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PesyanTatu npoBenenns anarizy sxocri Jixaperkoro sacofy sinmoeigno o MKSI PII Ne UA/9500/01/02

: PeaynnTaTn
IokasHuks gxoeTi Bumorn .
aHATily

Onne (BizyansHo) I'naxka ofmopiana mais Ginoro xonsopy, 6es CTOPOHHIX BKJIIOYEHE Bianosinae
Inentudikania Beramerasony BEPX Xpomarorpama BuIpoGyBanoro posuniy signosizac XpOMATOTPaMI Binnosisze
panepar (BEPX) PO3UMHY CTaHAAPTY
Kinekicne su3nagenns
Beramerasony panepar (BEPX) 1,159 - 1,281 Mr/r (95,0 % - 105,0 % gin 3assnenol KinBKOCTI) 1,213 mr/r
Hanosrenns (TIpoBoaMThCH K Binnorinac €pp. @, Bianorigae
BHYTPIilll H50BHPOOHIMYMI TecT) CepeziHe HANOBHEHH: He MEHLUE 3A3HAMEHOTO HA YHAKOBIT

Komentapi: [lokasunx MikpoGionoriuua uncrora fixapebkoro 3acoby (*) Bianosinae €sp.®. 5.1.4 x1a npenaparie Ang 30BHIIIHBOIO
3actocysannA.(*) He pyrtusnuii Tecr.

Haspa ginenuni, Bianopizamnyoi 3a BUPOOHHITBO/MEPEHHHE Ta BTOPHIHE TAKYBAHHS /KOHTPONE AKOCTI/BHIYCK Cepif: Wepirr-Tinay
Ja6o H.B.

Adpeca AIbHULI, BiATORInaNLHOT 32 BHPOOHHITBO/TIEPBHHHE TA BTOPHHHE [TAKYBAHHS /KOHTPORD AKOCTI/BANYCK CepiT: Inayerpicnapx 30,
Xeltcr-on-aen-Bepr, 2220, Benuris

Jiuensia No 304 H

Lum 5 3acBiny1o, M0 BULIEBKasaHa iHbOpMaLig € ROCTOBIPHOL | TowHO. Jlana cepis npoaykty 6yia BEPOOREHE, BKIIOYAKUH
YDNAxOBKY / MAKyBAHHA Ta KOHTPONS AKOCTI HA BHINe3razamiji BHPOOHKUIH Jinbuuui (~1x) B TOBHI BiANOBINHGET 2 BUMOraMK GMP,
BCTAHOBACHUME MICLEBUM DEIyISTOPHUM OPraHoM, a TAKOX 3riAHO crnetndikanii, uo micturecs B peectpauiitHomy nocse. IpoToxo.u
BHPOGHHMIITBA, YIAKOBKM TA KOHTPOIK) AKOCTI TEPEriAyTo i BCTAHOBIEHO % BIANIOBIAHICTD BuMoram GMP.

Hara sunmycky cepii: 24.08.2023
¥Ynoaosaskena ocoba/
Bixnosinanbuuil npoMucaoBnii

dhapmanesT
Inrpin oe Kok Iurpin ae Kok /mignnc/
Jara nignmucy: 30.08.2023
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-i;-"i'-‘ ORGAN(QON SCHERING - PLOUGH LABO NV

Industriepark 30 Zone A, B-2220 Heist-ap-den-Berg (BELGHUM)

Tel +32 15 25 87 11

CERTIFICATE of QUALITY of Medicinal Product Batch

Productname: CELESTODERM-V®, Ointment 0.1 %
Dosage Form: Cintment 0.1%

Strength; 1 mg/g Betamethasone (as 17 Valeraie)
Packaging: 15 gin tubes; 1 tube In a cardboard box
Batch Number: A101343

Balch Quantity: 16.160 Packs

Manufacturing Date; 05 2023

Expiry Date: 05 2026

Country of Manufacturer; Belgium

Registration Certificate: Ne UA/G500/01/02

Name of Releasing Site: Schering-Plough Labo NV

Address of Refeasing Site: Industriepark 30, Heist-cp-den-Berg, 2220, Belgium
Manufacturing License Nr.: 304 H

Quality Analysls Results of the WMed|cinal Product in compliance with MGC of RC Ne LIAA500/01/02

Quallty Indicators Reguirements Analysis Results
Description (visual) A smooth, uniform white aintmeant; free from foreign matter. COMPLIANT

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

(HPLC) chromatogram.

Assay Betamethasone valerale 1,169 -1.281 mg/g {85.0% - 105.0% from Label Claim) 1.213 megig
{(HPLC)

Fill Velume {in house method) Fill complies with £U reguiations. Average fill not less than labet claim. COMPLIANT

(Periormed as in-process control test)

Microhiological quality: Ph. Eur. 5.1.4. specifications on microbiological quality of pharmaceutical preparations for cutaneous use.
("} Non-routine testing.

Name of Manufacturing/Primary&Secandary Packaging/Testing/Release Site: Schering-Plough Labo NV
Address of Manufacturing/Primary&Secondary Packaging/Testing/Release Site; Industriepark 30, Heist-op-den-Berg, 2220, Belgium.
Manufacturing Authorisation Number; 304 H

i hereby cerlify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling
and quality control has been performed at the abave mentioned site(s) in full compliance with the GMP requirements of the Local Regulatary
Authority and in accardance with the Specifications of the Registration Dassier. The batch procassing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

For batch release on: 24 Aug 2023 7
mAcist

Qualified Person / Responsible Industrial Phar:
Ingrid De Cock

Date of Signatiire:

30 AUG 2013 YLCZITL3_UKR
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