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CERTIFICATE OF ANALYSIS
CEPTH®DIKAT AHAJTI3Y

mibed e

Product name BIFON® SKIN ui_(‘ounn'_\' of manufacturing Germany

' i i BIGOTE O - Hepikana- Gk livewning

s Hadivenysanng npoaviwits BIOON & CRIE Hepa Bt podin i tenan ;
i ! !m])ortmg country: Ukraine

o oL op ep: Mpaiug
P Article-codesRog aprisky e VIoues? t ldent-No / bienminpikaniiingi sosep:
e 23149201 o

Strenuth / activity P T mleutaneous solution contring bifonazole 1 my |
: : . . - ' i

Chaa AT aktisiicTs LS pO3IIEY Hawkipioro sietiv, 10 v Sighunaan ;
" Dosage Form P Cutancous solution 1 %,

Hivapeska hapa Poswin wamsipiei | % j
i Package size and type 25 ml of'solution in spray batde with dosator, 1 bottle in carton box f
EPossiip v Ton nakssanns | po 23 wa PO s dunakoni-cupel 1 o3atopo no | damcony v kapronuiit naaui

Number of Registration Certificate UA/T3616/01/01
! Hovep peccrpauiiinoro noceizuenms Ne UA/13610/00/010
! Batch number: 7 Hosep cepifs 23080 Bateh size (pes.): / Posip cepit (urr.): 10880 -

t Manufacturing date: o snpodnmrsa: | Expiry date/ Hara saxiuenng TepMin oepiram;

085724123 (18720126

e JE— et 4

Name and location manufacturing site: mibe Gmbli .-\:‘z;c-imcl. Germuny, Mucnchener Strasse L5,
Brehna, Sachsen-Anhalt, 06796, Germany
Hafisteny namise ra i smanomcenns i b 1 BHPODHINT R Mide TNON A punafiviTrenn, flineaani,
Miomenepuiipacee 13, Bpena, Cakeonin-Anxuaur, 06796, Hiseuvina

. Number of manufacturing authorisation, No. I E_ST_01_MIA_2023_ 0005

| Hloxiep ainessit ainemmn s supodunnrsa, No DE_ST_01_MIA_ 2023 0005

. Certifieate GMP. No. DE_ST_01_GMP_2023 0012

_Ceprubirat siuwosianocri GMP N DE ST ¢ GMP 2073 uglz

Tust Methods Specification Result
TR okasmka Meroan konpone Moy e vewd Pesynsias
Appearaace visual inspection Clear sobution conmplies
Soneinmiiy piers BI3ViLIBIG PP poain B LR
Qdoar Organoleptic tesr specific cormplics
Janay Opranosemimg oultikg 3 cneun G sanasoy BiloBiaac
Colour Visuulinspection votoriess complies
RKoaip BITY LILHD G baparpi Bi OB
pH Ph.Eur.® 2,2.3, 6.5. 83 6.8

pli potentiometric metlod 6.5 - 8.3 6.8

0.830 - 0L840 : U838
0830 — (L840 0,833

Relative densiey
Bianovhs nverim

Prepared and checked by:

. Signature -

-
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ldentity

Erewrngrkauia

Bifonazole Ph.Far.® 2.2.29, HPLC retention tinie of sample and standard complics
must comph

Bihonason = 20220 BEPN HAC N TPHMB TIRIB B s povaterpavay BB
AHMPOOY BLTLHOTO POSHIHY 13 POIHITHY
HOPIRNATHA fosid ciBnR G

