MEDA Manufaciuring Mirgnac . R . DCQ-CHIM-I 147
Ceprudikar ananizy — Ceprudikar TOMATOK 7 5 2.03

@ VIATRIS siznosignocti Exigen® 1% Ykpaina Cropirixa 1/5

HaiimenyBanns npenapary: Enigen®

CEPIA (momep cepii): 331420

Jlikapceka Gopma: KpeM AJ1s 30BHILIHBOTO 3acTocyBaHHs 1%
Jo3yBanHs: 1 T kpeMy MicTuth 10 Mr mimekposimyca
Kpaina-immoptep: Ykpaina

Howmep peectpaniiinoro nociguenus: UA/7137/01/01

Hasga, anpeca Ta peectpariisi BUpoOHUUOT Meda Manufacturing/Mena MeHbrO(GeKIepUHT
TUTHHUIT) np-t 1® Kenneni, 33700 Mepunbsik, ©PAHIIA

ANSM GMP peecrpartii: M 19/220
Ceprudikar GMP: 2022 HPF FR 149 P 2025
(Ceptudikar BiamoBimHocTi BuMoram GMP)

Kpaina BupoOuunTBa: @paniist
Po3mip Ta TN yrakoBKu:

M rybamo 151 O ry6amo 30 r
1 Ty6a/ kapToHHa yrmakoBka (1o 1 Ty0i B KapTOHHIHN yITaKoBITi)
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MEDA Manufaciuring Meérsgnac

Ceprudikar ananizy — Ceprudikar

DCQ-CHIM-1147

@ VIATRIS siznosignocti Exigen® 1% Ykpaina ﬂOHATQK 78203
Cropinka 2/5
PesynbTaTn anamnisy:
®Di3uKo-XiMivyHi BJIACTUBOCTI:
BunpoOyBanns BignoBiaHo 10 | Mexi npuiiHATHOCTI Pe3yabTaTtu
HOMeEpY peecTpaninHoro
NMOCBiTYeHHsI penapaTry
Eaigea
XapakTepuCTHKHA
Omnwuc BmicTy binyBatuii ogHOp1IHUI KpeM Binnosinae
30BHIMNIHIA BUTIISLI METOIOM
ONTHYHOI MIKPOCKOTIIi
Marpuiis OnHopiaHa i30TporHa abo 3ierka | Bignoigae
aHI30TPOIHA MATPHII
Kpucranu He 61npme 100 xpucramnis 0
Jikapcbkoi pedoBuHH B 10
BUIIAJKOBO BUOPAaHUX MOJISAX B
KOKHOMY 13 IBOX MIPEIMETHHUX
CTIKJI 3 IpenapaToM.
Maca HanoBHEHHS Binmoigae Bumoram Binmoginae
®apmakonei CIIIA
> MiIHIMQJIBHOT'O HAaITOBHEHHS 15
IJEHTU®IKALIA
[Mimexponimyc ASM981n Binnosigae ctangapty Bignosinae
merogoM BEPX
[Timexpoaimyc ASM981n Biamosinae ctangapry Bignosigae
merogom THIX
benszunosuii ciupt meronom ['X | Binmosigae crannapty Biamosinae
BUITPOBYBAHHSA
pH 4,5-6,5 5,2
B’sa3kicTh, nMHaAMiYHA 7—-201Ila.c 9 Ila.c

DCQ-CHIM-1147 ANNEXE 7 v2.03

3aranpHuii qokymeHT: 19/02/2026 16:39

I TRIAL MODE - Click here for more information I



http://www.bullzip.com/dispatch/?action=Trial&productid=pdf&v=14.4.2963&f=Professional%20features:%20Remote%20session%20on%20Citrix%20or%20Terminal%20Server&rd=trial&fl=&rfl=PRO

g I Ceprudikar ananizy — Ceprudikar DCQ-CHIM-1147
@ VIATRIS siznosignocti Exigen® 1% Ykpaina ﬂOHATQK 78203
Cropinka 3/5

Homep cepii: 331420
[Iponykrtu posnagy meronoM BEPX
Ha MIJCTaB 3asBJICHOI KIIBKOCTI
[Timekponimycy ASM981n

NAP 513-95 He Gunbme 0,2% <0,1

NAP 514-95 He 6inbnre 0,2% <0,1

NAP 515-95 He 6inb1e 0,5% 0,1

NAP 516-95 He 6inpme 0,2% <0,1

NAP 522-94 He 6inpme 0,2% 0,1
[H111 mpoykTH po3nany He Ginbme 0,2% 11t KOXKHOTO <0,1

