3apernctpmpoBaHo B MuHtocte Poccun 27 pespansa 2019 r. N 53907

MWHUCTEPCTBO 3[PABOOXPAHEHUA POCCUNCKOW ®EOEPALIA

NMPUKA3
oT 14 Hos6ps 2018 . N 777H

Ob YTBEPXOEHUU NOPAOKA
NMPUOCTAHOBJEHUA NMPUMEHEHUA IEKAPCTBEHHOIO NMPEMNAPATA
ana MEQUUUHCKOIo NPUMEHEHUA

B cooTtBeTcTBUM C YacTbio 7 cTaTtbk 64 n ctatben 65 ®eaepanbHoro 3akoHa ot 12 anpenst 2010 . N 61-93 "O6
obpalleHnn nekapctBeHHbix cpeacTB" (CobpaHue 3akoHopatensctBa Poccuiickon ®epepauunn, 2010, N 16, cT. 1815;
2014, N 52, ct. 7540; 2018, N 24, ct. 3407) n noanyHktom 5.2.173 lNonoxeHnss o MnHucTepcTBe 34paBoOOXpPaHEHUS
Poccunckon ®enepaunn, ytBepxaeHHoro nocraHosneHnem lNpasutensctea Poccuiickon ®enepaumm ot 19 mnioHs 2012 1.
N 608 (CobpaHue 3akoHopaTenbcTBa Poccunckon depepauun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, cT.
2477; N 22, ct. 2812; N 33, cT. 4386; N 45, cT. 5822; 2014, N 12, cT. 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; 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; N 33, cT. 5202; N 37, cT. 5535; N 40, cT. 5864; N 52, cT. 8131; 2018, N 13,
cT. 1805; N 18, cT. 2638; N 36, cT. 5634; N 41, cT. 6273), NprKasbIBalo:

1. yTBepJJ,I/ITb npmnaraeMbM nopFI,EI,OK NMPUOCTAHOBIIEHNA NPUMEHEHUA JeKapCTBEHHOINo npenapara Aand
MeONLUMHCKOIro NpuMeHeHus.

2. MNpusHatb yTpaTnBWMM cuny npukas MmHucTepcTBa 3apaBoOXpaHEeHUs 1 coumnanbHOro passutns Poccuinckon
®egepauun ot 26 asrycta 2010 . N 758H "O6 yTBepxaeHun Nopsaka NpUOCTaHOBIEHNS MPUMEHEHUS NEKapCTBEHHOIO
npenapata ans MeauumuHCKoro npumeHenns" (3apermctpmposaH MuHuctepctBom toctuummn Poccunckon ®epepaumm 31
asrycta 2010 r., peructpaumnoHHbiin N 18325).

MuHucTp
B.1.CKBOPLIOBA

YTBEpXKAOEH

npukasoMm MuHUCTEPCTBA 30paBOOXPaHEHUS
Poccuinckon degepauum

oT 14 Hos6ps 2018 . N 777H

noPAOOK
NMPUOCTAHOBINEHUA NPUMEHEHUA NEKAPCTBEHHOI'O MNMPEMAPATA
Anda MEAUUMHCKOI o NPUMEHEHWA

1. Hactodwmn nopsigiok MNpUOCTaAHOBMEHUA MNPUMEHEHUST NeKapCTBEHHOro npenapaTta Ans MeguuMHCKOro
NMPUMMEHEHVs onpeaenseT npaBuia NPUOCTAHOBIIEHMS MPUMEHEHUS feKapCTBEHHOro npenaparta Ansd MeuLUHCKOro
NPpMMEHeHWs, Haxogswerocs B obOpalleHnn Ha Tepputopum Poccuiickon ®epepauun (ganee - nekapCTBEHHBIN
npenapar).

2. B cootBeTcTBUM CcO cTaTben 65 PepepanbHoro 3akoHa ot 12 anpens 2010 . N 61-®3 "O6 obpalueHumn
nekapcTBeHHbIX cpeactB" (nanee - ®epepanbHbin 3akoH N 61-©3) ocHoBaHMAMM ANl pacCMOTPEHUst Bomnpoca O
NPUOCTaHOBNEHNN MPUMEHEHUS NEKAPCTBEHHOTO Npenapara ABnsioTCA:

