JEPKABHA CJIYXKBA 3 JIKAPCBKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHiBCHKIN OBJIACTI

nipos. Ceitnuunoi Hazil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpainy JiKapchbKoro 3acody

23.09.2024 Ne 46515/24/10

EK30JEPIJI® JIAK
(HafiMenyBaHHs NTiKapchKoro 3acoy 3TifHO 3 PeeCTPalliftHuM TIOCBITIEHHAM)

JIAK IS HIrTiB JliKyBaILHUH, 5 Yo po3unH, 10 2,5 M y duiakoni; mo 1 puaxony pasom 3 10
AomaToyxkamu, 30 TaMNOHAMH IS oYMIeHHs Ta 30 MMI0YKaMH 1A HIrTiB y mavui 3
KapTOHY
(dopma BRIYCKY, N03YBaNHs, BUA NAKYBaHHS JIiKapCLKOro 3acoby)

Homep peectpaiittioro nocsizuenns UA/13688/01/01 crpox aii peectpauiitroro mocsinuenns 01.01.2099
Cepis nikapewkoro 3acoy Ne BY4015 KifbKicTs BBE3eHOTO JiKapchkoro sacoby 18778

Brpo6HuK Jlex dapmalieBTUYHA KOMITaHisl A.4., CIOBeHis
(HaitMenyBanHs BUpoGHHKa JTIKapehkoro 3acofy, kpaiHa MOXOIKCHHA)

Baesero B Yipainy TosapucTBo 3 06MeskeHor0 Binmopinanbpuictio "Cannos Yrpaina",
inent. xon: 38419586

(waitveryBanus Ta kox 3a €APTIOY topuamnunoi ocobu aGo npiseuime, im'a, o 6aTbKoBi disnunol
0co61 - THAMpHEMILS, 11 MicIle MPOKHBAHH Ta peecTpaliitnmit HoMep 06MiKOBOT KAPTKH NIATHIKA
ronaTkis abo cepist Ta HOMEp MacropTa)

IIporoxos Bizyaasuoro xourpoiio sin 17.09.2024 Ne 2751/3.

3a  pesynbTATAMH JEPXKABHOTO KOHTPOJIO BCTAHOBIGHO, IO JiKapChkuit 3aci6 BBeseHo B YkpaiHy 3

JOTPUMAHHSAM BHMOT 3aKOHOJABCTBA OO 3a0e3NeUCHH SKOCTI JIIKapChKIX 3acoDiB.
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Attachment 2 to Product Specific Annex #18 to Quality Agreement between Sandoz Ukralne LLC and Lek Pharmaceuticals d.d. /

[Honaroxk 2 Ao Mpogykr-cneuudivHoro flopatky Ne18 ao Yroau 3 Akocti Mix TOB "Carpos Ykpaina" ta "Nlek ®apMaliesTuyHo koMnatieo 4.4,
Version 1/ Bepcis 1,

Issued / OcpopmneHo:  Lek Pharmaceuticals d.d. Nek ®apmaueBTUYHa koMnaHis A.4.
Verovskova 57, Beposuikosa 57,
Ljubljana 1526, Slovenia NbnsHa 1526, Cnosexis
Tel: +386 1 5802111 Ten.: +386 1 5802111
Fax: +386 1 5683517 Pakc: +386 1 5683517

CERTIFICATE OF CONFORMITY / CEPTU®IKAT BIANOBIAHOCTI

Trade Name: ToproBa Ha3Ba:

EXODERIL® LACQUER EK3OOEPUNN® NTAK

Dosage Form: Nikapcbka dopma:

Medicated nail lacquer, 5 % solution Jlak gngs HirTiB nikyBanbHuit, 5 % posyuH

Package Type and Size: Tun Ta pO3Mip yNnakoBKK:

2.5 mlin vial; 1 vial with 10 spatulas, 30 cleaning swabs 2,5 mn y cnakoHi; 1 cdonakon 3 10 nonatoyxkamu, 30

and 30 nail files in a carton pack TaMnoHamu A4ns ovueHHs ta 30 nunovkamun Ans HirTie y
navli 3 KapTony

MA Ne: /PN Ne:  UA/13688/01/01 Importing country / Kpaina-imnopTtep: Ukraine / YkpaiHa

