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CERTIFICATE OF ANALYSIS

%N CEPTUDIKAT AHAJI3Y
mibe GmbH
"’_"?“Fff‘?“‘e’
‘Product name Bifon™ hair lotion Country of manufacturing Germainy o

Haiimenysanns npoxykuii: Bigou® Jlocsifon ass | Jepxasa-supobuak: Hivedunia
» o Importing country: Ukraine-

Bojocea Jeprasa-imnoprep: Ykpaina _
Article-code/Koa apruxyny: Ident-No / Inentudikauifinit Homep:
VIO0816 23209141
Active substances 1 g solution contains 0,005 g bifonazole L
' Jlitoua pevopuna 1 1 posuuny mictuth: 0,005 r 6idonazony o
Form of release Cutaneous solution for external use, 0,5 %
dopma BHITYCKY Hawxipuwmit posumn s sosriwHeoro sacrocysauns, 0,5 %

Package size and type 100 ml bottle
Poswip ta Tun rmakyeanus | 100 ma ¢nakon

Number of conclusion of the state sanitary and epidemiological examination Ne 12,2-18-3/14137 from
08.07.2021

Homep pucioBKy lep:kapHol caniTapio-eniemionoriunof exkcmeprusu: No 12.2-18-3/14137 sin 08.07.2021 p.

Batch number: / Hoep cepii: 231101 Batch size (pes.): / Poaumip cepii (1ut.): 25440
Manufacturing date: JaTa snpoGuunrea: Expiry date:/ {ara sakid4eHHs CTPOKY HpHAATHOCTI:
1172023 05/2026

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

HalmeryBsanns Ta MicuesHaxomkeHHs 1ienuui 3 BupoGHuuTsa: Mibe MMEX Apunaimitreas, HiMeuuurna,
Miouxenepirpacce 15, Bpena, Cakconin-Anxanst. 06796, HiMeuumnna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Howmep nivensit nizehuui 3 BupoSHuurea. Ne DE ST 01 MIA 2023 OOOD

Certificate GMP. No. DE_ST_01_GMP_2023 0012

Cepradikar GMP Ne DE ST 01 GMP 2023 0012

Tests Method Specification Result
TTokazuuk Meron Cremigikanii Pesynsrat
Appearance visual inspection clear solution complies
Onpe BiZvaiLio Ipo3opHil posyurH Binnopifae

Cdour Orgaunocleptic test spirituous and me

ninst: complies

3amnax OprasofemTHIHIM METOIOM  XAPAKTEPHEH ws !{ ¥ Riar/oBinac
pH Ph.Eur. 2.2.3, 3,5-4,4 '
pH potentiometric method

€d 2,23, 3.5-4.4

NOTeHLiOMeTPHYRIET MeTON
Relative Density Ph. Eur. 2.2.5 0.914 - 0,940 4+
BizsocHa rycrina €p22.3 0.910-0.940 ff 4.
{dentity bifonazole Ph. Eur. 2.2.29 retention timé of siNN @ . 3 omplies

Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich KW

signature B signature /?’V
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laentugixanis Sidornazony

Assay bifonazole

KimxicHe BH3nayenms
Bidonazomny
Microbiological quality*

MikpoSionoriuna uncrora®

Package
Vnakoska

Batch-description
Ormic cepif

Description of shelf life
Omwc repuminy 10epiranus

Fill quantity
KiabricTs mpenapary
B YAKOBIL
Comments
Konenrapi

HPLC

€0 2229

BEPX

Ph. Eur, 2.2.29
HPLC

€P2229

BEPX

Ph. Eur. 2.6.12/2.6.13

€D 2.6.12/2.6.13

PV-Q-001

PV-Q-001

FertigPackV

not applicable
HE 38CTOCOBYETHCA

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

* Bulipodyeains TPOBOIATLCS Ha KOSKHIH 1peTi

Master CoA sheet VIO0816

must comply

Yac yTpHMAHHA THKIR Ha XpoMaTtorpamax
BHIPOGYRANLHOCO POYUHY TA POITHHY
NOpiBRAHHA MOBHHHI CHIBIANATH
0,475-0,515¢g /100 g

0.500 g/ 100 g (+ 5 %)
0.475-0,525g/100¢g

0,500 g/ {00 g (=5 %)

Ph. Eur. 5.1.4 preparations for cutaneous
use

€ 5.1.4 npenapary nas sawkiproro
BHKOPHCTAHHA

the batch-description of the
patckage is complied with the
batch-decumentation

OMHC cepii Ha ynakosui Bignosigae
AOKYMEHTAHUIT Ha cepiio

description of shelf life is complied
with the batch-documentation
ONHC TEPMINY 30epiradus BianoBinae
noryMeHTaUil Ha cepiio

average > 100 ml

¥ cependsomy > 100 s

i1 cepi¥ ionalivenmue oy pas Ha pix.

Prepared and checked by: Livdmyla Maistrenko

Approved by: Eris

signature

™. RO

signature

PN

Binnosinae

04972/ 100 g
0,497g/100 ¢
complies

BIANGBiZae

ot

batch bulk
no.: 231101

Hedacosana
cepia: 231101
complies

Bianorinac

100,5 mi
100.5 mn
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T hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Llum 5 sacsinuyio. wo naBenena pume IH(pOpMaLLisi € TOCTOBIPHOI Ta TOYHOIW. Llto cepiro npoxyxuii 6yno .
BUPOONEHO (BKIIOYAKOYH NaKyBaHH/MapKyBaHHA) Ta NPOBEACHD KOHTPOAL 1T AKOCTI Ha BHLe3a3HaveniH RinbHAL]
Y NOBHi# BianosiaHoCTI 3 BUMoramu GMP., BCTAHOBCHUMH MICLIEEMM PErYASTOPHAM OPraHOM, a TAKOXK
BIINOBIAHO 10 cieundikauiii, no MicTaTees ¥ peecTpauifiHomy nochbe KPaiHu-IMOopTepa Ha npenapar ans
NOCHITKYBAHOrO AIKAPCLKOro 3acody. [Ipotokonn BupoBGHULTRA. NMaKyBaHHs Ta aHalli3is Gyno nepemanyTo a
BCTAHOBNICHO BinoeinuicTs GMP

=

14, DEZ. 2033 ~—a

Date/Name + Sign Qualified Person g Koppe}
Natw/ines + nitnne ¥ nosronakeiin ocofa 3 srocti(M, Komne)

------ ———— End of Master Sheet - -

'_Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe

2 E

signature e o signature %




