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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJI3Y

mibe GmbH

Arzneimittel
Product name: Verrucutan Country of manufacturing: Germany
HaiimenyBanHs ITpOLyKUIL: BeppyxyTan® Jeprapa-supobunk: Himeuyuna
Importing country: Ukraine
Jeprxasa-imMnoprep: YipalHa
Article-code/Kom apTukysy: Ident-No / Inentadixkaniitnai nomep:
V100736 24131451
Strength / activity 1 g solution contains 5 mg of Fluorouracil and 100 mg of Salicylic acid
Ciia Aii/aKTHBHICT | T po3uuHy MICTHTb 5 MF QIIFOOPOYPaLITY T4 100 Mr camimpuioBoi KHCIOTH .
Dosage Form cataneous solution, 5 mg/g, 100 mg/g
Jlixapcska QopmMa po3umH Hawukipaui, 5 mr/r, 100 Mo/t
Package size and type 13 ml in bottle with child-resistant polyethylene spatula screw cap
Paoamip Ta THI IaKyBaHHA tube, 1 bottle in box
ro 13 mn y hiakoHi 3 NONIETHIEHOBOIO KPHIIKOK HELOCTYIHOIO U1 BIAKPHTTS
JUTBMH, [0 3arBHHUYETHCA Ta PHEAHAKHM 0 HEl LITIATEIeN; TI0 1 ¢naxory
vy pauud
Number of Registration Certificate UA/18313/01/01
Hoaep peecTpallifHOro nocBifAMeHH Ne UA/18313/01/01
Batch number: / Homep cepil: 240612 Batch size (pcs.): / Poamip cepit (1t.): 11380
Manufacturing date: / [lata BupoOHULTBA: Expiry date: / [laTa 3akiH4YeHHA TepMiHy MPHIATHOCTI:
06/2024 06/2027

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

HaliMeHyBauss T2 MICLE3HAXOIDKEHHS ALTbHHL 3 pupobruursa: Mibe I'm6X ApuHaiiMiTTens,
Mirouxenepiutpacce 15, Bpena, Caxconis-Anxanst, 06796, Himeuyunua

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Houep nitiensii aimsHutli 3 BHPOCHHALTEA. Ne DE_ST_01_MIA_2023_0005

Certificate GMP., No. DE_ST_01_GMP_2023_0012

Ceprudixat GMP Ne DE ST 01 GMP 2023 0012 J
Tests Methods Specifications Result
Hasga nokasHuka MeToau KOHTPOO Horryerini mesxi ml’ezymratr
Appearance Ph. Eur. 2.2.1, Clear, colourle
Onc visual inspection (not more inteys

Ph. Eur, 2.2.2 veference solyh .
(method 1) [Ipozopuit Gef f pryifiit pofgys (ne
Ph.Eur. 2.2.1, BisyansHo Sisi inTerduio spbapnfpr
Ph.Eur. 2.2.2 (meToa I) PO34KH § 43 _
Texture and application visual inspection With appliabu il sok
of solution Bi3yasbHO glass <
TexcTypa | HAHEC@HHA plate an
PO3YHHY - solution can
- the formation o
prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe~”
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Odour
3anax

Viseosity
B’sa3xicts

Refractive index
[wnexe pedpaxuil
Water content
Buicr sogu

Evaporation residue
JAHITIOK TiCIs
BUNAPIOBAHHEA

Identity
[nenridiranisa
Fluorouracil
Doopoypail

Salicylic acid
Canimnosa KUcaora

Assay

Kinpricye su3HaueHHs
Fluorouracil
@iroopoypaLa

Salicylic acid
Canitmnosa KHCA0Ta

Related substances
Fluorouracil
Cynposiaui xoMiuky
Drroopoypania
Barbituric acid

Organoleptic
OpPTaHONELITHIHO

Ph.Eur.* 2.2.8/

Ph.Eur.® 2.2.9

Ph.Eur.* 2.2.8/ Ph.Eur.*2.2.9
Ph.Eur.*2.2.6
Ph.Eur.*¥2.2.6

Ph.Eur,® 2.5.12
Karl-Fischer
Ph.Eur.*2.5.12, meton Kapn
@imep

In-house method

Sea sand~method /
weighing

BuyTpimss crietudirauis
METO/, MCKYBaHHA,
3BAKYBAHHA

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

starts
TpH HAHECSHH] PO3IHHY Ha CKIAHY
ACTHHY TA BUCYLLYBaHH] Ha
HoBiTpi,
- Po34uH Jerko HAHOCHTBCH,
- ouunaeTses yraoperns 6inol
rBKH
Specific dimethyl sulfoxide and
ethanol
Criermdianuii 3anax
IHMETHICYIbHOKCHIY Ta ETaHONY
900 ~ 1,600 mPa*s
900 - 1,600 mIla*cex

1.401 - 1.405
1,401 - 1,405
<0.5%
<0,5%

23-27%
23-27%

Identical retention times and UV
spectra of main peaks in
chromatograms of test and reference
solution

