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006 yrBep:xkaenun
INopsinka npHOCTAHOBJICHHS IPHMEHEHHS
JIEKAPCTBEHHOIO Mpenapara JJisi MeJHIHHCKOT0 NPHMeHeHHU st

B cootBercTBHM ¢ 4YacThio 7 craTthu 64 m cratheit 65 DepepalbHOrO 3aKOHA
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpainenuu exkapcTBeHHBIX cpeAacTB» (Cobpanue
3akoHojaTenscTBa Poccuiickoit @enepanmu, 2010, Ne 16, cr. 1815; 2014, Ne 52, ct. 7540;
2018, Ne 24, cr. 3407) u mnommynktoM 5.2.173 Ilonoxenus o MunHCTEPCTBE
3npaBooxpaHenuss  Poccuiickoif ~ ®Pepepanuy, yTBEPKACHHOIO  IIOCTaHOBJIECHHEM
IMpaButenscrBa Poccuiickoii ®eneparmuu ot 19 wmions 2012 r. Ne 608 (Cobpanue
3akoHoAaTenbCcTBa Poccuiickoit ®enmepammu, 2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970;
Ne 20, c1. 2477; Ne 22, ct. 2812; Ne 33, c1. 4386; Ne 45, cr. 5822; 2014, Ne 12, ct. 1296;
Ne 26, ct. 3577; Ne 30, cr. 4307; Ne 37, ct. 4969; 2015, Ne 2, cT. 491; Ne 12, ct. 1763;
Ne 23, ct1. 3333; 2016, Ne 2, ct. 325; Ne 9, c1. 1268; Ne 27, ct. 4497; Ne 28, ct. 4741;
Ne 34, cr. 5255; Ne 49, ct. 6922; 2017, Ne 7, ct. 1066; Ne 33, ct. 5202; Ne 37, cr. 5535;
Ne 40, cr. 5864; Ne 52, ct. 8131; 2018, Ne 13, ct. 1805; Ne 18, ct. 2638; Ne 36, ct. 5634;
Ne 41, ct. 6273), npuKa3 b Bakw:

1. YrBepmuts  npumnaraeMeli  Ilopsaoxk — NpHOCTaHOBIEHHS  MPHUMEHEHHS

JEKApCTBEHHOTO IIperapara Ijisi MEAUIHWHCKOI'O IIPUMCHCHHA.
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2.Ilpu3HaTh YyTpaTHBIOMM CHJIy IIpuka3 MHUHHCTEpCTBA 3/[paBOOXPAHEHMS
¥ COLHMAJbHOTO pasBHTHs Poccuiickoit ®egmeparmm ot 26 asrycta 2010 r. Ne 758H

«O06 yrBepxkaenun [lopsiika MPHOCTaHOBICHNUS NPUMEHEHMs JIEKAPCTBEHHOIO Ipenapara

and  MEOUIHUHCKOIro IMPHUMEHECHHA» (3aper HCTPHPOBAH MI/IHI/ICTepCTBOM OCTHIINHU

Poccuiickoit ®eneparun 31 aBrycta 2010 r., peructparnuonnsiii Ne 18325).

B.A. CxBopuosa

MuswcTp W‘V&
|



VTBEPX/IEH

npukazoM MUHHCTEPCTBA
3IpaBOOXpaHEHUA
Poccuiickoii @enepanuu
oT «14» Hosa6ps 2018 r. Ne 7778

Iopsanok
NPHOCTAHOBJICHHS IPHMEHEHUA
JIEKApPCTBEHHOI0 MpenapaTa AJs MEAHIHHCKOro NpUMeHEeHHU s

1. HacTosmuii HOpSAAOK IMPUOCTAHOBJICHHS IPUMEHEHMS JIEKAPCTBEHHOIO
npemnapara s MEIUIMHCKOro IPUMEHEHHUs ONpeZeNseT IpaBhila MPHOCTAHOBICHHS
IpAMEHEHNs JIEKapCTBEHHOTO  Ipemapara Uil  MENMLHHCKOro  MPUMEHCHHS,
Haxojsierocs B oOpameHnn Ha Tepputopuu Poccuiickoii Penepanuu (manee —
JeKapCTBEHHBIH Mpernapar).

2. B cootBercTBUM cO cTatheil 65 ®epmepanmpHoro 3akoHa oT 12 ampens
2010 r. Ne 61-D3 «O6 obpallieHUH TeKapcTBEHHBIX cpelcTB» (Hanee — PenepanbHbli
3akoH Ne 61-®3) ocHOBaHMSMH [Jsl PacCMOTPEHHS BOIPOCAa O MPHOCTAHOBIEHHU
IpUMEHEHHS JIEKApCTBEHHOTO MIPenapara ABIIOTCS:

