m'l I'pensax MpogykrioHc TmeX
Emin-bapenns-Wrpacce 7
D-79638 MpeH3ax-Binen
HimeyunHa

Ceptudikar aHanisy fara :

Cropinka :

132
19.09.2024

HalimeHyBaHHs npoayKty
Twn ynakoskn

Posmip ynakoeku
MaTepiansHui Homep

KpaiHa npusHaderHs
PeecTpaliitHe noceigueHHs

Bunyck

BupoBHuya nileHain Ne
GMP CeptucpikaT

Bupobnero

BupoBHuya niueHsis Ne
GMP CeprugikaT

YmoBY 36epiraHHs
YMOBW TPAHCNOPTYBAHHA

Cuna giif AxkTusHicTh
$opma Bunycky

: Kanecnop 1% wabip 10 r UA
1 Tyba

10T

: 88278046

: Ykpalna
- UA/B241/01/01

: I Mpensax MpopykrioHe MMBX

Emin-bapenns-Ultpacce 7 Eyp.MHok Ne60/70
79639 NpeHsax-Binen HiMeuvnua

- DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(Bayer)
: DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

1IN Mpexsax NpogyxTione TMEX

Emin-bapenne-iilrpacce 7 Byagurok Ne60/70
79639 MNpeHsax-BineH HiMeyumnna

: DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(Bayer)
- DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

: <=30 °C/<=86°F
: 2 - 30 °C/36-86°F

: BidhoHasomn 10Mr/r cevosuHa 400 mr/r
I Masb

File: COA_UKR_Canespor_GPﬂSSOG.pdf
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I'M Mpenaax MpogykrioHc MMBX

Emin-bapenne-lWTpacce 7 Ciop. 232

D-79639 [peHsax-Bine CepTudikar ananiay Oata: 19.09.2024
Himevyuuna

MaTtepian 88278046 _ Kanecnop 1% Habip 10 r UA

Homep cepii: GP03306

KpaiHa: Ykpaina

Hata _upobHWUTBa: 15.04.2024 Homep AoCTaBKY: -

Tepmin npupatHocT:  30.04.2027

Marepian: 87410218 CANESTEN DERMUREA OINTMENT -GFM- 1600087
Cepia: GPQ32N6
IHenekuidHwil ot 040002886041 [HCTPYXLIA TECTYBAHHA ---
lHCniekUiiHKMi noT: 040002916331 Cneuudikauia: --—
Tect Honyctumi mexi PeaynbTar
Bidnosidnicms narxysansHux Kinbkicts maTepianis signosigae Bignosigae
Mamepianie cneyudpikauir
Homep cepii Ha Bianesigae cratycy s SAP {cTaTyc cepii) Bignosinae
AePEUHHOMY/BMOPUHHOMY aKySaHHI
Tepmin npudamyocmi na Tepmin npuhaTtHocTi Bianosigae Bianosinace
[1EPBUHHOMY/BIMOPUHHOMY Nakyearti cneundpikalii ta SAP
Popma sunycxy MosukHa BignoeigaTw Bipnoeigae
Konip KoeTtysartnii HKosTyBarui
Korcuemeruis omoreHHa Bianoeigae
MixpoGionozivHa wucmoma {Ph. Eur.) MoBuHHa BignosigaT Binnosinae
3azansbHa Kinekicms aepobHuUX . .
Mikpoopzariamis ( TAMCS <= 102 KYOir Bianoainae
3azansHa rinekicms . .
| OpixOxosux/nnicHasux pubis {TYMC) <= 101KYO/r Bianosinae
MikpoBionoaidna yucrmoma Bi . ’ Bi i 1
Staphylococeus aureus ‘AcyTHieTs B 1 7 WRCYTHI BT T
Mikpobionoziyna yucmoma Bi . 1 Bi P51
Pseudomonas aeruginosa WACYTHICTL B 1 T Acymiie 11
36im npo eidxunerts (yci 30Hu) Bigxmnexns Bioxunenns sincyThi
Bwmicm godu max. 0.2% <=0.2%
[denmudpixayis:
BicboHaaon (TLLX) MNoBKrHHO BiAnoeiaaTw Bianosinae
Ceyosuna (TLX) NoBKMHHO BignoBigaTK Bignosinae
Kinskicrutt emicm:
CevoBuHa 38-42 /100r 39.8
Bicorason 0.95-1.05 r/100r - 1.00
Egjﬁé—gﬂ HeifeHmMugikosaHi npodykmu max. 0.2% N/D
| Cyma npodykmie posnady mMax. 0.5% N/D
Mikpockonivna yacmura YACMOYOK,
6ibwicme Max. 149 mkm 9
Mikpockonivua vacmuna YacHIoqoK,
MeHWCME Max. 250 mkm 33

CepTudiikar cepii akmoushui g cepTudikaT aHaniay

Poamip cepii: 12570 -

38iT Npo sigxuneHHs (yci 30HK): Biaxuneuus sincyTHi

A ™M camum CTBepAXYID, WO AaHa cepia npoaykTy 6yna BUpoSneHa B NoBHii 8ianoBigHoCTi 3 BUMOramu GMP MiCLeBKX

Perynatophux opravis ta PegcTpayiliHore caiqouTsa KpalHu-npu3HaqeHHs.

Homep niuewaii Ha supoBHuyTEG: DE_BW_O1_MiA_2023_0033;'DE_BW_01_GP_(Bayer)
I'TT I'peHzax MpogyxTioHe TMEX
YnoeHoeaxeHa ocoba
19.09.2024
Dr. Thomas Vogel nidnuc
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