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CERTIFICATE OF ANALYSIS
CEPTHUDIKAT AHAJI3Y

EEa .
mibe GrrpH
Arznaimutiel

Country of manufacturing Germany
Hep:kasa-supodHux: Hiveuunna
Impeorting country: Ukraine
Hepkasa-imnoprep: Yrpaina
Ident-No / lnentudikauifinni HoMmep:
24111901

Product name Ureotop
HaitmenyBanus npoaykuii: Ypeoron”

Article-code/Koa aptuiyy:
VI00654
Strength / activity

1 g ointment contains 120 mg urea
1 1 ma3i mictuTe 120 Mr ceuoBHHU

Ointment 12 %
Ma3zs 12 %
50 g tube, 1 tube in carton box

Cuna aii/akTHBHICTE

Dosage Form
Jlikapebka dopma
Package size and type

Posmip ta Tun nakysanHs | mo 50 ry ryei: no 1 rvGi B kapToHiii nagu

UA/11751/01/01

Ne UA/11751/01/01

Batch size (pcs.): / Posaip cepii (wr.} 5000
Manufacturing date: Jara supoduuursa: Expiry date:/ Jara 3agiduerng CTPOKY OpHIATHOCTI:
06/2024 06/2027

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

HafiMenyBaHHT Ta MICLIR3HANOLKEHHS AlMbHULI 3 BrpobHuuTEa: Mide [TMEX ApunaiiviTrens, HiveuwiHa,
Miowxenepuwtpacce 15, bpena. Cakconis-Auxanest, 06796, Himeuunna

Number of manufacturing authorisation, No, DE_ST_01_MIA_2023_0005

Hosep aiuensii aiabumui 3 upoSuuurea. Ne DE_ST 01 _MIA_2023_0005

Certificate GMP. No. DE_ST_01_ GMP_2023_0012

Ceprudikar siznosiznocti GMP Ne DE ST 01 GMP 2023 0012

Number of Registration Certificate
Honmep peectpatifiHoro rocsiayeHHs
Batch number: / Homep cepil: 240601

Tests Methods Specifications Result
[Mokazsux MeToun KOHTpoIo Crieundikauia PesvabTatr
Appearance visual inspection homogeneous, white ointment, free from  complies
Omic Bi3yanbHO particles Bianosizac
FOMOTEHHa. SKA He MICTHTL HACTHHOK Malb
Gin0re KoaALOpPY
Odour Organoleptic test specific complies
3anax OprasogenTiyHo cnetdiunnii Bianoeizae
pH Ph.Eur, 2.2.3* 4,0 - 6.0 5,7
potentiometry 4.0-6.0 5.7
pH €P 2.2:3*%
NOTEHLLOMETPHYHO
Viscosity Ph. Eur. 2.2.10% 1545 Pas 27 Pas
rotating viscometer [5-45Mac 27Mac
(I rpm)
!
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B asxictp

Identity urea
InenTn(iraLis ce4oBHHE

Assay urea
KiabrichHe BU3HAYCHHA
CEHOBIHI

Impurity ammonia
Josmimkn aMiak

Container fill tube

Maca smicTy 1y0u
Microbiological quality**
MikpoGioaoriuxa
qucToTat*

Package
Vnakoska

Batch-deseription
Oniie cepil

Description of shelf life
Onie Tepminy 3Gepiranns

Fill quantity
KiaekicTs npenapary
8 VIIAKOBLI
Comiments
Kosenrapi

* Current edition

€ 2.2.10*
pOTaUifiHu{T BICKO3IIMETP
{1 06./x8.)

Ph. Eur.* urea method D
€d* nna cewounn Metoa D

urease-method
ypeassui Meton

urease-method
YpeasHuil Metoa

weighing

3BAKYBAHHA

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

€d* 5,1.4/2.6.12/2.6.13
HAWIKIPHE 3aCTOCYBAHHA

PV-Q-001

PV-Q-001

FertigPackV

not applicable
HC 3ACTOCOBYETHCA

** Test is done on every 3 batch or at least once per year.

* TorouHe BHIaHM

Master CoA sheet VIOD654

reddish-violet colour
YeproHO-QioieToBe 3a0apBaeHHA

120 mg/g ointment

114 - 126 mg/g (95-105 %)
120 mr/r masi

14 ~ 126 mr/r (95-105 %)

max. 0,5 %
smake. 0.5 %

no less than nominal

HE MEHLUE HOMIHANLHOTO 3HAUEHHS

total number of aerobic microorganism
(TAMC): no more than 10°CFU /g
total number of yeast and mold fungi
(TYMC): no more than 10' CFU / g
Pseudomonas aeruginosa absencein I g
Staphylococcus aureus absence in 1 g
JaraibHa KiabKicTs aepodHux
MiKpoOpranimis

(TAMC): He Sinswe 10° KYO/r

JAraibHA KiALKICTh OPIKAKOBHX T4
naicHasux rpndis (TYMC): He Bisbie
10'KVO/r

Pseudomonas acruginosa siacvruicte y | r
Staphylococeus aureus sizcyTHicTs v | 1

the batch-description of the
package is complied with the
batch-documentation

Onuc cepii Ha ynakosui sianositae
nokyMeHTauil Ha cepito

description of shelf life is complied
with the batch-documentation
Onie Tepminy 38epiranng pianosinac
AoKyMeHTaLT Ha cepito

50 g
50r

** BunpoQyBania npoBoaaTECH Ha KOKHIT 3 cepil wonaiisenire oa1H pas Ha pix.

/

batch bulk no.

24

complies
BiANOBiIAE

120 mg/g
120 mr/r

<0,05 %
<005 %
complies

Bianosizac
complies

sianosiaac

0601

Hedacosana
cepin: 240601

complies
BiAnosiaae
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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 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

Liint 5 3acBiauyio, O HaBeeRa BHLIe IHPOpMALLis € A0CTOBIPHOK Ta TOUHOH. Lo cepito npoaykuii 6y10
BUPOGICHO (BKITIOHAIOUH MAKYBAHHA/NapPKY BAHHS) T4 POBEACHO KOHTPO:b 1i AKOCT HA BHLLE3A3HAUEHIT
AinsHuLi v nosHill sinnoeiaHoeTi 3 Bumoramu GMP. BCTAHOBAEHHMH MICUEBHM PEFYIATOPHHM OPraHoM. a
TAKOIK BIANOBIAHO A0 cneuuikauii, 1o MICTATLCS Y peecTpauifiHoMy A0ChE KpaiHH-IMOOPTEpa Ha nipenapar
A4A R0CALIKY BAHOrO AiKapehRoro 3aco0y. [1poTokoaH BUPOGHHLTBA, IAKYBAHHA T aHAMI3IB 6Y10 NepersHyTo

Ta BCTAHOBAEHO Bianoeianicte GMP

16. JuL) 2024

Date/Name + Sign Qualified Person (P. L. Le)
Hara/iv’a + nianue Ynosrosaskena acofa 3 skocti (1. J1. JI)

End of Master Sheet
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