1) nony4yeHve MHMOPMALIMN O HeXenaTenbHbIX peakuusx Mpu NPUMEHEHUWM NeKapCTBEHHOro npenapaTa, He
yKasaHHbIX B WMHCTPYKLMM MO MPUMEHEHUIO NeKapCTBEHHOro npenapara, CepbesHbIX HexenaTenbHbIX peakuusx, o6
0COBEHHOCTSIX €ro B3aMMOOeNCcTBUA C APYTMMU JIeKapCTBEHHbIMM MpenapataMu, KOTopble MOryT NpeacTaBnaTb yrposy
KM3HU UMM 300POBbI0 YenoBeka NGO KMBOTHOTO, a Takke O HECOOTBETCTBUM AaHHbIX 06 3dbdeKTUBHOCTM M O
Ge3onacHOCTV NekapCTBEHHOIO Npenaparta AaHHbIM O NleKapCTBEHHOM MpernapaTe, CoaepXKallMMCs B UHCTPYKLUK MO ero
NMPUMEHEHMI0, B TOM YKCIe OT YNONHOMOYEHHbIX OPraHoB MHOCTPaHHbIX rOCYyAapcTB, 0OMEH KOTOPOW OCYLLECTBMAETCA B
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COOTBETCTBMM C cCoMmaweHunaMmn mMexagy YnoJIHOMOYEeHHbIM q)ep,epaanblM opraHom WCMNONHUTENBHON BracTn u
YNOJTHOMOYEHHbIMN OpraHaMn NMHOCTPAHHbLIX rOCyaapCTB;

2) HeuCMnoNHeHWe WM HeHagnexalulee MWCMOoNHEeHWe JepXaTensiMM WnvM BnagenbluaMy  perncTpaumoHHbIX
YOOCTOBEPEHMI NEKAPCTBEHHbLIX MPENapaToB, PUOMYECKUMU FMUAMKU, HA UMS KOTOPbIX BbidaHbl paspelleHusl Ha
npoBefeHMe KNUHUYECKUX uccnenosaHun B Poccuiickon ®depepaumun, vnu ynonHOMOYEHHBIMW UMW OPYrUMU
ropuan4eckMMn nuuamm ob6s3aHHOCTEN, YCTAHOBIEHHbIX YacTsiMn 3 1 4 ctaTbn 64 depepanbHoro 3akoHa N 61-93 <1>;

<1> CobpaHue 3akoHogaTenbcTBa Poccuiickon Pegepaumm, 2010, N 16, ct. 1815; 2014, N 52, cT1. 7540.

3) npenctaeneHne PocagpaBHaa3opoM 3akfiovYeHMs O HeOOCTOBEPHOCTU pe3ynbTaToB KIUHUYECKOro
nccrnenoBaHMsl NEKapCcTBEHHOro npenapara Ans MEOULMHCKOrO MPUMEHEHWUs), KOTOPOE OCHOBAaHO Ha pesynbrartax
MPOBEPKN MEOULMHCKON OpraHusauuy <2>, NPOBOAMBLUEN yKa3aHHOE KIIMHWYEecKoe WCCredoBaHWe C HapylueHVWeM
npaBui Hagsexallen KNMHUYECKON NPaKTUKL <3>, 1 MPUBESIO K NMOyYeHU0 HeJOCTOBEPHbIX Pe3yrbTaToB;

<2> TlognyHkT 5.1.4.1 Tonoxenus o depgepanbHon cnyxbe no Haasopy B cdepe 30paBOOXpaHEHUs,
yTBEPXXAEHHOrO nocTtaHoeneHmem [MpaButensctBa Poccuiickon Pepepaumm ot 30 uioHs 2004 r. N 323 (Cobpanwne
3akoHogatenbcTBa Poccuiickon ®eaepaunn, 2004, N 28, ct. 2900).

<3> T[lpukas MwuHzgpaBa Poccum ot 1 anpena 2016 r. N 2001 "O6 yTtBepxaeHwn [MpaBun Hagnexaiien
KNHMYeckon npakTukn" (3apeructpuposaH MuHuctepcTBoM tocTuumm Poccuiickon ®epepauumn 23 asrycta 2016 r,
pernctpaunoHHbin N 43357).

4) HeBbIMONHEHME NpeanucaHnsl, BblgaHHOro Poc3gpaBHaA30poOM MO MTOraM OCYLLECTBIEHUS BbIGOPOYHOIO
KOHTPOISi Ka4yecTBa JIekapCTBEHHOTO NpenapaTa <4>;

<4> Tpuka3 depepanbHon cnybbl Mo Hag3opy B cdepe 3gpaBooxpaHeHus oT 7 aerycta 2015 . N 5539 "O6
yTBepxaeHun MNMopsagka ocyLecTBneHnsi BbIDOPOYHOrO KOHTPOIS KayecTBa fiekapCTBEHHbIX CPEACTB AN MeAULMHCKOro
npumeHeHus" (3apeructpupoBaH MwuHuctepctBom toctuumm Poccuiickon ®epepaunm 9 oktabpsa 2015 r,
pernctpaunoHHbin N 39263).