Manufacturing in bulk: BupobHuuteo HeposthacoBaHOl NpoAYKUii:

Paul W. Beyvers GmbH, Schaffhausener Strasse 26-34, Mayne B. Belisepc MvbX, Wadxayaenep Wrpacce 26-34, 12099

Berlin, 12099, Germany BepniH, HimeydnHa

Primary Packaging: lMepBUHHE NaKkyRaHHA:

Paul W. Beyvers GmbH, Schaffhausener Strasse 26-34, Mayne B. Beisepc MvbX, Wacdxayserep Wtpacce 26-34, 12099

Berlin, 12099, Germany Bepnix, HimeuduHa

Secondary Packaging: BTopuHHe nakysaHHsA:

Paul W. Beyvers GmbH, Schaffhausener Strasse 26-34, Mayne B. Belisepc MvbX, Wadxayserep Wrpacce 26-34, 12099

Berlin, 12099, Germany Bepnin, Himeuyunna

Batch Release: Bunyck cepii:

Lek Pharmaceuticals d.d., Verovskova 57, Ljubljana 1526, Nek ®apmauesTUyHa KoMnanis A.4., Beposwkosa 57, NobnsHa

Slovenia 1526, CnoeeHis

Manufacturing License Ne (of batch releasing site) / [liuensia Ha BupobHuyTeo Ne (aineHULi BUNYycky cepii):
800-16/2023-6

Manufacturing Date / [Jata supoGHuuTRa: 16.04.2024
Expiry Date / [MpunatHuii no: 31.03. 2027
Date of Batch Release / [laTta Bunycky cepii: 21.08.2024
Batch Ne (on package) / Ne cepii (Ha ynakoBui): BY4015

Released Quantity (packs) / BunyuweHa kinbkicTs (yn): 18778

Certification statement: MonoxeHHA npo cepTudikauiro:

| hereby certify that the above information is authentic and accurate. | Lium  nigTeepaxylo  AOCTOBIpHICTS  Ta  TOYHICTL  BUUleHaBefeHol
This batch of the above mentioned product has been manufactured, | iHdbopmatii. Lis cepis nikapcekoro sacoby 6yna BUroToBNeHa, BKIMOYHO 3
including packaging and quality control at the above mentioned sites in | ynakoskow/MapkyBaHHSM Ta KOHTPOMEM SIKOCTI Ha BulleHaBeneHuX
full compliance with the GMP requirements of the local Regulatory | BUpoBHWUUMX AiNbHUALAX Y NOBHIl BignoBiaHOCTI 4o BUMor GMP Micuesux
Authority and with the specifications of Registration Dossier of the | perynaropHux opraHis, a Takox Ao cneuudikauil PeectpauiitHoro Jocke
importing country. The batch processing, packaging and analysis | kpaiHu iMnopTepa. [ani Npo BUrOTOBMEHHS, YNakoBKy Ta aWaniau cepii
records were reviewed and found to be in compliance with GMP. 6yno nepesipeHo Ta NigTBEPAXEHO iX BiANOBIAHICTL cTanaapTam GMP.,

Comments / KomeHTapi:

During the course of manufacturing and packaging there were no deviations, that may influence the release of the product. / B npoueci
BUPOBHUUTBA Ta NakyBaHHS He Byno BIAXUEHb, siki MOXYTb BISIMHYTU Ha BUMYCK NPOAYKTY.

Batch release performed by / Cepilo BunywieHo: Lahajnar Stare s e
Name / IM'si: Irena Lahajnar Stare Signature / Mignuc: Irena it rapa
Position /Mocana: Qualified Person / YnosHoBaxeHa ocoba Date / [laTa: 30.08.2024

Page / CtopiHka: 171
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Attachment 2 to Product Specific Annex #18 to Quality Agreement between Sandoz Ukraine LLC and Lek Pharmaceuticals d.d. /
Donatok 2 o MpoaysT-cneuudivqoro Aopatky Ne18 ao Yroau 3 Skocti Mik TOB "Caxnos Ykpaixa" ra “flek GapMauesTiHok KoMnaHieo A.8."
Version 1/ Bepcin 1.

