JAEPKABHA CIYXKBA 3 JUKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KUIBCBhKIHI OBJIACTI

pon. Ceitanguof Haaii, 3, m.Kuin, 02099, Ten‘axce: (044) 363-06-50
E-mail: dis.kogidis. gov.ua, Kog €APTIOY 37078774

BUCHOBOK
NPO SIKICTH BBE3CHOI0 B YKpainy JikapcsKore 3acody

23.09,2024 Ne 46631/24/10

EAOKOM®

(naiisenyranna aikapesKoTo 3acofy Irime 3 pecctpardibnig nocwigveinsm)
mazb 0,1 % no 15 ry Ty6i; mo 1 Ty6i y kapronuiit kopodui

{thopya BINYCKY, NO3YBRHHA, BI [IZKYBaHNA AKIpCEEOTR Jacoby)
Howmep peectpamifinoro nocsizuennn UA/6293/01/01 crpox aii pecerpauiiinoro nocsinsenng 01.01.2099
Cepis nixapeskoro sacoby Ne B111414 ‘Kinsxicrs 8escnoro aikapenkore zacoty 4320

BitpoBrik Opraszou Xeitcr 68, beapris
(mafimestypanen Bipobinka nivapeskoro 3ncoby, kpafia noxegxeni)

Bueseno B Yepainy Crhinkne yrpaincnro-ectonchke MANPIHCMETE Y POPAI TOBAPHLTEA
3 o0Mekeno0 Bignopizansicrio "Ontima-apn, T, inenrr. koa:
21642228

(maiisestyramia ta xofg 3a EAPIIOV opnmnuol ocodi afo npisenme, in's, no GaTokoeni dizisnol
acodi - nigopiesia, {1 sicue npoEiteadEs T pecetpaiiag Homep obaikosol RAPTKS WIATHNRR
nedaTkis abo cepis 1a HomMep macnopTa)

Ilporokoea sisyansuore kourpoao six 17.09.2024 N 2763/5.

33 pesynbIATAMII  AEPWABHOUO KOMTPOAI0 BCTAHOBNEHO, MO  Aikapenkiti  3acié  sucsena B Yxpaiay 3

JOTPHMAHHAM pisior 3aK0HOALBCTES MO0 3a0¢3MeMeHS SXOCTT JliKapebKux 3ac06is.
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JEPXKABHA CJIVIKEA 3 JIII(APCLKIfIX' 3ACOBIB TA KOQHTPOJIIO 3A
HAPKOTUKAMHU Y KHIBCBKIN OBJACTI

npos, Ceitnuynoi Hani, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Koy €HIPIIOY 37078774

BHCHOBOK
ApO SIKICTHL BEE3€HOT0 B YKpainy Jikapcsrore sacoby

12.02.2025 Ne 5247/25/10

EJOKOM®

{HaiiaeHyBaHNR AiKApCHKOTO-2ac0BY 3ridH0 3 peecTpaniittim NOCBiennsM}
Ma3s 0,1 % mo 15 1y Ty6i; mo 1 1y6i y xapTonniit kopodni

(popma Bunyciy, RO3YRANHA, B TIKYBAHHA NIKIDCLKOTO 3a¢00Y)

Hoxep peecrpauifinoro nocsiguenns UA/6293/01/01 crpok aii peectpauiiinore noceimuesnss 01.01.2099

Cepia nikapesxoro zacofy M B118153 Kinexicts nBesesoro Aikapeskoro sacody 1280
Bupotiuuk Opranon Xeiicr 68, Beasris
(HafiMenysanis pipobHIKa HiRApCEROTO 3ac0By, kKpaina NOXOTKCHHA)
Baeseno 8 Yrpainy Crinbue yrpaincbKo-ecToRChbKe NiANPHEMCTBO Y dopmi TosapicTaa
3 0OMEKEH010 BinnosinaaLnicTo "Ornrisa-Papm, JITHY, inent. xoa:
21642228

{naiisenypazna ta kod 3a €APTIOY roplaryHol 0coBit a00 NPiZBNINE, IM'E, IO GATHKOB] QHINGHOT
ocody - nianpreMus, i micoe MPOKHBAHKS T4 peecTpauifinnil vomep obairosaf KapTy maatHIKA
nogarkis 0Bo cepig £2 Homep nacnopra)

Ilporokei Bisyaasnoro Kourpoar eig 10.02.2025 » 0377/15.