1) nonydyenue wuHGOPMAIMA O HEXENATENbHBIX PEAKLUAX IIPH NPUMEHEHHH
JIEKApCTBEHHOTO IIperiapara, HE YKa3aHHBIX B MHCTPYKLUHMH [0 NPHUMEHEHHIO
JIEKAPCTBEHHOTO TPENapara, Cephe3HbIX HEeXeaTeIbHBIX PeaklusaX, 06 0COOEHHOCTSX
€ro B3aMMOJEHCTBHA C JPYIMMH JIEKAPCTBEHHBIMHU IIpenaparaMM, KOTOPBIE MOIYT
IPENCTAaBIIATE YIPO3y JKH3HH WK 3J0pPOBBIO 4YelOBeKa JMOO >KMBOTHOIO, a TaKkKe
0 HECOOTBETCTBHM JAHHBIX 00 3((EKTUBHOCTH U O OE30MaCHOCTH JEKapCTBEHHOTO
mperapara AaHHBIM O JIEKAPCTBEHHOM IIpenapaTe, COIEPKAIIUMCS B HMHCTPYKLHUH
II0 €ro IPUMEHEHWI0, B TOM YHCJIEe OT YIOJHOMOYEHHBIX OPraHOB HHOCTPAHHBIX
rocyapcTB, 0OMEH KOTOPO# OCYIIECTBIAETCA B COOTBETCTBUH C COVIAIICHUSAMH MEXITY
YIIOJTHOMOY€HHBIM denepalbHbIM OpraHom HCIIOJIHATETHHOM BIIaCTH
U YIOJTHOMOYEHHBIMH OpraHaMHi UHOCTPAHHBIX TOCY/AapCTB;

2) HEUCTIONTHEHHE WIA HeHaJjie)xariee HCIIOJIHEHUE IepKaTeNsIMU
WINA BIAJelbllaMH PETHCTPALIMOHHBIX YJOCTOBEPEHMI JIEKAPCTBEHHBIX IIPENaparos,
IOPMIMYECKUMH JIUIAMH, Ha HMs KOTOPBIX BBIJ@HBI paspelieHHsa Ha MPOBEICHHE
KIIMHMYECKHX McclenoBaHuil B Poccuiickoit @enepanyy, UM yIONTHOMOYEHHBIMM MU
JPYTUMH IOPHUIHYECKAMH JTULaMH 0053aHHOCTEH, yCTaAHOBJIEHHBIX YaCTAMHU 3 U 4 CTaThH
64 denepansHoro 3akona Ne 61-03';

3) mnpexacraBneHne Poc3IpaBHAA30pOM 3AaKIIOYEHHS O HEJAOCTOBEPHOCTH
pe3yNbTaTOB  KIMHHYECKOT0  HCCIIEJOBaHHWA  JIEKApCTBEHHOro  Mpemapara  JUis
MEIUIMHCKOTO IIPUMEHEHHS, KOTOpOoe OCHOBAaHO Ha pe3yibTaTraX IIPOBEPKH
MeUIMHCKON OpraHM3alliy’, TIPOBOAMBILEHN yKa3aHHOe KIHHHYECKOE MCCIIENOBAHME C

! Cobpanne 3akonoatenscTBa Poccuiickoit @enepamnun, 2010, Ne 16, cT. 1815; 2014, Ne 52, cr. 7540.

2 Monmynkr 5.1.4.1 Tonoxenuss o depepansHoil cmyxbe mo Haa3opy B cepe 3APaBOOXPAHEHHS, YTBEPXKACHHOTO
nocraHoBieHueM IlpasutenscTBa Poccuiickoit ®epepanun ot 30 mons 2004 r. Ne 323 (Colpanue 3aKOHOAATENBCTBA
Poccuiickoii ®enepauuy, 2004, Ne 28, ct. 2900).
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HapyILIeHHeM MPaBKI Ha[jleXkalel KIHHMYECKON NPaKTHKK®, ¥ IIPUBETIO K IIONy4eHHUIO
HEZ0CTOBEPHBIX pPe3yJIbTaToB;

4) HeBBINIOJIHEHNWE TpeANICaHus, BblIaHHOro Poc3zpaBHaA30poM IO HTOraMm
OCYILECTBIICHHS BEIGOPOYHOTO KOHTPOJIA Ka4eCTBa IEKapCTBEHHOTO IIpenapara’;

5) cocTaB ¥ (MIHM) TEXHOJOTHS NPOU3BOACTBA JIEKAPCTBEHHOIO IIperapaTa it
MEIMIMHCKOTO IIPUMeHeHUs (C ONUCaHWeM CTaJuil IIPOM3BOJACTBA) OTJIMYAIOTCA
OT 3asBJIEHHBIX B PETUCTPALIOHHOM JOCHE;

6) IeKapCTBEHHBIM Tpermapar A MEIULUHCKOrO IPHMEHEHHS MPOU3BEICH
Ha IPOU3BOJICTBEHHOM IUIOMA/KE, HE YKa3aHHON B PETHCTPALIMOHHOM JIOCHE;

7)y TNpOU3BOAUTENS JIEKAapCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTBHI,
HOATBEPXKAAONIMNE COOTBETCTBHE KauecTBa JIEKApPCTBEHHOro  Ipemapara s
MEIUIMHCKOTO IPHMEHEHMs, BBOJAMMOTO B TIpaXHaHCKHH 000poT, TpeGoBaHMAM,
YCTaHOBJICHHBIM TIPU €r0 FOCYAapCTBEHHON PETHCTPAlINY;

