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)
AEPKABHA CIVXEBA 3 JAKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A

HAPKOTHKAMH Y KHIBCLKII OEJACTI

npos. Ceivmanot Hagil, 3, m.Kuis, 02099, ten/axe: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €APITOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOI0 B YKpainy jikapcbkoro 3acofy

28.12.2023 Ne 64673/23/10

MOMEIEPM®

(HaHMeryBanHs JTKAPCHXOT0 3ac0BY SrinHo 3. peecTpamifiumM IOCBIAYCHIAM)
Ma3b, 1 mr/r; mo 15 r y ry6i; no 1 TY0i B KapToHHil xopolui
(thopma BHIYCKY, A03YBAHHR, BHI TAKYBAHHA MiKApCRROro 3acody)

Honep peectpauiiinoro nocsigterns UA/10968/01/01 crpox aii peectpaiinoro nocrimuenus 01.01.2099
Cepis nixapcskora sacoby Ne 309223 Kinbkicts Baesenoro aixapcskoro 3acoby 1500

Bipobmx Dapmsason €neda A.T., Honsma
{nafineHyBanin Bipobuixa MRapcLEoro 3acofy, kpaila noxemxkents)

Baezeno 8 Ykpainy CrinkHe ykpainchKo-ecToHChKe HIAUPUEMETBO Y HOPMi TOBAPHCTBA

3 0Dnrekeno10 BianoBigaapHicTo " Ontima-@apm, T, inenr. xon:
21642228
(natimMenysanus Ta Ko 3a EAPIIOY opymmno] ocodi aba mpizgisile, iM'g, 1o BaTekosi disrmol

ocodil - manpuesud, i Micye MPOKMBAKES Ta peecTpaniifHiii HoMep 06aik0RDT FAPTKH RNAATHHKR
nojarxkis abo cepia Ta Homep nacropra)

HMporoxoen sisyannsore xontpomo sig 28.12.2023 N 4126/8.

33 Pe3YNBTATAMH JASPABHOT0 KOHTPOMO BCTAHOBAEHO, IO MiKapebkiil 1aci  BmeseHo B Yepainy »
AOTPHMAHHSIM BrMOr 3aKOHOAABCTBA L0210 346€3MeYeHHA IKOCTI AIKAPCHKUX 3C0BiR,
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Certificate of Batch Release / Certificate of Compliance
Ceprudikar naketnoro Bunycky / Cepradikar BignoBiaHocTi

Release register No./ Peni3 peectpy Hi. RelReg008049/]
j Eroduct MOMEJAEPM® mase 1 mr/r mo 15r y Tyfax Nel
Ilpenapar .
Pharmaceutical form ointment
Jlikapceka dpopma Ma3b
Country of mamifacturer Poland
Kpalna - BUpoOHHK Ioneora L
Active Pharmaceutical Ingredient strength Mometasone furoate 1.0 mg
Cwpamqi | Momertasony divpoat 1,0 mr
Product bulk index
| i | 4350
BipobHHUMIT IHAEKC DAIKY N
Product No. finished index
. | 435U
IHOeKC KIHIEBOIO NPOAYKTY
Batch No. I?J:llk 309220
Homep cepil fanky
Batch No. limshed Eroduct‘ 109293
Homep cepii rotopol Opodykmi -
Date of manufacturing 00.2023
Jara BupoOHULITRE N
Explrfa:d date | ' 09 2025
TepMin npupaTHOCT!
Number of units released to the market 16100

KifpkiCTh OOHHALD, BHIYIICHAX HA PMHOK

Package size and type

Po3Mip 1 THIT Y TTAKOBKH no 15 ry tybax Ne |

Number of Marketing Authorization

o \ UA/10968/01/01
_HoMmep peecrpauifgoro noCBIIUSHHA _

Mlarluff?ctunng License 191/0036/15
JiueH314 Ha BIPOOHHLITBO

Certificate of GMP Compliance of a2 manufacturer IWSF.405.58.2022. MP1
Ceprudixar sianosiggocti GMP eiipoGHuKa WTC/0036 01 03/96

Manufacturing site, packaging, quality control
HaliMeHyBaHHA, MICLIE3HAXQKCHHA Ta HOMED
AiucH3H LiNAHKA BHPOGHUITEA 1 KO FPOJIO AKOCTI

(papm3aBon Cnsga A.T., Honsima
58-500 M. €nena I'ypa , eya. BidueHrero [lona, 21, TTonpima

Storage conditions i Store ata temperature not higher than 25°C. Do not freeze.
YMoBH 30epiranHs 36epiraTh mpu TeMcpaTypi He Bume 25°C.
He 3amopoxyBarH,

