HAEPKABHA CIYIKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCBKIN OBJACTI

npoz. Cpitnrunol Haail, 3, m.Kuis, 02099, Ten/pakc: (044) 576-40-41
E-matil: dls.ko@dls.gov.ua, Kog EAPIIOY 37078774

BHCHOBOK
Npo AKicTh BBe3EHOr0 B YKpaiHy JIKapcLKoro sacody

12.02.2025 Ne 5244/25/10

EJOKOM®

{mafineryBatng Aikapeskoro sacody riane T peecTpalifiHIN NoceiHeRIAd)
rpes 0,1 % mo 15r y Ty6i; no 1 1y6i y xapTonsiii xopebui

(irapsta BARYCKY, RO3YBRHNS, BHI NAKYBAHHA MKIPCRKOTO 3acoby)
Homep pecctpaniitaoro nocaizuenns UA/6293/02/01 crpox aii pecorpaiitiora nocsinvenns 01.01.2099
Cepis sikapesxoro 3acoby Ne B117728 Kinskicrs BRC3enOrO Aikapeskoro 3acody 320

BipoGuuk Opranon Xeiict 68, bensris

(HaiimenyBanHa BUpoSHiKa AikapcEkore lacoly, Kpafua NoxoAKeHHR)

Baeseno 8 Yrpaity CrninbHe YKpallchEKo-eCTOHCbKE NAAPHEMCTBG ¥ GOPMI TOBapPHCTBA
3 oGMexxeHoIo Bianesigaanuictio 'Onriva-Oapm, JTH", ixenr. xoa:
21642228

{maitveHyBaHnA T2 Kox 3a €JIPTIOY sopHanunoei ocobu abo npiasiie, im's, mo BaTskosi dizimuol
0CcoBH ~ mianpresus, 1 Micie npoxIBaHus Td peecTpauiiuiii Homep obnixopol KAPTKH NANTHHKA
noaatkis abo cepii Ta HoMep MACIIODTA)

IfpoTokon eisyansnore xonrpoino sin 10.02.2025 N 0377/12.

33 pesynsTaraMu ACPKABHOTO KOHTPOAK BCTAHOBASHD, N0 Nixapeskuil  3acid  BeeseHo B Ykpainy 3
JAOTPUMAHHSIM BuMOr3aKOHOABCTRA WONC 3a603MeyeHHR AKOCT AikapChKiX 3acobis.

Ounra EPLOMEHKO

* {mdinnekic) (Rristiain Tanpiiniiie)

L
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4 ORGANON

CEPTU®IKAT SIKOCTI CEPIi IKAPCBKOI'O 3ACOBY

Haszga

®opma BHITYCKY
Hozysanust
YnakoBka

Cepist

Kinbkicrs y cepil

JlaTa BUpOOHHITREA

JlaTa 3aKiHvueRHs TepMiHy
HPHAATHOCTI

Kpaina Bupobuuka
PeecrpariiiHe N10CBiAYeHHS

Hazga Bupo6nuKa, BiINOBIXaJILHOTO
3a BUIYCK cepii

Ajlpeca
Jlinen3is na supoduuuTeo Ne

Opranon Xeiict 68

Innycrpienapx 30, 2220 Xeitcr-on-get-bepr, Benbris

Enoxom®, kpem 0,1%
kpem 0,1%
1 mr/r momeTasony gypoary

1o 15 r B Ty6i; no 1 Ty6i B KapTounuiit Kopodui

B117728

9 920 ynakoBOK
09.2024
09.2026

Benprin
UA/6293/02/01

Opranon Xeiic 0B

Inaycrpienapk 30, 2220 Xeiicr-on-gen-bepr, Benwris

304 H

Pe3ybTaTH NPOBEICHHS aHANI3Y SKOCTi JIiKapChKoro 3aco6y signosiguo xo MK PIT Ne UA/6293/02/01

IToxa3HUKH SAKOCTI Bumoru PeayanaTu
anagisy

Onmuc (BizyanbHo) Bistoro a6o Maibke GLIOro KONbOpY M'SK0i KOHCHCTEHILT oXHOpiAHMH ) )
KpeM, 63 CTOPOHHIX BKJIIOUEHD Binnosinae