IPOJIYKTY pO3MaTy
Bceboro iHIKX NPOYKTIB po3naay He Oinbiue 0,5% <0,1
Bcporo nponykTis He Gunbmre 1,0% 0,2
KIJIbBKICHE BUBHAYEHHS
[Timexpoaimyc ASM981n merogom Binnosigae 95,0 — 105,0% 100.4%
TOE/BEPX HOMIHAJIbHOTO 3HAYEHHS
benszunosuii cnupt merogom ['X Binmogigae 90,0 — 110,0% 101.5%
HOMIHAJIBHOTO 3HAYCHHS
Inentudikaris anamizy: Jata noctaBku 3pa3ka Jata xiHIs aHami3Yy:
2601025 03.02.2026 p. 16.02.2026 p.
2600894
KomenTapi:
Bincythi
XimiuHi BUIpOOyBaHHS Binnosinae/He-sianosiaae Mara:
20.02.2026 p.

[Tignuc ynoBHOBa)keHO1 ocoOu /mignuc/
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g I Ceprudikar ananizy — Ceprudikar DCQ-CHIM-1147
@ VIATRIS siznosignocti Exigen® 1% Ykpaina ﬂOHATQK 782.03
Cropinka 4/5

Homep cepii: 331420
MIKPOBIOJIOTTYHA YAUCTOTA — meton 6e3mocepesHb01 iHOKYISIIi
BunpoOyBaHHs BIAMOBIAHO 110 Mexi/ Mexi npuiHATHOCTI Pesynbratu
PEECTPAIIITHOTO JOCKE TpenapaTy
Enineen)
UA/7137/01/01
3arajgpHa KUTBKICTh aepOOHUX <10 KYO/r <5KYO/r
mikpoopranizmis (TAMC) He 6inbine 10> KYO/r
3aranpHa KUIbKICTh APIKHKOBHUX Ta <10' KYO/r <5KVYO/r
wiicHsBux rpu6is (TYMC) He 6inbure 10! KYO/r
Crenudiyai MIKpOOPTaHi3MHU:

Staphylococcus aureus BincyrHicTts B IT Biamosigae

(He Bu3nauatothcsi B 1 1)
Pseudomonas aeruginosa BincytHicTts B IT Bigmosigae
(He Bu3Hauarotbes B 1 1)

JloBinkoBUIA aHAII3 [ara 3akinuenns aHanizy:09.02.2026 p.
2600894-26.01.2025
EE HB 20.02.2026
KomenTapi:
Bincythi
Mixkpobionoriuni BunipoOyBannss ~ Binnosinae/Hesiamosiaac Hara: 20.02.2026 p.
Iligmuc ocoOu, BiIMOBIgAIBHOI 32 /migmuc/
MIKpOOi10JIOT14HI BUIIPOOYBAHHSI
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e Ceprudikar ananizy — Ceprudikar DCQ-CHIM-1147
@ VIATRIS siznosignocti Exigen® 1% Ykpaina ﬂOHATQK 782.03
Cropinka 5/5
XAPAKTEPUCTHUKHN YITAKOBKHA
YnakoBka Hara Howmep cepii | Tepmin KinbKicTb Bignosignicts | TexHiunuii
MPUAATHOCTI | OJMHUIID IH
151 UA 03.02.2026 331420 12.2027 p. 28559 Binnosigae ALla
KomenTapi:
BincyrHi
[TakyBanHs BinnoBinac/He singosigac Hara: 23.02. 2026 p.
QA ¢dapmarieBT V.CHIGOT
QA ¢dapmaneBT
[Tignuc ynoBHOBa)kxeHO1 ocodu /mignuc/
CIIy>KOU HIATPUMKHU
OcraTouni BunpooyBanns K51 BinmnoBinac/He singosinace Hara: 20.02. 2026 p.
Virginie Michelet
[Tianuc ynoBHOBaXkeHOi ocoOu 3 /miamuc/
KOHTPOJTIO SKOCTI

3asBa npo ceprudikauiro:

[uMm miaTBepIKyO, 110 HaBeAEHA BHIE iH(OpMallis € JOCTOBIpHOIO Ta TO4HOIO. L4 cepis mpenapaty Oyna
BHUT'OTOBJICHA, BKJIFOUAIOYHM YITAKOBKY/MAapKyBaHHS Ta KOHTPOJIb SIKOCTI HAa 3a3HAYCHHX BHIIE BUPOOHUYIMX
TUISHKaX y TIOBHIM BiAmOBiAHOCTI 10 BuMOr GMP MicieBOro peryordoro oprany Ta crenudikariii y
peeCTpaliifHOMy TOCBITUEHHI KpaiHu-iMropTepa abo cmermudikamii npenapary s JOCTIIKYBaHHX
JKapchKUX 3ac00iB. 3amucu npo oOpoOKy cepiil, makyBaHHs Ta aHali3 Oyau nepeBipeHi Ta BU3HAHI TaKUMH,

110 BignoBigaroTs Bumoram GMP.

JlaTta nepeBipKkH Ta NPUIHATTS NPOTOKOJY Cepii:

Jara Bupo6HunTea: 27.01.2026 p.

