«TOT0 KOMMAHIT» Uanens Megikan Asnimites Komnasi,
[y6nin Pa, Noxpeit, Ko.lansell, EANG2EDERUS0
Ten: +353 (0)91841788

www.chaneflepharma.com

CEPTUOIKAT AHANIZY /BUPOBHULITBO TA BUMNYCK CEPII

Hassa npoaykry: AMOPON®IH-IHTEN, nak gns Hirris nikysankHuit, 50 Mr/imn
Homep P Ne UA/18068/01/01
KpaiHa BupoGuuursa: Ipnaugisa
Cepis Ne: 31526H/4

Bulk cepist N2:31526H
KinbkicTk: 5000 x 2,5 mn
Poawmip ta tvn nakosaHHa: no 2,5 mn y dnaxoHi, no 1 thnakoHy B KOMIINEKTI 3 nunoukaMu ans
HirriB, cepBeTKAMU ANA OUKILEHHS Ta WNATENSMU ANA HAHECEHHA NaKy B KapToHHIM kopobul
Hitoua peyoruna: Amorolfine (amopondin) Cuna pillakrushictb: 50 mrimn
Nikapcoka thopma: nak A4ns HIrris nikysanbHui

Bupobuwvk: Wanens Medikan Aunimimed Komnani, lonandia

Appeca: Lybnin Poyd, floxped, ERu62 EDERI90, Ipnanais
Nidensis Ha BupoGHMUTEO No: MO0O688/00001

07/2024
07/2027

Hara Bupo6uuurea:
NpupaTtHui go:

GMP-ceprudikar Neo: 33444/Mi00688/00001

TECT CIMELUDIKALISA PE3YNbLTAT
3oBHIWHIN Mposopwit posunH Big GesbapaHoro po csitno- Binnosipae
BUrNSA, XOBTOro 3abapBneHHs.

KinbkicHe Amoporihin 5% mac./oB. + 5% 5,08 % mac./ob
BU3HAYEHHA® Dianasen: 4,75 - 5,25% mac./ob.
lnenrudikayin (a) Ha xpomarorpami BunpoSYBEHOIO pPO3YKHY, Bignosinae
OTPUMAHOT  TPU  KINbKICHOMY  BW3HaYeHHI, dac
YyTPUMYBAHHA niky BiANOBIAAE OCHOBHOMY niky Ha
Xpomarorpami, oTpuMaxii  ans  CTauaaprHore
pO3UKHY.
(b) AMakc BepLUMKK OCHOBHOTO nika Ha XpomaTorpami Binnosinae

BUNPOGYBaHOro PO3UMHY, OTPUMAHOT NPY KINbKICHOMY
BU3HaveHi BiANoBiAae TakoMy Ha Xpomarorpadi
CTaHAAPTHOro POSHMHY.

Homiuiku Homiwka D £ 0,2% He Bu3HaYaeTLCA

Peectpyeatu  BG Dowmiwka E < 0,2% (lsomep 1+ lzomep 2) 0.042 %

Hesinomi  AOMiLLKK Bomiwka 1 £ 0,15% He BU3HauaETLER

2 0,05% Oxkpemi Hesigomi fomitky s 0,2% < HKMe

BUSHAYEHOro
MiHIMy My

Cyma pomiuiok s 1,5% 0.084 %

06'em CepeqHiit uncTuit BMICT 8 10 KOHTEHEPaX HE MEHLLEe

HanoBHeHHSA 3asBneHol KinbkocTi, a uucTuit BMICT Byhb-fiKoro 2.6 Mn

OKPEeMOro KoHTelHepa craHoBuTh He MeHwe 90 %
BiA 3asBneHol KiNbKOCTI

* Pesynbrati, OTpUMaHi 3 BUKOPUCTaHHSM OJHOro aKanitTuuHoro metoay (YBEPX abo BEPX), He nosuHHI
BUKOPUCTOBYBATUCH [NA BIAXUNEHHA PEIYNLTATIB 8NbTepHATUBHOTO METOAY.

