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Lek Pharmaceuticals d.d.
Verovskova 57,

Ljubljana 1528, Slovenia
Tel: +386 1 5802111

Fax: +388 1 5683517

Nex ®apMauesTMYHa KOMNaHis A.A.
BeposLikosa 57,

TMo6nana 1526, Cnosexis

Ten.: +386 1 5802111

Qakc: +386 1 5683517

CERTIFICATE OF CONFORMITY / CEPTUDIKAT BIOMNOBIOHOCTI

Trade Name:
EXODERIL® LACQUER

Dosage Form:
Medicated nail lacquer, 5 % solution

Package Type and Size:
2.5 mlin vial; 1 vial with 10 spatulas, 30 cleaning swabs
and 30 nail files in a carton pack

Toprosa HazBa:
EK3ONEPHUN® NAK

Nikapckka thopma:
Nak gnst HirTie nikysansHWn, 5 % pPO3YMH

Tun Ta po3mip ynakosku:

2,5 Mn y chnakoni; 1 chnakoH 3 10 TNonatoykamm, 30
TaMnoHamu Ans gurlueHHs Ta 30 nunoyxkamu Ans HirTiB
naqili 3 KapToHy

MA Ne: /PN Ne:  UA/13688/01/01

Importing country / Kpaina-imnoptep: Ukraine / YKkpaina

Manufacturing in bulk:

Paul W. Beyvers GmbH, Schaffhaussner Strasse 26-34,
Berlin, 12099, Germany

Primary Packaging:

Paul W. Beyvers GmbH, Schaffhausener Strasse 26-34,
Berlin, 12099, Germany

Secondary Packaging:

Paul W. Beyvers GmbH, Schaffhausener Strasse 26-34,
Betlin, 12099, Germany

Batch Release:

Lek Pharmaceuticals d.d., Verovskova 57, Ljubljana 1528,
Slovenia

BupoSHuUTBO Hepoadiacorarof npoAayKuil:

Nayne B, bengepc i'MBX, Wadpxaysewep LUtpacce 26-34, 12099
BepniH, HimeyunHa

MepBuHHe nakyBaHHs:

Mayne B. Bereepe MMEX, Wadbxaysenep Wrpacce 26-34, 12009
Bepnin, HimewunHa

BTopuHHe nakyranHa:

Mayne B. Beliepe TvBX, Wadpxaysenep Lrpacce 26-34, 12099
BepniH, HimevysuHa

Bunyck cepil:

Nex ®apmanesTyHa koMnaHia A.A., Beposwkora 57, NMioBnsana
1528, CnoeHisn

Manufacturing License Ne
800-16/2023-6

(of batch releasing site} / Niuewain Ha sBupoGmMyTEO Ne

(OiNbHULI BURYCKY Cepi):

_

’_mnufacturing Date / lata supoBHnuTea:

Expiry Date / MpunatHuii Ao:

Date of Batch Release / Data Bunycky cepii:

Batch Ne (on package} / Ne cepii (Ha YNaKoBLi):
Released Quantity {packs) / Bunywena kinokicts (yn):

16.04.2024
31.03. 2027
15.07.2024
BY4014
18740

|

Certification statement:

i hereby certify that the above information
This batch of the above mentioned produc
including packaging and quality control at th
full compliance with the GMP requiremen
Authority and with the specifications of
importing country. The batch processing,
records were reviewed and found to be in co

e above mentioned sites |

packaging and analyst
mpliance with GMP.

Is authentic and accurate.
t has been manufactured,

ts of the local Regulatory
Registration Dossler of the

MNonoxeHHs npo cepTudpikauyo:

L ninTeepmiyio AOCTOBIPHICTE  Ta  TOuHiCTS
iHthopmaui. Lis cepis Nikapekkero sacoby Byna sureTor
YNaKOBKOIO/MapKYBaHHAM Ta KOHTROReM AKoCTi Ha
BUPOGHUYMX OiNbHWLAX ¥ NOBHIW RiANOBIAHOCTI A0 BHUMO
PETYNATOPHUX opraHie, a Takox [0 cneuudikauii PeecT,
Kpaikw iMnopTepa. dari NP0 BUFOTOBINEHHS, YNakoBKy
Gyne nepesipeqo Ta NiATBE PAPKEHO TX BigNOBIAHICTL cTal

BUWeHaBegeHo!

