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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJIIZY

fnibe GmbH
Arzngimittel
Product name: Verrucutan Country of manufacturing: Germany
HaiiMenyBasis npoxnyKitii: BeppyxyTan® Hepwasa-supobuuk: HiMeuunua
Importing country: Ukraine
Jeprkasa-imnopTep: YKpaiHa

Article-code/Kon apTuxysy: Ident-No / Inenrudikanifingi Homep:

VI00736 24131451

Strength / activity 1 g solution contains 5 mg of Fluorouracil and 100 mg of Salicylic acid

Ciuia Jii/aKTHBHICTB | T po3unHy MiCTHTE 5 MI (hIFOOPOYpaLIUITY Ta 100 Mr catinpoBol KHCIOTH .

Dosage Form cataneous solution, 5 mg/g, 100 mg/g

Jlikapcebka opMa po3uuH Hawkipaui, 5 Mr/t, 100 mr/r

Package size and type 13 ml in bottle with child-resistant polyethylene spatula screw cap

Poamip Ta THII IaKyBaHHA tube, 1 bottle in box
ro 13 Mt y (rakoHi 3 NOMICTHIEHOBOIO KPHILIKOKO HEAOCTYTIHOIO LIS BIAKpHTTS
JUTBMH, (IO 3arBUHUYETHCS Ta [IPHEAHAHKM IO HEl LTaTesneM; o 1 dnaxony
vy pauui

Number of Registration Certificate UA/18313/01/01

Hoaep peecTpauifHOro NoCBiAMeHHS Ne UA/18313/01/01

Batch number: / Homep cepii: 240612 Batch size (pes.): / Poamip cepil (1iT.): 11380

Manufacturing date: / [lata BUpoOHHLTBA! Expiry date: / [lata 3aKiHueHHA TepMiHy NPHIATHOCTI:

06/2024 06/2027

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

HaliMeHyBanHs Ta MiCLE3HAXOMKEHHA JibHHLL 3 pupoBHuuTsa: Mibe TMOX ApusraiimiTTens,
Miosxerepmtpacce 15, Bpena, Caxconis-AHXanbT, 06796, Himeuyuna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Homep mitensii AlmbruL 3 BUPOSHHUTBA, 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
Haszpa noxasuuxa MeToau KOHTPOIO Horycrimi Mexi e PesysbTar

Appearance Ph. Eur. 2.2.1, Clear, colourles

Ome visual inspection (not more integs Jiisc)
Ph. Eur. 2.2.2 reference solyfy POKYREHTIB
{method 1) IIposopuit uu (ae
Ph.Eur. 2.2.1, BisyansHo 't
Ph.Eur. 2.2.2 (meton I)

Texture and application visual inspection

of solution Bi3yaslbHO

TexcTypa | HAHECEHHS

POIUHHY

prepared and checked by: Liudmyla Maistrenko
el
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Odour Organoleptic
3arax OPTaHONENTHIHO
Viscosity Ph.Eur.* 2.2,8/
B’sa3xicth Ph.Eur.* 2.2.9

Ph.Eur.* 2.2.8/ Ph.Eur.*2.2.9

Refractive index Ph.Eur.*2.2.6

[naexe pedparuil Ph.Eur.*2.2.6
Water content Ph.Eur.* 2.5.12
Bunicr sogu Karl-Fischer

