Tipoenexr Banepin JloGaroserkoro, 51, u. Kris, 03110, Ten/daxe: (044) 363-06-50
B-mail: dis.ko@dis, gov.ua,https://www.dls.gov ua. Koz €IPTIOY 37078774

BHCHOBQOK
Hpo SAKICTH BBezenoro Vipaiuy Jixapenxore 3acoby

14.02.2022 Ne 4649/22/10

COIEPM®
(HativeryBanm MKAPCEKOro 38c06Y 3riqHO 5 Deecrparyilinm TOCBITYGHENM)
pozyns Hamxipuaii 0,1 %, mo 30 my Y haaxonax 3 Kpanensaunnero; mo 1 thaaxory B
KAPTOHHIN maani
{©opma Bumycky, JIOIYBARHR, BUA NaKyBaKms nixapeekoro 3acofy)

Homep peectpaniitnoro nocsingerms UA/1025 4/01/01 empox mit PeccTpaiitroro nocsingersns 01,01,2009
Cepis nikapcrxoro 3aco6y Ne 211003 Kingxicrs seeseroro mkapesioro aacoby 35000

BupoGHUE Mibe I'M6X Apnuaiimitrens, HiMemauma
(nadiveryranns BHPOGHYKA Jikaperkoro 3acoly, xpaika HOXOMKEHHT)

Beeseno B Vpainy Tosapucrso 3 o6mexenoo sigmositameHicTIo "MIBE YKPAIHA",

inent, kom: 38705049
(nattvenyeanns Ta kog s EIPTIOY roprmMnG 0cobn abo npiasune, iM's, Mo Gatexon] bismanoi

ocod - minmpuemny, 1t micne NPOIHBAHES TR PEECTpAIitHmi HOMED 00miKkoBo] KepTRe nRaTHS
NoAgTKds abo cepin Ta HOMED 1aCIopTa)

Mpotexron sisyansiore kenTpome six 03.02.2022 » 0313/1.

3a pesymbTataMmE  nepsxasHOIO KOHTPOMO BCTAHOBJIEHO, o mKkapeskmit  3aci6  BReseo B Vipalay =
ACTPHMAHHAM smmor 3aKOHONIABCTBA MO0 3a0e3neTeH srocTi nikapeskux 3acobip.

% 3ybapesa H. B.

{ninnmc) (iuiniam Ta 11pizBuInE)
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CERTIFICATE OF ANALYSIS

CEPTUDIKAT AHAJI3Y
mibe GmbH
Arzneimiltg:

‘ Product name Soderm Country of manufacturing Germany

Hafimeny asus npoayxuii: Cogepm® | Hepxaa-supobinax: Himesuuna

Importing country; Ukraine

! — . S - - | /leprapa-imnoprep: ¥xpaina
| Article-code/Koz aptuxyny- [ ldent-No / [nenTndivargitumii HOMED!
- VI00652 o ~ 21933571 o
- Strength / activity 1 g solution conttains 1,22 mg betamethasone-17-valerate (is responsible

Cuna aii/akTusnicrs 1 mg betamethasone)

11 posyuHy Micturs 1,22 mr Oeramerasony-17-sanepary (sianomigae 1 mr

| | berameraiody)

Dosage Form * Cutaneous solution 0,1 %
| Jhxapceka opma Posumn Hauxiphnii 0,1 %

Package size and type 30 ml in bottle with dropper, 1 bottle in carton box
| Poamip Ta Tun naxysanns | no 30 mn y dnakoHi 3 kpanensHRLERO; NO 1 trakony s kapTomHii nauui
' Number of Registration Certificate vAn0254/01/01
| Homep peec rpaniiisoro nocsimuerns . Ne UA/10254/01/01 ~
 Batch number: / Homep cepii: 211003 . Batch size (pes.): / Posmip cepii (urt.) 35000 .
! Manufacturing date: [lara supoSeacraa: Expiry date: [lara saxinuennn crpoxy mpuaarsocri-
1072071 | 102024

| Name and lecation manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,
, Sachsen-Anhait, 06796, Germany
Haiimerysaus T2 Micueanaxoaxenns ainsimuy 3 BupobHnLTea; Mibe I'MEX Apusaiimittens,
Miosixenepurrpacee 15, Bpena, Caxcorin-Auxanpt, 06796, Himeyunna
' Number of manufacturing authorisation. No. DE_ST 01_MIA_2021_0005
Homep niuemsii ginsumig 3 Bupobumursa. Ne DE_ST 01_MIA_2021 0005
| Certificate GMP. No. DE_ST_01_GMP_2021_0013
Cepmudikar sianosiaccti GMP Ne DE_ST 01_GMP_2021 0013

Test Methods Specifications Resuit
Ha3sa nokasnixa Meronu korTponw Honycrumi mexi Peaynwrar
Appearance visual inspection clear solution coemplies
Omie BI3YAIbHO npe3opiii pasunn BiAROBitac
QOdour Organcleptic test like propanol complies
Janax Opranonentiuno noaiBrnii nponasony BiArnosinae
Colour visual inspection colorless solution conplies
Kosnip BizyasieHo Gesbapenmit posunn BIAMCBIAE
pH Ph.Eur, 2.2.4%* 3,6~ 4,6 4,1
pH €D 22.4%+ 3.6-46 4,1
Relative density Ph.Eur, 2.2,5%* 0,880 - 0,900 g/mi 0,895 g/m|
Bignocha rycTina €@ 2.2 5+ 0,880 - 0,900 r/mn 0,895 r/mn
Prepared and checked by: Liudmyla Maistrenko _ Approved by: Friedrich Kgp}
P | B