5) cocTtaB n (Mnn) TexHomnorms NPoOM3BOACTBA JIEKAPCTBEHHOIO npenaparta Ans MegUuUUHCKOro MpUMeEHeHus (C
onvcaHnem CTaguii NPOM3BOACTBA) OTNMYAIOTCS OT 3asiBNEHHbIX B PEMMCTPALMOHHOM JOCbE;

6) NnekapCTBeHHbIN Npenapat Ans MeAMUMHCKOro NpUMeHEHUs Npoun3BedeH Ha NPOM3BOACTBEHHONM MoLLaake, He
yKasaHHOMN B perMcTpaumMoHHOM [OCbE;

7) y NpOM3BOAUTENS JEKAapPCTBEHHbLIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MOATBEPXKAAMOWME COOTBETCTBUE
KayecTBa JleKapCTBEHHOro npenapata ANs MeAUMUWHCKOTO TMNPUMEHEHUsl, BBOAWMOIO B rpaxdaHCKuii 0GopoT,
TpeboBaHWsAM, YCTaHOBIEHHBLIM MPU €ro rocyapCTBEHHON perucTpauuu;

8) npowusBoauTenem nekapCTBEHHbIX CPedCcTB B cornacoBaHHbii ¢ MuHnpomToprom Poccum <5> cpok He
yCTpaHeHbl HapylleHusi TpeGoBaHui NpaBun Haanexallein Npou3BOACTBEHHON NPaKTUKU <6> U (UnK) NULEH3NOHHBLIX
TpeboBaHWin <7>, KOTOpble ObiNM BbIAABNEHbI B XOA4€ MPOBEAEHUs WHCMEKTUPOBaHUA MPOM3BOAUTENS NEeKapCTBEHHbIX
CpeacTB <8> UM OCYLUECTBREHUSA NMLEH3NOHHOTO KOHTPONsA B cdpepe MPOU3BOACTBA NEKAPCTBEHHbLIX CPEACTB W
NMpUBENN WM MOTYT MPUBECTU K TMPOWM3BOACTBY JIEKAPCTBEHHBLIX MpenapaToB Ans MeAMUMHCKOTO MpUMEHeHWs,
MPUYMHMBLLMX UM CMOCOGHBIX MPUYMHUTE Bpen XU3HU UM 300POBbI0 rpakaaH.

<5> NMyHkTbI 5.8.14 1 5.8.18 MNonoxeHns 0 MMHUCTEPCTBE MPOMBILLSIEHHOCTM 1 Toproenu Poccuiickon degepaumu,
yTBEPXXAEHHOrO noctaHoBreHnem [paBuTtenbctBa Poccuiickon Pepepaummn ot 5 moHa 2008 r. N 438 (Cobpanne
3akoHogartenscTtBa Poccunckon ®enepauun, 2008, N 24, cT. 2868).

<6> Tlpuka3z MwuHnpomTopra Poccun oT 14 wmioHa 2013 . N 916 "O6 yrtBepxgeHuun [lpaBun Hagnexaiien
Npon3BOACTBEHHOM MpakTukn" (3apernctpmpoBaH MuHiocTtom Poccnm 10 ceHTsibps 2013 ., pernctpaumoHHbin N 29938)
C U3MEHEeHUsMU, BHECEeHHbIMK npuka3om MuHnpomTtopra Poccun ot 18 gekabps 2015 r. N 4148 (3apeructpuposaH
MuHtoctom Poccum 28 pekabps 2015 r., pernctpaumnoHHbin N 40323).

<7> lMoctaHoeneHue [paButensctBa Poccuiickon ®epepaunn ot 6 miona 2012 . N 686 "O6 yTBepxaeHuu
lMonoxeHns O NMUEH3MPOBaHMM MPOU3BOACTBA JekapcTBeHHbIX cpeacTB" (CobpaHne 3akoHogatenbcTBa Poccuickomn
depepauun, 2012, N 29, c1. 4116; 2013, N 16, cT. 1970; 2018, N 26, cT. 3864).
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<8> lMoctaHoeneHue lpaButensctBa Poccuiickon Peaepaumm ot 3 gekabpsa 2015 r. N 1314 "O6 onpeaeneHun
COOTBETCTBUSA MPOU3BOAMTENEN JEeKapCTBEHHbIX CPeAcTB TpeboBaHMAM npaBui Haafexawen npou3BOACTBEHHON
npaktukn" (CobpaHue 3akoHogaTtenbcTBa Poccuickon ®epepaumun, 2015, N 50, cT. 7165).

3. PaccmoTpeHue Bompoca O MNPUOCTaHOBNEHUW MPUMEHEHUSA JeKkapCTBEHHOro npenapara npoBoguTCS
MwuH3gpasom Poccumn npu nonyyeHum:

1) nHdpopmauum ot PocsgpasHagsopa (pekomeHgyembln obpasey, npusedeH B npunoxenun N 1 kK HacToswemy
Mopsaky), npegctaBNAeMon Npuy BbiSIBNEHUM DAaKTOB M YCTaHOBNEHMN 06CTOATENLCTB, MePeYNCEHHbIX B noanyHKkTax 1 -
4 nyHkTa 2 HacTosiwero Nopsaka (ganee - MHdopmauus);

2) cBegeHurt ot MuHnpomTopra Poccun (pekomeHayemblin obpasel, npusegeH B npunoxenmn N 2 K HacToswemy
Mopsaaky), npeacTaBnsemMblX Npy BbISIBEHWN DAKTOB M YCTAHOBNEHMN OBCTOSATENLCTB, MEPEYNCIIEHHbIX B NOAMYHKTax 5
- 8 nyHkTa 2 HacTosiwero Mopsgka (ganee - CeegeHns).