Ph.Eur.*2.5.12, metoa Kapn
Diwep

In-house method

Sea sand-method /

Evaporation residue
JaAMIOK TicHs

BUIAPIOBAHHA weighing
Buytpitwss crietudixanis
MeTO0/ MiCKyBaHHI,
3BAKYBAHHA

Identity

Lnenrndikania

Fluorouracil HPLC

Paoopoypatli BEPX

Salieylie acid HPLC

CaniuioBa Kuca0Ta BEPX

Assay

KinpkicHe BU3HaUEHHA

Fluorouracil HPLC

Di100pOypALIKI BEPX

Salicylic acid HPLC

Canitnosa KAC/IoTa BEPX

Related substances HPLC

Fluorouracil BEPX

Cynposiasi ToMILIKH

dimroopoypania

Barbituric acid

starts
[pH HAHSCCHHI PO3YHHY Ha CKILAHY
INACTHHY TA BUCY ILYBAHHI HA
HoBiTpi,
- Po34uH JIErKo HaHOCUTHCH,
- ITouukaeThes yTBOpEHAs Oinol
riBKH
Specific dimethyl sulfoxide and
ethanol
Criermndiunuit 3amnax
IHMETHICYIQOKCHIY Ta ETAHONY
900 ~ 1,600 mPa*s
900 - 1,600 mITa*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

[peuTiui yacy yTpuMyBania 1a YO
CMEKTPH OCHOBHUX TIKiB Ha
xpomaTorpaMax BUIpoGyBabHOTO
PO3UUHY T2 POIUKHY TIOPIBHIHHS
Identical retention times and UV
spectra of main peaks in
chromatograms of test and reference
solution

[HenTiuni yack yTpuMyBaHus 1a YO
CTIeKTpH OCHOBHMX TiKiB Ha
XpOMaTorpamax BHNpo0YBanbHOro
PO34UHY T4 POIUUHY NOPIBHAHHA

4,75 - 5,25 mglg
(95—~ 105 %)
4,75 ~ 5,25 mr/r
(95 - 105%)

95 - 105 mg/g
(95 - 105 %)
95 — 105 Mr/r
(95 - 105 %)

<05 %

i)
AOKYREHTIB

b 101 MI/T

complies
pinmosinae

1500 mPa*s
1500 mITa*cek

1.405
1.405
0.3 %
0.3%

25 %
25%

complies
Bignoimae

complies
Binpopinae

101 mg/g

prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Koppe,,
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Bap0ityposa KucioTa
Isobarbituric acid
[30Gap0iTypoBa kucioTa
5-Methoxyuracil
5-METOKCHY ALy
5-Chlorouracil
S-xn0opypatut
Unspecified impurities,
single

HepusHaueHi JOMILIKY,
oKpeMa

Specified and unspecified

impurities, total

CyMa BU3Ha4eHHUX Ta
HEBH3HAUEHIX JOMIIOK
Related substances
Salicylic acid
Cynposinni HOMIIIKH
Cailinosa KHCHOTA
Unspecified impurities,
single

HesnzxayeHi gominky,
OKpeMa

Unspecified impurities,
total

CyMa HEBH3HAYEHHX
OOMIMOK

Microbial Quality®
MikpoGionorivua wicrora’

HPLC
BEPX

Ph. Eur. 2.6.12,2.6.13
Ph. Eur. 2.6.12,2.6.13

<0,5%
<0.5 %
<0,5%
<0.5%
<0,5%
<0.5%
<0,5%
<0.5%
<0,5%

<1.0%
<1,0%

<02 %
<02 %

<0.5%
<0,5%

Ph. Eur.* 5.1.4, cutaneous use:
TAMC < 10? CFU/g

TYMC < 10' CFU/g

Staphylococcus aureus absence in 1 g
Pseudomonas aeruginosa absence in
lg

Bignosiaso no Ph.Eur.* 5.1.4.

