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CERTIFICATE OF ANALYSIS

CEPTHU®IKAT AHAJI3Y
mibe Gk
Arzremutie’
' Product name BIFON® SKIN ' Country of manufacturing Germany E
- HalimenyBanus npoaykuii: BI@OH® CKIH Hepikasa-supobiyk: Himeu i
Importing country: Ukraine
i Jlepxasa-imnoprep: VkpaiHa .
Article-code/Koa apruxyvay: VI00403 - Ident-No / laenrndixauifinuit Homep: ;
- 19444243
Strength / activity 1 ml cutaneous solution contains bifonazele 10 mg
Cuna aivaKTHEHICTS 1 M po3uiHy HawKipHoro MicTuTs: SidoHazony 10 Mr
Dosage Form Cutaneous solution 1 %
Jlikapebra dopma Pozunn nawkipnuii 1 %
Package size and type 25 mi solution in spray bottle with dosator, I bottie in carton box
Posuip Ta THn nakyeanns | no 25 mi posunsy v drakowi-cnpei 3 103aTopom: o | paakory Y KapTOHHIH naywui
Nuamber of Registration Certificate UA/13616/01/01
Homep peecTpautiitHOro nocsiaueHts Ne UA/13616/01/01
Batch number: / Homep cepii: 190802 Batch size (pes.): / Posmip cepii (wit.): 10000
Manufacturing date: ata supoSunurpa: Expiry date:/ Jara 3axinuenns Tepminy 30epiranns:
08/2019 08/2022

Name and location manufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15,
Brehna, Sachsen-Anhalt, 06796, Germany

HaiimeHysaHHa Ta MiCUE3HAXOQKEHHS AinbHULI 3 BUPOBHKUTBA: Mibe TMGX Apunaiimitrens. HiMeuunna,
Mionxenepitpacce |5, bpena. Cakconisn-Anxaist. 06796, Hiveunnna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2018_0003

Howmep aiuensii ainbhuui 3 BupoGunurea. Ne DE_ST_01_MIA_2018_0003

Certificate GMP. No. DE_ST_01_GMP_2018_0019

Ceprudixar sianosianocti GMP Ne DE ST 01 GMP 2018 0019

1

Test Methods Specification Resuit
Ha3lsa nokainuka MerToai KOHTpo O HAonyerini mexi Pesyaptar
Appearance visual inspection Clear solution complies
Onuc ’ 8i3yansHo npo3opiit posuK BiafI0Bidac
Odour Organoleptic test specific complies
3anax OpraxosenTiiuxa ouixxa i3 cneundiusny 3anaxom Bianopizae
Colour visual inspection colorless complies
Koaip Bi3yanbHO deidapsruil Bianosizae
pH Ph.Eur.* 2.2.3, 65 85 7.3
pH potentiometric method 65-83%
€P* 223,
NOTEHUIOMETPHUHIIT MeTo1
Relative density Ph.Eur.* 2.2.5 0,830 — 0.840 g
Binnocka rycrina €p+ 225 0.830 - 0.840 /
Prepared and checked by: Liudmyla Maistrenko . Approved by: Jana KoRaolvigt £
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Identity
laenTudirauis
Bifonazole

bidonazon

Assay

KiapkicHe BH3HAUCHHA
Bifonazole

Bigponaszon

Related substances
Cynyrsi nomiwkn

Micrebiological quality**

MixpodionoriyHa
yucroTa**

Filling quantity
Maca sMmicTy prakon)y

Package
Ynaroska
Batch-description
Onuc cepii

Description of shelf life
Onisc 1epuiny sGepiranus

Ph.Eur.* 2.2.29, HPLC

€d+ 2229 BEPX

Ph.Eur.” 2.2.29, HPLC
€d* 2229, BEPX

Ph.Eur.* 2.2.29, HPLC
€@* 22.29, BEPX

Ph. Eur.* 2.6.12, 2.6.13

€d*2.6.12.26.13

weighing
IBAKYBAHHE

PY-Q-001

PV-Q-001

Master CoA sheet VIO0405

retention time of sample and standard
must comply

yac yTPHMaHHA MIKIB HA XpovaTorpaMax
81NPOGYBANLHOTO PO3UIHY T4 POIUHHY
NOpiBHAHHA MOBHHHI CNiBNAZATH

