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MecTo NpOU3BOACTRA:

KapTOHHAA»

Llex NO03, 220007, Pecry6:1ka Benapycs, r. Munck, nep. ®abpuumyca, 3/11

Homep cepuu 1451225

(MPOH3BOACTBEHHOE NOAPA3AENEHHE. HHICKC. anpec)
KonuuecTro B cepuu

13160 yn Nel

Hara npoussoactea 12.2025

HUcnbitanus BeinonHens: mo JIC-001434-061119

CrpaHa Ha3HauYeHHA POCCHUMCKA S OEJIEPALIWSA

4 HanmeHoBaHHE nokazaTesieH Tpedosais MeToz KOHTpOIIA PesynbTaThl HCIILITAHHA
n/n JIC-001434-061119 4
1 |Onucanue Masb Genoro usera ¢ BusyanbHbii Masb Genoro usera ¢
HKENTOBATHIM OTTEHKOM. MEJITOBATHIM OTTEHKOM
2 |[ToanuHHOCTB!
- renapH B reyenue 30 MunyT nuasmMa  |BHOXHMHUECKHH [Tonreepknaercs
KPOBH He JIOJIKHA CBEPHYTbCA
- MeTuanaparuapokcubensoar, Meron B2XX I'd Pd, BOKX [TonTeepiknaeTcs
nponunnaparnapokcudensoar,
OEH3UTHUKOTHHAT, OeH30KaHH
3 |OnHopoaHOCTE Tpenapar g0mKeH ObITh BusyanbHelii OpHopoaHbIH
O/JIHOPOIHBIM
Pasmep yacTuil He Gonee 180 MKM I'd PP Menee 180 Mkm
5 |Macca copepxumoro ynakosku  |CpenHee 3Ha4eHHE MacChl e Ppo CootsetcTByeT; 25,6 T
cozepxumMoro 10 yrnakoBoK Macca conepKUMOro KaaoH
He J10JUKHO DbiTh MEHee OTAE/bHON YNAaKOBKH HE MEeHee
YKa3aHHOrO Ha ITHKETKE. 90 % OT YKa3aHHOMH Ha ITHKETKe
Macca conepsKHMOro KaxuaoH
OT/Ie/IbHOH YNaKOBKH A0JKHA
ObITh He MeHee 90 % oT
YKa3aHHOW Ha 3THKeTKe
pH Or4,5 10 6,5 I'd PD 33
7  |[Muxpo6uonoruyeckas uucrora  [Kareropus 2 e pd CoOTBETCTBYET
8 |KosnuecTBeHHOE OTIpelie/IiCHHE:
- renapvH Ot 85 oo 115 ME/r BroxuMHuecKHi 96 ME/r
- DeH30KauH Ot 36,0 oo 44,0 mMr/r o PO, BOKX 40,2 mr/r
- MeTHJINaparuapokcuoen3oat Ot 1,10 no 1,65 mr/r I'd Pd, BOXKX 1,47 mr/r
- npornuanaparuapokcubeHsoart 0Ot 0,37 1o 0,60 Mr/r I'd PO, BOXKX 0,49 mr/T
- BEH3UTHHKOTHHAT Ot 0,60 o 0,88 mr/r ['d Pd, BOKX 0,80 mr/r

9 |YnakoBka

[To 25 r Mazu B TY6bI amoMuHHeBbie. Kaxayio TyOy
BMECTE C HHCTPYKLIMEH MO MPHUMEHEHHIO MOMELIaoT
B MayKy M3 KapToHa.

ITo 25 r Ma3u B TYOBI
amomunuessie, Kaxaas Tyba
BMeCTe ¢ MHCTpYKUHE#H no
NPHMEHEHHIO B TIAUKE W3 KapTOHA,

Ceprudurar Ne 015908,1451225
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10 |MapkupoBka 1) IspBuHuHas ynakoBka nekapcTpenHoro npenapara. (1) [TepButinas ynakoska

Ha tybe Ha pycCKOM A3bIKE YKA3bIBAKOT JIeKapCTBEHHOrO npenapara.
HAWMEHOBAHHE NPEANPHATHA - Mpon3BoauTeas 1 ero (Ha TyGe Ha pyccKoM si3biKe yKa3aHo
TOBapHBbIii 3HAK, TOProBOE HAMMEHORAHHE HAUMEHOBAHME MPEANPHATHS =
npenapara, rpyniMpoBoYHOe HAHMEHOBAHHE NPON3BOUTENA W €r0 TOBAPHBIA
npenapara, JeKkapcTBeHnyto Gopmy, maccy 3HAK, TOPTOBOE HAUMEHOBAHHE
npenapara B rpaMMax, YC/I0oBHs XpaHeHu!s, Homep npenapata, rpyniupoBoiHoe
cepuu (nocneaxue veTsipe LHppLL 0603HaUAIOT HauMeHOBaHHe npenapara,
MEcALlL M rojl M3rOTOBIEHHA), CPOK FOAHOCTH. nexapcTBeHHas hopma, Macca
2) BropHuHas ynakoBKa /IeKapCTBeHHOr0 TIpenapara. [npenapara B rpaMmax, yCjiosus
Ha nauke Ha pycCKOM A3BIKE YKa3bIBAKOT XpaHEHHs, HOMEP CEPUH
HAMMEHOBAHME MPEANPUITHA-NPOU3BOAMTENS, era  |(nocnenHue uethipe Ludpol
TOBRZPHBIH 3HAK, IOPHAHYECKHI MOYTOBbII anpec, 0003HAYAIOT MECHLL W 101