3a  pesymeTaTAMH  RCPKABHOLO KOMTPOAI0 BCTAHOBICHD, 140 JHKApCLKHIL 3aci6  BBelero B Vepainy 3
AOTPHMAHHAM pisior 3ak0H0AaBCTBA 11040 3afe3neUeHAs SKOCT] NKapChRAK 3acoBiB.

Ounura CPEOMEHKO

C(omuy (Rariasiaesiic b ftpianiae)




W= ORGANON

Hassa

dopmMa BUTYCKY
Jo3yBannn

Ynakopka

Cepis

Kinnkicts y cepil

Jlara BUpofUMITBA

JaTa 3akingenns Tepminy
IpUAATHOCTI

Kpaina Bupodunka
Peccrpauiiine nocsigyenus

Ha3pa Bupo0HHKA, BIANOBIIAILHOTO

3a BHIYCK cepil

Anpeca
Jlinensis na BUpoGHHLTBO Ne

Opranou Xeiicr 68
Iugycrpiciapx 30, 2220 Xeiter-on-nen-bepr, beapris

CEPTH®IKAT IKOCTI CEPIi JIIKAPCBKOTI'O 3ACOBY

Enoxom®, mass 0,1%

masn 0,1%

1 mr/r Momcrazony dypoary

no 15 r B Ty6i; no 1 Ty6i B kapTomnniii kopodui

B118153
9 760 ynakoBox
10.2024
10.2027

Besbris
UA/6293/01/01

Opranon Xeiict 68

Tupycrpienapk 30, 2220 Xeiicr-on-nen-bepr, Beabris
304 H

Pe3yLTATH NPOBeIEH s anamizy siKoCTi JTikapchKoro 3acody BiXNoBiANO A0 MK PTT Ne UA/6293/01/01

. PesynbTaTH
Toka3suukH sikocTi Bunmoru ¥ .
auaizy
Onuc (BisyainbHo) Binoro aGo Maiixe 6i10ro KoIb»opy Henposopa Masb, Ges CTOPOHHIX . .
Bianosijgae
BKITIOUCHD
InenTudikaunin: Momerasony (ypoary XpomaTorpama BUNPOGOBYBAHOrO PO3UHHY BiZlIOBiKAE XpoMaTOrpami . )
, Bignosigae
(BEPX) PO3YHHY MOPIBHAHHS
KinbkicHe BU3HAMCHHSI: 0,950 - 1,050 mr/r (95,0 - 105,0% Bin 3asB1ECHOIO)
0,987 mr/r
Mowmetazony dypoary (BEPX)
HomMminanbuuii 06'em Binnosinae sumoram €sp.®. He menme HoMiHansHOro 06Csry, Bi .
; . L innosinae
(BHYTPilIHBOBHPOGHUUNH TECT) 3a3HAUEHOTO Ha YITaKOBLI AROEE

Kowmenrapi: Tloxasunk MikpoGiosoriusa qucToTa (*) mimrosizae Bumoram €ap.d. 5.1.4. 1st IpemapatiB U1 30BHILIHBEOTO
sacrocyBanns. (*) He pyrunnnii rect.