4. NHpopmaunsa nnbo CeeaeHnst 4OMKHbI cogepXaTb:
1) ToproBoe HaMMeHOBaHWE fIeKapCTBEHHOIO Npenapara;

2) mexgyHapogHOoe HenaTeHTOBaHHOe (MpW ero OTCYTCTBMM TPYMNMMPOBOYHOE UMM XMMUYECKOE) HauMeHOBaHue
riekapCTBEHHOrO npenapara;

3) cBeeHus 0 nekapCTBEHHON hopMe 1 OO3MPOBKE FIEKapCTBEHHOIO Npenapara;
4) cBegeHnst 0 fjaTe n HOMepe PermcTPaLnoHHOro Y40CTOBEPEHMS NTEKAPCTBEHHOIO Npenapara;
5) HanmeHoBaHWe N agpec NPOM3BOACTBEHHOWN MOLLAAKM;

6) OCHOBaHWEe MPUOCTAHOBIEHNS MNPUMEHEHWUS JeKapCTBEHHOro npenapata B COOTBETCTBMM C MYHKTOM 2
HacTtosero MNopsagka.

5. Mpwn noctynnenun B MuHagpas Poccun UHpopmaumm nnbo CeeneHun Ha odumumanbHoMm cante MuH3agpasa
Poccun B UH(PbOpMaUNOHHO-TENEKOMMYHMKALNOHHON ceTu "VIHTepHeT", Ha WHTepHeT-nopTtane [ocygapCTBEHHOro
peecTpa fekapCTBEHHbIX cpeacTB (www.grls.rosminzdrav.ru) pasmellaeTcd yBegoMfeHMEe ANs AepaTens unm
Bnagenbua perncTpaumoHHOro YyAOCTOBEPEHUs feKapCTBEHHOro npenapata O pacCMOTpPEHUM Bompoca o
NPUOCTaHOBMEHUN MPUMEHEHUS NIEKAPCTBEHHOIO Npenapara.

6. B TedyeHue Tpex pabounmx gHen co OHSA noctynneHus B MwuH3agpae Poccuun UHdopmaumm nubo CeegeHun
OTBETCTBEHHbIA UCNoNHUTENb [lenapTaMeHTa rocyqapCTBEHHOIO PerynMpoBaHus obpalleHusl NeKapCTBEHHbIX CpeacTB
MuH3gpaBsa Poccuu (fanee cCoOOTBETCTBEHHO - OTBETCTBEHHbINA UCNIONHUTENb, [lenapTameHT):

1) npoBoguT npoBepky NHdopmaumm nm6o CBegeHuin Ha COOTBETCTBME NYHKTY 4 HacTosiwero MNopsaka;

2) B crny4yae BbISIBNEHUS HECOOTBETCTBUSA npeactaBneHHon NHgopmauum nnbo CeeaeHuin NyHKTY 4 HacTOSILLEro
Mopsgka nogrotaBnMBaeT NPOEKT pelleHus o6 oTkase B NPUOCTAHOBMNEHUN NPUMEHEHMNS NIEKAPCTBEHHOrO npenapara u
NpeacTaBnsieT ero Ha pacCMOTPEHME 1 nognucaHne aupektopy JenaptaMmeHTa;

3) npu ycTaHOBMNEHWM COOTBETCTBUA NYHKTY 4 HacTtoswero [lopsgka WHdopmaumm nubo CsegeHun,
npegcTaBneHHbIX M0 OCHOBaHWSAM, yKa3aHHbIM B NoanyHkTax 2 - 8 nyHkTa 2 Hactodwero [lopsgka, nogrotaBnvBaeT
npoekT npvkasa MuH3gpasa Poccun 0 NpMocTaHOBMNEHUM NMPUMEHEHWS fleKapCTBEHHOro npenapara, npeacraBnseT ero

Ha BW3MpOBaHWe pAupekTopy [enapTameHTa M YMNOMHOMOYEHHOMY Ha €ro nognucaHue 3amecTutento MwuHucTpa
3apaBooxpaHeHuns Poccuiickon depgepaunn.