issued / OdopmneHno:  Lek Pharmaceuticals d.d. ek ®apmateBTMYHA KOMNaHiA 4.4.
Verovskova 57, Beposukosa 57,
Ljubljana 1526, Slovenia NMioBnsHa 1526, CnoseHist
Tel: +386 1 5802111 Ten.: +386 1 5802111
Fax: +386 1 5683517 dake: +386 1 5683517

CERTIFICATE OF ANALYSIS / CEPTU®IKAT AHANI3Y

Trade Name / Toprosa Ha3sa: EXODERIL® LACQUER / EK3OJEPUN® NIAK

Dosage Form / Jlikapcbka dopma: Medicated nail lacquer, 5 % solution / [lak ans Hirtie
nikyBansHui, 5 % posduH

Manufacturing Date / JaTa BupobHuyTBa: 16.04.2024

Expiry Date / MpugatHui go: 31.03. 2027

Date of Batch Release / [lata Bunycky cepii: 21.08.2024

Batch Ne (on package) / Ne cepii (Ha ynakosui):  BY4015

QC Testing / TecTyBaHHS KOHTPOIO AKOCTI: Paul W. Beyvers GmbH, Schaffhausener Strasse 26-34,

Berlin, 12099, Germany / [Mayns B. Betisepc ['M6X,
LLadxayaeHep Wrpacce 26-34, 12099 Bepni, HimeuumnHa

Parameters / [okasHukn Acceptance limits / JlonycTumi mexi Results / Pesynbrartu
Appearance / Onuc Clear colourless solution / Mposopuit 6e36apsHnini pO3YUH Conforms / Bignoeifgae
Identification (HPLC) / On the chromatogram of test solution, obtained in section Conforms / Bignosifae
lnenTudikauia (BEPX) “Assay”, the retention time of Amorolfine hydrochloride peak

must correspond to the Retention time of main peak in the
chromatogram of standard solution (a). Deviation is permitted
(S 1%) / Ha xpomaTtorpami BUnpoGoByBaHOTO PO3UMHY,
ofepxaHoro y po3gini «KinbkicHe BUSHaUEHHA», Yac yTpUMyBaHH:A
nika amoporichiHy riapoxnopudy mae cnisnagati 3 4acom
YTPUMYBaHHS OCHOBHOrO Miky Ha XpomaTorpami posynHy
nopiBHsivHS (a). [lonyckaeTbes sinxuneHHs (s 1%).

Identification (TLC) / On the chromatogram of test solution, the main spot should Conforms / Bignosigae
lneHTudikauis (TWX) appear in the line of the main spot in the chromatogram of the

standard solution and be similar to its size and color / Ha

xpomatorpami BUNpoBoByBaHOro PO3HMHY MAE BUSBNATUCS

OCHOBHA MNSIMa Ha PiBHI OCHOBHOT NASIMU Ha XpoMaTorpami

pO34MHY NOPIBHAHHS, BIANOBIAHA i1 32 pO3MipoM Ta

3abapBrneHHaM
Transparency of solution / Must be transparent / Mae 6yt nposopum Conforms / Bignosinae
Mpo3opicTb Po3HUHY
Color of solution / Must be colorless / Mae 6yTn 6e3bapsHum Conforms / Bignosigae
KonbopoBicTb PO3YUHY
Refractive index / [Moka3sHuUK 1,387 — 1,394 1,3901
32N0MINEHHSA
Filling volume / O6’em NLT 2,5 ml / He meHwe 2,5 Mn Conforms / Bianosinae
HANOBHEHHS:

Related Substances /

CyrpoBigHi AOMILLIKU

Unspecified, single (> 0.1 %  NMT / He &inbwe 0,2 % 0,05 %
with relative retention time) /

Byap-aka gomiwka (>0,1 % 3

RRT)

Total / Cyma pomiwiox NMT / He 6inblue 2,0 % 0,15 %

Page / Cropixka: 1/2



Attachment 2 to Product Specific Annex #18 to Quality Agreement between Sandoz Ukraine LLC and Lek Pharmaceuticals d.d./

[Nlogatok 2 go MpogykT-cneundiuHoro foaarky Ne18 go Yrogu 3 Axocti i TOB "Canaos Ykpaika' Ta "Mlex GapMaLeBTUHHOW KoMnaHieio
A
Version 1/ Bepcia 1.

