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NEPXIIKCIYKBA ” -
JAEPKABHA CIYXKBA 3 JIKAPCHBKHUX 3ACOEBIB TA KOHTPOIIO 3A
HAPKOTHKAMMHX Y KHIBCBKIV OBJIACTI

npocrekT Banepis JlobaHosebkoro, 51, M. Kuis, 03110, ten/akc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua,hittps://www.dls.gov.ua, Kog €J[PIIOY 37078774

BHCHOBOK
NPpo SIKICTH BBE3EHOr0 B YKPaiHy JiKapehKoro 3acoby

05.01.2023 Ne 57502/23/10

..... EKBOI{EPHJI@JIAK

(HﬂﬁME;IyBHHHH JIKapCHKOTO 3ac00y 3TiHO 3 peccTpaliiiumm nocnim{emm)' |
JIaK IR HITTIB JIKYBajAbHUI, 5% posuun, no 2,5 ma y daakosi; no 1 hraxkony paszom 3 10
JONATOYKAMH, 30 TAMIOHaAMM AJis OYHLIEeHHS Ta 30 NHAOYKAMM /IS HIirTiB y navuniz
KApTOHY

(bopma anycky, AO3YBaHHA, BUA NAKYBAHHA JIKAPCHKOTO 3ac00y)
Homep peecrpauiiinoro noceiguenns UA/13688/01/01 crpox nii peecrpanittnoro noceinuenns 01.01.2099
Cepis nikaperkoro zacoby Ne BY2023 KinbKicTs BBe3eHOTO Jtikapcskoro zacoby 18683

‘Bupobauk _Jlex QapmaneBTHYHA KOMOaHia 1.7, CloBeHis | |
{(nalimenyBauHs BHpOOHUKA JIKAPCEKOTO 3ac00y, Kpaika IIOXOUKSHHA )

‘Beeseno B Yipainy TosapucTno 3 00Mexeno10 BianoBizanbuicTio "Canmos Ykpaina',
izenT, xox: 38419586 |
(HaiiMenyBauna Ta ko 3a €JIPIIOV wopummauoi ocobu ao TIPI3BMILE, iM'S, TIO 6aTEKORI BisHOT

OCO0H - mMANpHEMILS, i MiCIe TPOKUBAHHS Ta peecTpalliiinni HoMep 06RiKOBOT KAPTKY ILTATHUKA
IOJAaTKIB a0 cepis Ta HOMEp IIACTIOPTA)

Iporokon Bisyaishoro korrponio six 29.12.2022 No 3545/2.

3a  pesyibTaTaMH JEpKABHOTO KOHTPOMK BCTAHORIEHO, IO TIKAPCEKUH  3aci6  BBEIEHO B Ykpainy 3

AOTPHMAHHHM BHMOT 3aKOHOIABCTBA LIONO 3a6€31EYeH s SKOCT NIKapchKUX 3ac06iB.
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Attachment 2 to Product Specific Annex #18 to Quality Agreement between Sandoz Ukralne LLC and Lek Pharmaceuticals d.d. /
Popatok 2 o Npoaykr-creuwdivHoro Nofatiy Ne18 g0 Yroaw 3 fkocti mik TOB "CaHaes YipatHa' Ta "Nek GapmalleBTHuHOIC KOMNaHISw 4.4."

Versian 1/ Bepcis 1.

SANDO

Issued / Othopmneno:’

‘A Novartis
Pivision

LeKk Pharmaceuticals d.d.
Verovskova 57,

Ljubljana 15286, Slovenia
Tel: +386 1 5802111

Fax; +386 1 56683517

Jlek DapmauesThyHa koMMaHis a4,
Beposlukosa 57,

Noénana 1526, Cnosedin

Ten.; +386 1 5802111

Pakc: +386'1 5683517

CERTIFICATE OF CONFORMITY / CEPTUDIKAT BIQMNOBIOHOCT]I

| 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 ¢leaning swabs
and 30 nail files in a carton pack

Toprosa Hazea:
EK3OAEPUN® NAK

Jlikapcbka ¢opma:

Jlak gna HirmiB nikyBanbHun, 5 % posyuH

Twun Ta po3Mip ynakoBKMU:

2,5 Mn y dnakoHi; 1 chnakoH 3 10 nonatoukamu, 30
TamnoHamu Ans ounweHHA Ta 30 nunoykamu ans Hirris y

nadyi 3 KapToHy

MA Neo: /PIT Ne:  UA/13688/01/01

Importing country / Kpaina-imnoptep: Ukraine / YkpaiHa

Manufacturing in bulk:

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

Primary Packaging:

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

Secondary Packaging:

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

Batch Release:

Lek Pharmaceuticals d.d., Verovskova 57, Ljubljana 1526:
Slovenia

BupotHuuteo HepoadacoBaHoi npoaykui:

Mayne B. Bensepc M'm6X, Wadbxayserep ITpacce 26-34, 12099
BepniH, HimeuunHa

MNepBUHHE NaKyBaHHs:

TMayns B. Befisepc MutX, Wadhxayserep WTpacce 26-34, 12099
bepnin, HimeuunHa
‘BropuHHe nakyBaHHs:

Maynb B. bensepc 'M6X, LWadxaysenep Wpacce 26-34, 12099
bepnin, HimeuunHa

Bunyck cepii:
lex ®apmauesTuiHa koMnawis 4.4., Beposwkosa 57 NMiobrana
1526, CnoeeHin

- 800-12/2021-9

Manufacturing License Ne (of batch releasing site) / NiLiex3ia Ha supobHMUTEO Ne (AiMbHULI BUNYCKY cepii):

Manufacturing Date / [lata BupoBruuTea: 11.08.2022
Expiry Date / [puaatHuit go: 07.2025
| Date of Batch Release / [lata unycky cepii: 06.12.2022
| Batch Ne (on package) / Ne cepii (Ha ynaxosui): BY2023

Released Quantity (packs) / Buriywera kinbkicto (yr): 18683

Certification statement:

| hereby certify that the above information is authentic and accurate.
This batch of the above mentioned product has been manufactured,
including packaging and quality control at the above mentioned sites in
full compliance with the. GMP requirements of the: local Regulatory
Authority and with the specifications of Registration Dossier of the
importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

lMonoxeHHs npo ceprudikadiro:

UMM niaTBepaXyld  AOCTOBIDHICTS Ta  TOUHICTL BUWLIEHAREeH Ol
iHbopmalLlii. Lis cepia nikapcekoro sacoby Gyna BUroToBReHa, BKIOMHO 3
YNaKOBKOW/MapkyBaHHAM Ta KOHTPONEM SKOCTI Ha BULIEHABENEHMX
BUPOBHWYKX AiNbHULIAX ¥ NOBHIA BigNOBIgHOCT] AC-BuMOr GMP micueemx
PEryNnATORHWUX OpraHiB, a Takox Ao cneyndikauii PeecTtpauiitoro. Jocke
KpalHu iMnopTepa. Jani npo. BMroToBNeRHs, YNakoBKy Ta aHaniau cepil
byno nepesipeto Ta nigTeepaXeHo X BiANOBiAHICTL cTangaptam GMP.

Comments / KomeHTapi:

Batch release performed by / Cepiio unyuieHo:
Name / Im's: Metka Stoijievié

i ,1 Aty ey

Position /Mocaga: Qualified Person / YNOBHOBaxeHa :?';_,g;
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Attachment 2 to Product Specific Annex #18 to Quality Agreement between Sandoz Ukralne LLC and Lek Pharmaceuticals d.d. /
Hdonatok 2 po MponykT-cneuudiudare Hopatky Ne18 go Yroau 3 Hkocti Mbk TOB “Cangoa Yrpaina” ta "Mex GapMaLsBTUNHO KoMIaHIEHD a.a"

Version 1 / Bepcia 1.