TIEHE, BKITHOYHO 3
BUlIEHaBEe e HIX
r GMP micuesux
pauiiHore Jocke
Ta aHaniau cepil
HoapTam GMP,

n

S

Comments / Komentapi:

Puring the course of manufacturin
BUPOBRKLTBA Ta NaKysaHHs He byno

Batch release performed by / Cepito BunyLyeHo:
Name / v'a: irena Lahajnar Stare

g and packaging there were no deviations, that m
BiAXUNEHDb, AKi MOMYTE BOAWUHYTU Ha BUNYGK NPORYKT

ay influence the release of the product. / B npoueci
Y.

Ciaikaly wgead by Lanainat Slars kera.
B ocacass, dpmncnati  PmGK,
.

e

Lahajnar Stare
Irena

rrber OIS ahao S ve

Razson | wm acorudng il g
at

et
e 264421 73 12 5494 <02 0

Sighature f Mignue:

Position / MNocaga:

Qualified Person / Ynosnosaxens ocoba

Date / [JaTa: 23.07.2024

Page / Ctopinka: 1/ 1
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Attachment 2 to Product Specific Annex #18 to Quality Agreement between Sandoz Ukraine LLG and Lek Pharmaceuticals d.d':f .
HAoaatok 2 no MpoaykT-creumdidtere HAopatky Ne18 g0 Yroawn s fkacti mik TOB *Cangea Yepaina® ta "MNek PAPMALISATIHYHOK KOMNAHIEID 4.0,
Version 1/ Bepcin 1,

Issued / Ochopmriero:  Lek Pharmaceuticals d.d. TNexk dapmayesTMuHa Komnakin A.B.
Verovskova 57, Beposuwikosa 57,
ljubljana 1526, Slovenia Nwbnsva 1526, Cnoeexis
S A N D o Z Tel: +386 1 5802111 Ten.: +386 1 5802111
Fax: +386 1 5683517 dake: +386 1 5683517

CERTIFICATE OF ANALYSIS / CEPTUDIKAT AHANIZY

Trade Name / Toprosa Haaea: EXODERIL® LACQUER / EK300EPUN® NAK

Dosage Form / flikapcbka diopma: Medicated nail lacquer, 5 % solution / [lak ANA HIirFis
NikyBanbHWiA, 5 % poaumn

Manufacturing Date / Jara BMPOBHULTEA; 16.04.2024

Expiry Date / Mpugaryui Ao 31.03. 2027

Date of Batch Release / flata BUNYCKY cepii: 15.07.2024

Batch Ne (on package) / Ne cepii (na ynakoeli):  BY4014

QC Testing / TecTyBaHHs! KOHTPOSO SKOCTi: Paul W. Beyvers GmbH, Schaffhausener Strasse 26-34,

Berlin, 12099, Germany / Mayns B. beitsepc MmBX,
WadpxayaeHep Wpacce 26-34, 12099 BepniH, Himeuuuna

Parameters / MNokasHuxu Acceptance limits / Honycrimi mexi Results / Pesynstatu
Appearance / Onue Clear colourless solution / Tposopuii GesbapaHnii poayuH Conforms / Bianosigae
[dentification (HPLC)/ On the chromatogram of test solution, obtained in section Conforms / Bignosinas
lpeHTHdDIKaUR (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 Xpomatorpami BunpoSoBysaHaro PO3duHy,
OAepXaHore y posaini «KinbkicHe BuaHaueHHs», yac YTPAMYBAHHA
nika amopondginy riapoxnopngy mae crniananau 3 Yacom
YTRMYBAIHA CCHOBHOTO Miky Ha XpoMaTOrpami POZUKHY
NOPIBHAHHS (a). AonyckaeTbes BiAXMNeHHs (< 1%).

Identification (TLC)/ On the chromatoegram of test solution, the main spot should Conforms / Bignosigac

laekTucbikauin (TLLIX) appear in the line of the main spot in the chromatogram of the
standard solution and be similar to its size and color / Ha
Xpomarorpami sunpoBosysaHoro PO3YUHY Mae BUARMATUCH
GCHOBHa Nnama Ha piBHi 0GHOBHOT NNaMK Ha Xpomarorpami
PO3YUHY NopiBHAHHA, BignoBigHa i 3a posMipom Ta

3abapsneHusm
Transparency of solution / Must be transparent / Mae ByTI Mposopum Conforms / Bigrosinae
Mpo3opicTs poadnHy
Color of solution / Must be colorless / Mag ByTu GesbapaHum Conforms / Bignosigae
KonkoposicTe postinRky
Refractive index / Nokasnk 1,387 — 1,394 1,3901
3aNoMINGHHA
Filling volume / O6'em NLT 2,5 ml / He meHwe 2,5 mn Conforms / Bianosinac
HaltOBHEHHS:

Related Substances /

Cynposlaki gomiwwuku

Unspecified, single (> 0.1%  NMT/ He 6Ginswe 0,2 % 0,05 %
with relative retention time) /

byab-aka nomiuka (>0,1 % 3

RRT)

Total / Cyma nomhiiok NMT / He 6inkwe 2,0 % 0,14 %

Page / Cropinka: 112




Attachment 2 to Product Specific Annex #18 to Quality Agreemant between Sandoz Ukralne LLC and Lek Pharmacauticals d.d_. /
Roaatox 2 A MpoaykT-cneyndivHoro fogaTky Ne18 no Yropy s FlkocTi M TOB "Cannoa Ykpaina" 1a "lex ©apMalesTniHo0 KoMNaHIckH
aa’

Version 1 /Bepcin 1.

