MEDA Manufactumng Mérsgnac CepT“q]iKaT aHa_]’liay _ CepT"q)iKaT DCQ'CHIM‘] 147
@ VIATRIS JOJATOK 78 2.01

sigmosianocti Eninen® 1% Vkpaina

Cropinka 1/5
Haiimenypanus npenapary: Eninen® kpem 1%
CEPIS (Homep cepil): 328361
Jlikapchka popma: KpeM AU 30BHIIIHBOIO 3acTocyBaHHs 1%
JlosyBanus: 1 r kpemy MicTuth 10 Mr nimekpoltimyca
Kpaina-imnoptep: Yxkpaina
Homep peectpaniiitoro nocpiguenns: UA/7137/01/01
Hazga, anpeca ta peectpaulis BHPOOHHYOT Meda Manufacturing/Mena Menbrodexdyepunr —\
JUJTEHULL) np-T 1P Kenneni, 33700 Mepunesx, @PAHLILS

ANSM GMP peectpauii: M 19/220
Ceptudixkar GMP: 2022 HPF _FR_149
(Ceprudikar Binnosignocti sumoram GMP)

Kpaina supobuuurea: ®paniis
Po3mip Ta TN ynakopku:

Orybano 15t M ty6ano 30 r
| Tyba/ kapronsa ynakoeka (no | Ty0i B KapTOHHIN ynakoBLli)
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T Ceprudikar ananizy — Ceprudikar DCQ-CHIM-1147
& VIATRIS P P JIOJIATOK 7 5 2.01

gingnosignocti Exinen® 1% Vkpaiua >
i A i idiling Cropinka 2/5

PesyabTaTu ananisy:

Di3uK0-XiMiuHi BJACTHBOCTI:

BunpoOysanus Bianosiano no | Mexi npuiinsitnocTi PesyabTarn
HOMepY peecTpaniiinoro
NocBiUYeHHS Npenaparty
Emijgen

XapakTepHCTHKH

Onue BMicTY binyBaTuii OHOPIIHUE KpeM Bianosinae

SOBHIIHIA BHIIAL METOJIOM
ONITUYHOT MiKpOCKOTT

MaTtpuiis OnHopinHa 130TporHa 3/1erka Bianosinae
aHi30TPONHA MaTPULLS
Kpucrann He 6inbwe 100 xpucranis 0

JIiKapebKol peuoBuHu B 10
BUITA/IKOBO BUOpaHMX M0JIAX B
KOXKHOMY i3 JIBOX NPEJAMETHUX
CTIKJ1 3 ITPEnapaToM.

Maca HanmoBHeHHA Bijnosinae Bumoram Bianoeinae
®apmakonei CLIA
> MIHIManbHOTO HANOBHEHHS 31r
INEHTUDIKALISA
[Timexkponimyc ASM981n Binnoeinae cranuapty Binmorinae
meTogoMm BEPX
IMimekponimyc ASM981n Bignoeinae craHmapty Bianosinae
metoaom TLIX
Bensunopuii crpt MetonoM I'X | Bianosigae cranaapry Binnosinae
BHUIIPOBYBAHH
pH 4,5-6,5 5.2
B a3kicTs, AUHAMIYHA 7—-20Tla.c 10 Ia.c

DCQ-CHIM-1147 ANNEXE 7 v2.01 3aranpHui nokymeHnt: 15/05/2024 11:09




M;D:"mem e Ceprudikar ananizy — Ceprudikar %(':[8\-"1(31(;1}1{]\/;_1 12481
\Z VIATRIS Bianosianocri Exizea® 1% Yxpaiua 2 == B
Cropinka 3/5