8) mpoM3BOJMTENEM JICKAPCTBEHHBIX CPEACTB B  COIJIACOBAaHHBIA  C
MunnpomroproM Poccur® CpOK He yCTpaHeHB HapylleHHs TpeGoBaHMH IIpaBUII
HauIeKameil MPOM3BOICTBEHHON MpPaKTHKKM® W (WNM) JMIEH3MOHHBIX TpeOGOBaHMiA/,
KOTOphIE OBUTH BBISBIEHBI B XOJ€ IMPOBEJCHUS MHCIEKTMPOBAHUS NPOU3BOXUTENS
JNIeKapCTBEHHBIX CPEACTB® MIIM OCYIIECTBICHUS JMLEH3HMOHHOTO KOHTpOJA B cdepe
IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M NPUBENHU M MOT'YT IIPUBECTH K IIPOU3BOJCTBY
JIEKapCTBEHHBIX IpenaparoB IS MeJUIMHCKOTO IPHMEHEHHUS, NPUYHHHBIINX HIH
CIIOCOOHBIX MPUYHUHUTE BPe]] )KU3HA WIIH 30POBBIO I'PAXKIAH.

3. PaccMoTpenue BoOIpoca O MPUOCTAHOBICHHM IPUMEHEHHUS JIEKapCTBEHHOTO
npemnapara nposoauTcs Munzapasom Poccuu mmpu n0TydeHHU:

1) undopmarn ot  PocsapaBHag3opa (pekoMeHAyeMbId 00pasell IpHBEICH
B npunoxennd Ne 1 k nacrosimemy ITopsiaky), IpeJcTaBisieMOR NIpH BBISBICHNH (PaKTOB
1 YCTaHOBJIEHHH OOCTOSTENBCTB, IEPEYHCIEHHBIX B MNOANyHKTax 1 — 4 myHkra 2
Hacrosuero Iopsaxa (manee — Madopmarus);

2) cBemenuit o1 Munnpomropra Poccun (pekoMeHIyeMblil oOpasel IpuBeleH
B ripusnoxxeHnd Ne 2 K HacTosieMy T1opsiaKy), IpeacTaBIseMbIX IIPY BRISBICHUH (HaKkToOB
M YCTaHOBJIEHMH OOCTOSTENBCTB, IMEPEYHCIEHHBIX B MOMNYHKTax 5 — 8 myHkra 2
Hacrosmiero ITopsaka (nanee — Cenenus).

3 [Ipukas Mumsapasa Poccun ot 1 ampens 2016 r. Ne 200u «O6 yreepxaenuu [lpasun Hajnexamiei KIHHAYECKOM
IPaKTHKK» (3aperUCTpUpoBaH MuHHICTEpCTBOM IocTHIMH Poccuiickoii ®denepaumu 23 asrycra 2016 r., perucTpauMOHHEIH
Ne 43357).

4 Tpuxas PegepanbHoll CiTyxO6bI 10 HAx30py B cdepe 3apaBooxpanenns oT 7 arycta 2015 1. Ne 5539 «O6 yreepxaeHHH
Topsaka OCYLIECTBIEHHS BEIGOPOYHOTO KOHTPOJIS KAYECTBA JEKAPCTBEHHBIX CPEACTB VIS MEAUIMHCKOTO NPUMEHSHUA)
(3aperucTprpoBaH MUHHCTEPCTBOM FOCTHIMK Poccuiickoit @enepamun 9 okra6ps 2015 1., perucTpauHoHHbIi Ne 39263).

> Tynktel 5.8.14 u 5.8.18 IMonoxeHns o MHHHCTEPCTBE NPOMBINLIEHHOCTH W TOproeiu Poccmifckoit denepaumy,
yTBEpXICHHOTO MOCTaHOBNeHueM IlpaButensctBa Poccnmiickoit ®emeparmumu oT 5 mons 2008 r. Ne 438 (CoGpanue
3aKoHOaTenscTBa Poccwmiickoli ®eneparuu, 2008, Ne 24, c1. 2868).

¢ ITpukaz Munnpomropra Poccun ot 14 mons 2013 1. Ne 916 «O6 yreepxaenuu IIpaBun HaaiexaieH Mpou3BOCTBEHHO
IpakTHKK» (3aperucTpupoBad MusioctoM Poccun 10 cenrsaGps 2013 r., permctpanuonsbiii Ne 29938) ¢ u3MeHeHUAMH,
BHECEHHBIMH NpMKazoM Munnpomropra Poccnn ot 18 nexabps 2015 r. Ne 4148 (sapeructpuposan Muntoctom Poccun
28 nexabps 2015 r., perucTpanoHHbIH Ne 40323).