Inentudikanis: MomerasoHy Yac yTprMyBaHHS OCHOBHOTO THKY Ha XpoMmatorpami BUNpo6oByBaHOro

dypoary (BEPX) pPO3UMHY TIOBMHEH BiLTOBIaTH YacoBi MKy MOMETa30HY ¢ypoary Ha Binnosinae
XpoMmatorpami po3uHHy MOpiBHAHHS

InenTudixkauis: Momerazoiy 3pauenss RE OCHOBHOI IISMH BUIIPOOOBYBAHOTO PO3UHIY M2€E Bi .

Pypoary (THIX) BianosigaTH sHadenHo Rf ocHOBHOI IWLIMK PO3UHHY TOPIBHAHHS JYIOBIASS

KiJibKicHe BU3HAMEHHSI: 95,0 - 105,0% 101,6 %

Mowmerazony Qypoaty (BEPX)

Mpoayxkru perpagauii (BEPX) - 21-  |ne 6inbiue 0,5% <0,0 %

TifpokcHMOMETa3ony (pypoary

Hponyxry gerpagauii (BEPX) - 17-  jue 6inpe 0,5% <0,0 %

TiApOKCHMOMETa30HY (ypoary

HponyxTu aerpagauii (BEPX) - ue 6inpiue 0,5% <0,1 %

Crnonyka D

Tponyxru gerpagauii (BEPX) - He Ginpure 0,9% <0,0 %

Enokcup crionyku E

Hponykru perpapauii (BEPX) - ne Ginbe 0,5% <0,0 %

Cynposizna crionyka 1 (6-Keto)

Tpoayxru perpaganii (BEPX) - ne 6insiue 0,2% <0,1 %

Hecrieumdikosani inansixyansui

Mponyxry gerpaganii (BEPX) - e Ginpiue 1,5% <0,1 %

Cyma

S e N IGLF
P
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B'si3kicTh (Bi3ko3UMETPIs) 400000-1200000 cIT 844762 cIl

KomenTapi: BifcyTHi.
TMokasunk Mikpo6ionorivta uncrora (¥) BinnoBifae BUMOTaM Esp.®. 5.1.4. anst npenaparis Ayis 30BHILIHBOTO 3aCTOCYBAHHA.
(*) He pyTusnmit Tect,

Hassa HiTbHULI, BIATOBIHaILHOT 38 BUPOOGHHITEO/TIEPBUHHY T4 BTOPHHHY YIaKoBKY/KOHTPOIIb SKOCTi/BUITYCK cepil: Opranon Xelcr 68

Anpeca ZinbHAL, BIAMOBIJATBHOT 32 BHPOGHULITBO/TIEPBUHHY Ta BTOPUHHY YIaKOBKY/KOHTPOJIb SKOCT/BUITYCK Cepii: [ugyctpienmapk
30, 2220 Xeticr-on-gen-bepr, Benwris

Jinenszis Ne 304 H

L{uM 51 3acBigUYIO, L0 BHILCBKA3aHa iH(popmauis € nocToBipHOKO i ToUHOt0. JlaHa cepis npoaykry Gyna BupoGiicHa, BIITIOHAI0MH
YMaKOBKY / MapKyBaHHs Ta KOHTPOJb AKOCTi Ha BHIIE3ranaHiil BupoGHUuii MineHMIL (-11X) B TOBHIHA sinnosigrocTi 3 BuMoramn GMP,
BCTAHOBJICHUMH MICIIEBUM PETYIATOPHHM OPraHOM, a TAKOX 3TiIHO cnenndikaii, 10 MiCTHTLCS B peecTpauiitHomy aocke. [IpoTokonu
BUPOGHHIITRA, YTAKOBKH TA KOHTPOJIHO AKOCTI MCPErNAHYTO i BCTAHOBJIEHO iX BianorianicTs BMoram GMP.