Hassa AiIBHAIL, BiATIOBiMaTEHOT 32 BUPOGHHITBO/MICDBUHHY T2 BTOPHHHY YNaKoBKY/KOHTPOIIb AKOCTI/BUITYCK cepii: Opranon Xetcr 68

Azpeca AiNbHALL, BIANOBIKANILHOT 32 BHPOOHHLTBO/MEPBUHHY Td BTOPUHHY YIaKOBKY/KOHTPOIb AKOCTI/BHTTYCK cepii: InaycTpienapk
30, 2220 Xeitcr-on-nen-bepr, Benbris

Jliuensis Ne 304 H

1M 5t 3acBifuyIo, 1O BHIIEBKa3aHa inopMaLis € JOCTOBIPHOIO 1 TOUHOIO. Ilana cepis npogykTy Oyna BupoGIeHa, BKITIOUalouH
YIaKOBKY / MapKyBaHHs Ta KOHTPOIDL AKOCTI Ha BALICITANaHiH BHpOGHHULH JITBRULI (~1sX) B MOBHIH signosigxocti 3 Bumoramut GMP,
BCTAHORNEHHMI MICLEBAM PEryIIATOPHIM OPTaHOM, a TAKOX 3FiHO crienudikaLil, o MiCTHTBCA B peecTpatliiinomy gocke. TIpoTokonu
BUPOOHHIITBA, YIIAKOBKK Ta KOHTPOITO AKOCTI TIEPEIAHYTO | BCTAHOBICHO iX sinnosixmicTs BumMoram GMP.

Bynb nacka, 3BepHiTh yBary: OpraHon KeticT 68 11e HOBA TOPU/MTHA Ha3Ba KOMMaHi Wepinr-TTiay Ja6o H.B, us aMina Hassw
KOMIAHiT 3HaXOMMTLCS Ha CTafil BIPOBAMKEHIIA B AOKYMCHTALI0 KOMITaHi1, i 10 3aBEPIICHHS ULOr0 IIPOLECy, Ha3BH 060X KoMMaHii
MOXYTb 3’ SBJIATHCA B JOKYMEHTAX Ta MakeTax.

Tlata Bumycky cepii: 13.11.2024

VnoBrOBaXeHa ocoba/

JHara nignucy:

A e //9 2
Cee. O2. % 5 e

Epir [epesa /nionuc/
19.11.2024
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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.:

Quality Analysis Results of the Medicinal Product in com

a%?w ORGA NN 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

15 g in tubes; 1 tube in a cardboard box
8118153

8.760 Packs

10 2024

10 2027

Belgium

Ne UA/6283/01/01

Organon Heist bv

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

Quality indicators

Description {visual)

|dentification Mometasone furoate

(HPLC)

Assay Mometasone furoate (HPLC)

Fifl Volume

Requirements

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

The sample HPLC chromatogram agrees with the Standard
chromatograrm,

0.950 - 1.050 mg/g (95.0% ~ 105.0% from labet claim)
Fiti complies with EU regulations. Average fill not less than label claim.

(Performed as in-process controt test)

Comments: Microbiological Quality of Pharmaceutical Preparations (*)

(%) Non-routine testing.

Name of Manufacturing/Primary&Secondary Packaging/Testing/Release Sile: Organon Heist by

Address of Manufacturing/Primary&Secondary Packaging/Test

Manufacturing Authorisation Number: 304 H

pliance with MQG of RC Ne UA/6293/01/01

Analysis Results

COMPLIANT
COMPUIANT

0.887 marg
COMPLIANT

Comply with Ph. Eur. 5.1.4 for preparation for cutaneous use.

ing/Release Site: Industriepark 30, 2220 Heist-op-den-Berg, Belgium.

| hereby certify that the above information is authentic and accurate. This batch of product, including intermediates and active substance(s), has
been manufaclured, including packaging/labeling and quality control at the below mentioned site(s) in full compliance with the GMP requirements

of the local Regutatory Authority and with the specifications and requirements in the Marketing Authorisation o

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

f the importing country. The batch

Please note: Organon Heist by is the new legal entity name of former Schering-Plough Labo nv, this company name change is being
implemented in company records and until this is finalized both company names may appear on documents and anwork.
This batch is released for marketing.

