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Viater CoA sheet VID0652

CERTIFICATE OF ANALYSIS

CEPTHO®IKAT AHAJI3Y

| Product name Soderm
Haltmenysasns npomyxuii: Conepn®

Cdﬁﬁtr}' of rﬁanufactﬁrihg Gefm'é'ay
Hepxasa-prpobunk: Hiveauua

Importing country: Ukraine
Heprxaga-ivmoprep: Vipaiua

Article-code/Kon zipmfcyny:

Ident-No / Inentugicauiiuui HOMED:

V100652 | 123131981 _,
Strength / activity 1 g solution contains 1,22 mg betamethasone-17-valerate (is responsible
Cuna miy/axTUBHICTS 1 mg betamethasone)
I T posyuHy wMictuts 1,22 mr betamerazony-17-sanepary (signosigae | wmr{
| GeTameTazony)

| Dosage Form Cutaneous solution 0,1 %

1 Jlikapcska dopma Po3uuH Hakipuuii 0,1 %

- 'Package size and type 30 ml in bottle with dropﬁer, 1 bottle in carton bex
PO3MID Ta THIL MAKYBAHHA | 1o 30 M1y dutaxowni 3 KpanensHULEI; 1o | nakony B kaprommii. maumn
Number of Registration Certificate UA/10254/01/91
Howmep peectpanitinoro [TOCBI A9EHH Ne UA/10254/01/01

Batch number: / Homep cepil: 230704

Batch size (pes.): / Posmip cepii (1.} 35000

Manufacturing date: Jara BUPOOHMUITBA:
$7/2023

Expiry date: [Jata 3axinuenss CTPOKY HPHOATHOCTI:
0772026

{ Sachsen-Anhaklt, 06796, Germany

Homep minensil nineHUL 3 BUpoSHMmITE, Ne

| Name and location manufacturing site: mibe GmhbH Arzneimittel, Muenchener Strasse 15, Brehna,

Haitmenysannsg ta micnessaxomerisy IUABHHUI 3 BUPOBHHLTRA: MiGe I MOX Apunaiyitrens,
Mrouxenepmtpacee 15, Bpena, Cakcouis-Anxanst, 06796, HiMeuuuna
Number of manufacturing authorisation. No. DE_ST_01_MIA_2023 0005
DE_ST_01_MIA_2023 0005

Certificate GMP. No. DE ST 0 1_GMP 2023 0012
- Coprudirar sinnosiznocti GMP No DE_ST_0i_GMP 2023 0012

Test Methods

Hassa noxasaiika Metomm xouTpomo
Appearance visual inspection
Onuc BI3YANLHG
Odour Organoleptic test
3anax. OpraHonentayso
Colour visual inspection
Konip Bi3ya/IbHO

pH Ph.Eur, 2.2.4%*
pH. €0 2.2 4%+
Relative density Ph.Eur. 2.2.5%%
BianocHa rycruwa CD 2.2 5%%

Specifications Result.
Horyetusmi Mewd T T — Pezyncrar -
Do n\tih %

P A P |
clear solution J# 3 QIR ‘? complies.
nposopnﬁ.po G X N2 &Ny Bimnorimaé
like propang _ | gqg = AL complies
ToiORu IS an b B BiZNIORInaE:
colorless so ;“, v _' / “*m- complies
Oe3bapsrmit Lge: ' ﬁ /f  Binmosimae
3,6-46 4,1
0,830 - 0,900 g/m N 040807 2 0,895 g/ml
0880 ~ 0,900 r/mn 0,895 /v

P.repared and checkad It.ﬁy.: Marjia Pivovarova

Apprbved by: Friedrich .Kﬁppe

Hl’/, _
- signature rﬁé; '

signature

I
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Identity betamethasone-
17-valerate
Inenrudiranis
OeTaMeTazony-17-
Baneparty

Assay betamethasone-17-
valerate

KisskicHe suzyavenns

GeTaMeTasony- 1 7-sanepaty

Identity disedium edetate

Laenradisaris miaatpio
eneTary

Assay disodium edefate
Kinexicde su3gaven
AHHATPIIO eJETATY

Related substances
CynpoBinxi aoMimky

MikpoBionorivga yucrora®

Filling quantity
‘Maca HanOBHE RS

Package

Yraxorka y

- Batch—descri‘
Ornmc ceplf Ho %7

Fey
] : \;?

HPLC

BEPX.