[pestids] yack yTpuMyBanHa Ta YO
CITEKTpH OCHOBHIX HiKis Ha
XpomaTorpamMax BURpoSyBabHOro
PO3UMHY T2 PO3UUHY MOPIBHAHHA
Identical retention times and UV
spectra of main peaks in
chromatograms of test and reference
solution

[perTruni yacy yrpuMyBsaiua Ta YO
CTIEKTPH OCHOBHIIX MiKiB HA
XpoMaTorpaMax BHIpoOyBagbHOro
PO3dHHY Ta PO3UMHY NOPIBHAHHA

4,75 - 525 mg/g
(95 - 105 %)
4,75 =525 mMr/r
(95 - 105%)
95~ 105 mg/g
(95 - 105 %)
95— 103 Mr/r
(95 ~ 105 %)

<05 %

i
AOKYREHTIB
P 101 mye

complies
pinrnosinae

1500 mPa*s
1500 mIla*cex

1.405
1.405
0.3 %
0.3%

25 %
25%

complies
pignosinae

complies
pimmoBinae

Approved by: Friedrich Koppe.,

signature

sighature

-
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BapGiTyposa KHCIOTa £0,5% <0.05%
Isobarbituric acid <0.5 % <0.05 %
I308apGitypora xucioTa <0,5% <0.05%
5-Methoxyuracil <05 % < 0,05 %
5-METOKCHY AL <0,5% <0.05%
5-Chlorouracil <05 % <0.05 %
5-3J10pypaLII <0,5% <0.05%
Unspecified impurities, <0.5% <0.05 %
single <0,5% <0.05 %
Hepussaueri HOMILIKH,
OKpeMa
Specified and unspecified <10 % <0.05 %
impurities, total <1L,0% <0.05 %
CyMa BU3HAYeHUX Ta
HEBH3HAYEHIX JOMILIOK
Related substances HPLC
Salicylic acid BEPX
CynpoBinsi noMimKy
Casilnosa KHCA0Ta
Unspecified impurities, <0.2 % 0.05 %
single <02 % 0.05 %
HesnzHayeH] JOMILIKHY,
OKpeMa
Unspecified impurities, <05 % 0.05 %
total <0,5% 0.05 %
CyMa HeBH3HAUCHMX
aoMimok
Microbial Quality’ Ph. Eur. 2.6.12,2.6.13 Ph. Eur.* 5.1.4, cutaneous use: complies
Mikpodionoriuia uerora’ Ph. Eur. 2.6.12,2.6.13 TAMC < 10° CFU/g sianosinae

TYMC < 10! CFU/g

Staphylococcus aureus absence in 1 g

Pseudomonas aeruginosa absence in

lg

Bixnosiaso o Ph.Eur.* 5.1.4.

JIns HALKIPHOTO 3aCTOCY BAHHA!

TAMC < 10°KYO /v

TYMC<I0'KYO /T

Bincytuicts Staphylococcus aureus’y

1 r, BincyTuicts Pseudomonas

aeruginosay 1 r
Package
Vnakoska

Batch-description
Qe cepif

Description of shelf life
Omc TepMity 36epirasus

Fill quantity FertigPackV
KinsxicTs ipenapary
B yraxosui

Prepared and checked by: Liudmyla Maistrenko

signature
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Comments not applicable
Konenrapi He 3aCTOCOBYETHCS

* current edition

* YpHHE BRAAHIL

3 microbiclogical testing of every 10th batch (at least once a year)

3~ recTyerbed KoxkHa 10-1a cepis (wosaliMerwe oIuH pas Ha pix)

I 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(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP

[lum 1 3acBiguyo, 1o HaBeleHa BrILE indopmaLis € JOCTOBIpHOIO Ta TOUHOM. Lljo cepito npouykuii 6yno0
Brpob/IeHO (BIIIOYAIOTH MaKyBaHHs/MapKyBaHHA) Ta NPOBEASHO KOHTPOIID i SIKOCTI Ha BHINe3a3HaueHi} KinpHAILl Y
noeii BinnosinsocT 3 Bumoramu GMP, BCTAHOBACHMMA MICLIEBHM PETy/IATOPHUM OpraioM, a TAKOXK BIALOBIANO
1o creuugikarii, Wo MICTATECA Y peecTpaLliffHoMy AOChe a6o Toprogiit niuersii kpaiku-BupoGHHKA abo
Kkpainu-iMrIopTepa, AKILO MPOLYKLIIO IMIIOPTOBAHO, abo y nocbe crienadikalii Ha rpenapat Junt JOCTAACY BAHOTO
nikapeekoro 3acoBy. [IpoToxony BHpOOHHUTBA, NAKYBAHHA T4 AHaNi3iB OyN0 epersIAHYTO Ta BCTAHOBICHO
sianosigxicts GMP

79 AU 2026 /%

Date/Name + Sign Qualified Persqu»(;ﬁ;%)/ppe)
Jlata/ing’ s + minnme YrosHosaxkena dcoda 3 arocti(®. Konne)

End of Master Sheet

prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Kopp

signature




