AEPKABHA CJIYIKBA 3 JIKAPChKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKII OBJIACTI

npos. Ceitmunol Haail, 3, M.Kuis, 02099, teit/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua,Kong €JIPIIOY 37078774 .

BHCHOBOK
Ipo SKicTh BBE3EHOro B YKpainy JiKapchKkoro 3acody

04.04.2025 No 15364/25/10

HEJECTOJEPM-B®

{maiinenrysaiitg aikapebxoro 3acody 3rigio 3 peecTpatiiings Tocsigyenan)
sask 0,1 % mo 15 r B Tydi; no 1 Tydi B KapTonnuiit kopodui

(bopua BUNYCKY, ADIYRAHHE, BH INKYBARHA HIKAPCBROTO 3acoby)

Homep peecrpauifiaoro nucsianesus UA/9500/01/02 crpox aii peccrpauiiinore noesinuenns 11.01.2099

Cepia nixapcsroro sacody Ne C121543 Kinskicte BEesexoro nikapcekoro sacofy 2880
Brpofunx Opranon Xeiict 08, bearrin
(uafiMenysatss pupoSnika RikapLERoOTO 3ac00y, KpalHa moxomxenna}
Baeiedo 8 Yxpaiuy Crinbire yrpaincsko-ecTOHChKe NAHPHCMCTBO ¥ Gopai ToBapHeTRa
3 00Me:KeH010 BianosixaapnicTo "Onriva-Dapy, JTH", inenr. koa:
21642228

(aiimeryranua Ta xon 32 €APTIOY 1opitaiuiol ocolin abo npieinwe, iv's, na 621LKoBI dizso]
ocofii - HiANPHEMUS, TT Micte NposkHBatHs T peceTpauiiindil HoMep oBHKOB0T KEPTKE NAGTHING
nozurkie afie cepix ra HoMEp HacHopTa}

Tiporoxon sizyanekoro kenrpoing sin 01.04.2025 N 0967/12.

3a  pesyasTaTamH  AEPEIBIOIG  KCHTPOMO  BUTAHOBHRCHO, mo. gikapeeknil 3acid  ssesecno 8 Yxpafuy 3
AJAOTPHMAHHAM s5MOT 30KOHOZABCTRA MOAO0 330e3reYeHH AKoct ikapeskix 3acobis.

Omera €CPBOMEHKO

KOHTpOMO) {rimomc) (iniuiam ta npiapHie)
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Hasga

dopma BRNTyCKY
Jo3yBaHHs

YunakoBka

Cepin

KinbkicTs y cepii

Jlara BUpoGHUITBA

Jara 3akiHueHHs TepMiny
NpHAATHOCTI

Kpaina Bupo6uuka
Peecrpaniiine nocixdenus

Hazpa BUpoOHHKA, BIlNOBIZXAJBLHOIO

32 BUDYCK cepil

Anpeca
Jlinensist Ha BUpoOHUUTBO Ne

Opranon Xeitcr 68
Tujrycrpicuapi 30, 2220 Xeiicr-on-yen-bepr, Beanris

CEPTUDIKAT SIKOCTI CEPIT JITKAPCHKOIO 3ACOBRY

HEJECTOJIEPM-B ®, mazb 0,1 %

mase 0,1 %

1 Mr/r Betameraszony (17-Banepary)

1o 15 r B Ty6i; mo 1 Ty6i B kapTonniit xopo6ui
C121543

17 600 ynakoBox
12.2024

12.2027

Benbrist
Ne UA/9500/01/02

Opranon XeiicT 6B

Inaycrpienapxk 30, 2220 XeiicT-on-aen-bepr, Beanris
304 H

Pesy IbTaTH NPoBeAeHEs aHaizy aKocTi gikapebkoro 3acofy Bianosizno no MKSI PII Ne UA/9500/01/02

. Pesyabratu
IMoxasuun AKOCTI Bumoru ;
aHaxizy

Onuc (Bizyansro) I'mazka ofHOpiAHA Masb 6i0T0 KoNbopy, 6e3 CTOPOHHIX BKITHOUCHD Bignosinae
IxenTudikania beramerazony BEPX xpomarorpaMa BUNpoGyBaHOTo pO3dHHy BIANOBIKAE XpOMATOrpami Bigrosinae
sanepat (BEPX) PO3UUHY CTaHIApTY
Kinexicne BusnavueHus
Beramerazony Banepart (BEPX) 1,159 - 1,281 mr/r (95,0 % - 105,0 % Bix 3asBIeHOI KiILKOCTI) 1,225 mr/r
Hanosuenns (IIposoautses sk Binmnosinae €8p.P. Bixrosinae
BHYTPIlIHEOBUPOOHUUMI TECT) Cepere HAOBHEHHS HE MEHLIEC 3a3HAYEHOTO Ha YNAKOBLI

KomenTapi: IToxasauk MikpoGionoriuna unctora nikapeskoro 3aco0y (*) ianosinae €sp.®. 5.1.4 it npenapaTis Uls 30BHILIHBOr0

sactocysanHs.(*) He pytunumii Tect.

