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Innovation for patent care

CEPUA Na
DATA BbINYCKA:
CPOK NOOHOCTW:

CEPTUOUKAT KAYECTBA - POCCHA
AUCNOPT, 300 EA

013262
25 OxTrbpL 2024
30 CeHtabps 2026

MokazaTtenu PeaynmTtar Cneundurkauma
Onucanne CooTeeTciBYeT fNuogmunusar 6enoro usera Ges
NOCTOPOHHWX BKITHOYEHMH.
BoCCTaHOBIIEHHbBIA pacTBOp:
npo3payHbii, GeCLBETHbIA PaCcTBOP,
623 NOCTOPOHHUX BKITIYEHUA
Bpems pacTeopeHua 10 cekyHA He A0MKHO NpeBbiwaTe 30 CEKYHA
3HaueHue pH 8,1 ot 55a06,2
AXTUBHOCTb 308 eanHnl Ha dnakoH Ot 240 ao 375 eanuny Ha dnakoH
CpegHsas mMacca
COLEPXUMOTO 02501 0,250r £ 3%
dnakoHa
AnbBYMUH 123 mkr/conakon 101-139 mxr/dnakon
Nakro3a 2,41mr/dnaxon O 2,08 mr/cbnakon
o 2,82 mr/cbnaroH
BnaxHoCcTb 0.9% He Bonee 3,3%
3HAOTOKCUH MeHee <1,25 3HAOTOKCMHOBON MeHee 1,5 3HAOTOKCHMHOBOR eanHnUbl
eauHuUbl Ha dnakoH Ha nakoH
CTepunbHOCTb CootsetctByeT DonxHo BelTe CTEPUNBHO
MoanwHHOCTL CooTtaetcrayer MpUCYTCTBKE BOTYNUHUUECKOrO
UmmyHoepMeHTHeIA TOKCHHA TUMA A B UCNBITYEMOM
ananu3 {ELISA) ofpasue NoATBERXAAETCA eCny
cpeaHyi Ko3hOUUMEHT NOrMOWEHKA B
2 pa3a Donblue XonocToro pacrsopa
MexaHuueckue Cooreercrayer [lomKHO COOTBETCTBOBATh
BKOHEHWA TpeﬁosaHnﬂM Esp.®apm.
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{PSEN BIOPHARM LIMITED i
ASH ROAD, WREXHAM INDUSTRIAL ESTATE, WREXHAM, UK, LL13SUF 1
TELEPHONE: +44 (0)1978 661181, FAX:.+44 (0)1878 660366
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PA3PEIIEHHE
Ha BBOJI B rpaxcaaHckuii o6opot B Pocculickoii depepalinul cepun MiTH MapTHH
npousBefeHHoro B Poccuiickoit Menepaiuy i BBo3uMoro B Poccutickyio Denepaiuro

HMMYHOOHOIOTHYECKOT0 JIEKAPCTBEHHOTO Mperapara
Ne P006-00110-77/02124189 ot 15.04.2025

Boinano Ob6mectsy ¢ orpannueHHoi orBeTcTBeHHOCTEIO "MIICEH", Poccua, 109147,
r. MockBa, BH.Tep.I. MyHHLIMIATbHEIH OKpyT Taranckui, yi. Taranckas, a. 17-23, atax 2,
momenr. I, kom. 16, 18, 18A, 18B, 18B, 19-27, 30-36, 36A, 38, 39A, 39b, 39B,
HWHH: 7709721774.
(HauMeHORAHHE TOPHIMIECKOTo MHIA, topHaHueckuil anpec, MHH)
PegepaabHasg cayx0a no Haazopy B cdepe 3ApaBOOXpPAHEHHS] HA OCHOBAHHH
3akI0YeHHsa VICTIBITATeNBHOH J1a0opaTopud  MOCKOBCKOH J1aGopaToOpHH  KOHTPOJIS
KavyecTBa JlekapcTBeHHBIX cpeficTB PIBY "MMIIBYAOCMIT" Poc3apasHaazopa
(HauMeHOBaHue (DelepaIbHOTO TOCYAaPCTREHHOIO BIOIKETHOFO YUPEKIEHHS )
or 03.04.2025 Ne 319]JIK-11/25 paspemaer BBoJ B rpaxkaaHckuii obopor
(maTa) (Homep)
B Poccuiickoit @Pegepannu ﬂmmyno6n0.nomtlemoro JIEKAPCTBEHHOI0 Npenapara
Tucropt®
(Toproroe HauMEHORAHHE)
BorynvHndecknit TOKCHH TUNa A-TreMarrIOTHHUH KOMILIEKC
(Me/KAyHapOAHOC HEMATCHTOBAHHOC HAHMEHOBAHHE (FPYTIITHPOBOHOS HITH XHMHHCCKOE)
THOMHIH3AT [T IPUTOTOBIEHHS pacTBopa T HHBeKUMHA 300 EJ] - dnakoHs! (1 wr.) -
MAYKH KapTOHHEIC
(thopma BEITIYCKA (C VKA3AHHEM JIEKAPCTREHHOH POPMEI, JOZHUPOBKH, (JACORKH) U KOIHUECTRO B YMAKOBKE)
cepun 013262 , 00nem cepuu uam napruu 20000
(Homep cepuu) 7 (KonmMYecTBO YIIaKOBOK)
rogen no 09.2026 "
(cpok rogHoCTH)
npouzroAacTBa Mncen Buodapm Jlmmwuren, Benwkobputanus, Ash Road, Wrexham
Industrial Estate, Wrexham, LL13 9UF, United Kingdom (Bce cTaidM, BKIIOYAd
BBIMYCKAIOIIMH KOHTPOJE KauecTna).
(HEHMEHOBE{HHC H ajpec MpPoOU3BROAHTENA (_C YKa3aHUueM CTalIui HpOHBBO;(CTBa)
Peructpaunonnoe yaocroBepenne No JII1-001486 ot 08.02.2012.
HepkaTesib perHcTpaniHOHHOro ymoctosepenus Mncen ®dapwma, (Dpaﬁupm 65 Quai
Georges Gorse - 92100 Boulogne-Billancourt, France.
(HauMeHOBaHHe, ajpec) //c{/ .
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3amecTuTeNb PYKOBOJMUTEIS
Poc3npaBHanzopa

AOKYMEHT HOJUTCAH l TS
WIEKTPOHHOM TIOTHCHIO

Cepruduxar 42D1B4ADSZBBDIABDI263FE2CCBCS9 =S E.----""
Baazenen Mapxosenro Ivnrpuit Beesoonoruy
Heficrnrreen ¢ 07.04.2025 pe 01.07.2026




