Ceaprudpixar axocri

Ecnymizan®
Kon npoayery. F147917
Hepxasa-grpobHuk: - MiMeuurHa
HoMep peeCTPALIRNOIT NOCBIAUEHHE! UA/0Q1562/02/01
Homep cepli: 3372586
[laTta supobuuiyrea; 09/2023 [ora aaninderts repminy npuaartHoct. 09/2026
Hara sunycry cepil:. 10/11/2023

Poasip cemi: B2620 ya

Nikapcbhka hopma. Kancynu m'aki no 40 mr
Cuna gii/agrmasicTe: 1 Kancyna M'aKa MICTUTh CuMeTurory 40 mr
Poamip ta Tvn NakyBamMKs, Mo 25 kancyn M'axux y Bricrept; no 2 GnicTepy B KAPTOHKRIN

kOPOBU 3 MAPRYBAHHAM YRKDATHCHROK MOBOID
HalMeHYBEHHA | MICUO3HAxXoAXEHHA BupoBruka, wo  BEPIIH-XEMI AL, Mninikep Ber 125, 12489 Bapnix,

BUNYCTVB Cepiy B ofir; HiMeusinna

Huep NiLeHNT Ha BUPOGHUUTEO! DE_BE_01_MIA 2022 0011

[loxaanmk Crneundikauin Peaynbrar
JoBHilLHIG BArNAL Mamme Kpyroi, OB, M 8K, REDATUHOSE! Kancynm Bignonigac

HOMBAGRLHQIG AIBMETRE O MM, L0 MAK0TL LIOB Ta riaaensiy
noBepxHiQ. Bmict kancynu - s'agka Hesbapara plnda, sxka
} MOXE BYTid 60 MYTHOK)
OAHODIAHICTRE MACK BMICTY Kancynu He Ginkiie ABOX I3 ABAAUSTY OKDEMUX MAC MAKTL Binnosigae
QI XUNEHFS BIA BUIKMAUSHOT CepaaHbol Macu Binbile Hix 1a &
10 %: >oAHE HE MAE BIAXMNEGHHS BIA BRIHAYEHQT CERaaHLEOT
MacK Qinbilue Wi Ha £ 20 %

POInaanss Bripoaoss 30 xannnk 7. %8
JHATHICTL A0 NIHOPACHHHS IMEHLIBHHS MiHK He MeKHLle B0 % Q3. %
|AOHTURIKALIR NONTENMETUNCUIIOKCAHY IY-cnexTH aponyckanta aunpoBosyBaLOre POIUMHY NOBMHEN FloanTyusHO
| ABIraTUCH 3 CNEKTPOM NS CTAHAAPTHORG POAUUHY
& lpeHTHUdiKaUn meTunnapadeny (TUIX) R = 3HAMEHHA OCHOBHKX NN3IM HA XPOMETOIPRMAX {lomarusi

i BUNROBOBYBAHOID TA BTANOHROMO HusUnHiE Hoaumi 30raTHCH

ﬁ lneHTdirauin XiNoNiHOBOro WoaToro 15 104" MakCUMyMi NOrNNKaHMA Npn 414 3 5 1im 1 378 £ 5 1w HE nposoannocH
KirsKicHe BUIHAYSHHA NOMIAUMETUIICVITORCAY 33.8 - 42.6 M1 He xancyny J7.7T MrHa
KATCY Y
KinskicHe auaHauers metunnapabeny (TWX) 0.25 - 0.31 mr Ha Kaneyny, We sanogizas 90 - 118 % nip 0.27 wmt Ha

3 3AHENEHOT KINbUOCT KanCysty
GarUKOB POItHHNKN M

; ~ ALIBTOH He Sinewe 0.5 %™ He NpoBeAKNNCH

- ETanon He Binswe 0.5 %Y He rpoBoAKNQCS
Mikpofiionoriua 4rcrora’ TAMC ne Sinswe 10° KYOIr He fnposoaunocH

TYMG He Ginswe 10% KYOIr - He nposoannogs

; Escherichia col BigoyTHilr e ApOsOANNOCH

Y BunpaByasantg NPOROARTR 3 KOXHOW 10-10 CARIcO Ha PiaLLe paay Ha pik.
Y BatpoByBanHs TiEK A8 BUROBHINGO MalaaMuka koMnanii «Karaneur Hissuwinia BEGepliax "'aliXy (Catalent Germany Eberbach Gmbi).

Y Blanoniaae e Ginkwe 0.4 Mr 1a kancyny,

, 3ansa npo cepruthikauio:

: UMM § 380EIAUYIe, tHO HaBeaARHA SUEe IHDopMalia € LeCTORIPHAI Ta TaMHOK, LI cepio npoayRiit Gyno ampabne o (Brmovaioum NAKY BAHHAAAPKYRAHIR) Ta

| NPOBEASKO KOHTPOSTL IT SKOCTI ¥ nushih slanosignocT! 4 srvoramy GMP, 8CTaR0sNSHIMY MICUBBAM DEIYSHTOPHIM ODIEHOM, 8 TAKOX AlANOBIAHO 40 crigguihikal®, tio
MICTATLCA ¥ PEECTPAUIHOMY A0CKE KpaiHu-IMnopTepa. MPpoToKOM BUPNBHALLTEA, NAKYREHHRA Ta 2HAMIIIR OYNO NEPBIAsKYTO T4 BLTAMOBNEHD BiAnosigmicTs (GMP.
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