Hasga JiBHUL, BiAMOBiXaNBEHOT 32 BHPOGHHITEO/NICPBHHHE Ta BTOPHHHE TlaKyBaHHs /KOHTPOITb SKOCTi/BHIyck cepii: Opranon Xeiict 68

Azipeca ZiNbHULI, BiANOBi1anbHOT 32 BAPOGHUIITBO/NIEPBUIHHE T BTOPHHIE [aKyBaHIs /KOHTPOIb akocTi/Bunyck cepil: Ingycrpienapk 30,

2220 Xeticr-on-gen-bepr, bempris

Jlinensis Ne 304 H

IIuM o 34CBimYYI0, O BUIEBKA3aHa indopMauis € JoCTOBIPHOIO i TouHOl0. [aua cepis npouykTy Oyna BHpOOJICHa, BKIIOHAI04H
YIaKOBKY / MAPKYBAHHA Ta KOHTPOND SAKOCTI HA BULIE3rafauiii BUPoOHMYIH finbumLi (-UiX) B TIoBHiH Biznosianocti 3 BuMoramMu GMP,
BCTAHOBICHMMM MiCLICBIM PEryJITOPHIM OPraHoM, a Takox 3rigHo crieundixauii, wo MictuTbes B peectpauiiinomy socke. Tiporokonm
BUPOGHAULITEA, YHAKOBKH T2 KOHTPONIO IKOCTI NCPETISIHYTO i BCTAHOBJIEHO TX BIANOBIAHICTE BUMOraM GMP.

Jlara sunycky cepii: 10.02.2025

Ynosnosaxkena ocoda/

BinnmosinasbHuit MpoMHUCa0BMIi

dapmanest
Epik Hepeca
JaTa mianucy:

/3% see o/ T
2 6.¢1 /z&wn{%

Epik Lepeca /miarmc/
13.03.2025
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Productname:

Dosage Form:

Strength:

Packaging:

Batch Number:

Batch Quantity:
Manufacturing Date:
Expiry Date:

Country of Manufacturer.
Registration Certificate:
Name of Releasing Site:
Address of Releasing Site:

Manufacturing License Nr.:

industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

CELESTODERM-V®, Ointment 0.1 %
Ointment 0.1%

1 mg/g Betamethasone (as 17 Valerate)
15 g in tubes; 1 tube in a cardboard box
C121543

17.600 Packs

12 2024

12 2027

Belgium

Ne UA/9500/01/02

Organon Heist bv

Industriepark 30, Heist-op-den-Berg, 2220, Belgium
304 H

Quality Analysis Results of the Medicinal Product in compliance with MQC of RC Ne UA/9500/01/02

Quality Indicators

Requirements

Analysis Results

Description (visuai) A smooth, uniform white ointment; free from foreign matter. COMPLIANT

identification Betamethasone valerate The sample HPLC chromatogram agrees with the Standard COMPLIANT

(HPLC) chromatogram.

Assay Betamethasone valerate 1,159 -1.281 mg/g (95.0% ~ 105.0% from Label Claim) 1.225 mglg
(HPLC)

Fill Volume (in house method) Fill complies with EU regulations. Average fill not less than label claim. COMPUANT

(Performed as in-process control test)

Microbiological quality: Ph. Eur. 5.1.4. specifications on microbiological quality of pharmaceutical preparations for cutaneous use.
(*) Non-routine testing.

Name of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Organon Heist bv
Address of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: industriepark 30, Heist-op-den-Berg, 2220, Belgium.
Manufacturing Authorisation Number: 304 H

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/tabeling
and quality control has been performed at the above mentioned site(s) in full compliance with the GMP requirements of the Local Regulatory
Authority and in accordance with the Specifications of the Registration Dossier. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

For batch release on: 10 Feb 2025
Qualified Person / Responsible Industrial ij’a;mapist
e j

Erik Ceresa
e
P >
é,y Gt
_/

Date of Signature:
YLCZITL3_UKR
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