7 TToctanoBnenue IIpaButensctsa Poccuiickoit @enepauuu ot 6 mona 2012 r. Ne 686 «O6 yrteepxkaenun IlonoxeHns
0 JMLEH3APOBAHHIH IIPOU3BOJICTBA IEKAPCTBEHHBIX cpescTB» (Cobpanue 3akoHOAaTeNbCTBA Poccuiickoii @enepauy, 2012,
Ne 29, ct. 4116; 2013, Ne 16, cT. 1970; 2018, Ne 26, cT. 3864).

8 [ToctanopieHue IIpautennctea Poccuiickoit ®enepaumn ot 3 aekabps 2015 r. Ne 1314 «O6 onpezeneHn: COOTBETCTBHA
IIPOM3BOMIUTENEH JIEKAPCTBEHHBIX CPECTB TPEGOBAHIAM NPABUN HaUiexKammel MPOM3BOJCTBEHHON NpakTkm» (Cobpanne
saKoHOJaTeNbcTRa Poccuiickoii @enepaunu, 2015, Ne 50, ct. 7165).
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4. Nudpopmanus mud6o CBeneHNs AOIKHBI COAEepXKaTh:

1) ToproBoe HauMeHOBaHHE JIEKAPCTBEHHOTI'O IIpenapara;

2) MeXIyHapOTHOE HelTaTeHTOBaHHOE (TIPH €ro OTCYTCTBUU IPYIIITHPOBOYHOE UIIH
XUMHYECKOe) HAMMEHOBaHME JIEKApCTBEHHOTI'O IIperapara;

3) cBenieHus O JieKapCcTBEHHON (hopMe U TO3UPOBKE JIEKAPCTBEHHOTO IIPerapara,

4) cBeJieHHs O JaTe U HOMEpe PEerCTPaliOHHOIO YAOCTOBEPEHNUS JIEKAPCTBEHHOI'O
npenapara;

5) HaMeHOBaHUE U aJpec IIPOU3BOACTBEHHOM TUTOIIAKH,

6) oCHOBaHWE NPHOCTAHOBJICHMS INPUMEHEHMs JIEKAPCTBEHHOIO IIpenapaTra B
COOTBETCTBHH C ITyHKTOM 2 Hactosmero Ilopsnaka.

5. TIpu moctyriennn B Mun3zapas Poccun Mudopmanuu 6o CseneHuit Ha
oduimansHOM caiite MunzpaBa Poccui B HHOpMaMOHHO-TEIEKOMMY HUKAIHOHHOM
cetn «/HTepHeT», HAa MHTEpHET-opTane ['oCy1apCTBEHHOIO peecTpa JIEKapCTBEHHBIX
cpenctB (www.grls.rosminzdrav.ru) pasmemaeTrcs yBeNOMIECHUE I JepiKarels Wi
Bajdesblla PETHCTPAllMOHHOTO YJAOCTOBEPEHHs JIEKapCTBEHHOIO Ipemapara o
paccMOTpPEHHH BOpOca O MPUOCTaHOBJICHHH IIPUMEHEHH JTIEKApCTBEHHOTO MIpenapara.

6. B Teuenue tpex paboumx AHeld co OHS NOCTyIUleHHss B Munszapas Poccun
HNudopmaruu w60 CseneHUH OTBETCTBEHHBIM HCIOJHHMTENL JlemapraMeHTa
roCyIapCTBEHHOTO PeryJHpOBaHUs OOpallleHHs JIEKapCTBEHHBIX CpelICTB MuH3zapasa
Poccun (Hajee COOTBETCTBEHHO — OTBETCTBEHHBIHM HUCIIONHUTENb, JlenapTaMenT):

1) mposoaut nposepky Mupopmarmu mibo CBeieHUI HA COOTBETCTBHUE ITyHKTY 4
Hactosuiero [Topsaka;

2) B Cily4ae BBHISBJIEHHMS HECOOTBETCTBHsA NpencTapieHHoH MHdopmamuu nubo
Caenennii myHKTY 4 HacTosiero [Topsiixa MOArOTaBIMBaeT IPOESKT pellleHHs 00 OTKase
B IIPUOCTAHOBIICHUY MPHUMEHEHHs JIEKApCTBEHHOIO IIpenapara U MpeACTaBiseT ero Ha
paccMOTpeHHe U NOJIUCaHue JUpeKTopy JlemapTamMenTa,

3) mpu YCTaHOBJIEHHMH COOTBETCTBUs MyHKTy 4 HacTosmero Ilopsaka
HNudopmamuu 6o CBelneHMii, NPEACTaBICHHBIX II0 OCHOBAaHHAM, YyKa3aHHBIM B
ONYHKTaX 2 — 8 myHkTa 2 Hactosmero Ilopsaka, OAroTaBIMBaeT MPOEKT MpHKasza
MunsapaBa Poccun 0 TpHOCTAaHOBICHHMH INpPHMEHEHMs JIEKapCTBEHHOIO IIpenapara,
IpeICTaBIIAET ero Ha BU3UPOBaHUE AupeKTopy JlemapraMeHTa M YIIOJIHOMOYEHHOMY Ha
ero IOAIIMCAHKNEe 3aMeCcTUTENI0 MuHKcTpa 3apaBooxpaneHys Pocculickoilt ®@enepanuu.