For batch release on: 13Nov2024
Qualified Person / Responsible Industrial Pharmacist

Erik Ceresa

Date of Signature:

a £
1 9

e
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

02.10.2025 Ne 47921/25/10

EJIOKOM®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Ma3b 0,1%, no 15 r y Ty6i; mo 1 Ty6i y kaprouHii kopodui

(dhopma BuIycKy, NO3YBaHHS, BHJ IAKYBAaHHS JIIKapChKOro 3acoly)

Howmep peecrpaiitioro nocsiguenns UA/6293/01/01 crpox aii peecrpariitoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne C129324 KisnbkicTs BBe3eHOrO Jikapceskoro 3acody 960
BupoGruk Oprason Xeiict 68, benpris
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:sxeHO10 BiqnositansHicTIo "OnriMa-®apm, JIT/", inenr. kox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiie, iM'a, o GaTekoBi (iznaHOT
ocobu - mignpuemns, i Micle IpoKHBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
nojaTkiB abo cepis Ta HOMEp nacnopra)

Iporoxoa Bisyaasnoro xoutposo six 01.10.2025 Ne 3051/10.

3a pesyibTaTaMM JIEPKABHOIO KOHTPOIIO BCTAHOBIEHO, MIO Jikapcekuit 3acib BBeseHo B VYkpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IeYEHHS AKOCTI JIIKAPCHKHX 3aC00iB.

Onera EPBOMEHKO

{migmwc) {iminiams ra ppizaane)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



: . Oprauon Xeiicr 68
w%?’?fé () R (, /\ N C} N Tupycerpienapw 30, 2220 Xeiicr-on-aen-Kepr, Beanris
4

CEPTHOIKAT SIKOCTI CEPIi JIKAPCLKOIO 3ACOBY

Hasa Eaoxkom®, mase 0,1%
®opma BURYCKY masb 0,1%

Jlosysauns 1 mr/r MomeTasony ¢ypoary
Ynakoska no 15 r 8 ry6i; no 1 Ty6i B kKapToHHIH KopoOLi
Cepin C129324

Kinbkicrs y eepif 21 920 ynaxonoxk

JlaTta BupoOHULTBA 07.2025

Jara 3aKiHueHHs TepMiHy

nPHAATHOCTI 07.2028

Kpaina BupobHunka beanris

PeecTpauiiine nocBigueHHs UA/6293/01/01

Hazea BupoGHuKa, BiANOBinaNLHOTO

OpranoH Xeiict 68
33 BUNYyCK cepii

Anpeca Inaycrpienapk 30, 2220 Xeiicr-on-aen-bepr, benwria
Jlitensist Ha BUpoOHMUTBO No 304 H

PesybLTaTu NpoBeeHHs ananily AKocTi Jikapebioro 3acofy sianosiaxo go MKA PIT Ne UA/6293/61/01

. PesynbTaTn
TMoxaszHuky sikocTi Bumoru ;
aHagily
Onuc (Bizyanso) hinoro a6o Maiixe 6i10ro KOILOPY HEHPO30pa Mash, 63 CrOPOHHIX . .
Binrosiaae
BKJIIOHCHD
Inentudirauis: Momerazony dypoary [ Xpomarorpama BunpoGoByBaHOTO po3unHY BiIMOBINAC XpoMarorpami Bi .
: innmosinae
(BEPX) PO3UMHY NOPIBHAHHS ANOBIA
KinbKicHe BUSHAYEHHS: 0,950 - 1,050 mr/r (95,0 - 105,0% Bix 3as81eHOTO) 0.991 mr/
MIE
Mowmetasony Qypoary (BEPX) ? It
Homiunanbnuii 06'em Bignosigae sumoram Cep.®. He MeHIle HOMIHATLHOTO 00CATY, Bi .
. . . iAnoBinae
(BHYTPIIHLOBUPOOHUUKIA TECT) 3a3HAYCHOrO Ha YMakoRLi USRI

Komewrapi: IMoxazumic MikpoGionoriuna uncrora (*) signiosigae sumoram Cep.®. 5.1.4. s npenapatis 1uis 30BHilINLOTO
3actocyrans. (*¥) He pyrunnnii recr.