Jara sumycky cepii: 05.11.2024

YroBHoBaxkeHa ocoba/

BignosigansHuit TPOMHICIOBHI

(hapmanest

Epik Lepesa Epik Lepesa /migmuc/

Hara nignucy: 06.11.2024
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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

Quality Indicators
Description (visual)

Identification Mometasone furoate (HPLC)

\dentification Mometasone furoate (TLC)

Assay Mometasone furoate (HPLC)
Degradation products (HPLC) -~ Mometasone

Furoate 21-Alcohal

Degradation products {HPLC) - Mometasone

Furoate 17-Alcohol

Degradation products (HPLC) - Compound D
Degradation products (HPLC) - Epuxide

Compound E

Degradation products (HPLC) - Reifated

Compound 1 (6-Keto)

Degradation products {HPLC) ~Unspecified

Individuat

Degradation products (HPLC) -Total

Viscosity {viscometry method)

Comments: None

Microbiological Quality of Pharmaceutical Preparations

“%Z{u () R C; A N O N Organon Heist bv

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

CERTIEICATE of QUALITY of Medicinal Product Batch

ELOCOM®, Cream 0.1 %

Cream 0.1%

1 mgl/g Mometasone furoate

15 g in tubes; 1 tube ina cardboard box
B117728

9,920 Packs

09 2024

09 2026

Belgium

No UJA/6293/02/01

Organon Heist by

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

Requirements
A white to off-white, smooth, homogeneous cream, free from foreign
matter,

The retention time of the main analyte peak in the sample
chromatogram is comparable to that of the Mometasane Furoate peak
in the standard chromatogram.

The Rf value of the principal spot obtained from the sample solution
corresponds to that obtained from the standard solution.

95.0 - 105.0%
NMT 0.5%

NMT 0.5%

NMT 0.5%
NMT 0.9%

NMT 0.5%
NMT 0.2%

NMT 1.5%
400000-1200000 cP

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 balch of product, including interme:
been manufactured, including packaging/labeling and quality control, at the above mentioned site(s) in full col
ty and with the specifications and requirements in the Marketing Authorisation of

of the local Regulatory Authori
lysis records were reviewed and found to be in compliance with CGMP.

processing, packaging and ana

For batch release on: 05 Nov 2024
Qualified Person / Responsible Industrial Pharmacist

Erik Ceresa

B IRt

Date of Signature:

g

/":'j,w ;);"";:‘

5 e

o

16 N0V 2624

(*) Comply with Ph. Eur. 5.1.4 for preparation for cutaneous use.

Results of the Medicinal Product In compliance with MQC of RC Ne UA/6293/02/01

Analysis Resuits
COMPLIANT

COMPLIANT

COMPLIANT

101.6
<0.0

<0.0

<0.1

<0.0

<0.1

<0.1
844762

Yo

%

[
a

o

Ya

%

%
P

(*) Non-routine testing.

diates and active substance(s), has
mpliance with the GMP requirements
f the importing country. The batch

RJDAINTLI_UKR

Pagelofl




JAEPKABHA CIYXKBA 3 HIKAPCHKHX 3ACOBIB TA KOHTPOJUIIO 3A
HAPKOTHUKAMM Y KUIBCHKIN OBJACTI

npoe. Cpitnuunoi Hapii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E- ma11 dls. ko@dls gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK

Npo KicTh BBe3enoro B YKpainy Jikapcbioro 3acoly

25.04.2025 Ne 19129/25/10

EJIOKOM®

(naiimentypainia nikapeukoro saco6y 3rino 3 pecctpallifiniM nocsiAICHHAM)
kpem 0,1 % mo 15 r y 1y6i; o'l Ty6i y kaprouniii Kopooui

((hopma BuIyCKy, 103yBAHHS, BN TaKyBAHHS flikaperkoro sacoby)
Homep peecmaumnor‘o nocmmxenm UA/6793/02/01 crpok it pc(chaun!Hox o nocsiexts 01.01.2099
Cepis nikapceroro 3acofy Ne C121871 Kinnkiers seesenoro nikapebkoro saco6y 760

Bupo6uux Opranon Xelict 68, Besupris

(nalimeryrarns supobunKa fMikaperkoro 3acoby, Kpalita TTOXOKEH S )

Baescro B Ypainy Cninbue pralHCbKO—eCTOHCLKe mianpuemcTeo y dopmi ToapucTea
" -3 00Mesxenoro BinmoBizanLHicTIO "Onrima-@apm, ATA", inent. kon:
21642228