I'IpoeKT npuKasa MVIH3£I,paBa Poccun o NPUOCTaHOBNEHUN NMPUMEHEHNA JNEKAPCTBEHHOIO npenaparta CcoaoepXuT
cnepywuimne ceeeHud:

AaTta h HOMep npukasa,
TOproeoe HaMmMmeHoBaHWe JIEKapCTBEHHOIO npenapara;

MeXOyHapodHOe HemnaTeHTOBaHHOE (Mpu ero OTCYTCTBUM TPYMMMPOBOYMHOE WM XMMUYECKOE) HauMeHOoBaHue
neKapCTBEHHOIo npenapara;

JIeKapCTBeHHasn cbopma 1N A03NPOBKa JIEKAPCTBEHHOIO npenapara;

HanMeHoBaHMEe U aapec MeCTOHaxOoXAeHWA [epxXatenda wunu Bnagenbua pernctpauduMoHHOro yaoctoBepeHus
JIeKapCTBEHHOIo npenapara;

HaMMeHOoBaHWe 1 agpec NPOU3BOACTBEHHON MIoLLaaKY;
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HOMep 1 AaTta perncTtpayMoHHOro yaoCctoBepeHuna NnekapCTBeHHOro npenapara;

KaneHgapHasi garta, C KOTOpOM NMpUoCTaHaBNMBaETCs NMPUMMEHEHVE NIeKapCTBEHHOrO npenapara, U Cpok (nepwvoa),
Ha KOTOPbIN NPUOCTaHaBNMBAETCA NPUMEHEHUE NEeKapCTBEHHOrO npenapara;

OCHOBaHWe MNPUOCTaAHOBIEHUSI MPUMEHEHMs1 NnekapcTBeHHoro npenapata (Hdopmauus, ero gata M HoMmep;
CeefeHus, gata n Homep);

4) npu yCTaHOBMNEHUM COOTBETCTBMA NYHKTY 4 Hactoswero [lopsagka WHdopmaumn, npeactaBneHHON
PocagpaBHag30poM MO OCHOBaHWIO, YyKa3aHHOMY B nognyHkTe 1 nyHkTa 2 Hactosiwero [lopsigka, opraHusyeT
HanpaBneHve 3agaHusa denepanbHOMY rocyaapcTBEHHOMY GroAKETHOMY yupexaeHuto MuHagpasa Poccun, cosgaHHOMY
ans obecneveHns ncnonHeHus nonHomoumn MuHsgpasa Poccum no Bbigade paspeLleHnin Ha NpoBeAEHNE KITMHUYECKUX
nccrnegoBaHnii NeKkapCcTBEHHbIX NpenapaToB M (Mnn) No roCygapCTBEHHOW perncrpauumn NekapcTBEHHbIX MpenapaTos
(Oanee - akcnepTHOE ydpexaeHue), Ha NpoBeAEeHME IKCMEPTU3bl OTHOLLEHMS OXUOAEMOW NOMb3bl K BO3MOXHOMY PUCKY
NPMMEHEHMS NNEKapCTBEHHOIO Npenaparta ¢ NPUIoXKEHNEM K JAaHHOMY 3afaHunio MHdopmaumn.

7. Tpn paccmMoTpeHnn BoMpoca O MPUOCTAHOBMEHUN MPUMEHEHUS B COOTBETCTBMM C MOAMYHKTOM 4 nyHKTa 6
HacTosilwero lopsiaka CpPOK MPUHATMSA PELUEeHWs O MNPUOCTAHOBIIEHUM NPUMEHEHUS JIEKApPCTBEHHOrO npenapara
NpoaneBaeTca Ha BpeMs NPOBEOEHUS 3KCMEPTHbIM YYpexXAeHWEeM 3KCNepTU3bl OTHOLLUEHUSI OXMOAeMOW MOonb3bl K
BO3MOXHOMY PWUCKY NMPUMEHEHUs NneKapCTBEHHOro npenapara Ao OHA NpeactaBneHus 3KCNepTHbIM ydpexaeHuem B
MwuH3gpaB Poccun 3akntodeHns no pesynsratam JaHHOM 3KCnepTusbl <9>.

<9> Cratbsa 23 degepanbHoro 3akoHa N 61-®3; npukas MuHagpasa Poccumn ot 24 asrycta 2017 r. N 558H "O6
yTBepxaeHmn [lpaBun npoBedeHWs 3KCNepTM3bl JeKapCTBEHHbIX CPEACTB ANA MEeOULMHCKOrO MPUMEHEHUS U
0COBEHHOCTU 3KCNepTu3bl OTAEeNbHbIX BUOOB JIEKAPCTBEHHbLIX MpenapaTtoB ANs MEAULUHCKOrO MPUMEHEHUS
(pedbepeHTHBIX NeKapCTBEHHbLIX NpenapaTtoB, BOCMPOM3BEAEHHbLIX EKapCTBEHHbIX MpenapaToB, OMONorMyecknx
nekapcTBeHHbIX npenapatoB, GuoaHanoroBbix (6Monogo6HbIX) nekapCTBEHHbIX npenapaToB (6vMoaHanoros),
romMeonaTtu4yecknx nekapCcTBEHHbIX MpenapaToB, MeKapCTBEHHbIX pacTUTernbHbIX MpenapaTtoB, KOMOWMHaLWR
NEeKapCTBEHHbIX NpenapaTtoB), OOpPM 3aKMOYEeHUn KoMUcCuM 3kcnepToB" (3apernctpupoBaH MwuHioctom Poccun 18
aekabpsi 2017 r., permctpauunoHHbii N 49287).