ITpoektr mnpukaza MuH3gpaBa PoccMM 0 NPHOCTAHOBICHHMM NPUMEHEHUS
JIEKAPCTBEHHOTO Ipernapara COAEPKUT CIEAYIONHE CBEICHMS

naTa ¥ HOMep IpHKa3a;

TOProBoe HaMEHOBaHHUE JIEKApCTBEHHOIO IIpenapara,

MeXyHapOJHOe HemaTeHTOBaHHOE (IIPH €ro OTCYTCTBHM IPYINHPOBOYHOE HIIH
XHMMHYECKOE) HAMMEHOBaHNE JIEKapCTBEHHOTO NIperapara,

JleKkapcTBeHHas (hopMa U JO3UPOBKA JIEKapCTBEHHOTI'O NpeTapara;

HaVMEHOBaHME M aJpec MECTOHAXOXACHWs Jep)KaTelss WM BlaJensla
PETHCTPAIOHHOT0 YA0CTOBEPEHUS IEKapCTBEHHOIO IIpeTapara,

HAaHMEHOBaHHE U aJjpeC MPOU3BOACTBEHHON IIJIOIAIKH;

HOMEP U JaTa PerucTPaliOHHOIO yIOCTOBEPEHH JIEKAPCTBEHHOIO Mperapara;

KaJIeHlapHas 1aTa, C KOTOPOi MPUOCTAHABINBAETCS IPHMEHEHHE JIEKapCTBEHHOTO
npenapara, @ Cpok (Mepuoa), Ha KOTOPBI NPHOCTAHABIMBAECTCS INPHMEHEHHUE
JIEKapCTBEHHOT'O IIpEenapara;
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OCHOBaHHME IIPUOCTAHOBICHHMS IPUMEHEHHs JIEKapCTBEHHOr0  IpemapaTta
(Murdopmarnus, ero nata u Homep; CBeleHus, JaTa U HOMeED);

4)IpH  YCTAQHOBJIEHHH COOTBETCTBHA MyHKTy 4 Hacrosmero Ilopsnxa
Hudopmaruu, mpeicTaBleHHOH Poc3IpaBHaJ30pOM IO OCHOBaHHIO, yKa3aHHOMY B
nognyHkre 1 myHkta 2 Hactosmero Ilopsnaka, opranM3yeT HaIpaBleHHE 3aJaHUs
(enepanbHOMy roCyJapCTBEHHOMY OIOIDKETHOMY yupexJaeHuro Mumnsapasa Poccuy,
CO3JaHHOMY JUIs 0beCIIeueHHs HCTIOTHEHHUS oNHOMoYMi Mun3/ipaBa Poccuu 1o Beiiade
paspelieHuid Ha MpoBeieHHEe KIMHAYECKHX MCCIIEI0BaHNUH JIEKapCTBEHHbIX IIPENapaToB
u (MIH) [0 TOCYNApCTBEHHON PEriCTpally JIeKapCTBEHHBIX MpenaparoB (nanee —
SKCHEPTHOE YUPEKIEHHUE), Ha IPOBEICHHE SKCIIEPTH3BI OTHOIICHHUS 0XKHMIAEMOM TTOJIb3bI
K BO3MOXXHOMY PHCKY INPUMEHEHHUs JIEKapCTBEHHOIO Iperapara ¢ IPUIOKEHHUEM
K JaHHOMY 3aaaHuio MHpopmanuy.

7. Ilpu paccMOTpeHMH BOIIPOCa O IPHOCTAHOBJIEHHH IIPUMEHEHHS B COOTBETCTBUHU
¢ momnyHkrom 4 myHkTa 6 Hacrosmero Ilopsaxka CpoK MPHHATHS PEIICHUS
0 MPHOCTAHOBJICHUH IPHMEHEHHs JIEKapCTBEHHOIO Iperapara IpojJieBaeTcs Ha BpeMs
IIPOBEIEHHS IKCIIEPTHHIM YIPEXACHUEM 3KCIIEPTU3bI OTHOLIEHUS OJKHIAEMOM IMOJB3BL
K BO3MOYKHOMY PHCKY IPUMEHEHHUs JIEKapCTBEHHOI'O Ipenapara 10 JHS MpeICcTaBlIeHIs
SKCHEPTHHIM YupexaeHneM B MunzapaB Poccun 3akiroyeHHs O pesyibTaraM JaHHOU
3KCIIEPTHU3HL .