(HaHMLHyBaHH}l Ta kol 3a €APTIOY topumnunoi 0cobu abo npissuiLe, iM's, M0 GATHKOB] Gisnynol
ocobu - mianpuemus, i Micue npoxuBaius Ta pccch'xulmmn HOMEp 00J1IKOBOT KAPTKY MIIATHIKA
nopatkin abo cepist Ta nomep racropra)

[lporokoes Bisyansnoro kourposso six 23‘.04.2025:‘3‘{'9‘ 1230/20

3a  pesynbTatamMM  JIepkKaBHOTO  KOHTPOIIO BCTAHOBIIEHO, IO iKapeLkHi 3aci  BBesemo B Ykpainy 3

AOTPHMMAHHMAM BHMOT 3aKOHOJABCTBA OO 3a6e3MeueH s AKOCT miKapceKuX 3aco6iB,

s @; oy % E y
g\&m&ﬁh PN T o e 7 )
QJAHV!;? % \ . o P A
3acr\/npé/ anm "hy&gﬁ (/ Onsra EPLOMEHKO

FOE3

(u anﬁ%ch X ncé Qﬁof 7
\ *\5‘5 \ffm%mfm 3% 2]

. 5 . R .
KOHTPOJINO) (i) (Riany ra npissunge)
: e . . # o T G e o



-5 ORGANON

Opranoun Xeiicr 68
Inpycrpienapxk 30, 2220 Xeiicr-on-nen-bepr, bensris

CEPTH®IKAT SIKOCTI CEPII JIIKAPCHKOTI'O 3ACOBY

Ha3ga

Dopma BHIIYCKY
Jo3yBaHHs

YnakoBka

Cepin

Kinbkicrn y cepii

Jara BupoOHMITBA

Jara 3akinyenns Tepminy
OpHAATHOCTI

Kpaina eupodHuka
Peecrpaniiine mocsinuenns

Ha3sa BupoOnuka, BianosizajisHoro
3a BHITYCK cepii

Anpeca
Jlinen3ia na BupoOHuITBO No

Enoxom®, kpem 0,1%

kpem 0,1%

1 mr/r momeTa3sony ypoary

no 15 r B Ty6i; no 1 Ty6i B kapTonniii kopooui
C121871

9 920 ymakoBok

01.2025

01.2027
Beakrin
UA/6293/02/01

Opranon Xeiict 68

Inpycrpienapk 30, 2220 Xeiicr-on-gen-bepr, Beibria
304 H

PesyanTaTn npoBeaeHHs aHANi3y AKOCTI Jikapchkoro 3acofy Binnosigno no MKS PIT Ne UA/6293/02/01

Cyma

IMoka3suukn AKocTi Bumoru PBS)’.I'II:'.I'aTIl
aHajizy
Omuc (Bizyansno) Binoro abo maiixke 6i10ro KoNbOPY M'SIKOT KOHCHCTEHIIIT OHOPI THMET ) ]
KpeM, 6€3 CTOpOHHIX BKJIIOYEHb Binnosinae
InenTudirania: Momerazony Yac yrpHMyBaHHS OCHOBHOTO iKY HA XpOMATOrpaMi BHIIPOOOBYBaHOT O
tbypoary (BEPX) PO34YHHY IOBHHEH BIIIIOBINATH 9acoBi MKy MoMeTa3oHy (ypoary Ha Biamosizae
XpOMATOrpaMi po34HHY OPIBHAHHSL
InenTndirania: Momerazony 3nauenns Rf ocHOBHOT IWsMH BHITPOGOBYBAHOTO PO3YHHY MAE . .
; : - : Bignoeigae
dypoary (TIIX) BinoBigaTH 3Ha4eHHI0 Rf 0cHOBHOT umAMM po34HHy NOpIBHAHHA
KiibkicHe BH3HAYEHHA! 95,0 - 105,0% 100,0 %
Mowmerasony ¢ypoary (BEPX)
Mpoayxru gerpanauii (BEPX) - 21- [ne 6inbme 0,5% <0,0 %
ripoKCHMOMeTa30Hy Gypoary
Mpoayxrtu aerpapauii (BEPX) - 17-  |ue Ginswe 0,5% <0,0 %
rifipoxcumMomMeTasoHy Qypoaty
Hpoayxru aerpanauii (BEPX) - He Oineme 0,5% <0,1 %
Cnomyka D
Mpoaykrn gerpapanii (BEPX) - e 6imsore 0,9% <0,0 %
Enoxcup cnonyku E
Hpoaykru gerpapauii (BEPX) - e 6imsore 0,5% <0,0 %
Cynpoeigua cnonyka 1 (6-Kero)
Hpoaykru gerpapauii (BEPX) - e 6imsmre 0,2% <0,1 %
Hecnenudixosani inguBigyansHi
Hpoayxru aerpanauii (BEPX) - He Oinpme 1,5% <0,1 %

