JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoB. Ceitmiaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTL BBE3€HOI0 B Y KpaiHy JiKapchbKoro 3acody

16.11.2023 Ne 56525/23/10

INHKJIOKYTAH®

{HaHMeHYRAHHA MiKapchkoro 3acoby 3riqHo 3 peccTpaniiHHM IOCBIAICHHAM)
JAK AJ4 HIrTiB JikyBaJlsHuH, 80 M1/, mo 3 r po3unny y (uiaxoni; o 1 guiaxony y KOMILIEKTI
i3 10 mmaTeniB B KaceTi, TpAMa4eM MIATENH, TAMIOHAMH /LISl OYHIICHHS T2 MHJI0IKAMH
JUISI HirTiB y mavni

{topMa BHITyCKY, I0IYBAHHA, RH]] HAKYBAHHA TiKAPCEKOTO 33coly)
Homep peectpaniiinoro nocgipacrns UA/18077/01/01 crpox gii peectpanidinoro mocsimaeara 05.05.2025
Cepin nikapcekoro 3aco6y Ne 230804 KinbkicTs BBe3eHOTO HiKapcsxoro 3acoby 15823

BHpoGHEK Mibe I'M6X AprHaiMiTTes, HiMeTauHa

(HaliMeHYRaHHA BHpOOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOKEHHA)

Brezeno B Yxpainy ToBaprcTBO 3 06Mexenoio BignoBinaasnictio "MIBE YKP THA",
inenr. kox: 38705049

(BaiiveRyBaHHA Ta KoX 33 €JTPIIOY opraETHOI ocoSH afo NpisBHINe, iM'A, Mo 6aTEKOEI dizHTHOL
ocobH - mianpHemnd, 1i Miclie IPOXKHBAHHA Ta peccTpaniinyi HoMep oONiKORO] KAPTKH IIIATHHEA
IOJATKIR aff0 cepid Ta HOMEp TacHopTa)

IpoTokoen Bizyannaoroe xoaTpomo eix 16.11.2023 M= 3613/3.

3a pe3VNBTATAMH JEpKABHOTO KOHTPONID BCTAHOBICHO, IO JOKAPCRKHA 3acié BBeseHo B YKpaiHy 3

AOTPHMAHHAM BHMOr 3aKOHOAARCTRBA MO0 3abesneTcHHA KO




Page 1 of 3

i

mibe GmbH
Arrnesmnitiel

Master CoA sheet VI0O0643

CERTIFICATE OF ANALYSIS
CEPTHDIKAT AHAJI3Y

Product name Ciclocutan
Halimerysanus npogyxuii: Hukoxyrau®

Country of manufacturing Germany
Jepixapa-supobank: Hiseuusmsa

Importing country: Ukraine
Jepxasa-iMmoprep: Yipaina

Article-code/Koa aptuxyuy:
VI00643

Ident-No / Inentudixaniimit HOMep:
23152031

Active substances
Hiroua peyoenHa

1 g solution contains 36 mg ciclopirox
1 r posunny mictHth 80 Mr LUHKNONIPOKCY

Form of release
@opma suny Ciy

Medicated nail lacquer 80 mg/g
Jlak nna HirTis nikysamsHul, 80 mr/r

Package size and type

Posmip Ta Tro makyBaHHs

3 g of solution in bottle, 1 bottle bottle com pleted with 10 spatulas in display,
spatula holder, swabs and nail files in box

3 r posuuny y dnaxoni; o 1 tbnaxowuy y xomnnexTi i3 10 mnarenis & Kaceri,
TpHMAHeM LUNATENA, TAMIOHAMH I OMHLUCHHA T4 HHAOYKAMY TS HirTin y mayuj

Number of Registration Certificate
Howmep peectpauitisoro nocsinyernms

UA/18077/61/01
Ne UA/18077/01/01

Baich number: / Homep cepii: 230804

Batch size (pes.): / Poasip cepil {urr.): 15838

Manufacturing date: Jlata BpoSuuuTsa:
08/2023

Expiry date:/ iata 3axinvenns CTPOKY NPHAATHOCTI:
08/2026

Brehna, Sachsen-Anhalt, 06796, Germany

Certificate GMP. No DE_ST_01_GMP_2023_0012
Ceprudhikar GMP Ne DE ST 01 GMP 2023 0012

Name and location marnufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15,

HalimenysanHz Ta MicesHaxomkenns AINLHAL 3 BUPOOHULTBA: MiGe TMEX Apumaitmitrens, Hiveuunua,
Miomxeneplupacce 15, Bpena, Cakconis-Auxanet, 06796, Himeuynna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Homep niuensii abmeruwi 3 supoSuumnrea. No DE_ST_01_MIA_2023 0005

Test
Haspa nokasHuka

Methad
MeToau kerTpomo

Appearance Ph. Eur. 2.2.1,,2.2.2
Onuc Ph. Eur, 2.2.1,22.2
Odour organoleptic
3anax OPraHOneMTHYHD
Relative density Ph.Eur, 2.2,5
BinrocHa winenicts Ph.Eur. 2.2.5
Refractive index Ph.Eur. 2,2,6
Inneke pexdpaxwii Ph.Eur. 2.2.6

Evaporation residue sea sand method, weighing

Result
PesyasTar

qu® _~

JITH

complies
Binnosinae

Oy |

izonponirosoro compry
0,865 — 0,925
0,865 - 0,925
1,3721 - 1,4321
13721 - 1,432]
17,0 23,0 % TR

