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JEPXKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npoB. Ceitnuynoi Hanii, 3, m.Kuis, 02099, ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOI0 B Y KpaiHy JKapchbKoro 3acody

09.11.2023 Ne 53613/23/10

OHIXEJII

(nalimMenyBanHA nikapcekoro 3acofy 3rifHo 3 peecTpauiiiHuM MOCBiYeHHAM)

JaK /151 HIrTiB MiKyBaabHmii, 50 mr/ma, mo 2,5 ma y (aakoni pazom 3 cnuproBHME
CEPBETKAMM, NMHJIOYKAMH JJIS OYHILEHHS TA ﬂﬂﬂiKﬂTDpﬂMH JJIs HAHECCHHH JIAKY B
KAPTOHHIH mawmi
(popma Bunycky, 103yBaHHA, BH/ NAKYBAHHA iKapChKOro 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/17914/01/01 crpox aii peecrpaniiinoro nocsinuenns 06.02.2025

Cepia nixapcekoro 3acoby Ne 30377F/2 KinekicTs BBe3eHoro mikapcskoro 3acoby 540

BupoGuuk benyro, Jiki Ta KOCMETHKa, 1.1, Xopsaris

(HaliMeHYBaHHA BUPOOHHKA NIKAPCHKOro 3acoby, KpaiHa MOXOIKeHHS )

Beeseno B YkpaiHy Crisbre ykpaiHcbKo0-ecTOHChKe MANPHEMCTBO y (opmi TOBapHCTBA
3 o0Meskeno10 Binnosinaabnicrio "Onrima-®apm, JITI", izeur. kox:
21642228

(HaifiMenyBanHA Ta koA 3a €/IPTIOY topuanunoi ocobu abo npissnie, iM's, no GaThkoBi (izHunol
0co0H - mianpHeMus, if Micue NPOXHBAHHA Ta peecTpauiiimii HoMep 00TiKOBOT KAPTKH IUIATHIKA
noaaTkis abo cepia Ta Homep nacnopra)

[Iporoxoa sizyansnore koutpoao six 09.11.2023 Ne 3437/20.

3a  pesynbTaTaMH JAepKAaBHOrO KOHTPONIO BCTAHOBIEHO, IO JIKAPCHKHMil 3aci6 BBE3eHO B YEepainy 3

AOTPHMAHHSAM BuMOr 3aKOHOZABCTBA WIO/0 3a6e3NedeHH AKOCTI TIKAPCHKUX 3ac00iB.

Biraniit BOHJIAPEHKO

(iniuianu Ta npizsuuLe)




Pharmaceuticals and cosmetics Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 000 Koprivnica, Croatia
Benyno, niku Ta KoCMETHED, L1,
wyi. Haniua 5, 48000 Konpiesuis, Xopsatia

(&) BELUPO

BULIUT KOHTPOJIIO AKOCTI

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPII

Product name: ONIHELP, medicated nail lacquer, Manufacturing date: 06.2023

50 mg/ml, 2,5 ml in bottle with alcohol swabs,

nail files and applicators in box
Hafimenysanns npoaysTy: QHIXEN, nak ans nirrie nikysanennii, Jara supobumurea: 06.2023

50 smrfan, no 2,5 mn y uakoni pazos 3

CHHPTORMME CEPRETRAMM, IHIOHKAMH U4

OMHINCHHA TR ANAIKITOPaMH A8 HAHCCCHHA

NAKY B KAPTOHUEH mavwi
Batch No: 30377F2 Expire date: 06.2026
Cepin Ne: I0377F2 Mpsaaminii ae: 06,2026
Quantity: G000 pes a' 2,5 ml Cropinka 122
KinekicTs: 6000 yn. no 2,5 sn

Marketing Authorization in Ukraine: UA/IT914/01/01 valid ull 06.02.2025
Peectpauifive noceinvenns B Yepaini: UA/17T914/01/01 nic oo 06.02.2025
Cenelusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023

Buchosor nigrecpaxenns coprrdrkara GMP: Ne 497/2023/C-100] sig 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16

Jlivensia na supobunureo:  Ne3B1-10-05/162-17-16

Manufacturer: Belupo, pharmaceuticals and cosmetics, Ine., Croatia (quality control and batch release)
Chanelle Medical, Ireland (manufacturer of the finished product, quality control)
Bupobuuk: Benyno, kM T8 KocMeTHka, J17., XopsaTia (KOHNTpoIb HSKOCTI TA BHITYCK Cepit)

Wanens Menikan, Ipnangia (BHpobHEE roTOBOre NiKapebkoTo 3acoby NPOLYKUIT, KOHTPONIL AKOCTI)
Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia (Belupo, pharmaceuticals and cosmetics, Inc.)

Dublin Road, Loughrea, Co. Galway, Ireland (Chanclle Medical)
Aapeca supobumursa: sy, Jdaniua 5, 48000 Konpusuuus, Xopsatia (Genyno, Aiky T8 kocMeTHKa, 1.0 )

MyGnin poya, Jdoxpei, Ko, Donyeit, Ipnanaia (IWaneas Menixan)

