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CeptuduKaT Kayecrsa cepmm Ne 3702 ot 31.03.2025

MNMepuHgonpun, Tabnetku 4 mr

TOPTOBOE HAMMEHOB2HME fiEKaPC npenapara, P $opma,

PeructpauunoHHoe yaocroseperue JIM-Ne(000672)-(Pr-RU)

Homep cepuu 010325
[ara Hayana NnpomM3BoACTea 07.03.2025
Konuyectso 113274 ynarkosok
AH2/143 BbINO/NHEH NO HOPMATUBHOMY [OKYMEHTY J1M-Ne(000672)-(Pr-RU)-060422
MeTo4 KOHTpOAR
HaumeHoBaHWe noKasaTens PesynsbTat KOHTPONS
HopmaTuBHOE 3HaveHue
Onucanue BuavanbHbii
Kpyrable  nnockouunuripuueckue  TabreTku | Kpyrable naocKouMAMHApHYEcKue TabaeTku
Genoro wam noutu Genoro useTa C PUCKONR M 6en0ro UBETA C PUCKOI 1 haCKOM.
dackoi.
MoanuHHOCTL B3XX

Bpema yAepMuBaHUA OCHOBHOrO MWKa Ha
Xpomarorpamme UCMBITYEMOro pacrsopa

ACMKHO COOTBETCTBOBATL BPEeMEeHM CootsercreyeT
YAEPKUBAHURA OCHOBHOrO nuka Ha
XpOMaTOrpaMMe CT@HA3PTHOro pactsopa 1
nepuHOoOnpuna apbymuHa (pazpen
«KonuuectseHHoOe onpegenexmen).
PacTBopeHue P® PD, BIMX
Yepes 45 muH B pPacTBOp AOMKHO NepeiTH He
MEHee 75% (Q) CigH32N705.CaH 11N 97 %
(nepuHponpuna 3pbymuHa) oT 3aseneHHOrO
COEpHaHunA.
BIMX
Mpumecw B (nepuHgonpunat) —He Bonee 2,0 % He obHapyxeHo
Mpumeécu F - He Bonee 2,0 % He oBHapymeHo
PoAcTBEHHbIE NpUMECH Niobas apyras uaeHTUGUUMPOBaHHAsA NpUMech —
He bonee 0,4 % 0,06 %
Nioban fpyras HempeHTMOUUMPOBaHHaA
npumecs — He Gonee 0,25 % He ob6Hapy#eHo
Cymma npumecei - He Bonee 3,0 % 0,06 %
OaHOPOAHOCTL A03UPOBAHUA [P P, cnocob 1, BIKX
AV=150% 2,8%
KonuuecreeHHoe onpegenexue Bamx
Or 3,5 Mr oo 4,4 mr C19H32N205.C4H11N 3,9 mr
(nepurgonpuna apbymunz) & TabneTke.
MuKpo6uronorMuecxkan YucToTa [® P® Kateropun 3 A,
OBuiee 4ucno aapobHbix
MWKPOOPraHW3mMoBs 8 1r He 6onee 1-103 KOE/ r/mn; MeHee 1-10* KOE
Obuiee YMCAO APOHIKEBBIX U
nnecHessix rpubos e 1r; He 6onee 1:10% KOE/ r/mn; Menee 1-10* KOE
Escherichlacolis 1. oTcyTcTBME B 1 r/maA. OtcyTcreyer
Ynakoska Mo 10, 30 TaBneToK B KOHTYpHylo Adeiikosyro | Mo 10 Tabnetok B KOHTYPHOI A4ERKOBOW
YNaKoBKY M3 NAGHKWM NOAWBMHWUAXNOPWMAHOM | YNAKOBKE M3 MaTepuana KOMBMHUPOBAHHOIO
nubo NAGHKK | Ha ocHoBe GoNbrU (TPEXCNOWHLIA MaTepuan,