Issued / OhopMnero:  Lek Pharmaceuticals d.d. Nex PapmayesTyHa KoMnatin a.a.
Verovskova 57, Beposwkoea 57,
Liubljana 1526, Slovenia oBnsina 1526, CrnoeeHin
S A N D O Z Tel: +386 1 5802111 Ten.: +386 1 5802111
' Fax: +386 1 5683517 ®akc: +386 1 5683517

CERTIFICATE OF ANALYSIS / CEPTU®IKAT AHATI3Y

Trade Name / Tuprosa Hazea: EXODERIL® LACQUER / EK3OJEPUN® NAK

Dosage Form / Nikapceka chopma: Medicated nail lacquer, 5 % solution / Nak ona Hirtis
NiKYBANbHWA, 5 % poauun

Manufacturing Date / [lata BUPOBHMILITBA: 16.04.2024

Expiry Date / Mpugarthuit go: 31.03. 2027

Date of Batch Release / flata BUINYCKY cepil: 15.07.2024

Batch Ne {on package) / Ne cepii {Ha ynakoBUi):  BY4014

QC Testing by / TectyBanHs KOHTPOM SKOCTI: Paul W. Beyvers GmbH, Schaffhausener Strasse 26-34, Berlin,
12099, Germany / Mayns B, Befisepc MMBX, UWadxayseHep ltpacce
26-34, 12099 Bepnix, HimeyuuHa

Parameters / [Nokaanuku Acceptance limits / Oonyctumi mexi Results / Peaynsraru

Microbiai limits* /

MixpoGionoriyna uncrora*

Total aerobic microbial count NMT 100 CFU/ml/ re Ginbwe 100 KYO/Mn <10 CFU/ml / KYO/mn
(TAMC) / 3aranste yucno

aepoBHux mikpoopraHismie )

Total combined NMT 10 CFU/ml/ ke Ginble 10 KYO/Mn <10 CFU/mI/ KYO/mn
yeasts/moulds count {TYMC)

/ 3araneHe yueno ApidKin Ta

nnicHssux rpubie

Pseudomanas aeruginosa Absent in 1 ml/ Bigcyrri g 1 mn Absent in 1 ml/ BigcyTHi B
1M

Staphylococcus aureus Absent in 1 ml/Bigoyrhi 8 1 mn Absent in 1 ml/ BincyThi 5
1mMn

Assay / KinbkicHe BMaHaYsHHs
Amorolfine hydrochloride / From 52,953 mg to 58,527 mg or from 95.0 % to 105.0 % ofthe 5501 mg / Mr
AMOPONiHY Tigpoxnopuay content of amorolfine hydrochloride in one ml, indicated in
. section “Composition” / Big 52,953 mr o 58,527 wmr aéo Big
85,0% ao 105,0% eig BMICTY amopondiny rinpoxnopuay B
GAHOMY MiNiniTpi, sasHaqeHoro y paagini «Crnag»

Ethanol anhydrous / Eravony  From 432,0 mg to 528,0 mg or from 20,0 % to 110,0 % of the 487,04 mg / mr
GesBogHoro normal content of ethanol anhydrous / Big 432,0 Mr go 528,0
Mr aGo sig 90,0% go 110,0% Bif HOMiHanbHoro BMICTY eTaHony
BeasogHoro
Relative density / Bianocha 0,86 — 0,89 0,8722
rycTvHa

* Control is performed for each 5! hatch, not less than once per year { KoHtponk npoBegATe AMA KOHOT 5-01 cepii woHakMeHwe OAWH pa3 Ha pik

Dhaeaty sgnea by Lahalnas Srare i
anoun

Batch release performed by / Cepilo Bunywweno: Lahajnar Stare e v

Name / Iv'si; Irena Lahajnar Stare Signature / Mignue:  Irena ekt

Position / [locana:  Qualified Person / ¥YNoBHOBaXeHa ocoba Date / dava: 23.07.2024

Page / Cropinka: 2/ 2




