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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHATI3Y

mibe GmbH
Arzneimattel

Product name Ureotop
Haiimerypanns poaykuii: Ypeoron

Country of manufacturing Germany
epara-eapobunk: HiMeyuuna

Importing country: Ukraine
Hepxara-imnoprep: Ykpaina

Article-code/Kon apTHKYY: Ydent-No / Incrrudixaniiimmg HoMep:
V100034 20659581

Strength / activity 1 g ointment contains 120 mg urea

Cuna pii/akruBmicTs 1 r masi micTae: 120 mr coyormmm

Dosage Form Ointment 12 %

Jlikapcska popma Mess 12 %

Package size and type 50 g tube, 1 tube in carton box

Posmip Ta Tun MakysaHus | no 50 ry 1y6i; no | TYGi y xapronmiti nauyj

Number of Registration Certificate
Homep peectpanitinoro NocBig4YeHns

UA/11751/01/01
Ne UA/11751/01/01

Batch number: / Homep cepit: 200801

Bateh size (pes.): / PosMip cepii (ur.) 5320

Manufactaring date: Hara BHpoGuuiTEa:
0812020

Expiry date:/ Jlava saxinuenns CTPOKY OpUAATHOCTI:
08/2023

Name and location manufacturing site; mibe
Brehna, Sachsen-Anhalt, 06796, Germany

Mioxxenepurrpacce

GmbH Arzpeimittel, Germany, Muenchener Strasse 15,

HalimeHyganus ta MICLIE3HAXODKeHHS HinsHUW 3 BUPOGHULTRS: MiGe T MOX Apnuaiimitrens, Himeuunua,
15, Bpena, CaKGOHiH-AI'IanIbT, 06796, Himeuyuna

Number of manufacturing authorisation, No. | _2018 |
HULLi 3 BAPOGHHITBA. No DE ST 0 1_MIA_2018 0003

DE_ST 01_MIA_ 2018 0003

Certificate GMP. No. DE_ST 01_ GMP_2018 0019
Ceprudikar signosinnocri GMP Ne DE ST 01 GMP 2018 0019

Tests Method
MNokaznuk Meron
Appearance visual inspection
Onuc Bi3yanpHO
Odour Organoleptic test
Sanax Oprasonentuyno
pH Ph.Eur, 2.2.3%*
potentiometry
pH €D 2.2.3%*

OoTeRUiOMETPHYHD

Specification Result
Crietmgikanit Peayaprar
homegeneous, white ointment, free from complies
particles

TOMOTeHHa, KA He MIiCTHTL YacTHHOK Masy BiaNoBinae
Ginoro kankopy

specific complies
cneuudinmit sinnosigae
4,0 - 6,0 5,7

4:0 = 630 5,7

Prepared and checked by: Liudmyla Maistrenko

Apbroved by: Friedrich Koppe

Ay~

signature

signature

&XKW v Xé%?fﬂv;/ G0 REA

+1



Page20f3

Viscosity

B’m3kicts

Identity urea
InenTrdikauis cevosnun

Assay urea

Kinnxiche puznayenns
CEUOBHHH

Impurity ammeonia
Jomitiky amiak

Minimum contents
Maca sMicTy Ty6u

Microbiological quality*

MixpoGionoriyua uncrora*

Package
Vnakoska

Batch-description
Onme cepit

Description of shelf life
Onme Tepminy 36epiraunsa

Fill quantity
KinukicTs npenapaty
B YNaKoBLi
Comments
Komenrapi

Ph. Eur, 2.2.10**
rotating viscometer

(1 rpm)

€0 22,10
poTauiithnii BickoznmeTp
(1 o6./x8.)

Ph. Eur. urea method D
€@ ann cevoruny Meton D

arease-method
ypea3uuit meton

urease-method
ypeasnuli meTon

weighing
3B&KYBRHHA

Ph. Eur.**
5.1.4/2.6.12/2.6.13
cutaneous use

€O** 5.1.4/2.6.12/2.6.13
HalKipHe 38CTOCYBANHS

PV-Q-001

PV-Q-001

FertigPackV

not applicable
HE 33CTOCOBYETHCA

Master CoA sheet VIO0084

I5-45Pas 42 Pas/
Mac

15-45Tlac
reddish-violet colour complies
Hepsoto-ionerose 3aGapanenns BianoBijac
120 mg/g ointment 119 mg/g /
114 - 126 mg/g (95-105 %) Mi/r
120 mMr/r Masi
114 — 126 mr/r (95-105 %)
max. 0,5 % 0,01 %
Maxc, 0,5 %
no less than nominal complies
HE MCHILIE HOMIHANLHOTO 3HAYeHHS BinoBinae
total number of aerobic microorganism complies
(TAMC): no more than 10°CFU / g BiAnOBiNae
total number of yeast and mold fungi
(TYMC): no more than 10' CFU / g
Pseudomonas aeruginosa absence in 1 g
Staphylococcus aureus absence jn 1 g
3aranLHa KibKicTh aepofrux
MiKpoOpraHiaMin
(TAMC): se 6innme 10° KYO/r
3aranbHa KiTbKICT APHKIROBHX Ta
nnicuseux rpuGis (TYMC): He Ginbine
10'KYO/r
Pseudomonas aeruginosa siacyrHicts y 1 r
Staphylococcus aureus siacyrnicts y 1 ¢
the batch-description of the
package is complied with the batch bulk no.
batch-documentation / Hedracosana
One cepii Ha ynakosni eianosinae cepin: 200801
noKymenTanil Ha cepito
description of shelf life is complied complies
with the batch-documentation Bianosinae
Omsic TepmiHy 3Gepiranng sianosinae
JOKYMEHTaiil Ha cepilo
S0 g 503¢g
50r 503r

Prepared and checked by: Liudmyla Majstrenko
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* Test is done on every 3 batch or at least once per year,

** Current edition

* BunpoSysanns TIPOROAATLCR Hat KOKRIH 3 eepiy IuoHalMeHIre OHH pas ua Pik.
** [NoToune Buganns

We confirm,

IO U4 cepin npenapary Gyna Burotommena ; npoituma xomrpons YNAKOBKM Ta KOHTPOML skoCT] Ha BuIesranaromy
THANPHEMCTB 3 moBHUM HAOTPHMaRHAM BHMOT HBII, npen’ssaennx MicHeBHMH PErYRATOPHAME Opranamu Bltanu.
Creundikauiy BHNYCKY mpenapary sxmioueni X0 Peectpanifivoro noceinyennn Kpaih-iMrioprepa i nagani 3aMOBHUKOM.
Kowrpons 3a mponecom YNAaKOBKH BiITOBizae Bumoray,

26.08 25280 //,g‘e:

Date/Name + Sign Qualified Person (F,
Aarsfim’s + nignue ¥nosuosamena ocoba 3 AKocTH®. Konne)

End of Master Sheet

Prepared and checked by: Liudmyla Maistrepko Approved by: Friedrich Koppe
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