Po3paxyHOK TepMiHY NPUAATHOCTI

23 mics

Tepmin mnpumaTHOCTI
MicAIb: 23 micsirl

MiHyc 1

Jlara 3aKIHYCHHS
MPHUIATHOCTI:

12.2027 p.

TEPMIHY

[IpuiiHATO Ta BUIIYIIEHO
Biaxitero

28559 oguHULb

IMgs Ta

nocaaa

ocobu, 110

JI03BOJIMJIA BUITYCK cepii

V.CHIGOT
34 papmaneBt

Hara nignucanns: 23.02.2026 p.

Ilinmuc oco0u, 1m0 JIO3BOIHIIA
BHITYCK cepii
/migmuc/
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MEDA Manufacturing Mérignac

du groupe Certificat d’analyse Certificate of analysis - certificate
P of compliance Elidel® 1% UKRAINE
Cooper

5
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DCQ-CHIM-1147
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Page: 1/5

Nom du produit : Elidel® créme 1%
Name of product: Elidel®

LOT (Batch number): 331420

Forme pharmaceutique : usage externe
Pharmaceutical form: cream for external use 1 %

Dosage : 1g de créme contient 10 mg de Pimécrolimus
Strength/Potency :1 g of cream contains 10 mg of Pimecrolimus

Pays importé : UKRAINE
Importing country : Ukraine

Numéro de dossier d’enregistrement : UA/7137/01/01
(Registration certificate number)

Nom, adresse et numéro d’autorisation du site

de fabrication : o 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_P_2025
(Certificates of GMP compliance)

Country of the manufacture: France

Taille de tube /Package size and type :

X tube 15g O tube 30 g
1 tube/carton (1 tube in carton box)
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MEDA Manufacturing Mérignac
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Page: 2/5
Results of analysis:
CONTROLES PHYSICO-CHIMIQUES (PHYSICO-CHEMICAL CONTROLS)
Test d'aprés le dossier d'enregistrement Elidel || ' . 2
(Tests acco?ding to the Elidel Marketing Al.ghorization number) Limites d .acceptatlon Resultats
(Release limits) (Results)

CARACTERES (CHARACTERS)

Aspect (Appearance of content)

Microscopie Optique
(Appearance by light microscopy)

Matrice (Matrix)

Cristaux (Crystals)

Masse de remplissage (Filing weight) :

IDENTIFICATION (IDENTIFICATION)
Pimecrolimus (ASM981n) par HPLC

{Pimecrolimus ASM981n by HPLC)

Pimecrolimus (ASM981n) par CCM

(Pimecrolimus ASMS81n by TLC)

Alcool Benzylique par CPG

(Benzyl alcohol by GC)

ESSAI (TesT)
pH (o)

Viscosité (Viscosity,dynamic)

Créme blanchatre homogéne
(Whitish homogeneous cream)

Isotropique

Légément anisotropique
(Homogeneous isotropic-slightly anisotropic matrix)

Pas plus de 100 cristaux d'actif dans 10
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)

Conforme a 'USP
(meets USP requirements/minimum content)

2 Poids cible
(Minimum fill)

Comparable au témoin
(Compliance with standard)

Comparable au témoin

(Compliance with standard)

Comparable au témoin

(Compliance with standard)

45-6,5

7-20Pas

Conforme / Compliant

Conforme / Compliant

Conforme / Compliant

15

Conforme / Compliant

Confarme / Compliant

Conforme / Compliant

52

9 Pas
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3 of compliance Elidel® 1% UKRAINE

DCQ-CHIM-1147
ANNEXE 7 v2.03

Page: 3/5

LOT (Batch number): 331420

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

déclarée en pimecrolimus ASM981n
(Degradation products by HPLC, based on the declared
content of pimecrolimus ASM881n) :

NAP 513-95
NAP 514-95
NAP 515-95
NAP 516-95
NAP 522-94

Autres produits de dégradation (oter degradation
products)

Total des autres produits de dégradation
(Total of other degradation products)

Total des produits de dégradation (Total
degradation products)

DOSAGE (assAY):

Alcool benzylique par CPG {Benzyl alcohol by GC)

Pimecrolimus ASM981n par SPE/HPLC

(Pimecrolimus ASM381n by SPE/HPLC)

= 0,2 % (Not more than 0.2%)
= 0,2 % (Not more than 0.2%)
= 0,5 % (Not more than 0.5%)
= 0,2 % (Not more than 0.2%)
= 0,2 % (Not more than 0.2%)