Homep cepii: 328361

[Iponyktu posnany merogom BEPX
Ha MIJICTaB 3asgBJICHOT KiNbKOCTI
[Timexponimycy ASM981n
NAP 513-95 <0,2% (He 6inbue 0,2%) <0,1%
NAP 514-95 <0,2% (He 6inbiue 0,2%) <0,1%
NAP 515-95 <0,5% (He 6inbiue 0,5%) 0,1%
NAP 516-95 <0,2% (He 6inbiue 0,2%) <0,1%
NAP 522-94 <0,2% (He Oinbiue 0,2%) 0,1%
[HLWI NpOAYKTH po3naiy <0,2% (He 6inbuie 0,2% niis <0,1%
KOXKHOI'O TPOJAYKTY po3nany)
Beboro iHIMX MpoayKTIiB posnany <0,5% (He 6inbe 0,5%) <0,1%
Beboro npoaykris <1,0% (He 6inbure 1,0%) 0,2%
KIJILKICHE BUSHAYEHHS
Benzunoruii cnupt metomgom ['X Binnosijgae 90,0 — 110,0% 102,1%
HOMIHAIBHOIO 3HAYEHHA
[Timexponimyc ASM981n MeToiom Bianosinae 95,0 — 105,0% 97,5%
TOE/BEPX HOMIHAJIBHOTO 3HAYEHHS
[nenrudikanis anamizy: Jlata noctaBk# 3paska Hata KiHLg aHamnisy:
2305982 2305756 03.07.2023 p. 21.08.2023 p.

Komenrapi: Hosa sepcis micist BUNIpaBaeHHs JApyKapChKOT MOMKIIKH 110710 cepThdikaty GMP Ne pl/5, 2-¢
BUJAHHA cepTH(IKATY SAKOCTI I 1[LOrO HOMepa cepil.

Ximiuni BunpoGyBaHHs Binnoginae/He-pianoninae Hara:
15.05.2024 p.
[Tianuce ynoBHoBaxeHo! ocobu /minnuc/ F.Eyqoky
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MEDA Manufacturing Méngnac

& viaTRIS

Ceprudikar ananizy — Ceprudikar
Bignosianocti Exigen® 1% Ykpaina

DCQ-CHIM-1147
JIOJIATOK 7 B 2.01

Cropinka 4/5

Homep cepii: 328361

MIKPOBIOJIOI'TYHA YUCTOTA — meTon 6e3nocepeIHbOT iHOKY ST

BunpofysaHHs BIANOBIIHO 10 Mexi/ Mesxi npuHHATHOCTI PesynbraTy
peecTpaliifHoro 10che rnpenapary
Eningeen)
UA/7137/01/01
3arajbHa KilbKiCTb aepoOHUX He 6inbwe 10° KYO/r (makc. <5 KYO/r
mikpoopranismis (TAMC) 2% 102 KYO/r
3aranbHa KUTBKICTh APIKIKOBUX Ta He Ginbwe 10! KYO/r (makc. <5 KYO/r
roricHsiBux rpudis (TYMCO) 2%10' KVO/r
CreuudidHi MIKpoOpraHizMH:
Staphylococcus aureus He BusHavaoThes B 1 T Bijnosijae
Pseudomonas aeruginosa He Busnavaioteca B 1 Binnosinae

HoBinkoBuii ananiz
2305982

Jara 3akinvenns ananizy: 10.07.2023 p.

KomenTapi: HoBa Bepcis niciist BUNpaB/ICHHS JIPYKapCebKOT MOMWIKK oo ceptudikary GMP Ne pl/5, 2-¢

BUIAHHSA CepTUIKATY SIKOCTI AJIs LILOTO HOMEpa cepil.

Mikpobiosioriuni BUnpoOysanHs

Binnosinac/Hesianosiaae

[Tinnuc ocoGu, BinnosigansHol 3a /nianuc/ H. Boughioah

MikpoGiosnoriyui BUnpoOyBaHHs

Hara: 15.05.2024 p.

DCQ-CHIM-1147 ANNEXE 7 v2.01

3aransuuit okyment: 15/05/2024 11:09




s Ceprugikar ananizy — Ceprudikar DULRCEIRALIA

@ VIATRIS ginnosianocri Eninen® 1% VYkpaiua 'HOHATQK 7 B?'Ol
Cropinka 5/5

XAPAKTEPUCTHKH YITAKOBKH

Ynakoska Hara Howmep cepii | Tepmin Kinekicts Bianosignicts | TexHiuHMIA
[PUAATHOCT! | OIMHULD [H
30r UA 04/07/2023 328361 05.2025 p. 4536 Bignosinae LB

KomenTapi: Hopa Bepcis nmiciis BUNparieHHs APYKapChKOT MOMUIKHM W00 cepTudikaty GMP Ne pl/5, 2-¢
BUJAHHS cepTU(iKaTy SKOCTI IS LIOTO HOMEpa cepil.