8. lMpwn HannumMn B 3aKMO4YEeHNM SKCNEPTHOTO YYpEeXAEeHUs Mo pesynsTraTaM 3KCMepTU3bl OTHOLUEHWUS OXWAaeMOMu
nonb3bl K BO3MOXHOMY PUCKY MPMMEHEHUs NeKapCTBEHHOro npenapaTta BbiBO4a O TOM, YTO OXwuaaemasi Mosfb3a
NPUMEHEHUs NeKkapCTBEHHOro npenapara NpeBbIaeT BO3MOXHbIA PUCK NMPUMEHEHUS NeKkapCTBEHHOro npenapara, He
COOTBETCTBYIOLLErO BbIBOAY, W3MNOXEHHOMY B npeacTaBneHHon PocsgpaBHagsopom WHdbopmaummn, OTBETCTBEHHbIN
UCMNONMHUTENb B TeYeHue Tpex paboumx gHew co AgHA noctynnenvs B MuH3gpaB Poccuu 3aknioyeHus 9KCnepTHOro
yYpexaeHnss MNoArotaBnmBaeT MNPOEKT pelleHns o6 oTkase B NPUOCTAHOBEHUN MPUMEHEHUS FeKapCTBEHHOro
npenapaTa, NpeacTaBnseT ero Ha nognucaHve pykosoauTento JenapTameHTa v HanpasnseT B PocsgpaBHagsop Ha
OymaxxHOM HocuTene unu B oopMe 3NeKTPOHHOTO JOKYMEHTA.

9. MNpy HanMuMM B 3aKNOYEHUM IKCMEPTHOMO YYpPEXOEHUs Mo pesynbraTtam 3KCNepTu3bl OTHOLLEHMS OXUOAEMOM
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenaparta BbiBoOA4a O TOM, UTO OXwuaaemas nonb3a
npuMeHeHna neKkapCTtBeHHOro npenapara He npeBblllaeT BO3MOXHbIl PUCK NpUMEeHEeHUA nekapCTtBeHHOro npenaparta,
COOTBETCTBYHOLLEINO BbIBOOY, W3MOXEHHOMY B npeactasneHHon PocsgpasHags3opom WMHopmaumm, OTBETCTBEHHLIN
UCMONMHUTENb B TeyeHMe Tpex paboumx gHew co OHA nocTynneHuss B MuH3gpaB Poccuy ykasaHHOrO 3aKmioyeHust
BbIMOSHSAET AENCTBUS, YKa3aHHble B MoANyHKTe 3 NyHKTa 6 HacToswero MNMopsaaka.

10. B TeyeHne Tpex pabounx OHEN CO OHSA MPUHATUS pELeHNs O NPUOCTaAHOBIIEHNM NPUMEHEHNS NIEKAPCTBEHHOIO
npenaparta OTBETCTBEHHbIN UCMOMHUTENb HanpaBnseT gepxaTenio Unu Bnagenbly PerncTpauyoHHOro YaoCTOBEepPeHuUs!
NeKkapcTBeHHOro npenapata Ha OymaxHOM HocuTene wunuM B (opMe 3MEeKTPOHHOrO [AOKYMeHTa KOMUIo npukasa
MuHsgpaBa Poccuum O NpUOCTaAHOBNEHUU MNPUMEHEHUs feKapcTBEeHHOro mnpenapara, a Takke yBeoomnser
PocagpaBHagsop U MuHnpomTopr Poccun O MPUHATUM pPelleHnst O MPUOCTAHOBIEHUM MPUMEHEHUSI NEKapCTBEHHOIO
npenapara.

11. PeweHne o6 oTkase B NPUOCTAHOBMEHUM MPUMEHEHWSI NEKAPCTBEHHOTO Mpenaparta, C MOTWBMPOBAHHBLIM
060OCHOBaHMEM MPUYMH OTKa3a WM CO CChIKOW Ha KOHKPETHbIE TMONOXeHUs HacTtosiero [Mopsiaka, Hanpasnsercs
OTBETCTBEHHbIM UCMOMNHUTENEM Ha GymMaXXHOM HocuTene Unu B hopMe 3IeKTPOHHOIO AOKyMeHTa B PocaapaBHaa3op vnm
MwuHnpomTopr Poccum B Te4eHWe Tpex paGoumnx AHel co AHSA ero NpUHATUS.