8. Ilpy HamWMYMK B 3aKIIOUYEHUH SKCIEPTHOIO YYPEKACHUA II0 pe3ynbTaTaMm
SKCIIEPTU3bI OTHOIIEHHS OXKUAAEMOH TMOJB3Bl K BO3MOXHOMY PHUCKY HpUMEHEHHS
JIEKQpCTBEHHOTO TIIpemnapaTa BBIBOJA O TOM, YTO OXHAAaeMas II0jib3a MPUMEHEHUS
JIEKapCTBEHHOTO  TpenapaTa  NPEBBILNAET  BO3MOXHBIA ~ PUCK  NPUMCHEHU
JIEKapCTBEHHOTO  TIperapaTta, HE COOTBETCTBYIOIIErO  BBIBOAY, H3JIOXKEHHOMY
B npezcraBieHHoil Poc3npaBHagzopom HMHdopmanum, OTBETCTBEHHBIH HCIIONHUTENb
B TEUEHHE TpeX paboumx AHeH co THS MOCTyIIeHus B Munsapas Poccuu 3aKiIroueHUs
5KCTIEPTHOTO  YYpEXIEHHS  MOJArOTABIMBAeT IMPOEKT pelleHMs 00  oTKase
B IPHOCTAHOBIICHHM NPUMEHEHHs JEKapCTBEHHOIO Mpenapara, MpejcTaBisieT ero Ha
noAmdcanve pykopomutento JlemapraMeHTa M HanpamiseT B PocsmpaBHan3op
Ha OyMa)XHOM HOCHUTeJIe WIH B GopMe 3JIEKTPOHHOTO JTOKYMEHTA.

9.1lpy HaIM4YUU B 3aKIIIOYEHUH SKCIEPTHOIO YYPEXKICHHS IO pe3yibTraTaM
DKCIEPTHU3bl OTHOIIEHHS OXXUJAEMOH MOJb3kl K BO3MOXHOMY PHCKY NpPHUMEHEHHS
JIeKapCTBEHHOTO TperapaTa BBIBOAA O TOM, YTO OXKHAaeMas TMojb3a NPUMEHEHUs
JIEKapCTBEHHOTO0 TIperapara He INPEBBILIACT BO3MOXHBIA PUCK TPUMEHEHHS
JIEKapCTBEHHOTO  Tperapara, COOTBETCTBYIOUIETO  BBIBOMY, HW3JIO)KEHHOMY B
npencraeienHoit PoczgpaBHagzopoM MudopManuuu, OTBETCTBEHHBIA HCIONHUTEND
B TeUeHHe Tpex paboumx OHeil co JHA MOCTyIUIeHHs B MuH3npaB Poccuu yka3zaHHOTO
3aKJTIOUEHHs BBINOJHAECT IEHCTBUA, YKa3aHHBIE B IOAIYHKTE 3 IyHKTa 6 HaCTOSAIIETO
Iopsiaxa.

9 Cratbs 23 ®enepansHoro 3akona Ne 61-®3; nprkas Munspasa Poccuu ot 24 aBrycta 2017 r. Ne 558 «O6 yTBepxaeHAN
TIpaBuI TIPOBEICHUS IKCTIEPTH3bI JIEKAPCTBEHHBIX CPEACTB JUIA MEIMIMHCKOrO MPUMEHEHHA U OCOOCHHOCTH SKCIEPTH3bI
OTNeNBHBIX BMJOB JIEKAPCTBEHHBIX TPENMApaToB U MEIUIMHCKOr0 NpHMEHEHHA (PedepeHTHBIX JICKapCTBEHHBIX
NpenapaToB, BOCHPOM3BENCHHBIX JIEKAPCTBEHHBIX IIPENApaToB, OWONOTHYECKUX JEKAPCTBEHHBIX — IMpENapaTos,
6HOaHANOTOBBIX (6HOMOMOGHEIX) JIEKADCTBEHHBIX IIpenapaToB (OHOAHANOTOB), TOMEOMATHYSCKUX JIeKApCTBEHHBIX
TpENapaToB, NEKApCTBEHHBIX PAaCTHTENBHBIX MPENApaTos, KOMOUHAIMH NEKapCTBEHHBIX [PenapaTos), GOpM 3aKmOdYeHHH
KOMHCCHH 3KCTIEpTOB» (3aperucTpuposan MurtoctoM Poccun 18 nexabps 2017 r., perucTpamonHsiii Ne 49287).
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10. B Teuenne Tpex pabounx JHEH CO IHS IPUHITHS PELIEHUS O IPHOCTAHOBICHUN
NpUMeHEHHs JIeKapCTBEHHOI'O IIpernapara OTBETCTBEHHBIM HCIIONHUTENb HAIPABIIET
JepKaTeNll0 WM BJIaJelNblly PErHCTPalMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOIO
npenapaTa Ha OyMaXHOM HOcHTelle WK B (opMe 3JIEKTPOHHOIO JOKYMEHTa KOIHIO
npukaza MunspaBa Poccun 0 NPUOCTAaHOBIICHMH NPHUMEHEHUS JIEKAPCTBEHHOIO
nperapara, a Takoke yBeaomisieT PoczapasHanzop 1 Munnpomropr Poccuu 0 IpUHATHH
pellieHrst O MPHUOCTAHOBIEHNY IPUMEHEHUS JIEKAPCTBEHHOIO TIperapaTa.