[lakyBanHs Bianorigae/He pinnosizac Hata: 15.05, 2024 p.

ITignue ynosHoBakeHoi 0coOH /mignuc/
CayX0H NiATPUMKH

OcTtarouHi BunpoOysanus K5 Bianosinae/He-pianopizae JHara: 15 Tpaens 2024 p.
[Itamn: S.Pauty

[Tignuc ynosHoBaxeHoi ocobu 3 /mianuc/

KOHTPOJIIO SKOCTI

3asiBa npo ceprudikauniro:

[luM miaTBep/UKY1O, 10 HaBe/eHa BUlle iH(opMallis € 10CTOBIPHOIO Ta TOHHOW. Ll cepis npenapary Gya
BUTOTOBJICHA, BKJIIOUAIOUM YNAKOBKY/MapKyBaHHS Ta KOHTPOJbL AKOCTI Ha 3a3HAUYCHHUX BHILE BUPOOHHUMX
NUTAHKax y NoBHIH BignoeigHocTi Ao Bumor GMP MicueBoro pery/iolodoro oprany Tta crneuudixauiii y
peecTpauiiiHoMy noceigueHHi kpaiuu-imnoprepa ado crneuudikauil npenapaty s JIOCHIIDKYBaHUX
nikapebkMx 3acoliB. 3anucu npo oOpodKy cepil, makyBaHHs Ta aHai3 Oy/M NepeBipeHi Ta BU3HAHI TaKKMMHU,
110 Bianoginaots BuMoram GMP.

JaTa nepeBipKH Ta NPUHITHATTS NPOTOKOJY cepii: 10/07/2023

Hata pupoGuuursa: 26.06.2023 p. | Po3paxyHok Tepminy npujarnocTti | Hata 3aKiHYEHHS TEPMiHY
Tepmin  npunatHocTi Minyc 1 | IpHAaTHOCTI:
Micsalb: 23 MicAli 05.2025 p.

[TpuiHATO Ta BUITYIIEHO IM’s ta nocaja ocobu, 1o | Jara mignucanus: 16.05.2024 p.
J03BOJIMIA BUITYCK cepii

Bhpareno [Tinnuce ocobu, WO J03BOAMIA
[Irammn: K RAMAHANDRY BHITYCK cepii

4536 oMHHLE dapmMalleBT Bifainy 3abesnevenns | /mianuc/
SIKOCTI
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MEDA Manufecturing Mérignac | Certificat d’analyse Certificate of analysis - certificate

@ VIATRIS of compliance Elidel® 1% UKRAINE

DCQ-CHIM-1147
ANNEXE 7 v2.01

Page: 1/5
Nom du produit : Elidel® créme 1%
Name of product: Elidel®
LOT (Batch number): 328361
Forme pharmaceutique : usage externe
Pharmaceutical form: cream for external use 1 %
Dosage : 1g de creme contient 10 mg de Pimécrolimus
Strength/Potency :1 g of cream contains 10 mg of Pimecrolimus
Pays importé : UKRAINE
Importing country : Ukraine
Numeéro de dossier d’enregistrement : UA/7137/01/01
(Registration certificate number)
Nom, adresse et numéro d’autorisation du site
de fabrication : o Meda Manufacturing
(Name, address and authorization of manufacturing site) Avenue J.F KENNEDY/ 33700 MERIGNAC / FRANCE

ANSM GMP authorization: M 19/220
Certificat GMP:  2022_HPF_FR_149
(Certificates of GMP compliance)

Country of the manufacture: France

Taille de tube /Package size and type :

O tube 15g X tube 30 g
1 tube/carton (1 tube in carton box)
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MEDA Manufacturing Mérignac

& VIATRIS

Certificat d’analyse Certificate of analysis - certificate
of compliance Elidel® 1% UKRAINE