Hazra fifkHuLl, BiAMNOBI 1aKHOT 32 BUPOOHULITRO/MEPBUHHY T BTOPHHHY YNAKOBKY/KOHTPONL skocTi/Runyck cepii: Opranon XeHcr 68

Alpeca AibHULL, BiANOBIAAILHOT 32 BUPOGHULITRO/NEPBUHHY T2 BTOPHHHY YIAKOBKY/KOHTPOIR SKOCTI/BUITYCK cepii: Tnmgycrpienapk
30, 2220 Xewcr-on-pen-bepr, bennris

Jlinensis Ne 304 H

Llum 5 3acBiauyio, 10 BUILEBKa3aHa iHopMmallis € JOCTOBIPHOIO i TouHOI0. [lana cepist npoaykTy Oyna BupobJeHa, BKIoUaloun
YHaKoBKY / MAPKYBAHHS T4 KOHTPOIb SKOCTi HA BULIE3rafaHi# BUPOGHWYIH HibHULL (-L19X) B MOBHIH BitnorigHocTi 3 BuMoramu GMP,
BCTAHORJICHUMU MICLEBUM PEryJISITOPHMM OPrafoM, a TAKOK 3riIHO crietndikallii, o MicTUTLCs B peecTpauiiinomy focke. [TpoTokoini
BUPOOHHUIITEE, YNAKOBKH Ta KOHTPOJIIO SIKOCT] NEperisiiyTo i BCTaHORNEHo 1X Bianosiauicts Bumoram GMP.

/‘A@. Cuz o~ LN
Jlarta sunycky cepit: 22.08.2025
Ynosuosaxena ocoda/
BianosigansHuit npoMucioBui
(apmauest
Epik Llepesa Epik Lepesa /nignuc/

Ilara nignucy: 25.08.2025

yl ,5? C://?j)( *K/OL(.,I‘W




w&;:;‘&“«l () R (:l 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: Qintment 0.1%

Strength: 1 mg/g Mometasone furoate
Packaging: 15 g in tubes; 1 tube in a cardboard box
Batch Number: 129324

Batch Quantity: 21920 Packs

Manufacturing Date: 07 2025

Expiry Date: 07 2028

Country of Manufacturer: Belgium

Registration Certificate: Ne UA/6293/01/01

Name of Releasing Site: Organon Heist bv

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

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

Quality [ndicators Reqguirements Analys[s Results
Description (visuat) A white to off-white opaque ocintment; free from foreign matter. COMPLIANT

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

{HPLC) chromatagram.

Assay Mometasone furoate (HPLC) 0.950 - 1.050 mgfg (85.0% - 105.0% from label claim) 0.991 mg/g
Fill Volume Fill compiies with EU regulations. Average fili not less than tabel claim. COMPLIANT

{Pedormed as in-precess control test)

Comments: Microbiological 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 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 accurate. This batch of produgt, including intermediates and active substance(s), has
been manufactured, including packaging/labeling and quality control at the below mentioned site(s) in full compliance with the GMP requirements
of the local Regulatory Authority and with the specifications and requirements in the Marketing Authorisation of the importing country. The batch
processing. packaging and analysis records were reviewed and found to be in compliance with cGMP.