12. NHdpopmauus o npuHsTbix MuHsgpaBom Poccumn pelueHmnsx, CBA3aHHbIX C NPUOCTAHOBIEHMEM MPUMEHEHUS U
BO30OHOBMNEHMEM NPUMEHEHMS NEKAaPCTBEHHOIO nNpenapara, pasmellaeTca Ha oduumansHom cante MuHagpasa Poccun
B WH(OPMaLNOHHO-TENTIEKOMMYHUKALUWMOHHOM ceTu "UHTepHeT", Ha WHTepHeT-nopTane [ocygapCTBEHHOro peecTpa
NeKapCTBEHHbIX cpeacTs (Www.grls.rosminzdrav.ru).

13. [depxatenb vnu Briagernel pPerMcTpaumoHHOrO YAOCTOBEpPEeHUsT NeKapCTBEHHOrO npenaparta, B OTHOLUEHWM
KOTOPOTO MPUHSATO peLleHne O NPUOCTAaHOBMEHMMN ero NPUMEHEHNS, BripaBe obpatnTbes ¢ Xkanoboii Ha fJaHHoe pelueHue
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B MVIH3D,paB Poccun, KOTOpasa noanexmt pacCMOTPEHUIO B TeHEeHNE NAaTHagUaTu pa60‘-IVIX OHen co oHs ee permnctpauun.

B TeuyeHue opgHoOro paGoyero AHs NOCRe OHA MPUHATUS PEeLleHns Mo pesyrbrataMm pacCMOTPeHMsl Kamnobbl
OTBETCTBEHHbIA WCMOMHUTENb HanpaBnseT [AepXaTenio WnW Brnagenbly PperucTpauuMoHHOrO YOOCTOBEPEHMS
NeKapCcTBEeHHOro npenaparta JaHHOe pelleHne Ha ByMaXkHOM HocuTene Unu B hopme 3NeKTPOHHOIO JOKYMEHTA.

Mpunoxexne N 1

K MopsaKky NprocTaHOBNEHNUS

NPUMEHEHNs1 NeKapCTBEHHOIo Npenapara,
yTBEPXXAEHHOMY NpuKa3oM MuHucTepcTBa
3apaBooxpaHeHuns Poccuiickon depgepaunn
oT 14 HOos6psa 2018 . N 777H

PekomeHayembii obpasey,
demepanpHasa ciayxba O HaI30py B chepe 3IpaBOOXPaHEHMA

YTBEPXIAIO

(pykoBOIMUTEJNb, [IOONMCH, GamMuiamsa, uMS,
OTUEeCTBO (IpM HaJlMdMu) , [IedaThb)

" " 20 .

VHbopMaumsa
o HeO@XO,IU/IMOCTI/I IIPMOCTAHOBJIEHNMA IIPVMMEHEHNA
JIEKAPCTBEHHOT'O IIpelriapaTa OJid MeOVMIMHCKOI'O IIPVMMEHEHNMA

Bo wucnojHeHuMe dYacTu 1 u 2 cTaTbu 65 demepalIbHOTO 3akKoHa OT 12 amnpens
2010 r. N 61-03 "OO ofOpalleHMM JEeKapCTBEHHEIX cpelcTB" Poc3mpaBHam30p
HanpasJsgeT HIXEe NIpVBENEHHEIE CBEEeHMH nJis paccMOTpeHMs BOIpoca o
IIPMOCTAaHOBJIEHUN IIPVIMEHEHNM A JIEKAPCTBEHHEIX nperapaTos OJIAa MeOVMLIVMHCKOI'O
IIPVIMEHEHNMA .

1. CremeHMs O JIeKapPCTBEHHOM (BIX) IpenaparTe (ax) :

1.1. Toproeoe HaMMEHOBAaHME JIEKAPCTBEHHOTO IpenapaTa »OJjsa MeIMLUMHCKOTO
IPYIMEHEHW S

1.2. MexInyHapoIHOE HelaTeHTOBaHHOE (IpM €0 OTCYTCTBUM I'PYyNNMPOBOYHOE,
WM XMMMYECKOe HaMMEeHOBAaHMe) JIeKAaPCTBEHHOI'O IIpelapaTa IJisg MeIMUMHCKOTO
IIPVIMEHEHM A

1.3. JlekapcTBeHHada @opMa n OTO3MPOBKa JIEKaApPCTBEHHOTI'O npelriapaTa IOJid
MEIIVIIVMHCKOT'O IIPVMMEHEHMA

1.4. HOaTa ¥ HOMEP PEeIrMCTPAalMOHHOTO YIOOCTOBEPEHMS JIEKapCTBEHHOTO
npenapara IoJjs MeIULUMHCKOTO IMPVMEeHEeHUSI

1.5. HammeHOBaHME ¥ ajpec MeCTOHaxOxIeHMA HepxaTesns (Bjlamesbla)
PETUCTPALUMOHHOTO YIOCTOBEPEHMs JIEKAPCTBEHHOT'O IIpenapaTa Ijid MeOMLUMHCKOTIO
IPYIMEHEHM S

