Egls Pharmaccuiicals PLC AT ®apmanepTiunili 12e0x EMC

fegal address: sopudiniia adpeca:

1106, Budapest, st. Keresturi, 30-38, Hungacy 1106, s. Byaaneurt, nyn. Kepeerypd, 30-38, Yropuwsa
Pliongt (36)-1-803-5554, Faxe (36)-1-803-5556 Teaecdons (36)-1-803-5554, hasc; (36)-1-803-5556
actual address: rhasiming adpeca:

9900, Kormend, Matyas kimly ut. 65, Hungary 9900, m. Kepuerus, nysr, Mamun gipait, 63, Yropuuma

CERTIFICATE OF QUALITY / CEPTU®IKAT AKOCTI Ko 2326K/2024./1C-TV

Nante of product/ Betadine®, 10% solution for external and locnl use in 1000 nul hottles N° 1/
Haltmenypanus npenapary:  Betaans®, po3uiy 409 308uimmoro i Micuesoro sactocysansa 10 % mo 1000 mn y
turaxoni Ne 1

Batch No.: / Cepin Ne: 6984A0724

Date of manufaetures/ 07.2024, MA Nou /I Ne PIT: UA/GB07/03/0]

Jata snpeGuirsa:

Expiry date: / 07.2027. MA expiry date: / unlimited / Gescrpoxone
Hpomaramit yo: Tepain mii P11:

Number of productsin - 1482 Manufncturing license No.s /! ML Ne HU-M-EGIS

the Batchy/ Kinticiets  packnges/ navok N aiuensil na supoGitrno:
HPOLYKET ¥ cepif:
Batch relense date: / Z 2 08 0%

Hata sunycky cepii:

Strength/Potency: / 1 mi of solution contalns povidone-fodine 100 myg /

Cirnn pi/ascrsmnicrs: 1 Mat posunny sicrirs nosinoi-Hoay 100 ar

QUALITY INDICATORS / RESULTS/ LIMITS /

HOKAIHIKH JIKOCT! PE3YIILTATH HOPMH

Appearance: / Qrsie: complies / ninmonipne Solution with a deep brown cotour and the edour of fodine free

from sedimentation / Poasnn wesmno-kopsemenore Kemwopy i3
3anaNoM fioay, He MICTITT) 3DRECITIN i QCAEKCIHX HACTOK

Identification I. (chemical reaction}/ complics / vianeninac A deep bluc colour is produced £ 3" aonactuen TeMyo-clle
Izenmudinaniy I, (xisiune peakuin) InGapRiCHET pO3UIyY

identifieation 2, {chemical reaction) / complies / nianosianc No hive colour is produced within 60 sec / Ciuc 3afaproiesstn
Ineprmbixania 2, (xistiuna peaxuis) POFFHILY 11 Mac 3'aoantiics nporarom 60 cexkyun

Assay / Kinnricuit aster 1,02 % 0.85 - 1.20 % Oniv) of Jodine / (s/06.) axtrpitoro fosa
Actdity (pID)/ Knenotnicrs (pH) 3,1 3.0-60

Pensity / T'yetnua 1.03 g/ml / rhvin 1,02 - 1,04 gfml / v/ua

Filling volume / OG ey, 1110 nanopHaeTHE 10124 ml /an not lIess than 10¢0,0 ml / ue menme 10000 an

Microbiologicnd quality* /

MikpoGionoriuta uneTont*

~ total acrobie microbial count (FAMC) /
asramsia kingxicrs aepobrnx Mikpoopranismin
(TAMC)

- total yeasts and moulds connt (TYMC): /
IFrANEIR KiNbKICThH JPIAYEKOHKX TR IRINCRI

not more than / ue Ginsiwe 16 CFU/g r KyOrr

not more than / ne Giamue 10! CFU/E / KYOn

rpuGin (TYMC):

- Psoudomanas acrugingsa, - 0 CFU/g TKYOr

- Staphyloceccus aurens: - 0 CFU/g i KYOr

Package size and type: / complies / ninnosinac 1000 ml per bottle with a dropper with marking in Ukrainfan
Poanip § Tin nuxonnus: lanpunge / o 1000 s ¥y donxoni 3 kpanenbmiucio 3

MADKYDANTIAM YKDETHCHROI0 MOBOIO

*Not regmlarly tested (the first batch of the yent, ther every 10th batch is tested) /
Hueperyaapiic BunpoGyBania (HPOBOJIITL ARA NS0T cepif pa3 Ha pik, TOTIM AN VA Koot 1047 cepil)

¥ hereby certily that the above information s authentie and accurate, This batch of product hos been maaufictured, including
packaging/labelling and quallty control at the above meationed recognized site In full compliance with the GMP requirements of the
loeal Regulatary Authority and with spesifications in the Registration Dossier of the manufacturer couniry, The batch processing,
packaging and analysls records were reviewed and fouad to be in compliance with GMP / Lhnt 4 33CTIMMYID, MO MARCACHA BITIIC
iudiopmatis ¢ nocronipio Ta rewsotp, 140 ecpiio tpoayxnit Gyno srpoGreno {prmatalom TIAKYRAHHASMAPKY RRNE) TA DPOBEAED KOIFpOTD T
AKOCTS 1B BimeIRINAenift Abnainui ¥ noswiit niznonianocyi 3 sivorass MBI, BeTanoRieH I MicHEni PEEYIRTOPINM OPTSHOM, I TRRGMK
sinnonine Ao erewrnhikaud, mo mictaTier B pecepaniiinomy Aoche kpoiHi-nipoBinka, [petokonst sipoSmiiie, nakyrumR Ta aHaniia
Gyito stepernAIy Te T DCraNoBNcno Binnosimmicrn HBIT C 6

Date of signature / dr. &, Herezeg Heawg
ara nianucannsg - Sualified Pers
% 2 2. 08, 202t Epis Phormaceuticals PLG = ualified Person
E{gducllun Site of Kérmend K EGIS
Kormend / Kepuesa Srmand - Hungary R Qunlified person /
Knanijikonana ocofa
1/1
UA/0545_2.1
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