DCQ-CHIM-1147
ANNEXE 7 v2.01

Page: 2/5
Results of analysis:
CONTROLES PHYSICO-CHIMIQUES (PHYSICO-CHEMICAL CONTROLS)
Test d'aprés le dossier d’'enregistrement Elidel || ;.. ; : x
(Tests according to the Elidel Marketing Alghorization number) Limites .d.acceptatlon Resultats
(Release limits) (Resuits)
CARACTERES (CHARACTERS)
Aspect (Appearance of content) Créme blanchatre homogeéne Compliant
{Whitish homogeneous cream)
Microscopie Optigue
(Appearance by light microscopy)
Matrice (Matrix) Isotropique Compliant
Legément anisotropique
(Homogeneous isotropic-slightly anisotropic matrix)
) Pas plus de 100 cristaux d’actif dans 10
Cristaux (Crystals) champs choisis aléatoirement sur chacune |
des 2 lames.
(Not more than 100 crystals of drug substance in 10
randomly chosen fields in each of two slide
preparations)
Masse de remplissage (Filing weight) : Conforme a 'USP
(meets USP requirements/minimum conient) Compliant
= Poids cible 31
(Minimum fill)
IDENTIFICATION (IDENTIFICATION)
Pimecrolimus (ASM981n) par HPLC Comparable au témoin Compliant
(Pimecrolimus ASM881n by HPCL}) (Comgpliance with standard)
Pimecrolimus (ASM981n) par CCM Comparable au témoin Compliant
(Pimecralimus ASM981n by TLC} {Compliance with standard)
Alcool Benzylique par CPG Comparabie au teémoin Compliant
(Benzyl alcohol by GC) {Compliance with standard)
ESSAI (TesT)
pH (oH) 45-6,5 5,2
Viscosité (viscosity dynamic) 7 -20Pas 10 Pa.s
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MEDA Manufacturing Merignac | Certificat d’analyse Certificate of analysis - certificate | DCQ-CHIM-1147
@ VIATRIS of compliance Elidel® 1% UKRAINE ANNEXE 7 v2.01

Page: 3/5

LOT (Batch number): 328361

Produits de degradation du pimecrolimus par
HPLC, calculé par rapport a la valeur

declarée en pimecralimus ASM981n
(Degradation products by HPLC, based on the declared
content of pimecrolimus ASM981n) :

NAP 513-95 0,2 % (Not more than 0.2%) <0,1%
NAP 514-95 < 0,2 % (Not more than 0.2%) <0,1%
NAP 515-95 < 0,5 % (Not more than 0.5%) 0,1%
NAP 516-95 < 0,2 % {Not mare than 0.2%) <0,1%
NAP 522-94 < 0,2 % {Not more than 0.2%) 0,1%

: . ) = 0,2 % pour chacun des produits de 2 o
ﬁsggs produits de dégradation (otner degradation dégradation (Not more than 0.2 % for 0,1%

each degradation product)

Total des autres produits de dégradation < 0,5 % (Not more than 0.5%) <0,1%
(Total of other degradation products)
Total des produits de degradation (Total <1,0 % (Not more than 1.0%) 0,2%
degradation products)
DOSAGE (assav): 90,0 & 110,0% de la valeur
. nominale
Alcool benzthue par CPG {Benzyl alcohal by GC) (Carresponding to 90.0%-110.0% of nominal value) 102:1 %
95,0 a 105,0% de la valeur
nominale 97 5%
Pimecrolimus ASMQB‘[ n par SPE/H PLC (Corresponding to 95.0-105.0 % of nominal value) !
(Pimecrolimus ASM981n by SPE/HPLC)
Référence analyse (Analysis identification): Date de reception échantillon Date de fin d'analyse

(Delivery date of sample) (Date of end analysis).

2 2
305982 2305756 03/ 07/ 2023 21/08 /2023

Commentaires (comments) - New version following correction of typing error on GMP certificate
number p 1/5, 2nd edition of COA for this batch number....