Tl HAWKIpHOTO 3aCTOCY BAHHA!
TAMC £ 10°KYO/r

TYMC < 10'KYO /1

Bincytuicts Staphylococcus aureus'y
1 r, gipcyrnicts Pseudontonas
aeruginosay 1r

<0.05%
<0.05%
<0.05%
<0.05 %
<0.05%
<0.05 %
<0.05%
<0.05 %
<0.05 %

<0.05 %
<0.05 %

0.05 %
0.05 %

0.05 %
0.05 %

complies
Binnosinae

Package
Vrakoska

Batch-description
Onuc cepii

Description of shelf life
Ormc Tepminy 36epiraris

Fill quantity
KinsxicTs penapary
B yIAKoBUi

FertigPackV

Prepared and checked by: Liudmyla Maistrenko

signature e

signature
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Comments not applicable
Konenrapl He 3aCTOCOBYETHCA

* current edition

* YpHHE BRAAHIL

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

3~ recTyersed koxHa 10-Ta cepis (1woHafiMerue OMUH pas Ha pik)

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 5 3acBinuy:o, 10 HaBefeHa Bulle iudopmaris € J0CTOBIpHOIO Ta TouHO. Lo cepito nposyKuii 6yio
BpOO/IEHO (BRIIOYAIOUH MAKyBaHHs/MapKyBaHHA) Ta IPOBEASHO KOHTPOND i SKoCTI Ha BHILe3asHaueHiH AinpHuLl y
noBHill BianosinHocTi 3 Bumoramy GMP, BCTAHOBNEHIMH MICUEBHM PEry/ATOPHUM OpraroM, a TaKOK BIAMOBIAHO
1o creunixaiit, Wo MICTATECS Y PeeCcTpaLlifiHOMy 0Cke a6o Toprosiit niueHsii kpalHu-BupoGHUKa abo
Kkpairu-iMropTepa, AKIO NPOLYKLIIO IMIIOPTOBAHO, abo y nocwe crienudikalliil Ha Tpernapat Junt JIOCTILIYBAHOTO
nikapepkoro 3aco0y. [IpoTokony BUPOSHHUTBA, NAKYBaHHA Ta ananisip OyJ0 neperssHyTO Ta BCTAHOBICHO
Bianosinticts GMP

Lar

79, A, 7004 /é/jf%/

Date/Name + Sign Qualified Persqu»(ﬁ/.y%pe)
Jlata/iv'g + miande YIoBHOBaKeHa dcoba 3 arocti(®. Konne)

End of Master Sheet

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

signature signature




HEPKABHA CHVIKBA 3 JHKAPCEKUX BACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMU Y KMIBCBKIH OBJACTI
1POB, ("Bi‘rmmmz]’ Haxii, 3, m.Kuiin, 02099, rea/daxe: (044) 576-40-4. 1
E-mail: dls.ko@dls.gov.aa, Kop €APTIOV 37078774

BUCHOBOK
PO SRICTL BBE3CHOY0 B YKpainy Jikapceroro 3acody

10.12.2024 Ne 63988/24/10

BEPPYRYTAH®

(rafivenyras e SIKapeskoro 3aco0y 3O 3 peecTPaiHAM HocplIeHIIA}
posuan mampcipauit, 5 vr/r, 100 s/r no 13 mn y draxond 3 noJieTHACHOBO KPHIIROIO
HEOCTYIHOW U BUEIKDHTTS ATHMY, 110 3ATBHBEYETLEH TA NPHOTHANEM A0 Hel WIaTeie;
o 1 duragony y uavui

(hopMi BRITYCKY, RORYBAHESL, BILT TAKYBARHS TKApepsoro saeoly)

Hoxep pecerpawiiinoro nocsimuenns UA/18313/01/01 crpox aif pecerpauitinoro woesinnenns 17.09.2025

Cepiw sixapeskoro zacoty Mo 240921 Kiekiors seescroro aikapesioro sacody 1 1730
Birpodinug miGe I'MOX Apusaitmitrens, Hivewgmma

(HaitdenyBaims SUpOGHIKA JIRAPCLKOIO 3acoby, Kpatha HOXOLReH1H)

Beeseuo s Ypainy Tosapucreo 3 o0Mexenoo pignosinansnicrio "MIBE VKPATHAY,
inent. wox: 38705049

(nafirenynantin 1a kog 3a CHUPTIOY wpamwiol ocobu ado npissiie, iM%, 1o Sarskosi ispqnoi
oeofin - HATPHOMIN, T viCue TPOXMBNLA T peceTpauinnmil noMep ofaiRoBoT KapTay tnaTHika
oAtk alo cepis Ta HoMep nacnopTa)

fporoxor sizyaasnors wonrponw wig 03,12.2024 xe 3827/1.