In the appendix: Certificate of Quality:
Test results/ PesymeTaTH BUNIpoOYBaHb Date of issue 17.10.2023/ ¥V nopatky: CepTudikar AKOCTL:
Hata Braveky 17.10,2023

Certification statement

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the
local Regulatery Authority and with the specifications in the Marketing Authorisation of the importing country or product
spectfication file for Investigational Medicinal Products. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP,

3asipa nipo cepTudikauiro

HuM 2 miaTBepIkKyIO, LU0 BUHUICBKa3aHa (Hdops € AOCTUBIPHOIO Ta TOYHOM. Llg cepis npoaykmil 6yna BUrOTOBISHA,
BKIIOYHO 3 YNAKOBKOIO / MAPKYBARHAMEY Teph DRRPONE 11 AKOCTI HA BHINE3ranaHmx AUIAHKAX, ¥ NOBHIH BANOBIAHOCTI
3 pumoraMu GMP MicueBoro pepfaToRid neuurbircauismn B AC3EGJ HA APOAAX Kpaiuu-iMnoprepa ado
cucuudikayi Torapy AmA Hoch N ’:ﬁ'in. Ilporoxony BHPOOHULITBE, YIIAKOBKM Ta anamsie 0yin

Date/IlaTa
24.10.2023

Qualified Person/YnosHoBaxeHa ocoda
Signature /Thanmc
mgr Edyta Kozlowska




CEPTUDIKAT AKOCTI CEPII

Mpenapar: MOMEONEPM® masb 1 mr/rno 157 y TyBax Nei

Homep cepil : 309223

ByvpobHuk: Jelfa S.A. Nonbwa

TepMiH npugaTHOCTI: 09.2025

Hata eupobHKuTEA: 09.2023

Hata ananisy: 17.10.23

NMOKA3IHUKU BUMOTWU PE3YNbTATH

Onuc EBina abo mamxe Gina, HaniBnpoaopa xKvupHa  Bignosigac
Maca

Poamip 4aCTUHOK He binbiue 80 [MkM] <45 [MKM]

BussaveHHs pH 40-6.0 4.5

loenTndbikallia MomeTtaagHy dypoar, Ha xpomatorpammi sunpotosysaHorg Bignosigae

laeHTndpikalia A - metoa TIUX PO3YMHY OCHOBHA NASMA NOBWUHHA

BiANOBigaTh 3HavyeHHo Rf OCHOBHO! NNAMK
Ha XpOMaTorpamMmi CTaHOAPTHOIC POo3YnHy
MOMETA30HY yypoaTy

loeHTudikauis MomeTazoHy dypoar,  Ha xpomatorpammi BMNpoboByBaHOro gignosigae
laeHTHDIKaUa b - metog BEPX PO3UNHY Yac YyTPMMAHHA OCHOBHOIQ NIKY

MOMETa30HY (ypoaTy NOBUHEH CriBnagaTtm

3 YacoM YTpUMaHHA QCHOBHOTO NIKY

MOMETA30HY hypoaTy Ha XpomMaTorpammi

CTaHOapTHOIC PO3YnHY |

CynyTHi pomilkn (BEPX) - koxHa He Binbe 0.5 [%] 0.1 [%]
IHAMBIgYarkHa AOMILLKA

CynyTHi gomiwkn (BEPX) - cyma Bcix  He Ginblue 1.0 [%] 0.2 [%]
NOMILLOK

KinskicHe BU3HAYEHHA MOMETA30HY .90 - 1.10 [mr] (.98 {wmr]
dypoaty B 1 r masi

CepegHin BMicT Masi B TyOi He menwe 15.0 {f] 15.21r]
MikpoBionoriuHa uvctota - TAMC He BinbLlue 102 KYO/T <10 [KYO/r]
Mikpobionerivyha uweroTta - TYMC He Oinbwe 10" KYO/r <10 [KYO/r]
MixpobionoriyHa yneroTa - BigNoBipae slAnoBigac
BigcyTHicTe Pseudomonas

aeruginosa

MikpoBionoriyHa qneroTa - pignoeigae
Bigeyrhictb Staphylococcus aureus

Bignoeigaae

KomeHTapi:
N/A

Mpoaykuis signoeinae eumoram QCSpec000970/4, UA/10968/01/01

Hara ouinku: Bigain KonTponio Axocri
17.10.23 Switelski Krzysztof

Ceptudbikar aHanizy reHepyeThCs KOMNIOTEPOM, NIANUC He noTpibeH.

BuaaHo: Switelski Krzysztof gaTa BBaavdi: 17.10.23
Cropinka13 1