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.




B'a3kicThb (Bizko3uMeTpisn)

400000-1200000 cIT

911619 Il

Komenrapi: BigcyTHi.

[Toxasauk Mixpo6ionoriuna uncrora (¥) Binnorinae Bumoram Esp.®. 5.1.4. nna npenaparis 17151 30BHIIIHBEOTO 3aCTOCYBAHHS.

(*) He pyrunnnii Tect.

Ha3sa ginsHuI, BiANOBiAaNEHOT 32 BHPOOHHIITBO/IIEPBHHHY T BTOPHHHY YNIAKOBKY/KOHTPOIE AKOCTI/BHIYCK cepii: Opranon Xeiict 68

Anpeca IiTbHHI, BiONOBIATEHOI 32 BHPOOHHITBO/IIEPBHHHY T4 BTOPHHHY YIIAKOBKY/KOHTPOJIB AKOCTI/BHIycK cepii: IngycTpiemapk

30, 2220 Xeticr-on-gen-bepr, bensris

Jlimensis Ne 304 H

[Ty 5 3acBig4yio, o BHIIEBKa3aHa iHGoOpMaIis € qocToBipHOO i TouHO0. /lana cepis npogykTy Oyna BHpoOIeHa, BKIIFOYA0YH
YNAKOBKY / MapKyBaHHS Ta KOHTPOJIb SIKOCTI HA BHIE3rajlaniit BUpOOHMYi# AinbHHIN (-115X) B IOBHIi BigmoBigHOCTI 3 BuMoramu GMP,
BCTAHOBJICHHMH MiCIIEBHM PETYJIATOPHHM OPraHOM, a TAKOXK 3TifHO crenudikarii, mo MicTHTECA B peecTpaiiinomy gocke. [IpoToxomn

BHPOOHHUIITBA, yIAKOBKH Ta KOHTPOJIIO AKOCTI IEPETISAHYTO i BCTAHOBIEHO IX BiAmoBigHicTs BuMoram GMP.

[Mara sumycky cepii: 19.02.2025

VmosHOBaxkena ocoba/

Binnosinansauit npoMHCIOBHIH

dapmanesT
Epix Ilepesa

Jara mpanucy:

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.

Epix Ilepesa /migmuc/

21.02.2025




-i;.:-.'.' O R G A N O N Organon Heist bv

Productname:

Dosage Form:

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

CERTIFICATE of QUALITY of Medicinal Product Batch

ELOCOM®, Cream 0.1 %

Cream 0.1%

Strength: 1 mg/g Mometasone furoate
Packaging: 15 g in tubes; 1 tube in a cardboard box
Batch Number: c121871

Batch Quantity: 9.920 Packs

Manufacturing Date: 012025

Expiry Date: 01 2027

Country of Manufacturer: Belgium

Registration Certificate:

Name of Releasing Site:

Address of Releasing Site:

Manufacturing License Nr.:

Ne UA/6293/02/01

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/6293/02/01

Quality Indicators

Requirements

Analysis Results

Description (visual) A white to off-white, smooth, hamogensous cream; free from foreign COMPLIANT

matter,
Identification Mometasone furoate (HPLC) The retention time of the main analyte peak in the sample COMPLIANT

chromatogram is comparable to that of the Mometasone Furoate peak

in the standard chromatogram.
Identification Mometasone furoate (TLC) The Rf value of the principal spot obtained from the sample solution COMPLIANT

corresponds to that obtained from the standard solution.
Assay Mometasone furoate (HPLC) 95.0- 105.0% 100.0 %
Degradation products (HFLC) - Mometasone NMT 0.5% <0.0 S
Furoate 21-Alcohol
Degradation products (HPLC) - Mometasone NMT 0.5% <00 %
Furoate 17-Alcohol
Degradation products (HPLC) - Compound D NMT 0.5% =01 Yo
Degradation products (HPLC) - Epoxice NMT 0.9% < 0.0 %
Compound E
Degradation products (HPLC) - Related NMT 0.5% =0.0 %
Compound 1 (8-Keto)
Degradation praducts (HPLC) -Unspecified NMT 0.2% =01 Y
Individual
Degradation praducts (HPLC) -Total NMT 1.5% =01 %
Viscosity (viscometry method) 400000-1200000 cP 911619 cP

Comments: None
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 product, including intermediates and active substance(s), has
been manufactured, including packaging/labeling and quality control, at the above mentioned site(s) in full compliance with the GMP requirements
of the local Regulatory Authority and with the specifications and requirements in the Marketing Autharisation 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: 19 Feb 2025
Qualified Person / Responsible Industrial Pharmacist
Erik Ceresa -

1 "FEB 2025

Date of Signature:
RJDAINTL1_UKR

Pagelofl

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



JNEPKABHA CJIVIKBA 3 JIIKAPCBbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KHIBCHKIN OBJIACTI
npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog €IIPTIOY 37078774

BHCHOBOK
Npo AKICTb BBE3€HOI0 B YKPalHY JiIKapChKOro 3acoly

18.04.2025 Ne 18254/25/10

EJOKOM®
(HafiMeHYBaHHS TIKapChKOTO 3aco0y 3TilHO 3 peecTpaliiiEuM MOCBiTUeHHAM)
kpem 0,1 % mo 15 r y Tv0i; mo 1 Ty6i y kapToHHiii kKopooui
(thopMa BHIIYCKY, JU3YBAHHA, BU/I IIAKYBdHHA JIKdPCbRULD 3ac00y)

Howmep peecrpanitinoro noceinuenns UA/6293/02/01 crpox aii peectpauiiinoro noceinuenns 01.01.2099
Cepis nikapeekoro 3aco6y Ne B118712 Kinskicts BBezeHoro nikapeekoro zacoby 800

Bupobunk Opranon Xe#ict 0B, beibris
(HaliMeHYBAHHSA BUPODHHEA JNIKAPCEXOTO 22C00Yy, KPATHA [I0X0KeHH)

Bpesero B Vipainy ChisibHe YKpaiHChKO-eCTOHChKE MiIMPHEMCTBO ¥ GOpMi TOBapHCTBa
3 00MexeH0I0 BianoBigaasnicTio " Onrima-@apm, JIT", inent. koa:
21642228

(nafimenyeanna Ta ko 2a EJIPTIOV wopHaamanol ocodn abo mpizenie, iM'sa, mo OaTEKOEBI (PizHUHOT
ocobu - miampueMud, i1 Miclle MPOKHBAHHA Ta PeecTpaulifHuil HoMep 00IKOBOT KapTKH IUIATHHKA
NoJaTXIB ab0 cepid TA HOMEp MACIIOPTa)

Mportokoa Bizyaasnoero koarpomo six 18.04.2025 Ne 1169/20.