32 pURYARTATAMYE  ACPIKEBNONO  KOOTPONIO  BCTAROBICHO, 10 Jikaperruit  3uci breseno B Yepuiny 3

HOTPHMAHHHM piMor 3aR0H0JaBCTEA 00 3a0esTRMeRES aRoCTL NIKApCrkIs 1acosin,

A b
/@/ y §2§~ e ,‘gﬁf« W&ﬁfﬁ&\g %

Uf{m L & Pb()M} HKO

u\(:‘j?ﬁd,%:i\ % KORTPORIO} (umzmm THpEAnHIE)
;
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CERTIFICATE OF ANALYSIS
CEPTUHODIKAT AHAJII3Y

mibe GrnbH
Arzneriutiel

Product name: Verrucutan Country of manufacturing: Germany
Haiiymenysarns nposykuil: Beppykyrau® Heprxasa-rpoGuuk: Himequuna

Importing country: Ukraine
Hepuxasa-imnoprep: Yipaida

Article-code/Koa apruxyity: Ident-No / lnentndricaniiinuii Homep:
V100736 24178771
Strength / activity 1 g solution contains 5 mg of Fluorouracil and 100 mg of Salicylic acid
Cuna mii/aKTHBHICTS | r posunny sicrirs 5 M1 Qumoopoypaunny ta 100 Mr caniunnosol KHCIOTH
Dosage Form cutaneous solution, 5 mg/g, 100 mg/g
Jlikapcbra Gopma pO3UMH HaWKipHui, 5 Mr/r, 100 mr/r
Package size and type 13 ml in bottle with child-resistant polyethylene spatula screw cap tube, 1
Posmip Ta Tr nakypams | Pottle in box .
no 13 Ma y GiakoHi 3 nOJIETHACHOBOK KPHILKOK); HEZOCTYMHOO AUl BIAKPHTTS
JITBMM, IO 3aTBUHYYETLCS; T NPHEAHAHWM A0 Hel wriaTeneM; no 1 gnakouy y
na4ui
Number of Registration Certificate UA/18313/01/01
Howmep peecTpauifHOro OCBIAMCHHS! Ne UA/18313/01/01
Batch number: / Homep cepif: 24092 ] Batch size (pes.): / Posaip cepii (urr.): 11747
Manufacturing date: / Jlara supoSHuuTsa: Expiry date: / Jlata 3akinucsis Tepmiy npuaaTHoCT
0972024 0972027

Name and location manufacturing site; mibe GmbH Arzneimittel, Germany

Muenchener Strasse 15, Brehna, Sachsen-Anhalt, 06796, Germany

HaliMeHyBaHHs Ta MiCUE3HAXOKEHHA AiBHULT 3 BipodiuLrsa: sife IMOX Apunalimitrens, Himeuunna
Miouxetepurrpacce 15, bpena, Cakconia-Anxanst, 06796, Himeuuuna

Number of manufacturing authorisation. No, DE_ST_01_MIA_2023_0005

Homep niuensii ginpuuii 3 supoduuursa. Ne DE_ST_01_MIA_2023_0005

Certificate GMP. No. DE_ST_01_GMP_2023_0012

Ceprudixar GMP Ne DE ST 01 GMP 2023 0012

Tests Methods Specifications Result
Hazsa noxazxika Meroal KOHTPOJIO Horryerimi meski ' Pesynsrar
Appearance Ph. Eur. 2.2.1, Clear, colourlesyse ¢ mplies
Onse visual inspection (not more inte/Fy’ clfinnee \INoBiaac