11. Pemrennie 00 oOTKa3ze B IPUOCTAHOBICHMU IPHUMEHEHUs JIEKapCTBEHHOI'O
npenapara, ¢ MOTHBHPOBaHHBIM OOOCHOBAaHUEM IIPUYMH OTKAa3a M CO CCBUIKOM Ha
KOHKpPETHBIE TMOJIOKeHUsT Hacrosimero Ilopsnka, HampaBisieTcss OTBETCTBEHHBIM
VICTIOJIHUTEIEM Ha OyMa)XKHOM HOCHTeNle WM B (OpMe 3JIEKTPOHHOIO JOKYMEHTa B
Poc3apasnanzop win Munnpomropr Poccun B TeueHue Tpex pabo4Mx JHEH CO AHA €T0
HPUHATHUS.

12. Uudopmanus o npuHATEIX MunsapaBoM Poccun pelleHMsAX, CBA3aHHBIX C
IPUOCTAHOBIICHUEM IPUMEHEHUS W BO30OHOBIECHHEM IIPUMEHEHHUS JIEKAPCTBEHHOTO
npemapaTa, pasMellaeTcss Ha odHUuanbHOM caiite Munusnpasa Poccunm B
UH(POPMAIIMOHHO-TEICKOMMYHUKalMOHHOH ceTH «MHTepHET», Ha HMHTEpPHET-IOpTale
[oCyIapCTBEHHOTO peecTpa JIeKapCTBEHHBIX cpecTB (Www.grls.rosminzdrav.ru).

13. JlepkaTenp  WIH  BIafeNell  PErHCTPALIAOHHOIO  yIOCTOBEPEHHS
JIEKapCTBEHHOTO TpenapaTa, B OTHOIICHHWM KOTOPOrO IIPHMHATO peEIEHHe O
IPHOCTAHOBIICHUH €T0 IPUMEHEHHS, BIIPaBe 00PaTUTHCS C JKalo00M Ha JaHHOE PEICHUE
B MumzapaB Poccum, KoTOpas MNOJIEKHT PAcCMOTPEHHIO B TEYEHHE IATHANLATH
pabouux AHEelN co OHS ee PETUCTPALIUH.

B Tedenue ogHOro pabouero IHS MOCie AHSA INPUHATHUS PELICHHS I10 Pe3yIbTaTaM
pPacCMOTpEHHsl XaJoObl OTBETCTBEHHBIH HCIIOJHHUTENb HANpPABIIeT HEPXKATeNli0 HIH
BIAENbIy PETUCTPAIIOHHOTO YJIOCTOBEPEHMs JICKApCTBEHHOIO mperapara TaHHOe
pelreHre Ha GyMa)XKHOM HOCHTENE UK B (popMe 3JEKTPOHHOIO JOKyMEHTA.




IIpunoxenue Ne 1
K Ilopsiaxy npuocTaHOBIICHUS IPUMEHEHHUS
JIEKapCTBEHHOTO IIperapara, yTBepKAeHHOMY
nprKa3oM MuHMCTepCTBa 3ApaBOOXPaHEHHUS
Poccuiickoit ®epnepanuu
oT «14» HosOps 2018 1. Ne 777w

PexomeHyeMbIli oOpasely

DenepanpHad cityx0a 1o Haf30py B cepe 3MpaBOOXPAHEHHS

YTBEPXJAIO

(pyxoBoAUTEND, IOAUCH, HaMHUIIHS, KM, OTYECTBO
(Mpu HANTU4KHK), IeYaTh)

« » 20 1.

HNndopmanus
0 He0OXOHMMOCTH NPHOCTAHOBJICHHSI IPUMEHEHHUS
JIEKAPCTBEHHOI0 Npenaparta A8 MeAHIHHCKOr0 NPUMeHeHMs

Bo ucnonnenne yactu 1 u 2 cratem 65 ®enepansHoro 3akoHa or 12 ampens
2010 r. Ne 61-®3 «O6 oObpameHHH JeKapCTBEHHBIX CpeAcTB» PocsapaBHam3op
HampapiIsdeT HWOKE TMpPHUBEJCHHBIE CBEJEHHWs Ui pacCMOTPEHHs Bompoca O
NPHOCTAHOBIICHMM IIPMMEHEHUs] JIEKapCTBEHHBIX IIPernapaToB ISl MEIUIMHCKOTO
IpUMEHEHHSI.

1. CBeneHnus o nekapcTBeHHOM(BIX) Hpenapare(ax):

1.1. ToproBoe HaumeHOBaHHE JIEKApPCTBEHHOrO MpeNapara Ajd MEIULHMHCKOro
IpUMCHEHUS

1.2. MexmynaponHoe HelaTeHTOBaHHOe (IIPH €ro OTCYTCTBHM IPYIIIMPOBOYHOE,
WK XHMHYECKOe HaMMEHOBaHME) JIeKapCTBEHHOro Ipemnapara A MEIUIIMHCKOI'O
HIpPUMEHEHHS

1.3. JlexapcTBenHass ¢opMa ¥ JO3MpPOBKA JIEKAPCTBEHHOTO  MpEapaTa
JUIsl MEIULIUHCKOTO TpUMEHEHH

1.4. laTa ¥ HOMep pErHCTPallHOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO
npenapara 1jisi MeIULUHCKOTo MPUMEHEHHS