< 0,2 % pour chacun des produits de
degradation (Not more than 0.2 % for
each degradation product)

= 0,5 % (Not more than 0.5%)

= 1,0 % (Not more than 1.0%)

90,0 a 110,0% de la valeur

nominale
(Corresponding to 90.0%-110.0% of nominal value)

95,0 a 105,0% de la valeur

nominale
(Corresponding to 95.0-105.0 % of nominal value)

Conforme / Compliant

<0.1%
<0.1%
0.1%
<0.1%
0.1%

<0.1%

<0.1%

0.2%

101.5%

100.4%

Référence analyse (Analysis identification):

2601025 2600894

Date de réception échantillon
(Delivery date of sample)

Date de fin d'analyse
(Date of end analysis);

03/02/2026 16/02/2026
“Commentaires (Comments)
A—HUPHN
Chemistry tests CONFORME (Compliant) / NON-CONEORME (Not complianty | Dafe, - eey/ 97k |

Signature du responsable chimie
(Signature of the authorized person chemistry)
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MEDA Manufacturing Mérignac

du groupe Certificat d’analyse Certificate of analysis - certificate | H. -
A of compliance Elidel® 1% UKRAINE Agﬁ E?(IEII\TA\;I; gg
{ Cooper -
k‘ ___,/cmsunmuuun
Page: 4/5

LOT (Batch number): 331420

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

Test d'aprées le dossier d’enregistrement Elidel (Tests o _
according to the Elidel MA Registration File) Limites/Limites d’approbation | Résultats (Resuits)
UA/7137/01/01 (Limits/release limits)
Dénombrement des Germes Aérobie Totaux < 10?UFC/g <5 UFC/g
(DGAT) / Total Aerobic microbial Count (Tamc) (Not more than 10° CFU/g)
Dénombrement des Moisissures et Levures < 10" UFC/g <5 UFCl/g
Totaux (DMLT) / Total Yeasts and Mould Count | (ot more than 10" CFU/g)
(TYMC)
Micro-organismes spécifiés/ Specified micro-
organisms :
Absence dans 1g (Not detectable
Staphylococcus aureus in 1g) Conforme / Compliant
Pseudomonas aeruginosa Absence dans 1g (Not detectable | Conforme / Compliant
in 1g)
Référence analyse (Analysis identification) : Date de fin d'analyse
2600894 9(3 £ ,{Q Q_S (Date of end of the analysis) 09/02/2026
FEE NS 2009 96
Commentaires (Comments):
................................ B TS —
Microbiology tests CONFORME (Compliant) I NON-CONFORME-(Not compli te I 1921 22

(Signature of the authorized person microbiology)

Signature du responsable microbiologie / S

>
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MEDA Manufacturing Mérignac

du groupe Certificat d’analyse Certificate of analysis - certificate
- - = D 2 =
A of compliance Elidel® 1% UKRAINE ASSE():(E”\TAJQSE
(_Cooper :
o Page: 5/5
CONTROLES DE CONDITIONNEMENT (PACKAGING CONTROLS)
Présentation (Presentation) | Date Lot (Batch Nr) | Per. date Quantité unitaire | Conforme | Techn. id
(Exp. date) (Unit quantity) (Complies)
15g UA 03/02/2026 331420 12-2027 |28 559 Conforme / | ALa
Compliant

ComMMENLAINES (REMATKS) 1. .. e eeeieee oo

Packaging

CONFORME (Compliant)  NON-CONFSRME (Not compliant)

Date : &5 /o | Lok

Signature du _ @A Phocmecad- V. CHIGOT
(Signature of the authorized person support team) OA-Pharmasist 2
Virginie MICHELET

QC final approbation CONFORME (Compliant) I NON-CONFORME-(Not-cemptienty- Date : .../ .../ ...

Signature du responsable Contréle Qualité \. | ‘.2§‘-U f‘-EVjB,ZE

(Signature of Quality Control manager) ‘ 1o ,j;‘\‘\ .
SETANGEYY s

CONTROLE FINAL ET DECISION (certification statement)
| 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 Regulatory Authority 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):

Date de fabrication

(Manufacturing date) :

27/01/2026

Calcul péremption (expiration calculation) :

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

Date de péremption (Expiry date)

12/2027

Taille de lot /Batch size:

28 559 Unités/units

ACCEPTE et LIBERE

(Accepted and released)

-REFUSE(Rejected)

Nom et fonction de la personne

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

V. cwocav

Date de signature
(Date of signature) )
Y 1ad | 2ele

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

V. CHIGOT _
QA Pharmacist -\

/,/ -
gl

Pl
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