Ph. Eur. 2.2.2 reference o,

(method I) Mposopsil Gypap

Ph.Fue, 2.2.1, BizyanbHo Gias inrefitfoyq/saCaggaeini, anix

Ph.Ear, 2.2.2 (meroa I} POIUIH fhsiidis Bo) B \
Texture and application visual inspection Wit @a jder 01 gl gorrigd Jds
of solution BI3YQIbHO glass : saryihac
Texerypa i HAHCCEHHS plate ¢
POBUHHY - solut

o | 3
Prepared and checked by: Liudmyla Maistrenko Approved by: Friedric}m .

signoture

signature
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Qdour
3anax

Viscosity
B a3xicTh

Refractive index
IHaexe pedparuil
Water content
BasicT soan

Evaporation residue
Sasmrok ricss
BHTAPIOBARHA

Identity
[nenTidirauis
Fluorouracil
MRoopoypau

Salicylic acid
Caniuuaosa KHCIQTA

Assay

KinegicHe BH3HaueHHs
Fluorouracil
MAaeopoypaniLl

Salicylic acid
Caniminosa KHeaoTa

Related substances
Fluorouracil
CynpoBiaui goMinmxu
Doopoypalii
Barbituric acid

Organoleptic
OPraHoNENTHYHO

Ph.Eur.* 2.2.8/
Ph.Eur.* 2.2.9

Ph.Eur.* 2.2.8/ Ph.Fur.#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

diwep

In-house method

Sea sand-method /
weighing

Buyrpiunis crreundirauis
METOA MICKYBAHHA,
3BAKYBAHHS

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

HPLC
BEPX

starts

T1pH HABeCeHR] POIHHHY HA CKIFHY
MAACTHHY Ta BHCYLIYBAHHI Ha

nosiTpi,

- PO3MUH SEFKO HAHOCHTRCA,
s IMounnacthes yrropes 6ixol

TUIBKY

Specific dimethyl sulfoxide and

ethanol
Crewssdivnnit 3anax

AUMETHNCY ! b(l)OKCHll}’ ra eraony

900 ~ 1,600 mPa*s
900 - 1,600 mITa*cex

1.401 — 1.405
1,401 - 1.403
<0.5 %
<0.5%

Identical retention times and UV

spectra of main peaks in

chromatograms of test and reference

solution

IneuThyni wacy yrpumypants ta YO
CHEKTPI OCHOBHIX MiKiB Ha
XPOMATOrpaMax sHIpodysasLHOTO
PO3UIHY TA PO3UHHY NOPIBHAHHA
Identical retention times and UV

spectra of main peaks in

chromatograms of test and reference

solution

Ted IOt Jach yTpiMyBants Ta Y
CHEKTPH OCHOBHIN TTiKiB na
XPOMATOFpanax BUNPOOYBATLHOIO
POIUIMHY TA POIUIHY [1OPIBHAHHA

4,75~ 528 mg/g
(95 ~ 105 %)
475~ 525 mr/r
(95 - 105%)
95— 105 mg/g
(95 - 105 %)
95 — 105 Mr/r
(95 ~ 105 °%)

<0.5 %

complies
pianosinae

1050 mPaty
1030 m[Ta*cex

1.403
1.403
0.3 %
0.3%

complies
pignosiaac

complies
pignosinae

508 my/g

o

Approved by: Friedrich Koppe

signature

Prepared and checked by: Liudmyla Maistrenko
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signature
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BapGiTyposa kicioTa <0,5% <005 %
Isobarbituric acid <05 % <0.05 %
I30fapdiTyposa KicnoTa 20,5% <0.05 %
3-Methoxyuracil <05% <0.08 %
3-METORCHYDALA <0,5 % <0.05%
5-Chlorouracil <0.5% <0.05 %
S-XAopypaLs <0.5% < 0.05 %
Unspecified impurities, <0.5% <0.05 %
single <0,5% <0.05%
HepizHaueHi LOMILIKY,