"

Lek Pharmaceuticals d.d.
Verovskova 57,

Ljubljana 1526, Slovenia
Tel: +386 1 5802111

Fax: +386 1 5683517

Issued / chépMﬂeHo:

Jlex ®apmaleBTUYHA KOMNaHin a.a.
Beposuwekosa 57,

NioBnaHa 1526, Cnoseris

Ten.: +386 1 5802111

dakc: +386 1 5683517

CERTIFICATE OF ANALYSIS / CEPTUGIKAT AHAJI3Y

EXODERIL® LACQUER / EKSOOEPUN® NAK

Trade Name / Toproea HasBa:
Dosage Form / flikapceka cpopma:

Manufacturing Date / [lata Bupo6HuuTBa:

Expiry Date / MpugaTtHuin go:

Date of Batch Release / [lata Bunycky cepil:
Batch Ne (on package) / Ne cepii (Ha ynakosLi):
QC Testing by / TectyBaHHst KOHTPOIIO AKOCTI:

Parameters / [Tokaskukn

nikyBanbHuiA, 5 % po3uuH
16.04.2024

31.03. 2027

21.08.2024

BY4015

Medicated nail lacquer, 5 % solution / Jlak ans Hirtis

Paul W. Beyvers GmbH, Schaffhausener Strasse 26-34, Berlin,

12099, Germany / Nayns B. Beiteepc Mm6X, LiladxayseHep LLitpacce

26-34, 12099 GepniH, HimeuuuHa

Acceptance limits / [JJonycTumi mexi

Results / PesynbraTtu

Microbial limits* /
MikpoGionoriyHa yucToTa*
Total aerobic microbial count
(TAMC) / 3aransHe 41cno
aepoBHUX MikpoopraHismie
Total combined
yeasts/moulds count (TYMC)
/ 3aranbHe YACNO APIKAXKIB Ta
rnicHsBux rpubis
Pseudomonas aeruginosa

Staphylococcus aureus

NMT 100 CFU/ml / He 6inbwe 100 KYO/mn

NMT 10 CFU/mI / He Ginblie 10 KYO/mn

Absent in 1 ml/ BigcytHi B 1 Mn

Absent in 1 ml/ BigcytHi B 1 Mn

<10 CFU/ml! / KYQO/mn

<10 CFU/ml / KYO/mn

Absent in 1 ml/ BigcyTHi 8
1 Mmn
Absent in 1 ml/ BigcyTHi B
1 mn

Assay / KinbkicHe BU3HaYeHHS

Amorolfine hydrochloride / From 52,953 mg to 58,527 mg or from 95.0 % to 105.0 % of the 55,17 mg / mr
Amopondiny rigpoxnopuay content of amorolfine hydrochloride in one ml, indicated in

section “Composition” / Big 52,953 mr go 58,527 mr a6o sig

95,0% oo 105,0% Big BMIiCcTy amopondiHy rigpoxnopuay 8

OAHOMY MINiNiTPi, 3a3HaveHoro y posaini «Cknaa»
Ethanol anhydrous / EtaHony  From 432,0 mg to 528,0 mg or from 90,0 % to 110,0 % of the 487,03 mg / mr
6e3B04HOMO normal content of ethanol anhydrous / Big 432,0 mr go 528,0

Mr abo Big 90,0% fo 110,0% Big HoMiHaNBEHOTO BMICTY eTaHomny

6e3BogHOIo
Relative density / BigHocHa 0,86 - 0,89 0,8724

rycTuHa

* Control is performed for each 5 batch, not less than once per year / Kontpose NpoBoasiTe Ans KOXHOI 5-01 cepil woHalkMeHLLIe O[UH Pas Ha pik

Batch release performed by / Cepito BunyuieHo:

Name / Im's:

Irena Lahajnar Stare Signature / Tlignuc:

Position / [Mocapa:

Qualified Person / YnosHoBaxeHa ocoba

Date / JaTa:

Lahajnar Stare
Irena

30.08.2024

Page / CTopiHka: 2/ 2
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