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Y AIKoCTi Jikapenkoro 3acoly Binmogixmo oo MKS PIT No UA/6293/01/01
Moxasnuku sxocri Bumoru Pesynsraru
o= : . : anafgiszy
(Bisyansno) Binoro a6o maiixe Gimoro KOILOpy Hempo3opa Mask, 6e3 cTopoHHix
T — Binnoginae
Inentudikanis; Mowerazony Xpomarorpama BHNIPOGOBYBAHOrO PO3UIHY BiMOBIKaE XpoMarorpami . )
typoaty (BEPX) PO3UMHY MOpPIBHAHAS Bianosinac
Kinbkicne Bu3navenns: 0,950 - 1,050 mr/r (95,0 - 105,0% Bin sassrenoro)
Monerasony dypoary (BEPX) 0,996 wrlr
Hominamsuuii 06'em Binnosinae Bimoram €sp.d. He MeHIe HoMiHansHOrO obesry, ) .
(BHYTPiWIHBOBHPOGHUYMIT TecT) 3a3HAMCHOTO Ha YTaKoBLi Blanovizac

Kowmenrapi: ITokasunk Mikpo6ionoriusa ynctoTa (*) Bionosinac Bumoram €sp.d. 5.1.4. 11s npenapaTie A1 30BHITHBOTO

3acrtocysanHs. (*) He pyruHHuMI TecT.

Hasga ninbHui, 8iAnoBinamsHol 3a BHPOGHULTBO/MEPBHHHAY Ta BTOPHIHY YMaKOBKY/KOHTPOJIb AKOCTI/BHTYCK cepii: Opranon Xelcr

6B. :
AJipeca IiTbHALL, BIAMOBiNaMbHOT 3 BUPOOHHIITBO/NIEPBIHHY Ta BTOPHHHY YIIAaKOBKY/KOHTPOITh sKoCTi/BUTyCK cepii: InaycTpienapk

30, 2220 XeitcT-omn-nen-Bepr, Bensris
Jlinensis Ne 304 H
Ilum s 3acBiguylo, W0 BULLEBKA3aHa iHQopMaLs € 1ocTOBIpHOIO | TouHoto. Hana cepis npoaykTy 6yna BupobiieHa, BKIOUAIouH

YIAaKOBKY / MapKyBaHHS Ta KOHTPOIb SIKOCTI HA BULIE3rafanii BUpoOHNUi Ainbhuui (-1saX) B OBHIM BignosinHocTi 3 Bumoramn GMP,
BCTAHOBJICHUMH MiCUEBHM PEryJIATOPHHM OPraHoM, a TakoX 3rigHo crneuudikailii, 1o MiCTHTECS B peecTpauifinomy nocke, TIporokonn

BUPOGHULTBA, YITAKOBKY T4 KOHTPOJIO SIKOCTI ITEPEITISHYTO 1 BCTAHOBNCHO 1X BiAMoBigHicTs BuMoraM GMP.

VYnorroraxeHa ocoba/ Biarnosinansauit npoMucnoBuit hapmauest
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JHara Bunycky cepii: 11.07.2024
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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.;

%5; C) R G A N O N Organon Heist bv

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

CERTIFICATE of QUALITY of Medicinal Product Batch

ELOCOM®, Ointment 0.1 %

Ointment 0.1%

1 mg/g Mometasone furoate

30 g in tubes; 1 tube in a cardboard box
B112695

14.720 Packs

05 2024

05 2027

Belgium

Ne UA/6293/01/01

Organon Heist bv

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

Quality Analysis Results of the Medicinal Product in compliance with MQC of RC Ne UA/6293/01/01

Quality Indicators

Description (visual)

[dentification Mometasone furoate

(HPLC)

Assay Mometasone furoate (HPLC)

Fill Volume

Requirements

A white to off-white opaque cintment; free from foreign matter.

The sample HPLC chromatogram agrees with the Standard
chromatogram.,

0.950 - 1.050 mg/g {95.0% - 105.0% from label claim)
Fill complies with EU regutations. Average fill not less than label claim,

(Performed as in-process control test)

Comments: Microbiological Qualit

(*) 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, 2220 Heist-op-den-Berg, Belgium,
Manufacturing Authorisation Number; 304 H

| hereby certify that the above information is authentic and
been manufactured, including packaging/labeling and quali
of the local Regulatory Authority and with the specification

processing, packaging and analysis records were reviewed and found to be in compliance with cGMP.

Please note: Organon Heist by is the new le
implemented in company records and until t

This batch is released for marketing.

For batch release on: 11 Jul 2024

Qualified Person / Responsible Industrial R{bazmad!/

Erik Ceresa

o

CINGEID DE Cock

e
oo

Analysis Results

COMPLIANT
COMPLIANT

0.996
COMPLIANT

mg/g

y of Pharmaceutical Preparations (*) Comply with Ph. Eur. 5.1.4 for preparation for cutaneous use.

accurate. This batch of product, including intermediates and active substance(s), has
ty control at the below mentioned site(s) in full compliance with the GMP requirements
s and requirements in the Marketing Authorisation of the importing country. The batch

gal entity name of former Schering-Plough Labo nv, this company name change is being
his is finalized both company names may appear on documents and artwork.

UHKAINTL7_UKR
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“ég‘g?“’: O R G A N () N Organon Heist by

Industriepark 30, 2220 Heist~op-den~Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

Productname; ELOCOM®, Ointment 0.1 %

Dosage Form: Ointment 0.1%

Strength: 1 mg/g Mometasone furoate
Packaging: 30 gintubes; 1 tube in 3 cardboard box
Batch Number: B109535

Batch Quantity: 10.560 Packs

Manufacturing Date: 03 2024

Expiry Date: 03 2027

Country of Manufacturer: Belgium

Registration Certificate: Ne UA/6293/01/01

Name of Releasing Site: Organon Heist by

Address of Releasing Site: Industriepark 30, 2220 Heist~op-den~Berg. Belgium
Manufacturing License Nr.- 304 H

Quality Analysis Resuits of the Medicinal Product in compliance with MQC of RC Ne UA/6293/01/01

Quality Indicators Requirements Analysis Results
Description (visual) A white to off-white opaque ointment; free from foreign matter. COMPLIANT

Identification Mometasone furoate The sample HPLC chromatogram agrees with the Standard COMPLIANT

(HPLC) chromatogram.

Assay Mometasone furoate (HPLC) 0.950 - 1.050 mg/g (95.0% - 105.0% from label claim) 0.990 mg/g
Fill Volume Fill complies with EU regulations. Average fill not less than labet claim, COMPLIANT

(Performed as in-process control test)

Comments: Microbiolegical Quality of Pharmaceutical Preparations (*) Comply with Ph, Eur. 5.1.4 for preparation for cutaneous use.
(*) Non-routine testing.

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

| hereby certify that the above information is authentic and accurate. This batch of product, including intermediages and gctive substance(s). has
been manufactured, including packaging/labeling and quality control at the below mentioned site(s) in full comphange thh the GMP requirements
of the local Regulatory Authority and with the specifications and requirements in the Marketiqg Authorisation of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with cGMP,

implemented in company records and until this is finalized both company names may appear on documents and artwork.
This batch is released for marketing.

For batch release on: 15 May 2024 . )
Qualified Person / Respornsible Industrial Fi@;rmacrst

Erik Ceresa e -
o f;://é/ i
o 5,&/{/
A %

Date ofSignaM 9 & MAY 2024 UHKAINTL7_UKR
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