2. OcHOBaHMEe TIIPMOCTAHOBJIEHMSA I[IPMMEHEHUs JIEKapCTBEHHOTO [pelapaTa Ojs
MeIMUVHCKOT'O NPVMEHEHNA

(ykaselBaeTcs COOTBETCTBYyKIIEEe OCHOBAHUE)
3. MpwunoxeHusa (NpPM HAJIUUUU) :
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HauvasibHMK YHOpaBJIeHMA OpraHM3almumu
TOCYIOapCTBEHHOTO KOHTPOJIA KadecTBa
MeIULIMHCKOM NIPOIyKLUN
PocsopaBHansopa

(mommmcso) (pamMmnmsa, mMa, OTUECTBO (IPM HAJIMUUN)

HauasnbHUK oTmeJia OpraHmM3aluumn
bapMakoHan3opa YHONpaBJIeHMSa OpIlaHM3aluMn
TOCYyIapCTBEHHOTO KOHTPOJISA KadecTBa
MeIULUMHCKOM IPOIyKLUN

(mommmceo) (pamMmnmsa, mMa, OTUECTBO (IPM HAJIUUUN)

OTBETCTBEHHEINM MCIIOJIHUTEJb

(moJpxkHOCTR) (MMOOMNMCH) (bamMunus, wuMs, OTUECTBO
(mpy HaIMuUM)

IODaTa obopmieHmMs 3akjodeHms: " " 20 T.

Mpunoxexne N 2

Kk Mopsagky npnocTaHoBNEHUS

NpUMEHEHNs1 NeKapCTBEHHOro nNpenapara,
YTBEPXXAEHHOMY Npuka3om MuHucTepcTea
3apaBooxpaHeHunsa Poccuinckon depepaumm
oT 14 Hos6ps 2018 . N 777H

PekomeHayembin obpaseL

BilaHk MMHMCTEPCTBA [NPOMBILJIEHHOCTM M TOPTOBIM Poccurickon demepaumm
ITaTa, mucxomsammi N nmcbMa

CBenmeHusa
O HECOOTBETCTBUM I[IPOU3BOAUTENS JIEKAPCTBEHHEIX CPelCTB
TpeOOBaHMAM [NPaBMJI HaIJlexallel NPOM3BOLNCTBEHHOM NPaKTUKMU
u (MIM) O HapylleHUM JIMLEH3MOHHEIX TpebOOoBaHUM

Bo wumcrnojHeHMe dYacTu 3 cTaTbu 65 demepasibHOTO 3akoHa OT 12 anpens 2010

T. N 61-03 "OO ofpalleHUM JieKapCTBEHHHBX cpencTs" MuHnpomMTopIT Poccum
HalnpasJsgeT HIDKE IpMBEeNEeHHEE CBeIOeHMs 0iis paccMOTpeHuda BoIopoca o
NIPMOCTaHOBJIEHUN NIPpMMEHEHU S JIeKaPCTBEHHBEIX IIpenapaToB IOJsg MeIMLMHCKOI'O
NIPMMEHEHUS .

1. CBeneHUsa O JIeKAPCTBEHHOM (BIX) npenapare (ax) M MecTe eTo (mx)
IIPOM3BONCTEA :

1.1. Toproeoe HaMMEHOBaHMe JIeKAPCTBEHHOT'O IpelapaTa »OJjsg MeIMLMHCKOTO
NIpMMEHEHU S

1.2. MexnyHapOHOHOE HeENAaTEHTOBAHHOE (IpPM €TI0 OTCYTCTBUM IPYHIMPOBOUHOE
WM XMMMYECKOe) HaMMEHOBAaHMe JIeKapCTBEHHOTO IHpenapaTa »OJg MeIMUMHCKOTO
IpYMEHEHU

1.3. JlekapcTBeHHass O¢opMa M IO3MPOBKa JIeKAPCTBEHHOI'O IpenapaTra IJs

MEeIVMIIMHCKOI'O IIPVMMEHEHNMA

1.4. IaTa ¥ HOMEp PeTrMCTPAalMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
npenapaTa IoJid MeIMIIMHCKOI'O anMeHeng
1.5. HaummMeHOBaHMEe U anpecC NPOM3BOICTBEHHOM I1JIOUAIKU

2. OcHOBaHMe IIPMOCTaHOBJIEHNA IIPVMMEeHEHNMA JIEKapCTBEHHOT'O IIpellapaTa IOJid
MEIVMIVMHCKOTI'O IIPVMMEHEHMA

(yxkaselpaeTCHa COOTBETCTBYyKIee OCHOBAHME)
3. TpuioxeHMsa (OpM HaIWMdUM) :
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BamMecTuTeNlb MMHMCTPA
[IPOMBIIJIEHHOCTY M TOPIT'OBJIM
Poccurickon demepauum

(mommmcso) (pamMmnmsa, mMa, OTUECTBO (IPM HAJIUUUN)