ajipec 3NeKTPOHHOI nouTkl, Te/./(hake, TOprogoe M3rOTOBJIEHHA ), CPOK TOHOCTH.
HauMeHoBaHue npenapara, FpyniHpoBOYHOE 2) Bropuunas ynakoska
HAMMEHOBAHKeE Mpenapara, JjekapeTBeHHylo GopMy, [l1eKapeTBEHHOro npenapara.
HaMMEHOBAHHE U KOJMYECTBO AeHCTBYIOMMX Ha mauke Ha pyccKOM si3bIKe

BELeCTB, NepeueHb BCIOMOraTebHbIX BEWECTs B | |yKasaHo HauMeHoBaHHe

r, Maccy npenapaTa B rpamMmax, YCIOBHA OTIYCKa,  |MPEANpPUATHA-IPOH3BOLNTEN, €ro
«TTpUMEHATH MO HA3HAYEHHIO Bpaua», «XpaHUTh B [TOBAPHBILI 3HAK, IOPHANYECKHIA
HEIOCTYMHOM JUIA IeTeil MECTe», YCI0BHMA XpaHeHuUs, |IOUTOBbIA anpec, aapec

HomMep cepuu (nocneaHune YeTbipe Undpol 3eKTPOHHOI mouTkl, Ten./dakc,
0603HAYAI0T MECSLL H TOI M3rOTOBJIEHH:), CPOK TOProBO€ HAUMEHOBAHHE
FOAHOCTH, PECHCTPALMOHHBIH HOMEP, LTPHXOBOH npernapara, rpyriMpoBouHOe

kG4 ¥ hapMako, A0NyCKAeTcs HaHECeHHe CPeICTE  |HAMMEHOBAHUE Npenapara,
MAEHTHDHKALMH, nekapcTBeHHas hopma,
HAWMEHOBAHUE M KOIMYECTBO
ﬂeﬁCTB)’IOU.lHX BELIECTB, NECPCUEHDb
BCMOMOTaTeNbHLIX BellecTB B | T,
Mdccy Mpenapara B rpammas,
yenoBug oTnycka, «[IpuMenaTs mo
Ha3HaA4YE€HHIO Bpauan, ((XpaHHTb B
HE/IOCTYIHOM [UTsl 1eTeil MecTen,
YCJIOBHA XpaHEHH, HOMEP CEpHH
(nocnegHue YeThipe LAQPHI
obo3nauawT MecCsl ¥ roa
M3OTOBJIEHHSA ), CPOK FOHOCTH,
perucTpalMoHHbLIi HOMED,
WTPHXOBOH Ko 1 (hapmako,
HAHECEHBI CPENCTRA

HAEHTU(DHUKALHH,
11 |Ycnosusa xpaHeHua XpaHuTh B 3alUMILEHHOM OT CBETA MecTe MpH Temneparype He seiuie 25 'C
12 |[ara okoH4anus cpoka roaHocTH |3 roga 12.2028
Hata, ®.1.0. 1 noAnyuck OTBETCTBEHHOI'O 3a BHECEHHbIe pe3ysbTarsl 17.12.2025 ‘///_45,,,4 / _Mawenko JLIL_/
8 Jlata [Noanuen [HINR

3akmouenue: kavecTBO "['enapuHOB:
nayka KaproHsas" ce
Hayanbunk OKK

4, HAPYIKHOTO [PHMEHEHNS B Ty6ax 25r B ynakoBke Nel

JlaTa 17.12.2025

A noomeepocdaio, umo npusedeun 7! rayitn aensemcn docmosepnoii u mounon. Ima cepust nPooyKyuu
npouseedena (6KIIONAS YRAKOBKY (MAPKUPOGR ol 1l R P Ka4ecmeda) Ha GbileYKAIAHHON NPOU3BOOCMEEHNON  NI0WAOKEe
(nrowjaokax) 6 NONHOM COOMBEMCMBUU C rmue 7 Ha hapmayesmuveckyio  desmenvnocms, ¢ mpebosanusmu  lpasun
nadnexcauyen  MPou3EoICMEenHot NPpaKmuKl, mpebosanusmMu KOHMPOIA Kayecmeda AeKapCmEennuiX cpeocms, d mMaKice &
COOMBEMCMBUL CO CREYUPDUKAYUIMU, COOEPHCAUUMUCS 8 PESUCIPAYUOHHOM DOCHE WU 6 QOCE CREYUHUKAYUT 1A 1CKAPCMBEHH b
npenapam 6 cayvae 1eKapemeentblx npenapamos ons KIUHUYeckux Hccaed oaanuil.

3anucu no nPPousBOOCMEY, VRGKOBKE U QHAIU3Y NPOSEPeHsl, U YCMAHOBNeHO ux coomeemcmaue mpebosanusm [lpasun
Haonedxcawelt RPoU3B00CMEeHHol NPAKMuK.

Jara noanucanus 17.12.2025
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YnoaHomMo4ueHHOE JIHILO ['pymesny E.B.

V noanues, M.H.0,
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