NONIMBUHUNXNOPULHON/NONMBUHUAMAGHXNOPKUA | BKAKOYAIOLW WA anomMmuHuesylo  donbry,
HOR W QOMbIM  3NIOMWHWEBOM  NevaTHOM | NAEHKY W3 OPMEHTMPOBAHHOrC NOAMAMMAS,

NaKUPOBaHHOM. NONMBUHUNXNOPUAHYIO MAEKKY) ¥ $OAbra
Mau no 10, 30 7abnetok B KOHTYPHYIO | aniOMMHMEBaA NeYaTHaA NaKUPOBAHHAA.
A4YeiKoByO YNaKoBKy U3 maTepuana | 3 KOHTYpHbIE RYEHKOBbIE YNaKoBKK BMeCcTe C
KOMBMHWMPOBAHHOrO  Ha  OCHOBE  GOALIM | UHCTPYKUMEN NO NPMMEHEHMIO MOMELLEHb! B
(TpexcnoiHbliA matepuan, BK/IIONAIOWMHA | KapPTOHHYIO YNaKoBKY (nauky).
aNIMUHUEBYIO donbry, NABHKY U3

OPUEHTUPOBAHHOIC nonMammaa,

NOMMBUHUAXNOPUAOHYIO  NAEHKY) W doNbrm
aMOMUHNEBOH NEYATHOW NGKMPOBAaHHOM.
1 uaM 3 KOHTYPHBIX AYEKOBLIX YaKOBOK BMecTe

Odopmneno: [Masnosa O.[1. Crpanuua: | 132
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PIPHALEETMEA  TwppocTpoutenedt, 4. 6; Ten. +79874598991, 479874599992, (84862) 290-00, daxc (84862) 341-09;
Juensna Munncrepcraa NpombiwneHHocTH 1 Toprogam PO Ne N1012-00102-77/00010730

C WHCTPYKUMEA NO NPUMEHEHMIO NOMEWaIoT &
KapTOHHYI0 ynakoBsKy (nauxy).

Mapkuposka

Ha KoWTypHo# AueiikoBoli ynakoske (Gauctepe)
yKa3blBawoT Toprosoe HauMeHoBaHue
NIeKapcTBEHHOTO  mpenapata  (cosnagaeT ¢
MEXAYHAPOAHBIM HEeNaTeHTOBaHHbLIM
HAUMEHOBAHMEM),  NeKapcTBeHHYIO  dopmy,
DO3UPOBKY, HauMeHoBaHue Aepwarens
PervcTpaurMoHHoro yAOCTOBEpEHUS "
HaMMEHOBaHWe NPOU3BOAMUTENS NeKaPCTBEHHOrO
npenapara, Homep cepum (BrAKYAOWMIA mecal,
¥ 04 NPOM3BOACTBA), AATY WCTEYEHMR CpOKa
rogHocT (mMecal 1 roa).