W

Approved by: Friedrich Koppe “\:_

Prepared and checked by: Liudmyla Maistrenko

signature

signature

L
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3anumok micna METO/ DiCKyBaHAS, 17.0-23,0% 18.9%
BHDAPIOBAHHA 3BAKYBAHHA
Identity Ciclopirox HPLC with DAD, Ph. Eur. Identical retention times and UV complies

2.2.29 spectra of main peaks in
chromatograms of test and
reference solution
InenTndikais BEFPX i3 pioaHo-MatpiaiiM  OnHaxkoBuit 9ac yTpuMyBans 1a V- BiANOBiga€
Linknomipoke AetextopoM, Ph.Eur. 2.2.29  chexTpi ocHOBHHX NiKiB Ha XpoMarorpasax
BUTIpOCY RANBHOTD PO3YHHY | pO34YnHY
TOPIBHAHHA
Assay Ciclopirox HPLC, Ph. Eur, 2.2,29 80,0 mg/g (£ 5 %) 79.1 mglg
KinpkicHe BH3IHAYEHHA: BEPX, Ph.Eur. 2.2.29 76,0 — 84,0 mg/ g
nrnomipoke 80,0 Mr/T (£ 5 %) 9.1 mo/T
76,0 - 84,0 mr/r
Related substances HPLC, Ph.Eur.2.2.29
CynporigHi A0MItIKK BEPX, Ph.Eur. 2.2.29
Impurity A (220 nm) <0,5% <0.05%
Homitwka A (220 um) <0,5% <0.05%
Impurity B (298 nm) <0,5% <0.05 %
Joumimka B (298 um) <0,5% <0.05%
Tmpurity C (298 nm) <0.5% <0.05 %
Howmimra C (298 rM) <0,5% <0.05%
Single unknown (298 am) <0,2 % <0.05 %
OnuHyaHa HeBiIoMa <02 % <005 %
aomimka (298 M)
Total except Impurity B <1,5% <0.05 %
(298 nm) <1,5% <0.05 %
Cyma nomiuiox 33
BLIHATEOM AoMimiku B
(298 mm)
Microbiological quality* Ph. Eur. 2.6.12, 2.6.13 according to Ph.Eur. 5.1.4. tested on
MikpoOionorigna amctota*  Ph.Eur. 2.6.12,2.6.13 cutaneous uses batch
TAMC < 10° CFU/g 230302
TYMC < 10! CFU/g
absence of Staphylococcus aureus
in 1 g, absence of Pseudomonas
aeruginosainl g
Bignosimao mo Ph.Eur. 5.1.4. TIPOTECTOEAH
Jina nawkipHOIO 3acTOCYBANRA: 0 Ha cepil;
TAMC < 10°KYO/r 230362
TYMC<10'KYOQ/r
BincytHicTe Staphylococeus aureusy 1 r,
BincyTHicTs Pseudomonas aeruginosay 1 r
Filling quantity weighing Not less than rominal 32¢g
Maca HanoBHEHHA 3BANCYBAHHA He MeHme HOMiHATBHO] 32r
Package
YnaxoBka
Batch-description PV-Q-001 i h-ile iptlon of the
Omic cepii o acrgﬂs complied with the
», halkli-ﬂocui\ﬂm\i complies
&/ 0@\ el ﬁégy}xauc DL BiAmoBigae Bignosinae
[ FOKYN jitma cepo
Description of shelf life PV-Q-001 ol Ee@' f sheif Jife is complied
Oniic Tepminy 36epiranns %\ . with the batch-doewmentatio
?} " Onnc TepuinyaGepitanns siydh
3 agrymerTan mm/ p/
Fill quantity FertigPackV *‘r 3 of '“Ohﬂ!;i@ ft bottle, 1

= edtby: Friedrich

Prepared and checked by: Liudmyla Maistrenko

1

signature

signature
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Kinskiets npenapaty 3 r posguny y bnaxcsi, o 1 y navoi BiAnoBinae
B YNaKOBLi

Comments not applicable

KomenTapi He 3aCTOCOBYETBCH

* Test is done on every third batch or at least once per year
* BunpoSyradHsa npoBoaSTLCY HA KOXKHIA 3-i1 cepil wonalivenie oHH pas Ha pik

I hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/labelling and guality control at the above mentioned site(s) in fall
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

Llum 4 3acBinyylo, 0 HaBeACHA BHiIe iHGOpMALLiR € JOCTOBIPHOK T2 TOuHOW, Ll cepito mpoayxwuii 6ymno
BupoGeH0 (BKTIOUAOYH IAKYRBAHHA/MAPKYBAHHA) TA IPOBEACHO KOHTPONS il AKOCT] Ha BHiNE3a3HAUEHIH ALIBHMU
¥ NOBHIM BiANOBIAHOCTI 3 BuMoramu GMP, BCTAHOBITEHHMY MIiCLEBUM PETYISATOPHIM OPTrasoOM, & TAKOMK
Bignosiado no cnewndikauii, wo micTaTses y peectpaniiiioMy nocke abo Toprosif niLiensil kpaiau-BupoGriKa
aGo

KpaiHH-IMMopTepa, AKLO NpogyKLilo iMNopToBaHo, afo y Jocke creindikauiil Ha npenapat AT ACCTIIKYBAHOTO
nixapcekoro sacody. MpoTokony BUpoGHHLTEA, NaKYBAHHA TA AHANI3IB Gy/I0 MEPErIaHyTO T4 BCTAHORIEHO
signosianicts GMP

11 0K7. 2023 ==
Date/Name + Sign Quality cone]
Jarafin’s + minnuc npencrapuka sintiny KoNTPOIO AKOCTI

(P, Koane)

End of Master Sheet
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Prepared and checked by: Liudmyla Maistrenko Approved by Friedrich K

signature T signature
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