SANDO

‘A Novartis
Division

Lek Pharmaceuticals d.d.
‘Verovskova 57,

Ljubljana 1526, Slovenia
Tel: +386 1 5802111

Fax: +386 1 5683517

Issued / ObopmneHo:

lNlex dapmMaueBTHUHA KOMNaHin A4,
Beposlwkosa 57,

MobnsHa 1526, CnoseHin

Ten.. +386 1 5802111

dakc: +386 1 5683517

CERTIFICATE OF ANALYSIS / CEPTU®DIKAT AHANIZY

EXODERIL® LACQUER / EK30EPUN® NAK

Trade Name / Toproea Ha3ea:
Dosage Form./ Jlikapcbka copma

Manufacturing Date / fata BUPOOHUMLTBA:
Expiry Date / MNpuaatHui ao:

Date of Batch Release / [lata sunycky cepii:
Batch Ne (on package)} / Ne cepii (Ha ynakosLi):
QC Testing / TecTyBaHHsi KORTPONIO SKOCTI:

Parameters / MokasHnku

nikyBansHUA, 5 % po3yvuH

11.08.2022
07. 2025
06:12.2022
BY2023

Medicated nail lacquer, § % solution / Jlak ans Hirrig

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

Berlin, 12099, Germany / Nayne B. Beiisepc M6X,
WadxayseHep LUTtpacce 26-34, 12099 Bepnid, HimeusuHa

Acceptance limits./ Jonyctumi mexi

Results / PesynbTati

Appearance / Onuc

Clear colourless solution / Nposopuii 6ea6apeHuii PO3YMH

Conforms / Bignoeinae

Identification (HPLC) /
laeHTUdikauis (BEPX)

On the chromatogram of test solution, obtained in section
“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
(£ 1%)/ Ha xpomatorpami sBunpotioByeaHoro PO3YKHY,
OASPXaHOTO y po3aini «KinbKiCHe BU3HAYEHHS», YAC YTPUMYBAHHS
NiKa aMopOrithiHy riapoxNopuaY mae ChiBnagaT 3 Yacom
yTPWMYBaHHA OCHOBHOTO NiKy HA XpOMAaTOrpami poayuHy
NOpiBHAHHA (a). [lonycRAETLCH BIAXMNEHHS (S 1 %).

Conforms / Bignosinae

laeHTdbikadia (TLLUX)

On the chromatogram of test solution, the main spot shouid
appear in the line of the main spot in the chromatogram of the
standard solution and be similar to its size and color / Ha

‘XpoMmartorpami BUNpoSoBYBaHOIO PO3dinHy Mae BUABNATHCS
'OCHOBHA NNAmMa Ha piBHI OCHOBHOT NNAMW Ha XpoMaTorpami
PO34MHY NOPIBHAHHA, BiANOBIOKA i 32 POIMIpOM Ta
3abapeneHHam

onforms / Bianosinae

Transparency of solution /
_Npo3opicTb poaduny

Must be transparent / Mae 6yt NPO30pPUM

Conforms / Bipnosigae

Color of solution /
_KonbopoBsicTs poaqunHy

Must be colorless / Mae 6yt 6eabapeHum

Conforms / Bignosigae

Refractive index / Nokaznuk
_ 3anoMneHHs

1,387 ~ 1,384

1,3889

Filling volume / O6'em
HaNOBHEHHS:

NLT 2,5 ml / He meHwe 2,5 mn

=25 ml / mn

Related Substances /
CynposigHi gomiLukm
Unspecified, single (> 0.1 %
with relative retention time) /
byab-axa gomiwka (>0,1 % 3
RRT)

Total / Cyma gomiliok

NMT / He Ginwwe 0,2 %

NMT / He 6inbiie 2,0 %

3,05 %

0.05 %

Page / Cropinka: 1./ 2




Attachment 2 to Product Spaclfic Annex #18 to Quality Agreement between Sandoz Ukraine LLC and Lek Pharmaceuticals d.d. /
Hogarox 2 go Npoaykr-cnaywdgivdore Jopatky Ne18 2o Yroau 3 Skocti mix TOB "Cangoa Yrpaina" 1a “Nlek apmMauesTIuHOK KoMNaRIEKD
ﬂuuﬂ.-ﬁ

Verslon 1/ Bepcia 1.