Ha KapToHHO# ynakoske (nauke) ykassisaioT
TOProsoe  HauMEeHoBaHWMEe  JIeKapCTBEHHOro
npenapata (coBnagaeT € memayHapoaHbIM
HEMNaTeHTOBaHHbLIM HavMeHoBaHUem),
HaUMeHOBaHME AepwaTens DPerucTpauMoHHOro
YAOCTOBEPEHWA (COBMAA3ET C HaUMEHOBaHueMm
npoussoAauTens), appec npoussoguTtens
NIeKapcTBeHHOrO  npenapata  (cosnagaet ¢
agpecom Aepmarena pervcTpaLuoHHoro
ypoctosepenua) (ctpaka, obnacts, ropoa),
3INEKTPOHHBIM agpec W cauT npoussoguTens,
NeKapcTBeHHYO GOpMY, AO3MPOBKY, KOAMYECTBO
Ta0NeTOK B ynakoske, MHMOPMauMIO O cocTase
/leHapCTBEHHOrO  npenapata (HaumeHoBaHme
AWCTBYIOWEr0 Bewecrsa W ero KONWYECTRO,
nepeyeHb BCMNOMOraTeNbHbIX BEWEecTs), Homep
cepun  (BKAKOYAKOWMI Mecay rog,
NPOM3BOACTBA), AATY UCTEYEHMA CPOKa FOAHOCTH
(romeH po: mecay w rog), ycnosus xpadeus,
cnocob npumeHerua: «[AR npuema BHYTPbY,
YCNOBMR OTNYCKa, HOMEP perucTpauMOHHOro
YAOCTOBEPEHUA, OrOTUN NPOMU3BOAKTENR M/UAw
NOrOTUN 38Ka34MKa, GapM-KoZ, WTPMXOBOI KoA,
ABYMEpHbIA LUTPUXOBOM KOA C MOAHON wau
YaCTUHHOM pacwudpoBKoM MHGOpPMaLmK,
COAEPHALLENCA B ABYMEDHOM WTPUXOBOM KOAE
uam  6es  Hero, «CMOTPM  MHCTPYKUMIO MO
NPUMEHEHUIO (nncTok-srknagpiw)», «He
NPUMEHATL MO WCTEYEHWM CPOKE TrOAHOCTMY,
«XpaHuTb B HEAOCTYNHOM ANR AeTelt mecTen.
flononHutensHo  Ha  KapTOMHOM  ynakoske
(nauke) pyBaupyetcs Toprosoe HaumeHosaHMe U
AO03MPOBKa C UCcnoNb3oBaHUem WpudTa Gpaiina.

Ha  KoHTypHOM  AYElKOBOM  ynakaske

(BnucTepe) yKasaHo: Toprosoe
HaUMEHOBAHWe NeKapCTBEHHOro npenapata
(cosnapaer C MEMAYHAPOAHbIM
HeNaTeHTOBaHHLIM HaumeHoBaHuem),
NieKapCTBeHHaR dopma, AO3MPOBKa,
HauMeHoBaHue Aepxarens
PerucTpaLMoHHOro YA0CTOBEPEHUA "
HaumeHoBaHue npoussoguTens

NIeKapCTBEHHOMO NpenapaTta, HOMep cepuu
(Brntovaiowmit mecay u rog npoussoAcTsa),
AaTta MCTRYEHMA CPOKa rOAHOCTM (MECAL u
roa).

Ha kapToWHoit ynakoske (nauxe) yKa3aHo:
TOProeoe HauMeHOoBaHue NeKkapcTeeHHoro
npenapata (cosnagaeT ¢ mexAayHapoaHbIM

HenaTeHTOBaHHbLIM HanmeHoBaHuem),
HauMeHoBaHue nepwarens
DervcTpPauuoHHOro YAOCTOBEPEHUA
(cosnapaer [ HauMeHOBaHuem

NPOU3BOAMTENR), afpec  NPOM3BOAUTENA
(cosnapaer ¢ appecom  paepwatens
PervcTpaumMoHHOro yaocTosepenus) (cTpaHa,
061aCTh, rOPOA), INEKTPOHHDIA aapec v calit
NPOM3BOAMTENA, NleKapcTBeHHas  dopma,
AO3MPOBKA,  KOAMYECTBO  TabneTok 8
ynakoske, wHOpMauuMa O  cocTase
NeKapCTBEHHOrO npenapata (HaumeHOBaHMe
ASNCTBYIOWErO BEWECTBA W €10 KOMMYECTso,
nepedeHL  BCMOMOraTeNbHbIX  BElWeCTB),
HOMED cepuu (BKAIOHAOWMIA MeCAL, ¥ rog
NPOM3BOACTBA), [aTa MCTEMEHMA  CpOKa
OAHOCTK (rOAeH A0: MECAL M T0A), YCAOBMA
XD3HEHUA, cnocob npumedeHma:  «[nA
npuema BHYTPL», YCNOBMA OTNyCKa, HOMmep
PervcTPaunoHHOro YAOCTOBEPEHUA, NOrOTUN
MPOM3BOANTENA, 3PM-KOL, WITPUXOBOI Kog,
ABYMEPHbLIA LUTPMXOBOA KOS € YaCTMYHOM

pacwudposkoi HbOPMaLMK,
COePHAWEACA B ABYMEPHOM WTPUXOBOM
Koae, «CMoTpK MHCTPYKLUMIO no