BinxureHHs (SIKWIO €): He 3acTOCOBYEThER

Lium 51 saceiguyio, Wo HaBeAeHa BULLe iHhopMaLlis € AOCTOBIPHOK Ta TouHow, Lo cepio npofykuil 6yno
BUPOOIEHO, BKNIOYaOYM NakyBaHHA/MapKyBaHHs Ta MPOBEAEHO KOHTPOMb i SIKOCTI Ha BULIE3a3HAaueHi
AinbHULI y NOBHIA BIANOBIAHOCTI 3 BUMOramn GMP, BCTAHOBNEHUMW MICLEBUM PEryNSaTOPHUM OPraHoM, a
TAKOX BIANOBIAHO A0 cneuudikauih, Wo MiCTATLCA y TOprosiit niuensii kpaiHu-imnoprepa. lNpotokonu
BUPOSHWUTBA, NakysaHHs Ta aHanisis 6yno nepernsiHyTo Ta BCTAHOBNEHO BiANoBIgHICTE GMP.

Mepesipus: Biaain skocTi (Mianue)
Tapa XeHHiHec
Binain sikocti (N.1B.) - .
3atsepaus: YnosHoBaxeHa ocoba (Mianue) [arta: 24.10.2024
Cewm Bonu
YnosHosaxeHa ocoba (11.1.5.)

Lara: 23.10.2024
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: ' ' Chatielle Medical Unlimited Company,
Chqnaﬁ ie Dublin Rd, Loughred, Co Galway, H62FHI0"
Tel;+353 (0191841788
MEDICAL - wwwichanellepharma.com
Name of product; AMOROLFIN-INTELI, medicated nail lacquer SO mg/m!
Registration Certificate Number: Ne UA/18068/01/01
Country manufacturer: Ireland Man.Date; 07/2024
Batch No: 31526H/4 Expiry date: 0712027
Bulk Batch No: 31526H
Quantity: 5000 x 2.5 ml
The size and type of packaging 0of 2,5 ml in bottle, | bottle contain cleansmg swabs, spatulas and nail files in
cardboard box.
Active substance: Amorolfine Strenght/Potency: 50 mg/mi
Dosage form: medicated nail lacquer
Manufacturer: Chanelle Medical Unlimited Company, Ireland
Address: Dublin Road, Loughrea, H62 FH99, Ireland

MA Na: M00688/0000] GMP-certificate Npx 33444/M00688/00001
TEST ' . ~ SPECIFICATIONS RESULTS
Appearance of Clear, colourless to pale yellow solution Complies
Product :
Assay aclive ¥ Amarolfine 5% wiv+ 5% 5,08 % wiv
Range: 4,75 -5.25% w/v .
Identification a) In the assay method the chromatogram obtained Complies -

from the saimple shows a peak with the same
retention time as the principle peak in the
chromatogram obtained with the standard. -

b) In the assay method the A Max of peak apex of the Complies
major peak in the sample chromatogram corresponds
to that in the standard chromatogram.

Related Substances. | Impurity D $0.2% ' ND
Réport all unknown, Impurity E < 0.2% {Isomer 1+ Isomer 2) 0.042 %
impurities 2 0.05% Impurity | s0.15% ' ND
Individual unknown impurities s 0.2% <BDL
Total Impurities < 1.5% 0,084 %
Fill Volume The average net content of the 10 contamers is not
less than the labelled amount and the net content of 2.6 ml

any single container is not less than 80 % of the
labelled amount,

¥ The results obtained using one analytical method (UPLC or H PLC) shall not be used to overrale the results of the
altemative method.

Deviations (if any): N/A

! hereby certify that the above information is authentic and accurate. This batch of product has been
manufacivred, including packaging/labelling and quality control ar the above mentioned site in Jull compliance
with the GMP requirements of the local Regulatory Authority and also in compliance with registered
specification. The batch processing, packaging and analysis records were reviewed and found 1o be in
compliance with GMP,

Checked By: /Iﬂ(f’i amtﬁif) Date: &@) 10 /(Qu
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Quality Assurance (Print Name)

Approved By: %QCE,QQM Date: 2L 1L [20%y

T Qublifiel Person (Signature)

SAMM S
Qualified Person (Prin; Name)

Directors: Aubrey Mulveen, Kara Walsh,
Registered infretand, Rugistered No.: 96943, Regis

eried Office: Changhie Medical Unlimited Cornpany, Dublin Road, Loughrea; Co Galway,