For batch release on: 22 aug 2025
Qualified Person / Responsible industrial Pharmacist
Erik Ceresa

Date of Signature:

UHKAINTL7 _UKR
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JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €EIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody

06.03.2026 Ne 9373/26/10

EJJOKOM®

(naiiMeHyBaHHS JliKapCBKOro 3aco0y 3rillHO 3 peecTpaLiifHUM MTOCBI TYEHHAM )
ma3b 0,1%, mo 15 r y Ty6i; mo 1 1y0i y kapronnii kopooui

(dhopma BHNyCcKY, 103yBaHHA, BAJ| MAKYBaHHS JIIKapCEKOro 3aco0y)

Howmep peecrpaniitnoro nocsimaenns UA/6293/01/01 crpox nii peectpauiitnoro noceimaernns 01.01.2099

Cepis nikapcskoro 3acoby Ne C134639 KisbKicTh BBe3eHOro Jikapcrkoro 3acoby 480
Bupo6uuk Opranon Xeiict 68, berbris
(naliMeHyBaHHA BHpOOHHKA JliKapchkoro 3aco0y, kpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeH o010 BinnositaasnicTio "OnriMa-®apm, JITA", inenr. xon:
21642228

(naiiMenyBanus Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npissuime, iM'a, o GaTekoBi (iznaHOT
ocobw - minpremnd, i Miclie NpoXKHUBaHHS Ta peecTpaniiinuii Homep 001ikoBoT KapTKH IJIaTHHKA
nojaTkis abo cepis Ta HOMep IacrnoprTa)

Iporoxoa sizyaasuoro kourposo Bix 02.03.2026 Ne 0530/11.

3a pesymbTaTaMH JIEP:KABHOTO KOHTPONIO BCTAHOBJIGHO, IO Jikapcekud 3aci® BeezeHo B VYkpalny 3
AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA I[O/10 3a0€3MEUCHHS AKOCTi JTIKapCHKHX 3aC00iB.
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Ha3Ba

dopma BHIYCKY
Jo3ysauns
YnakoBka

Cepis

KinsbkicTs y cepil

JlaTa BHPOOHHUTBA

JlaTa 3aKinvenus TepMiny
npHAATHOCTI

Kpaina BupoOHiKa
Peectpauiiine nocsiguenns

Haspa BHpOGHHKA, BiINOBiAATILHOTO

3a BHRYycK cepii

Anpeca
Jlinensis na BHPOGHHUTBO No

PesyanaTu NpPOBEACHH

Opranon Xeiict 6
Tunyerpicnapk 30, 2220 Xeiier-on-nen-Bepr, Beanris

CEPTH®IKAT SIKOCTI CEPIi JJIKAPCBKOI'O 3ACOBY

EnokoM®, mase 0,1%

masb 0,1%

1 mr/r Mometasony ¢ypoaTy

o 15 r B Ty6i; no 1 Ty6i B KapTomHiii KropoOui
C134639

21 920 ynakoBoK

11.2025

11.2028
Benbris
UA/6293/01/01

Opranon Xeiict 6B

Inayerpienapk 30, 2220 XeiicT-on-gen-bepr, Beabrist
304 H

51 anaJisy SKocTi JikapesKoro 3acoby signosinno no MK PTI Ne UA/6293/01/01

(BHYTpilIHBOBPOGHIUNI TECT)

3a3Ha4YeHOoro Ha ynakoaui

. Pe3yanLTaTH
Tloka3sHHKH AKOCTI Bumoru Y .
aHajizy
Onuc (BizyanbHo) Binoro abo maibike 6iIOro KoIbOpy Henpo3opa Masb, 6e3 CTOPOHHIX . .
Bianorigae
BKJIIOYEHb
Inenndixauis: Momertasony dypoaty Xpomarorpama BUNPoGOBYBAaHOTO PO3UUHY Bignosizae xpomarorpami . .
. Binnosinae
(BEPX) pO3YMHY NOPIBHAHHS
KinbkicHe BH3HAYMCHHSA: 0,950 - 1,050 mr/r (95,0 - 105,0% sin 3asBJIEHOTO) 0,989 wr/
MowmeTaszony Qypoaty (BEPX) ’ e
Hominaanuuii 06'em Binnosinae Bumoram €sp.®. He meniie HOMiHaNbLHOTO 0BCsTY, . .
Bianosinae

KowmenTapi: IMokasnnk MikpoGionoriuna uicrora

sactocysans. (*) He pyrunuuit Tect.