3a pesynsTaTamMH [epKABHOTO KOHTDOIIO BCTAHOBIEHO, IO JiKapchkuil 3acid BeeseHo B Vkpainy 3

AUTPUMAHHHAM BHEMOr 32KOHOIABCTEA WIONO 3aDE3MEUEHHS SKOCTI TIKAPCLEUX 3aC001B.

| S
: TA QY

AHMg
i ‘o

4

K0 Onrra EPLOMEHKO

b gor KOHTPOIIO) (mimmec) {iniuiana ra upizBrIE)
~

*

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



S

#= ORGANON

Opraunon Xeiicr 68

Inaycrpicnapxk 30, 2220, Xeiicr-on-gen-Bepr, Beasrin

CEPTHU®IKAT SIKOCTI CEPIi JIKAPCBKOI'O 3ACOBY

Haspa

Mopma BuUnycKy
HosyBanns

YnakoBka

Cepist

KinpxicTs y cepil

Jlara BupobuunuTna

Jlara 3akinvenns repminy
NpHAATHOCTI

Kpaina pupo6uuka
Pecerpaniiine nociguenns

Ha3spa supoOuuKa, ianosigaasuoro
3a BUNycK cepii

Ajpeca
Jlinensist ma supoGHUNTBO Ne

Enoxom®, kpem 0,1%
xpem 0,1%
1 mr/r MomeTasony gypoarty

no 15 r B Ty6i; no 1 Ty6i B KapTomHiii KopoOui

B118712

4 640 ynakoBox
10.2024
10.2026

benbrist
UA/6293/02/01

Opranon Xeiicrt 0B

Tupycrpienapk 30, 2220, Xeiicr-on-1en-bepr, beasris

304 H

PesyLTaTH NPOBEACHHA AHANIZY AKOCTI JHikapchKoTo 3ac00y BIAMOBINHO 10 MK PIT Ne UA/6293/02/01

PesyabTarn
Ioka3zuuku sikocTi Bumoru 4 "
aHasisy
Onuc (BisyansHo) Binoro a6o Maibke Giloro KoJibopy M'KO KOHCHCTERLIT oiHOpinHKI ] .
KpeM, 6e3 CTOpOHHIX BKITIOUYEHb Binnosinae
Inenrudixanis: Momerasony Uac yTpuMyBaHHs OCHOBHOTO MiKy Ha XPOMATOrpaMi BUIPOGOBYBAHOI0
(ypoary (BEPX) PO3UMHY NOBUHEH Bi/NOBIAATH YacOBi I1iKy MOMETa30Ry Qypoary Ha Binnosinac
XpOMaTorpami po3uuHy OPiBHAHHA
InenTudikanisi: MomMeTazoHy 3navyeHHs Rf OCHOBHOT MIAMM BUTIPOOOBYBAHOTO PO3UHHY MA€E Bi )
(ypoary (TIX) BinnosigaTy 3HadenHo Rf 0CHOBHOT MIAME PO3UIHY NOPiBHAHHS TAOBIAAC
Kisnpkicie BU3HAYCHHSS 95,0 -105,0% 99,3 %
Mowetasoiy gypoaty (BEPX)
MpoaykTu aerpaganii (BEPX) - 21-  [ne Ginsuie 0,5% <0,0 %
rigpokcuMomeTas’oHy pypoaty
Mpoayxru aerpanauii (BEPX) - 17-  |ue 6inbme 0,5% <0,0 %
ripokcumMomMeTazoRy (ypoary
IIpoaykru perpanaunii (BEPX) - ne 6insiue 0,5% <0,0 %
Cnonyxa D
INpoaykryu aerpapanii (BEPX) - ue 6inpiue 0,9% <0,0 %
Enoxcup cnonyku E
Ipoayxru gerpapauii (BEPX) - ne Ginpuie 0,5% <0,0 %
Cynposigua crionyka 1 (6-Kero)
Tponywkru gerpananii (BEPX) - He Ginsiie 0,2% 0,1 %
Hecneundixosani iHuBifyanbHi
Hpoayxru perpapauii (BEPX) - e Ginbiue 1,5% 0,1 %
Cyma

A et 23 GO

] O AT e %




B'sizcicts (Bi3ko3umeTpis) 400000-1200000 cIl 914095 cll

Komenrapi: BincyTHi.
Tokasuux MikpoGionoriuna uuctora (*) Bignosigae sumoram Esp.®. 5.1.4. nns npenapartis s 30BUIILHLOIO 3aCTOCYBAHHS.
(*) He pyTunnuii Tect.