PARAMETERS REQUIREMENTS RESULTS
IMAPAMETPH BHMOI'H PEIVJLTATH
APPEARANCE Clear, colourless to pale yellow solution. Complies
OIMHC MNposopsit  posyun  sig  Geabapeworo mo  GRigo-woBTOrO Bianosigac
KONLOpY.
IDENTIFICATION OF AMOROLFINE The retention time of the amorolfine peak in the chromatogram Complies
HYDROCHLORIDE of sample solution should comespend 1o the retention time of
amorolfine peak in the chromatogram of standard solution.
VIEHTHOIKALILA AMOPONDIHY Yac  yrpusanns  niky  aMmopondidy  Ha  XpOMaTorpasi Bianowinac
FAPOXIOPHOY BNpodyBAHOTG  POIHMHY  TIOBMHEH  BIANORIIATH  Hacy
YIPHMANNR DHKY aMopondiny Ha XPoMaTOrpaMi CTARAAPTHOND
posnmy
IDENTIFICATION OF AMOROLFINE {Diode array detector) Maximum (b)) of peak apex of major Complics
HYDROCHLORIDE peak in the sample solution corresponds 1o (Ama) of peak apex
of major peak in the standard solution.
VIEHTHDIKALILA AMOPONDIHY {Mioano-varpienmil aerextop) Makcuays (Ama) Bepimmmm Bianoeiaac
FAPQXIOPHIY OCHOBHOTD DIKY Ha XpoMarorpasi BHOPODYBAHOIO pOIHINY
BLANOBIAAE {Ama) BEPIINHH OCHOBHONO MIKY HA XPOMATOpaMI
CTAHAAPTHOTD POTHHILY.
FILLING VOLUME The filling volume of cach bottle should be not less than 26 ml
nominal.
OBCAM HANOBHEHHA OOCAr HANOBUCHHA KOKHOTO (UIBKOHE NOBHHEH Eym g | 2.6 M
MEHILNM 3 HOMiHANBHI T, :
CONTENT OF 1 mi of the solution contains:
AMOROLFINE 47,5 mg~ 52,5 mg of amorolfine, 1e.
95 = 105 % of the declared content.
KUILKICHE BHIHAYEHHA 1 A poasHHY MICTHTH:
AMOPOJIQIHY 47,5 mr — 52,5 wr amopondriny, olro,
95 - 105% Bin 3anenenoro aicTy.
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&) BELUPO

Pharmaceuticals and cosmetics Inc.,
Ulica Danica 3, 48 000 Koprivnica, Croatia

QUALITY CONTROL DEPARTMENT

EehIG, il T KECRET A, BULILUT KOHTPOJIHO SKOCTI
syn. JManiua 5, 48000 Konpsiseimiu, Xopbaria
BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPII
Product name: ONIHELP, medicated nail lacquer, Manufacturing date: 06.2023

50 mg/ml, 2,5 ml in bottle with alcohol swabs,

nail files and applicators in box

Haiimenynaniuga npoiykty: OHIXENI, nax ana wirrie nikysansuuit,  Jdara enpoSumirsa: 06.2023
50 mrfmn, no 2,5 ma y quiakoni pasom 3
CINHPTOBHMMH CCPBCTEAME, NMHIOHKAMMK IUIH
OYHULEHHA Ta AMTIKATOPAMH 1A HAHECCHHA
NAKY B KapToHHii navni
Baich No: 30377F/2 Expire date: 06.2026
Cepia Ne: 30377F2 [puaaTani no: 06.2026
Cropinka2 a2
PARAMETERS REQUIREMENTS RESULTS
OAPAMETPH BHUMOI'H PE3YJIbTATH
RELATED SUBSTANCES Impurity D: < 0,2 % <LOQ*
Imipurity E: £ 0,2 % (lsomer | + lsomer 2) =LOQ*
Impurity I: £ 0,15 % not detected
Individual unknown impurities: < 0,2 % oG
Total impurities: < 1,5 % “"U}Q.
Tomitxa D: < 0.2 % <LOQ
CYNYTHI AOMILIKH Jomiwxa E: < 0,2 % (izomep | + izomep 2) L0
Jomiwsa I: < 0,15 % FAR RN
NMoommosa weiaenrrdgirosana aomimka: <0,2 % ':LOQ_
Cymia nomimor: =1,5 % <LOQ
MICROBIOLOGICAL PURITY TAMC: 0P cfu / g <00
Staphylecoccus aureus: absence in g Absence
Psewdomonas aevuginosa: absence in | g Absence
TAMC:10° KOEr <[00
MIKPOBIOIONYHA HHCTOTA Staphylecoccus aureus: siacyThifi s | r Biacyruiit
Pseudomonas aeruginosa: pigcyrHill g 1 r BigcyTHiii

* LOK) — Mea KUTBKICHONG BHEHAMCHHA

Conclugion: | hereby certify that the above information is suthentic and accurate, This baich of product has been produced, including
packaging, labeling and quality control, and released at the above mentioned site in full compliance with the GMP requirements and
with the specifications in the Marketing Authorization of the importing country. The batch record was reviewed and found to be in

compliance with GMP.

Bucwosox: Lns niarscpasyeso, 1o BHUCBKATAHA INOPMALN © J0cToBipHo | Tounow. [ana cepia nponykry Oyna nposeaeua,
BRIKMAIOHH YIAKORKY, MAPKYBIHHA T NEPERIPKY AKOCTI, | BHIYILEHA HA BHILICBEAIAHOMY BHPODUHYOMY MAAIAHMHEY B DOBHIA
sianosianeeTi 3 siseorasn GMP T2 nopaasii cncuppisauli pecerpauifinore nocoiauenns kpaiiy imnoprepa. [potokon sa cepin
OyB nepesipensii | BU3HARMI BLANOBLTNM susoras GMP.

Qualified Person:

I. Kalé&i¢, M.5c.Spec.
Ynosuosamena ocoba:
| Kanynu, sp.cu. cnet,
Date/Mara: 03.11.2023