NPUMEHEHWIO  (AMCTOK-BRA2ALIW)»,  «He
NPUMEHATL N0 MCTEYEHUM CPOKA FOAHOCTUY,
«XpaHWTb B HEAOCTYNHOM /1R AeTel MecTes.
AONONHWTENbHO HA KapTOWHON ynakoske
(nauke) npoay6aupoBaHbl Toprosoe
HaumeHoBaHue “ AO3MPOBKa o
MCNoNb30BaHMeM wpnudTa Bpains.

CpoK rogHocTv

3 ropa

lopex pno: 02/2028

XpaHeHue

Mpw Temnepatype He sbiwe 25 2C 80 BTOPUYHOI ynaxoske (nayxe).

3akmoyeHne:  COOTBETCTBYET/ He COooTBeTCTaYeT TpeboBaHMam /IN-Ne(000672)-(Pr-RU)-060422
(Heobxaaumoe nopyeprHyTs)

Odopsneno: [Tasnosa O.I1.

HavansHuk OKK:
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R JInuensua JI012-00102-77/00010730
u e Ne GMP/EAEU/RU/01313-2024
Q OZON Pa3zpemenne
@APMAIEBTUKA Ha BBIITYCK CEpHH JIEKapCTBEHHOTO IIpe€riapara B pear3alHIo
3D.447(04)
0 Né, 2078
Ne 3702 ot r.
Haumenosanue npenapara [Tepungonpun
MesiayHapoaHOe HeNaTeHTOBaHHOE, HITH [Mepunnonpun
TPYNIHPOBOYHOE, MM XUMHYECKOE HAHMEeHOBaHHe
JlexapcTBeHHan dopma Tabnetku
JHozuposka 4 mr
Qopwma BLIMyCcKa Tabnetku, 4 Mr (KoHTypHas sueiikoBas ynakoska) 10 x 3 (nauxa
KapTOHHas)

Homep cepun 010325
Konuuectso 113274 ynakosok
Jlata Hawana npon3eo/icTBa 07.03.2025
Cpoxk roaHocTy / ['onen 1o 3 roma/ 02/2028
Hopmatushas noxymeHTauus JIT1-Ne(000672)-(PT-RU)-060422
CeprH(hHKaT Ka4ecTsa cepun 3702 ot 31.03.2025
Haumenosatue npoussoaurensa 000 «O3z0H»
Allpec npou3soauTes (BCe CTaMi NPOM3BOICTBA. Camapckas 061, r.o. XXurynesck, r. Jurynesck,
BKJIKO4asi BbIITYCKAIOULHH KOHTPOJIb Ka4YecTBa) yi. l'uppoctpoutenei, a. 6
PericTpaunontoe ynoctosepenne JITT-Ne(000672)-(PIC-RU)
Hara rocynapcTseHHO# perucTpaumy 06.04.2022
Haumenosanue nepikatens perucTpauHoHHOro Q00 «O3z0u»
YAOCTOBEPEHUS
Paspeluenue neiicTeuTenbHO 10 02/2028
Kommeswrappw |