Assiy

Kismgicne amnsHave s

Bifonazole Ph.Eur= 2,229, 11PLC Y3 - 10,5 my/m) 1T mg/m}

Y3 - 105 0,
Bithotase EpF 2200 BEPX 93 = TS s postion L

O3 TOE Yy B s T Kb Ree

Related substances Ph.Eur® 2,2.29, HPLC
Comvrai aovisy Cdb* 2229 BEPN
intpurity A (Biphenil4-y1)- < 0,30 2, < 0US %,
phenyvinethano)
AOMIRD A thidiei-d-i0 )« LAy
reHinaeTane :
imparity C: Imidazel <AL < 0,03 %
Swosimwn O v s LU0
4-Phenylbenzophenon L0500 <(L03 "y
d-heuindenodienny CALsOv,
unknown intpurities, single < 0,50 % < BAix "%
QIINYHOY HepitoMoT CLE0 Ry
SN R
fotal: < LYy < 05,
CAAMILBCIN oo bt
Mivrohiologival quali * Pho Eur® 26,12, 2.6.13 Ph. Eur* 314 Preparativns lor enlaneous  com plics
us: BiATtOBELN
P CEFU fwl of serobicmicroorganisni:
I CFU mbof seast and wmold tungi;
Prendomonas aeruginusa: absence in | ml:
Staphylocovens aurcus: absenee in 1 mi
Mupodioioriung Cd* 26,12, 2613 AL Braor €S 1A namkipie
GO HICTUCY BaH st
ST RYO pepodinn MEPOOPra s B
I
SHORYO apiucassonny 1a naicuanin rpudie
B
B0y THiCTs Pseudomonas acruginesa y | v,
iy ticn, Staphs lococeus aureus y g
[*ackage

VMiwoswn

Bateh-deseription PV-0-001 the treeh-description of the batch bulk
Uhnie cepit puckage is complicd with the ne,
bateh-docunrentation Hedmeosana
CHae cepif 1 Y Hakosi BEinosi L cepise
AURMMCHTAT #31 Ccepii 230801
Deseription of shelf dife PV-Q-001 deseription of shelf life iy complivd complics
Ot vepuing sdepiranng with the ureh-documentation BLTIOUL

Onine repaing 3O0epilaing vi iR i
ARy et Tl i cepito

il quatntie FertiyPackV average = 25 ml complics
NIRKICTL Dpempaty VeepeanLoniy T 23 a0 islanoni
Y FRINVITT

Prepared and checked by: Livdmyla Maistrenko | Approved by: Friedrich Koppe
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Comniens not applicable
Koatemapi ¢ JACTOCOBY CTROS
* Current edifion
Testis done o every third bateh or at least unce per year.
* E—IUI(\‘IHC LG
#2 Brnpods st Hposo i Le 03 KOs 1peiil copil Mona s e oo pas 1 pis

I iereby certify that the above iformation is authentic and accurate. This bateh of product has heen
manufietured, including packaging/Tabelling and quality control at the above mentioned site in fll
complizinee with the GMP requirements of the focal Regulatory Authority and with the specilications in the
Marketing Authorisation of the importing country for Investigational Medicinal Products. The hatch
processing, packaging and analysis records were reviewed and found (o be in complinee with GMP

Ll 5 3aeRiauy 1o, o nase1ea sine indopuinia e aoeTesipno 10 raunoo, Lo Ceity NP IR Sy 10
BIHPOOICTHO | BRDCHIONH IAKY BAHTIH PR BAHHA) Tie MPOB TG KONIPOAL T #EOCT F12 (8L a0 L S
HOBHIT BEAROBLHOCT 3 shvorasie GNP e Homie i sicien PPCEATOPUEN O aHONL {1 LIROE BUTIORT T
Ao cnenndikawil, uo MICTHTLES ¥ DeCCT PO 1oL Kpariin- z\mupu MR HPIAPIT 235 0TGRS Baniot o
|||“lpu)lun e ity Hporokoas gipodsiTea. TRUKN BIIHSE T 00030 O3 o DepCIistiy 20 10 B T HOBICH G
BITORE ANICTIL GNP )

07, Sep. 2073

e i e - Nt m“h!.ul P b i\nmh)
Lt = i Vooshomseketia oot §sicect | (G INUE

------------------------------- Fond of Master Sheot B RC T L EE T

. Prepared and checked by: Liudmyla Maistrenko L Approved by: Friedrich Koppe o
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