oKpeMa

Specified and unspecified < 1.0 % < (.05 %
impurities, total <1.0% < 0,05 %

Cyna BITIHAYCHHX T8

HEBH3HAUEHIIX DOMILIOK

Related substances HPLC
Salicylic acid BEPX
Cynposiani aomiuiku

Caniwithosa KHcsora

Unspecified impurities, <0.2 % <0.05 %
single €£0,2% . <0.05 %
Hesrspaient foMitmgn, ’
oKkpeMa
Unspecified impurities, < 0.5 % <0.05 %
total <05 % <0.05 %
Cyma HEBIZHAUCHUN
HOMILUIOK
Microbial Quality’ Ph. Bur, 2.6.12,2.6.13 Ph. Eur.* 5.1.4, cutancous use: complies
MikpoGioaoriuna wnerora® Ph. Eur. 2.6.12,2.6.13 TAMC < 10° CFU/g Bianosinae
TYMC < 10" CFU/g
Staphylococcus aureus absence in 1 g
Pseudomonas aeruginosa absence in
g
Bianosiauo a0 Ph.Eur* 5.1.4.
Tl HawRipHOro 3aCTOCYBAHHA;
TAMC < 10°KYO /T
TYMC <10V KYQ/r
Biacyrnicts Staphylococcus aureus y
i
piacyTtuicts Pseudomonas aeruginosa y
ir
*ackage
YnakoBra
Batch-description the batch-description of the bateh bulk no.
Omic cepit package is complied with the 240921
batch-documentation Hedacosana cepis:
Onue cepii Ha ynakosili BiyxgBrop ’
AoKyMenTalii Ha cepiio
Description of shelf life description of shelf
Omic repminy 36cpiranua with the batch-doc
Ornie Tepuiny 30g
HOKYMeHTalll ¢
Fill quantity FertigPackV

Kinpkicrs npenapary
B YTakoBui

Prepared and checked by: Liudmyla Maistrenko Approved by; Friedrich Koppé‘ﬁ*}i& x O ‘
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Comments not applicable
Komentapi HE 3QCTOCOBYCTHCNA

* current edition

*uiHHe BHAaHNS

S microbiological testing of every 10th batch (at least once a year)

Y TecTyeTLes KokHa 10-12 cepis (1uoHaliseine 0 pas Ha pik)

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 ot product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP

Llint o 38CBIAMYIO, 11O HABEAEHA BHLLE IH(OPMALLS € A0CTOBIPHOIO T2 TOUHOLO. Lto cepiio npoaykuii 6ysio
BHPOGAEHO (BKAIOHAIOWH MAKYBAHFHA/MAPKYBAHN) Td IPOBEICHO KOUTPOILb 1i AxoctTi Ha BHILEIa3HaYen il Alnbrud Y
AoBHil sinnosintoceti 3 suMoramy GMP, BeTAHOBAEHHMIE MICLIEBUM PEryISITOPHEM OPIaHOM, & TAROIK BiANOBIAHO
710 crietydixaliift, mo MicTsThes y peecTpauiiiomy noese afo Toprosif nileii kpaiuu-supodbHuka afo
KpAiini-iMIOpPTEPa, AKLIO APOYKUI0 IMIOPTOBAKO, abo y nocke cneuurdiraiiii Ha npenapar 4 JOCTIIKY BAHOTO
aikapeskoro 3acoGy. [TpoTokony BUpodHUUTRA, NAKYBAHHA TR aHaniaie ByA0 MCPCrsiaHyTO TA BCTAHOBICHO
pianosimticrs GMP

20000, W 7

Date/Name + Sign Qualified l’};gs’ﬁﬁ"(!’. Koppe)
JNatwist's + niamie Ynossondikena ocoda 3 srocti(®. Konne)

------------------------------- End of Master Sheet me e

prepared and checked by: Liudmyla Maistrenko Approved by: Friedric \@
..//

signature signature
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