1.5. HaumeHoBaHHME U afpec MECTOHAXOXICHUS Jepxarend (BIafeibla)
PETUCTPALMOHHOrO yIOCTOBEPEHHs JIEKapCTBEHHOTO Mpernapara Ui MeIMIHHCKOrO
NpUMEHEHUSI




2. OcHoBanue INPHUOCTAHOBJIICHHA TPUMCHEHUS JICKApCTBEHHOI'O IIpeIiaparta
A MEIULHMHCKOIO INpHMCHCHH

(YKa3sIBaeTCsS COOTBETCTBYIONIEEC OCHOBAHHUE)

3. IpuoxxeHus (IpU HAJTMYMH):

HavaneHuK YnpaBieHUs OpraHu3aluy
rOCYJapCTBEHHOTO KOHTPOJIS KavyecTBa
MEAULIUHCKOH MPOAyKLIHH

PocsapaBHanzopa

(moamuce) (hammus, ©Ms1, OTYECTBO (IIPU HATMYHH)

HavansHUK OTAe1a OpraHu3auyu
(hapMakoHa30pa YIIpaBIeHUA OpraHu3alvy
roCYIapCTBEHHOTO KOHTPOJISI KauecTBa
MEIULIHAHCKOM POLYKLIUU

(nmoamucyk) (bamunus, AMs, OTYECTBO (IIPH HATHYIHN)
OTBeTCTBEHHBIA UCMOJIHUTEND

(moyKHOCTB) (MOAMKCE) ((aMIITHs, BMS, OTYECTBO (IIpH HATTHIHH)

Hata opopmiieHuUs 3aKIIIOUEHHUS: «__ » _ 20 r.




Ipunoxenue Ne 2
K [TopsinKy MpUOCTaHOBJICHHS IPUMEHEHNA
JIeKapCTBEHHOT'O Npenapara, yTBepXKACHHOMY
nprka3oM MUHHCTEPCTBA 3PaBOOXPaHEHUA
Poccuiickoii @enepanun
oT «14» HosOps 2018 r. Ne 777u

PexoMeHyeMEIit 00pasely

Brnank MuHKCTepCTBA POMBILLIEHHOCTH M TOproBiu PoccuiickoH ®enepanuu
Jlata, ucxomaumi Ne mucema

Ceenennst
0 HECOOTBETCTBHM NPOU3BOAHTEIA JIEKAPCTBEHHBIX CPEACTB
TpeGoBaHHsAM NPaBHJ HAJJIexKalleld NPOH3BOACTBEHHOH NPAKTHKH
u (MJIM) 0 HApyUWIEHHH JHHEH3HOHHbIX TpeGoBaHuH

Bo HCIIONHEHHe 9acTH 3 cTathu 65 @enepanpHoro 3akoHa ot 12 ampens 2010 r.
Ne 61-®3 «O6 obpalneHHs JIeKapcTBEHHBIX CpeACTB» MHUHIIPOMTOpPT Poccun
HANpaBJIsET HWKE [PUBEJCHHBIE CBEJCHHA JUIA pPaccMOTPeHMs BOmpoca O
IPHOCTAHOBJICHAY NPHMEHEHHUS JIEKapCTBCHHBIX IIPEMaparoB Il  MCHIAHCKOrO

IPUMEHEHHS.

1. CiemeHds O JeKapcTBEHHOM(BIX) IIpemapaTe(ax) M MeECTe €ro (ux)

IIPOU3BONCTBA:
1.1. ToproBoe HaWMEHOBaHME JIEKAPCTBEHHOTO Ipemapara [y MEeJUIMHCKOTO
[IpUMEHEHUA
1.2. MexayHapoaHOe HEe[aTeHTOBAHHOE (P €ro OTCYTCTBHH IPYHITHPOBOTHOE
W1 XMMHYECKOEe) HAaMMEHOBAaHHE JIEKapCTBEHHOTO Ipemapara Uil MEJHHNMHCKOTro

NPUMCHCHHUA

1.3. JlexapcTBeHHas QopMa M JO3MPOBKAa JIEKAPCTBEHHOro  Ipemnapara
IUTSL MEIUIMHCKOTO IIPHMEHEHUS

1.4. lTata ¥ HOMEp PETHCTPALHOHHOTO YHOCTOBEPEHUS JICKAPCTBEHHOIO
npernapara Iyt MEAUIUHCKOTO IPUMEHEHHUS
1.5. HauMeHOBaHUE M aIpec MPOU3BOJCTBEHHOM IUIOMANKH

2. OcHOBaHHE IIPUOCTAHOBIEHHS IPUMEHEHMS JICKapCTBEHHOIO Ipernapara
IUTS. MEIMIIHHCKOTO NMPUMEHEHUS

(YKa3bIBAETCs COOTBETCTBYIONIEE OCHOBAHKE) IR




3. Ipmyoxenyst (Y HATHIUHN):

3amectuTens MuHucTpa
IPOMBIIUIEHHOCTH ¥ TOPTOBIIH
Poccuiickoit @enepanuu

(moxmuch) (pamMuHs, UMsL, OTIECTBO (TIPH HAJIAYHH)