Chemistry tests CONFORME (Compiiant) / NON-CONFORME (Notcompliant) ~ Date : 1S / 03 / 2k

Signature du responsable chimie : =2 € ey
(Signature of the authorized person chemistry) ;7/
Pk
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MEDA Manufacturing Mérignac | Certificat d’analyse Certificate of analysis - certificate | DCQ-CHIM-1147

@@?@E@ VIATRIS of compliance Elidel® 1% UKRAINE ANNEXE 7 v2.01

¢

Page: 4/5

LOT (Batch number): 328361

CONTROLES MICROBIOLOGIQUES par inoculation directe (MICROBIOLOGICAL purity-direct inoculation method)

Test d'apres le dossier d’enregistrement Elidel (Tests

according to the Elide! MA Registration File) Limites/Limites d’approbation Résultats (rResuits)
UA/7137/01/01 {Limits/release limits)

Dénombrement des Germes Aérobie Totaux < 10?UFC/g <5 UFClg
(DGAT) / Total Aerobic microbial Count (Tamc) {Not more than 102 CFU/g)

Dénombrement des Moisissures et Levures

Totaux (DMLT) / Total Yeasts and Mould Count
(TYMC)

< 10" UFC/g <5 UFC/g
(Not more than 10! CFU/g}

Micro-organismes spécifiés/ Specified micro-

organisms :
Staphylococcus aureus Absence dans 19 (Not detectable in 1g) | Compliant
Pseudomonas aeruginosa Absence dans 19 (Not detectable in 1g) | Compliant
Référence analyse (Analysis identification) : Date de fin d'analyse
2305982 (Date of end of the analysis) 10 /07 7 2023

Commentaires (Comments):

New version following correction of typing error on GMP certificate number p 1/5, 2nd edition of COA for thi
batch number

..........................................................................................................................................
DT T e T T T T T T L T T I e

Microbiology tests CONFORME (compliant) | NON-CONEQRME-tioteompliants
Signature du responsable microbiologie / W Do) Gty OA H 3
(Signature of the authorized person microbiology) y j

/f/{/T
] R
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MEDA Manufacturing Merignac | Certificat d’analyse Certificate of analysis - certificate | DCQ-CHIM-1147
of compliance Elidel® 1% UKRAINE ANNEXE 7 v2.01
& VIATRIS d :
Page: 5/5
CONTROLES DE CONDITIONNEMENT (PACKAGING CONTROLS)
Présentation (Presentation) Date Lot (Bateh nry | Per. date Quantité unitaire | Conforme | Techn. id
(Exp. date) (Unit quantity) (Complies)
30 g UA 03 and 328361 05/2025 | 4536 complies |LB
04/07/2023
[ ——
I ——
R
P——

Commentaires (Remarks) : New version following correction of typing error on GMP certificate
number p 1/5, 2nd edition of COA for this batch number

Packaging

CONFORME (comptiant) -NON-CONFGRME(Notcomptiant)

Signature du responsable support
(Signature of the authorized person support team)

Date ;A2 1 2.5/ 2ol [

QC final approbation CONFORME (Compliant) / NON-CONFORME-tNot-cempliam)y Date ; ... [ /

Signature du responsable Contréle Qualite S. PAUTY
(Signature of Quality Control manager) e B rast 900k
T VIR LULT

CONTROLE FINAL ET DECISION (cCertification statement)

| hereby certify that the above information is authentic and accurate. This bat¢h of product has

bé/en manufactured, including

packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the
local Regulatory Authaority and with the specifications in the Marketing Authorisation of the importing country or product
specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP»

DOSSIER DE FABRICATION EVALUE ET RECONNU CONFORME LE

(Batch record verified and accepted on):

Ao/

0F /102D

Date de fabrication

(Manufacturing date) :

26 /06 /2023

Calcul péremption (expiration calculation) :

Durée de péremption - 1 mois (Shelf life
minus 1 month) : 23 mais (23 months)

Date de péremption (Expiry date)

05 /2025

Taille de lot /Batch size:

4536 Unités/units

ACCEPTE et LIBERE

(Accepted and released)

REFU E@m)

Nom et fonction de |la personne

responsable de la libération :
Name and position of of person authorising the
batch release)

K. RAMAHANDRY
QA pharmacist

Date de signature
(Date of signature)

N 1C3 1 224,

Signature du responsable de la
libération
(Signature of person authorising the batch release)
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