Issued / OpopmneHo: Lek Pharmaceuticals d.d. Nex ®apmaueBTMyHa Komnatin a.4.
- . o Verovskova 57, BeposLxosa 57,
SAN Do A Novartis Ljubljana 1526, Slovenia TNio6nska 1526, Crosetis
Division Tel: +386 1 5802111 Ten.: +386 1 5802111
Fax: +386 1 5683517 dakc: +386 1 5683517

CERTIFICATE OF ANALYSIS / CEPTUDIKAT AHANI3Y

Trade Name / Toprosa Hasea: EXODERIL® LACQUER / EK304EPUN® NAK __

Dosage Form / [likapcbka hopma: Medicated nail lacquer, 5 % solution / [lak ans Hirrie
TiKyBanbHUA, 5 % po3yuH

Manufacturing Date / laTa BMpOGHIALTRA: 11.08.2022

Expiry Date / NpuaatHnia go: 07. 2025

Date of Batch Release / ara sunycky cepii: ) 06.12.2022

Batch Ne (on package) / Ne cepii (Ha ynakoBLi): BY2023 | o

QC Testing by / TectyBaHHsa koHTponio sikocTi:  Paul W. Beyvers GmbH, Schaffhausener Strasse 26-34, Berlin,
12099, Germany / MNaynb B. Beisepc MmbX, Uladxaysenep Wrpacce
26-34, 12099 BbepniH, HimeuuynHa

Parameters / Mokasnini Acceptance limits / HonycTymMi Mexi Results / Pesynstati

Microbial limits* /
MikpoGionoriyna umcrota*
Total aerobic microbial count NMT 100 CFU/ml / He Ginbwe 100 KYO/MA <10 - CFU/m!/ KYO/mn
(TAMC) / 3araneHe yneno
aepobHUX MiKpOOpraHiamis |
Total combined NMT 10 CFU/miI / He Ginblue 10 KYOimn <10 CFU/mI / KYO/MA
yeasts/moulds count (TYMC)
/ 3arantHe yucno aphraxie Ta
NNICHABWUX TpubiB

Pseudomonas aeruginosa Absent in 1 mi/ Bigcytsi 8 1 vin Absentin 1 ml / BigcyTHi B

| 1 mn |

Staphylococcus aureus Abhsentin 1 ml/ BincyTHi 8 1 mn Absent in 1 ml / BigcyTHi B
T Mn

Assay / KinbkicHe BM3HaueHH#

Amorolfine hydrochloride / From 52,953 mg to 58,527 mg or from 95.0 % to 105.0 % of the 55.89 mg / mr
AMOpondiHy rigpoxnopuay content of amorolfine hydrochloride in one ml, indicated in

section “Composition” / Big 52,953 mr 1o 58,527 mr abo Big

95,0% po 105,0% sig BMicTy amopondiny rigpoxnopuay B

OAHOMY MININITPI, 3a3HaveHOro y po3aini « Cknaay»
Ethanol anhydrous /Eravoriy  From 432,0 mg to 528,0 mg or from 90,0 % to 110,0 % of the 483,73.  ‘'mg/ mr

-BezsoaHOro normal content of ethanol anhydrous / Big 432,0 mr g0 528.0
Mr ato sig 90,0% Ao 110,0% Big HOMiHANLHOrO BMICTY €Tanony
. | __GessogHoro.
Relative density / BignocHa 0,36 - 0,89 0,8738
r[YCTHHA

* Control is performed for each 5% batch, not less than once per year / KCHTpONb NPOBOAATL AN KOXHOT 5-0 cepii WoHanMeH e OfIWH pa2 Ha pik

Batch release performed by / Cepilo BUNyLLEHO: Stojicevic Dy vttty
Name / IM’ﬂ: = Metka Stojidevic: Signature / Mianuc: Metka . ./~ ESFmac.
Position ; *’1 #fed Person / YnoBHoBaxeHa ocoba Date / [ara: 13.12.2022

‘Page / CTopikka: 2/ 2