Haspa iMbHILI, BiANOBIXATEHOT 32 BUPOGHAIITBO/MEPBHHHY T4 BTOPHHHY YTIAKOBKY/KOHTPOJIB AKOCTI/BHMyCK cepii: Opranon Xefier 68

Appeca AinbHAL, BiANOBIAAnEHOT 32 BUPOOHHLTBO/IEPBHHHY Ta BTOPHHHY YNaKoBKy/KOHTPOJTb IKOCTI/BUITyCK cepii: Ingycrpienapxk
30, 2220, Xeiicr-on-ueH-bepr, Besnbris.
Jliuensis Ne 304 H

LlMM 5 3acBiauyo, 110 BUIICBKa3aHa iH(opMaLLis € JOCTOBIpHOO i TouHOM. [lana cepis npoaykTy OyJia BUpOGICHa, BKIIOUIOUH
YIHAKOBKY / MaPKyBaHHs Ta KOHTPOJIb AKOCTI Ha BHLIE3rafaii Bupobnnyii ninsuuui (-usx) B nosHiM sianosigHocti 3 sumoramu GMP,
BCTAHOBJIEHHMH MiCLEBHM PETYIISITOPHUM OPraHoM, a TAKOXK 3TijiHo cneuu(ikalii, 1o MicTHTbCA B peecTpauiiHoMy pocke. [Tporokosin
BHPOGHMIITRA, YIIAKOBKH Ta KOHTPOIIIO SKOCTi MEPErAHYTO i BCTaHOBJICHO X pignosinmicTs BuMoraM GMP,

Jara sunycky cepii: 27.11.2024
YrosHoBaxcHa ocoba/
Binnosianeuuii TpOMICIOBHH
(apmatenT

Epix Lepesa Epix Llepesa

[mipnnc/

Jlarta mignucy: 28.11.2024
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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.

Organon Heist bv

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

CERTIFICATE of QUALITY of Medicinal Product Batch

ELOCOM®, Cream 0.1 %

Cream 0.1%

1 mg/g Mometasone furcate

15 g in tubes; 1 tube ina cardboard box
B118712

4.640 Packs

10 2024

10 2026

Belgium

Ne UA/6293/02/01

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/6293/02/01

Quality Indicators
Description {visual)

Identification Mometasone furoate (HPLC)

tdentification Mometasone furoate (TLC)

Assay Mometasone furoate (HPLC)
Degradation products (HPLC) - Mometasone

Furoate 21-Alcohol

Degradation products (HPLC) - Mometasone

Furoate 17-Alcohol

Degradation products (HPLC) - Compound D
Degradation products (HPLC) - Epoxide

Compound &

Degradation products (HPLC) - Related

Compound 1 (6-Keto}

Degradation products (HPLC) -Unspecified

Individual

Degradation products (HPLC) -Total

Viscosity {viscometry method)

Comments: None

Microbiological Quality of Pharmaceutical Preparations (

Regulrements
A white 1o off-white, smooth, homogeneous cream; free from foreign
matter,

The retention time of the main analyte peak in the sample
chromatogram is comparable to that of the Mometasone Furoate peak
in the standard chromatogram.

The Rf value of the principal spot obtained from the sample solution
corresponds to that oblained from the standard solution.

95.0 - 105.0%
NMT 0.5%

NMT 0.5%

NMT 0.5%
NMT 0.9%

NMT 0.5%
NMT 0.2%

NMT 1.5%
400000-1200000 cP

Name of Manufacluring/Primary&Secondary Packaging/Testing/Release Site: Organon Heist bv

Address of Manufacturing/Primary&Secondary Packaging

Manufacturing Authorisation Number: 304 H

| hereby certify that the above information is authent|

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

For batch release on: 27 Nov 2024
Qualified Person / Responsible Industrial Pharmacist

Erik Ceresa

Date of Signature:

/z [ TR R S0 8
£ NGV LU

Analysis Results
COMPLIANT

COMPLIANT

COMPLIANT

99.3
<0.0

<0.0

<0.0
< 0.0

0.1

0.1
914085

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

*) Gomply with Ph. Eur. 5.1.4 for preparation for cutaneous use. (7) Non-routine testing.

ic and accurate. This batch of product, including intermediates and active substance(s), has
been manufactured, including packaging/labeling and quality control, at the above 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

RJDAINTL1_UKR
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