[pusenennas Bele HHQOPMALINA ABIACTCH JOCTOBEPHOH M TOUHOH. Cepus JICKAPCTBEHHOTO [PENapaTa MpoM3Be/cHa (BKIIOYAsS YNAKOBKY
(MapKHPOBKY) M KOHTPO/b KAYCCTBA) HA NPOM3BOJACTBEHHON MUIOWNALKE B MOAHOM COOTBETCTBHH ¢ TpebGoBaHHAMH sHUEH3KMH, [lpasun
HALNERAUCH NPOHIBOACTBCHHON NPAKTHKH, PErHCTPALIAOHHOIO I0CKe. 3AMHCH N0 IPOM3BOACTBY, YNAKOBKE U KOHTPOIIIO Ka4¢CTBa MPOBEPEHbi, H
YCTaHOBJICHO HX cooTBeTCTBHE TpeGosanuam Ipasu nannekaeii NPOU3BOACTBEHHON PAKTHKH,

/
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«CBefeHus, BHECEHHbIE B aBTOMaTU3MPOBaHHYIO MHOPMaLMOHHYI0 cucTeMy PocsapasHaasopa nepeq, BBOAOM B
rpaxAaHcKuidi 060poT cepuit, NAPTUIA NEKAPCTBEHHLIX cpeacTs/ NHdopMauma o BeifiaHHbIX Poc3gpaBHag30pom paspeleHunax
Ha BBOJ, B rpaxaaHckuit obopot B Poccuitckon ®egepaunn cepuv unm napTuu UMMyHOBMONIOrNYECKOro IeKapCTBEHHOMO

OFAFPAALHAY CAVVYEA YHAA2OPY
PEAEPAABHAA CAYXEA T10 HAA3OPY npenapara, N0 COCTOAHMWIO Ha 26.04.2025 09:17»
B COEPE 37 {EHIA
Jata BHecenns B Hpomssogmrens Opramusams, Homep Homep, nata Maczaa ..m‘
Toprosoe y BBIMYCTHBINAS B HIvATHH JIC
AHC (BBIIYCKAOMIA Crpana Caellenns 0 CTaHAX NPOH3IBOLCTBA HopmaTusuan gokymeHTauns CepHH, PaspeeHus Ha
Pocanpaeuansopa RARMConanN KOHTPOJib) TPaAaticxnl napTun HJII {Mosseps,
ofopor nara)
[Mepungonpun; kancyis § Obuecrso ¢ JI1-003146-150621: Ham, Nel
& wmr 10 wr., ynakosgx OrpaHHYCHHOR ObmecTBo ¢ orpanuueHHol oTBeTCTBeHHOCTBIO "O30m" (000 JIM1-003146-150621: Ham. Na2 k o
202 000 =
04.04.2025 AYEAKOBbIE KOHTYPHBIE OTBETCTBEHHOCTHIO PriccHi "Oaou”), Poccus JIN-003146-150621; Ham. Ne3 k Qo DS
(3). navku KapToHHbIC/ ~ "Os0n" (000 "O3z0n") JI-003146-150621
OBbmecTBo ¢ OrpaHHYeHHOM OTBETCTBEHHOCTHIO "O0k” (000
[Mepunponpun; Tabnetku Ob6mectro ¢ "Oa0#"), Poccusa (Mponseoputens (rotosoit JId)); Oémecrso ¢
01.04.2025 4 mr 10 wr., ynakoBkH OrpaHHYeHHOT Posia :.....::.::n:::s oTBeTcTBeRHOCTRIO "O30u” (000 "Os0u"), Poccua JI1-Ne(000672)-(PT-RU)-060422 000 Oson 010325 s
AYCHKOBBIC KOHTYPHBIC OTBETCTBEHHOCTBIO (¥Ynakosuwk/acosumk (B nepsuunyo ynakorky)); O6uecTso ¢
(3), naukH kapToHHBIe/ ~ "Oson” (000 "Oson") orpaHHyeHHof oTBeTCTBeHHOCTEI "Oon” (000 "O: , Poccusa
(Ynaxosumk/hacosuiuk (BTopHusas/TpeTHUHAS YIIaKoBKA))