9.5 - 10.5 mg/mi

95 — 108 %

9.5 ~ 10.5 Mr M1 po3unHy

935 — 105 % Bia 38AB/iCHOT KiAbKOCTI

impurity A: (Biphenil-4-yl)» <050 %
phenyimethanol

Jomiwka A: (Bigesia-4-ia) <050 %
(enitmeranon

impurity C: imidazol £0,50 %
aomiwka C: Ivizason <0.50 %
4-Phenyibenzophenon <0,50 %
4-®eniadenzodesoH <0.50 %
unknowsn impurities, single < 0,50 %
oanHnYHOT HEBiIOMOT <0.50 %
A0MILKH

total: <0 %
CyMa BCIX J0MILLOK: < 1.0%

Ph. Eur. 5.1.4 Preparations for cutaneous
use:

<10? CFU / ml of aerobicmicroorganism;
<10 CFU / ml of yeast and mold fungi;
Pscudomonas aeruginosa: absence in 1 mi;
Staphylococcus aureus: absence in 1 ml
3riano sHMor €0, 5.1.4 148 HawKIpHOTo
33CTOCYBAHHA!

<10° KYO aepoSHiix Mikpooprari3via B
(RS

<10 KYO apika#osix Ta naicuasux rpubis
8] M

BiacyTHiCT Pseudomonas aeruginosa y | ma.
siacyTHicTs Staphylococcus aureus ¥ 1 M2

not less than the nominal
value

He MEeHLe HOMIHABHOTO
IHAYUEHHA

the batch-description of the
package is complied with the
batch-documentation

Onuc cepii Ha yYNakoBLi Bianosijac
JOKyYMeHTaUIE Ha cepito

description of shelf life is complied
with the batch-documentation

Onic Tepuminy 30epiranns BiJH?iJ&Cf
JORKVMCHTALIl Ha Ceprio

complies

BiAnoBizac

10,1 mg/mi

10,1 Mr'ma

<0,05 %

<0,05%
< 0,058 %

<0,05 %

< 0,058 %

Tested on
batch/
NpOTECTOBRH
0 Ha cepit
190101

complies
sinoginae

batch bulk
no. ’
Hedgacosana

E Prepared and checked by: Liudmyla Maistrenko
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Fill quantity FertigPackV average > 25 ml 25,3 mi/ma
Kiakkicth npenapary ¥ cepeanboMy = 28 an

B vnakosui

Comments not applicable

Komenvapi He 3aCTOCOBYETHCH

* Current edition

** Test is done on every third batch or at least once per year.

* Horouse sn,1auns

** BitnpoOysaHus NpoR0ARTLCA Ha KoK TPCTIT Copit wonaiiMene o pis na pix.

We confirm,

that this batch of product has been fabricated/manufactured, including packaging and quality control at the
above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority, and
with the release specifications included in the Marketing Authorization of the importing country and given by
the customer. The control of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found 1o be in compliance with
GMP.

Mu niaTeepakyemo,

WO us cepis npenapaty 0y11a BHTOTOBACHS | MpOFiLL1a KOHTPOAL YNIAKOBKH Ta KOHTPO/Ib FKOCT] Ha BHILE3FaaHOMY
MANPHEMCTBI 3 MOBHHMM AOTpHMaHHaAM Bumor HBITL. npexa’ssiennx wmicueswsu PETYAATOPHHMH OpPraHamMu BIaaH.
Cneundirauii sunycky fMpenapary  BruoveHi 10 Peectpauifinoro noceiuesns KpainH-iMnopTepa i Hagaui
3amosuukoM. KonTpoas 3a npouecom ynaxoeky sianoeizac BHMOTaMm,

3BiTH 3 0GpodKu, ynakoskH i ananizis cepii 67 neperasmyTi i BHIHAHI TAKMMA. WO BiANORIAAKOTE NpHHUKMNam
HBII.

Date/Name + Sign Qualified Person (). KoBohics)
Harawiv's = niznme Y nossosaskena ocoBa 1 sRocti { Audoghaiv)
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