| signature _ _ signoture



Identily betamethasone-
17-valerate

laeHTigikanis
SovaneTasony -1 7-
BanepaTy

Assay betamethasone-17-
valerate

Kinckicne suznauenns
feTameTazoHy-17-sanepaty
Mentity disodinm edetate

laedtadisawia annatpim
eneTaTy

Assay disodium edetate

KinbkICHe BH3HAMEHHR
HUHATPLIO eleTaTy
Related substances
Conposiani aoMmimw

Micrabiological quality*

Mixpo@ionorivug unerera®

B3N

Filling quantity
Maca nanosHenns
Package
YHAKOBKA

Batch-description
One cepin

Description of shelf life
Ouiee tepminy 30epiranna

Fill gquantity
Kinewicre mpenapary
& ¥TakosLi

HPLC

BEPX

HPLC
BEPX

colour veaction
USP. monograph

Disodium edetate™,

identification B
KOALOPORA PLAKLI R
USP. monorpadiis

«Jiwarpiio exetars

faenmudicanis B

titravion Zine sulfate

THTPYBRHHA WIHRY
Cy TBJATOM

HPLC

BEPX

Ph. Eur.**
2.6.12/2.6.13
Ph Eur **
26122613

weighing

3RAKY BAHHA

PV-0-001

PV-0-001

Prepared and checked by: Liudmyla Efliigtrenlio

signatire -

Mater CoA sheet VIDOGS2

retention time of the peaks sample and
standard must comply

HAC VTDHMAHHA TIKIE HA XQOMATOrpaMMax
DHNpODYLAALIOND  pOTINY  Ta  polmuny
NOPIBHAHHA MOBHHHI CTHBRADATH

L220 mg /1 g solution (+ § %)

115 mg - 1,281 mg/1 g solution

L.220 mr /1 1 pozuiay (£ 5§ 90}

E 159 mr— 1281 war /11 posaiiny

1y Change in color from red to vellawich
1) Change in color from green to pink

11 3Mi4a xonbopy posYILL 3 4CPBOHOIO Ha
AOBTYBATHIT

2} 3Mina kOABOPY POILHHY 3 3eNEHOrO 1A
POKeBHit

0100 mg /1 g solwtion ( & %)

0,093 mg - 0,105 mg/1 g solution

Q00 mr /1 1 posunuy {x 5 %o)

0.095 My - 0108 wr /] 1 posunm

betamethasone
OETAMETIONY
betamethasone-21- valerate

max, (L5 %,
mare 0,525
max. 0.5 %

sMake 37,
max. 8,2 %
wapr (1720
max. 2,0 %
make 209,

DETaMETa30Hy -2 1+ Banepary
unknown inmpurities. single
HE R0 ORI R |4 ARpeM
total:

CyMa J0OMIILOK

as required P Eur. 5.1.4** Preparations
for cutaneous use

ariane oivor Ph Eur 51 (%% Hamwuipe
3aCTOCY BAHHA

not less than the nominal value
HE MEHUIE 3AABIEHO] HOMIBATLH

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

Gnue cepin wa vnakosui sianosizac
JOKYMEHTALI Ha Cepiro

description of shelf life is complied
with the batch-documentation
Onne repminy 36epiraHHg Bianosiaac
DOKVMEHTAUIT 113 Cephio

30 mal

30 ma

_, Apbr?)ved by: Frfedn’;h_}gg

complics
BiaNOBIDAE

1.199 mg/g
119G w1y

conplies

BIANOBINae

0.102 mg/g

0102 mrir

< (LO5 %4
< 0,05 %
LNIT
0,06 %,
< L0585 %
<80,
0,06 %4
0,06 %%

tested on batch
210401
NPOTECTOn2NG 1

cepit 210401

complics
BiAROBI A4¢

batch bulk
no. 211003

Hedacosaha
ceprn 21 100G

complies

BIANOBL1AC

complics
BIIMORIAAE

signeture AT St T
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Comments not applicable

Komentapi HE 33CTOCORYETRCH

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

** current edition

* Buripo€s panna MPoBOATECA 1A KORMIA 3 copii towafiMeHIIE 038K pa3 Ha PiR.
** [loToxse BHLAZHNA

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeliing 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 fo be in compliance with GMP

Llum 4 3acBiA4YI0. WO HaseneHa Buig iHOpMALs ¢ AOCTORIPHOIO Ta TouHOKX. Lo cepire mpoxy ki 6yno
BUPOGAEHO (BRMOUAIOYM NaKyBAHHA/M 4pKYBAHHA} TA [POBBIEHO KOHTPO/IS 11 AKOCT] H2 BHIE3A3HAUEHi [
AUTEHWLD Y TIOBHIH BIAOBIZHOCT 3 BuMoraMu GMP, BOTAHOBNEHIMH MiCLIEBHM PEeryisSTOPHHM OPraHoM, a
TAKOX BIANOBIAKO A0 creumdixauii, wo MicTaTecs v PEECTPALIHHOMY OCHE KpaiHmM-iMnoprepa Ha npenapar
AUTA AOCITIKY BAHOO Stikapesxoro 3acoby. MpoTokonw BUpOGHHITBA, NaKyBAHNY T4 2HaNi3iB Gyno NEPErnAHy To
Ta BCTAHOBAEHO vinnosianicts GMP

0BOEL N =
=

Date/Namc + Si gn Qualificd Peises{F. K_oppcj
Hara/in'g + mannc Ynossosakens ocoda 3 axoci{®. Kanne}

End of Master Sheet -

: Prepared and chacked by: Liudmyla Maistrenko . Approved by Friedrich Koppe

i R | signature

_ Signature
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