HPLC
BEPX.

colouy reaction

USP, monograph
“Disodium edetate”
identification B
KOMLOpOBA peakitia
USP, Monrorpadis,

<« duBarpiio egerary
perTudikania B

titration Zinc sulfate

TUTPYBAHHS LIHHKY
CYNBHATOM
HPLC

BEPX

Ph. Eur.**

2:6.122.6,13

Ph;EUﬂ**

2.6.12/2.6.13

weighing

3BANKYBAHHS

HOKYMEHTALU] Ha cepiro:

Mater CoA sheet VID0652

retention time of the peaks sample and
standard must comply

98¢ YTpHMaHHd IIKIB Ha XpOMarorpaMmax
BYNPOOYBATEHOIO  PO3YuBY Ta PO3YUHY
NIOPIBHAHHY OBHHHI cNiBNAAATH

complies
BIAMOBINAE

1,220 mg /1 g solution (£ 5 %) 1,214 myg/g’
1,159 mg — 1,281 mg/1 g solution

[,220'Mr /1 t posuuny (5 %) 1,214 mMr/r
159 Mmr — 1,281 Mr/1 r posumay -

1) Change in color from red to yellowish complies
2) Change in color from green to pink

1) 3MiBa KONMBOPY pOIHIHY 3 YEPBOHOrO HA'  BiAmosijae

JKOBTYBaTHH
2} 3mina KOJMBORY DOSHMHY 3.36MeHOr0 Ha
 poXeBHiH

0,100 mg /1 g solution (+ 5 %) 0,100 mg/g
0,095 mg — 0,105 mg/1 g solution
0,100 Mr /1 r posauny (+ 5 %) 0,100 mr/r
0,095 Mr—0,105 mr/1 r pozumuy

betam ethasone MAx. 0,5 % < 0,05 %
OeTaMeTazony | Maxe. 0,5 % <0,05%
betamethasone-21- valerate max. 0,5 % 0,17 %
Oetametasory-21- Banepaty  Makc. 0,5% 0,17 %

unknown impurities, single max, 0,2 % 0,09 % (RRT

1,243, 0,06 %

{RRT 1,33)

“HEBINOMOT ROMINIKH, OKPEME]  maxc. 0,2 % 0,09 % (RRT
1,249, 0,06 %
(RRT 1,33)

total: max. 2,0 % 0,31 %

cyMa JOMILLOK: maxc; 2,0 % 0,31 %

as required Ph. Eur. 5.1.4%% Preparations complies

for cutaneous use

‘3riARo Bumor Ph, Ear, 5.1 4%% HALIKIpHe BignoBifae

33CTOCYBAHHA

‘0ot less than thé nominal value . complies

He MEHILE 3asBeHOT ROMiHATLHGT BiAMoBizae.

the batch-déscription.of the batch bulk

package is complied with the no, 230704

batch-documentation

Onuc cepii va yrakoswi Bignosinae Hedacorana

ceplin: 230704

Prepared and bheckéd i':*'y:'Marii-a Pivovarova Approﬁéd-t—jﬁ: Friedrich Koppe

/’f Z;f ;V/ | .-sfgnature /%

’ ~

signature
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Description of shelf life PV-(3-001 descriptioni of shelf life is complied complies
Ornue Tepminy 38epiranms ‘with: the batch-doctumentation
‘Onuc Tepminy sGepirasis pinrosinae BIANORIAE
JOKYMEHTall! #a cepiro
Fill quantity FertigPackV' 30 ml ‘complies
Kinekicts npenapary 101 BlAmoginae
8 YIIAKOBLj |
‘Comments not applicable
KomenTapi 'HE 33CTOCOBYETELH

*Test is done on every 3 batch or at least orice per year,

% current edition |

* BunpoSysanHs IpoBOATEca Ha KOKHET 3 Cepil ulonaltyenilic 0anH pa3 Ha pik.
** IToTouue pHnaHAg

I hereby certify that the above information is authentic and accurate. This bateh 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

Limm 1 3acBifuyio, 110 HazeeHa BHILE [HQODMALIA € JOCTOBIPHOIO T8 TOUHOIO. Lo cepiro npomyxuii bysc.
BUPOONEHO (BRITIOYAIOYY MAKyBAHHS/MAPKYBAHHS) TA POBEAEHO KOHTPOJE 1T IKOCT! Ha BUINE3a3HAYEHIH
MINBHULL Y HOBHIY BIZNOBIAHOCTI 3 sumoramy GMP, BcTaHOBAEHUMEI MiCLIEBHM PECYNSTOPHUM OPIaHOM, a.
"TAKOIK BIANOBINHO N0 crienupikarii, o MICTATBCR Y PEECTPALIHHOMY J1OChe KpaiHH-IMIIOpTEpa Ha Npenapar
ANS AOCALLZKYBAHOTO JTIKAPCEKOro 3aco6y. IIpoTokonu BUPOGHULITRE, NAKYBAHHS Ta 4HATIZ]E OyJ10 mepernsuyro
‘Té BCTAHOBIICHO BIAMOBIARICTE GIVP

10, AUG. 2003

Date/Name + Sign Qualified Person (F. K fff o
Hara/in’s + nianue Ynoeaosamena oedBa 2 areeTi{D. Konne)

Prepared and checked by: Marjia ?iﬁ'ovér'ova | T }iﬁpréved by: Friedrich Koppe,

signature /Z L signature . -
v

!’!ﬁ‘""’