Hassa AinbLHuLi, BiAnoBiansHOi 32 BUPOGHUUTBO/MEPBUHHY Ta BTOPUHHY yraKosKy/KOHTPOIb AKOCTI/BUTYCK C&

o8

Alpeca AiAbHULI, BiANOBiAAILHOT 32 BUpOBHUUTBO/TIE

30, 2220 Xeiicr-on-aen-bepr, Benwris

Jliuensis Ne 304 H

Llum 5 3acsinuyio, o BULIEBKa3aHa inopmauis € JIOCTOBIPHOIO | TOYHOIO.
ynakoBKky / MapKyBaHHs Ta KOHTPOSb SKOCTI Ha BuLLle3raaniii BUpOOHHHUiH
GMP, BCTAHOBNEHHMU MICLERUM PETYNATOPHUM OPraHoM, a Takox 3rigHo cneuw
TpoToxonn BUPOGHHLTEA, YAKOBKH Ta KOHTPONIO AKOCTI MIEPersAHyYTO | BCTAHOBIEHO iX Bianosignic

Ilata Bunycky cepii: 12.01.2026

YnosHoBaxkeHa 0coba/
Bianoiganstuii mpoMUCIOBH
(papmauesT

Epik Llepesa

Jlara nignucy:

Epixk Llepesa /nianuc/
13.01.2026

Kovee 7 A99% é>¢¢w¢gaﬁ?

(*) Binnosinae sumoram €p.®. 5.1 4. AN npenaparis 15 30BHILIHLOTO

pii: Opranon Xe#crt

pPBUHHY Ta BTOPHHHY YTIaKOBKY/KOHTPONb axocTi/Bunyck cepii: IHaycTpienapk

Tlana cepis npopykry Gyna BHpoGlicHa, BKIIOUAL04H
AinsHAL (-uAX) B NOBHIH BiANOBIAHOCTI 3 BUMOraMH
dixauii, Wo MICTUTLCS B peecTpauifHoMy A0ChE.
T, uMoram GMP.
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Productname:

Dosage Form:

}‘?‘4 (’) R (’; A N () N Organon Heist by

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

CERTIFICATE of QUALITY of Medicinal Product Batch

ELOCOM®, Ointment 0.1 %
Ointment 0.1%

Strength: 1 mg/g Mometasone furoate
Packaging: 15 g intubes; 1tubeina cardboard box
Batch Number: 134639

Batch Quantity: 21920 Packs

Manufacturing Date: 11 2025

Expiry Date: 112028

Country of Manufacturer: Beigium

Registration Certificate:
Name of Releasing Site:
Address of Releasing Site:

Manufacturing License Nr..

Quality Analysis Rosults of the Medicinal Productin compliance with MQC of RC

Quality Indicators

Ne UA/6293/01/01

Organon Heist bv

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

No UA/6293/01/01

Regquirements

Analysis Results

Description {(visual) A white to off-while opaque ointment; free from foreign matter. COMPLIANT

tdentification 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 {abel claim) 0.989 maly

Filf Volume

Fill complies with EU regulations Average fill not less than label claim

(Performed as in-process co ntrol test)

Comments: Microbiclogical Quality of Pharmaceutical Preparations (*) Comply with Ph. E

(*) Non-routing 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 accurate. This batch of product, including intermediate

heen manufactured, including packaging/labeling and quality control at the below mentioned site(s) in full complia

COMPLIANT

ur. 5.1.4 for preparation for cutaneous use.

s and active substance(s). has
nce with the GMP requirements

of the local Regulatory Authority and with the specifications and requirements in the Marketing Authorisation of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with cGMP.

For batch release on: 12 Jan 2026
Qualified Person / Responsible Industrial Pharmacist
Erik Ceresa

Date of Signaiure:
UHKAINTL7_UKR
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