOIHUYECTBEHHOMY YYeTy, - B T€UCHHE TPex
JIET;

Ha UHBIC JICKAPCTBCHHLIC NIPCIIapaThl - B TCUHCHUEC OJJHOIO roaa.

31. Hapymenue nepBUYHOM YMAaKOBKM JIEKAPCTBEHHOIO Ipemapara Ipd €ro OTIyCKe 110
TpeOOBaHUIO-HAKIAIHOM JOMyCKaeTcsi CyObEKTOM pO3HHUYHON TOProBIIM, HMEIOIIUM JIMIEH3UI0 Ha
(bapMaleBTUUECKYIO JESITEIbHOCTh C MPaBOM HM3IOTOBJIEHHUS JIEKAPCTBEHHBIX IpenapartoB. B Takom ciyuae
OTITYCK JIEKQpCTBEHHOTO Ipernapara OCYLIECTBISETCS B YIAKOBKE, OPOPMIICHHOIN B YCTAaHOBJICHHOM IOPSIKE
<21>, ¢ T[penocTaBI€HWEM HWHCTPYKUUU (KONMHMM HWHCTPYKLUMH) 1O HNPUMEHEHUIO OTIyCKaeMOIO
JICKapCTBEHHOTO IIpernapara.

<21> Ilpukaz MwunzgpaBa Poccum ot 26 okts0ps 2015 r. N 751 "OO yTBepXkACHUH TpaBUI
U3rOTOBJICHUS W OTIyCKa JICKapCTBEHHBIX IIPENaparoB I MEIULUHCKOTO IPUMEHEHMS anTe4YHBIMU
OpraHu3alsAMM, UHIUBUAYAIbHBIMU MPEANPUHUMATEIAMH, UMEIOIUMH JMLIEH3UI0 Ha (hapMaleBTHUECKYIO
NEeATENBHOCTD" (3aperucTpupoBan MunucrtepcTtBoMm roctuunuu Poccuiickoin @enepanuu 21 ampens 2016 r.,
peructpanoHHblii N 41897).

IV. Oco6eHHOCTM OTNyCKa NeKapCTBEeHHbIX NpenapaToB
no peuentam B popmMe 3NEeKTPOHHOIro AOKyMeHTa
(BBemeno [Ipukazom Munsapasa Poccun ot 07.07.2020 N 683H)

32. Ormyck JEeKapCTBEHHBIX IIpenapaToB MO peuentaM B (opMe 3JICKTPOHHOTO JOKYMEHTa
OCYIIECTBJISIETCS alITEKaMH, alTEUHbIMU IIYHKTAMHU U MHIWBUYaJTIbHBIMU MPEAIPUHUMATENIIMH, YKa3aHHBIMU
B nyHkTre 3 Hacrosumx I[lpaBun (mamee - amnTedyHble OpraHU3allMu), PACIOJIOKEHHBIMH Ha TEPPUTOPUHU
cyobekra Poccuiickoit denepanun, B KOTOpoM O(GOpMIIEH pelent B (GopMme 3JIEKTPOHHOIO JOKYMEHTa, B
cllydae IpUHATHS YIOJIHOMOYEHHBIM opraHoM cyObekta Poccuiickoil denepaiyiv B COOTBETCTBUU € IIYHKTOM
4 crateu 6 ®enepanbHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O06 obparieHun J1eKapcTBEHHBIX CpecTB"
(Cobpanue 3axonomarensctBa Poccuiickoit @enepammu, 2017, N 31, ct. 4791) pemenus 00 UCTIOIB30BAHUU
Ha Teppuropun cyonekta Poccuiickoil ®@exepanuu Hapsiay C pelenTaMyd Ha JIEKapCTBEHHBIE IpernapaThl,
Oo(QOpMIICHHBIMH Ha OyMa)KHOM HOCHTEJIE, PELENTOB Ha JIEKapCTBEHHbIE INpenaparhbl, CPOPMUPOBAHHBIX B
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Mpukas MuH3gpasa Poccum ot 11.07.2017 N 403H K .
ROHCYNIbTAHTII/TIOC
(pea. ot 07.07.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

. [ara coxpaHenus: 29.05.2021
06 yTBepXXAeHUM NpaBu OTNYyCKa SIeKapCTBEHHbIX Npenaparo...

(dopMe DIIEKTPOHHBIX JIOKYMEHTOB (Jajiee - pEUICHHE YIOJIHOMOYEHHOro opraHa cyObekra Poccuiickoit
Odenepanun).

33. AnTeuHble OpraHM3ALUHU JOJDKHBI UMETh MOJKIIOYEHHE K TOCYJapCTBEHHON HH(OpMAIMOHHON
cucreme B cepe 3mpaBooxpaneHust cyonrekta Poccuiickoit @enepannu <21> (manee - cucrema), KOTOpOe
oOecrnieunBaeTcs yIOJIHOMOYEHHBIM OPraHOM BiIacTH cyObekTa Poccuiickoit deneparuu.

<21> Hocranosnenue [IpaBurensctBa Poccuiickoit @enepamuu ot 5 mas 2018 r. N 555 "O enunoit
rocyiapcTBeHHOU HH(MOpMalMOHHON cucteme B cdepe 3apaBooxpaneHus” (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®enepanuu, 14 mas 2018 r., N 20, ct. 2849; 2019, N 6, ct. 533).

TexHuuyeckue TpeboBaHUs K HHPOPMAITMOHHOMY OOMEHY MEX/y alTeYHON OpraHu3alueid U CUCTEeMOH,
B TOM uHcie TpeOoBaHUS K HACHTUOUKAMM peuenta B (GopMe 53JIEKTPOHHOTO JOKyMEHTa M JIMLA,
00paTUBIIErocs 3a OTIYCKOM JIEKAPCTBEHHBIX MPEnapaToB M0 TAKUM peLeNTaM, yCTaHaBIUBAIOTCS PELICHUEM
YIOJIHOMOYEHHOT0 oprana cyobekra Poccuiickoit deneparyu.

34. Ornyck JeKapCTBEHHBIX IIpenapaToB MO peuentaM B (opMe 3JICKTPOHHOTO JOKYMEHTa
OCYIIECTBIISICTCA JIMIly, YKa3aHHOMY B pelenTe JH00 €ro 3aKOHHOMY INPEICTAaBUTENI0, JHO0 JHIYy, KOTOpOoe
JUIO, YKa3aHHOE B peLeNnTe, WIK €ro 3aKOHHBIA MPEICTaBUTENb YMOJHOMOYMIM Ha MOJIy4eHHE
JIEKapCTBEHHBIX MpenapaToB.
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