legal address:

aciual address:

Egis Pharmaccuticals PLC

1106, Budapest, st. Keresturi, 30-38, Hungary
Phone: (36)-1-803.5554, Fax: {16)-1-803-5556

9900, Kormend, Matyas kiraly ut. 65, Hungary

SAT PapsauesTinndt 1anen EVIC

fopridena adpeca:

1106, M. BypancewT, sy, Kepecrypi, 30-38, Yropusna
Tenedou: (36)-1-803-5554, Maxe: {36)-1-803-5556
dhaxemeena adpeca:

9000, s, Kepstena, sy, Marsm ipali, 65, Yropuma

CERTIFICATE OF QUALITY / CEPTUDIKAT SKOCTI No.: 2149K/2024./DE

Name of product/
Halimenypanna npenapary:
Ml
Bateh No.: / Cepin My 6101A0624
Date of manufacture: /'  (06.2024, MA No.: / Ne PIL:
Hara supodHmiTea:
Expiry date: / 06.2027, MA expiry date: /

Hpusraruuit ao;
Number of products in
the Ratchs/ Kisinkicrn
npoAYKI ¥ cepii
Batch release date: /
Jara punycxy cepii:
Strength/Potency: /
Craa aiifacruspicrs:

32000
packages / mayoxk

10 07, 2

1 ml of solution contains povidone-iodine 100 mg /
| Ma poguuuy MICTHTS BoBifoR-ifony 100 mr

Tepsin aii PIT:

Manufacturing license No.: /

Betadine®, 10% solution for external and local use in 30 ml bottles N° 1 /
Beranns®, posusis Ut 308HilHLOTO | Mictenoro 3acTocyranna 10 % no 30 Mxt y dnakoni

UA/GRUT/03/01
unlimited / Gescrporone

ML No HU-M-EGIS

Ne mintesnii va pupoiminrrso:

A

QUALITY INDICATORS / RESULTS/ LIMITS/
TTOKA3HHKH AKOCT1 PEIVIIBTATH | HOPMH
Appearance: / Omic; complies / pinnoninac Solution with a deep brown colour and the odour of iodine free

from sedimentation / Pomms TeMHO-KOPHYHEBOTO KOABLOPY i3
3ANEXOM FOAY, HE MICTHTH 3RAMCHNUX Ul OCADKCHIX MACTOK

Identification 1. (chemical reaction)/
menmdixania 1. (ximiuna peaxnin)

complies / aignosizac

A deep blue colour is produced / 3 annsersnes Temuo-cinie
3abAPRACHNN PUIIHAHY

Identification 2. (chemical reaction} /
Inenrridhixauin 2, (ximiuma peaxiin)

complies / nignosimac

No biue colour is produced within 60 see / Onne 3abapainenmns
POEHNY HE MAC 3 ARIATHCH IPOTAreS 60 cervia

Assay / Kimxicnmit nauicr (.99 %% 0.85 — 1,20 % {w/v) of iodine { (w/08.) axtimuoro loaa
Acidity (pHY Knenotsicts (pH) 5.0 3.0-60 )

Deasity / I'vcriua 1,03 g/fmlt / riva 1,02 - 1,04 g/ml 7 rimn

Filling valume / )0 ey, o nanoniseTnen 30,8 mi/aa not less than 30,8 mt/ e menme 30,0 v

Microbiological quality* /

MixpoGionoriswa wnerora®

= total aerobic microbial count (TAMO) /
IRCATRE KLIRKIETh aepofiiy MiKpoepranizvin
(TAMC)

= total yeasts and moulds count (TYNIC): /
FArAILHA KEIRKICTS JPUAAKORIX T8 HBLIBHN
rpubia (TYMC):

- Pseudomonas gernginosa,

- Staphvlococens mureus:

< 10 CEU/g / KYOr

< 10 CFU/g { KYOlr

complics / niznosinac
complies / pianopiaac

aot more than / ne Siaeme 107 CFU/g / KYO!

not more than / pe Ginnme 10" CFU/g /7 Kvoir

G CFU/g/ KYO/r
G CFU/p / KYO/r

Package size and type: /
Posmip i tam nakonanss:

complies / piznosizac

30 ml per bottle with a dropper; t bottleper cardboard pack
with marking in Ukrainian and English language / 7To 30 sma y
daaxoni 3 kpaneanunieo; mo 1 daakony B xaproumii mawd 3
MAPKYDAIHAM YEDITHCBKOKY Ti BHITICHKOIO MODAME

*Notregularly tested (the first batch of the year, then every 10th batch is tested) /
* Heperyaapie sHIEpoGYsRHMA (IPOBO;IATE Aa8 nepuiol cepil pad ua pix, noriv amme zan kosknod 10-1 cepii)

I herchy certify that the above information is authentic and nccurate. This batch of product has been manufactured. including
packaging/labelling and quality control at the above mentioned recognized site in full compliance with the GMP requirements of the
local Regulatory Authority and with specifications in the Registration Dossier of the manufacturer country, The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP 7 [l 5 IACBIIVIO, MO HANCACHD BHHIE
indopyatin ¢ gogTonipuoie Ta Touroio. [l cephio npoayxii 6y:10 mupofiaeno (ronouaon RAKYBMIHA/MADKYRAHEA} T APOBCACHO KONTPOIS T
AROCTI Ha BHICIA3NATCRI Diasun ¥ norwill sianonianocri 3 susoras HBTL, scranosacime vicreni PErYIARTOPINM OPrasoM, a TAKOK
Bizmopiane Ao cnewshixanii, mo MicTaTeca B peccrpaniiinomy Jocet kpains-nupoGinma. 1lporokomn supoGmmiraa, HAKYBaHHA T2 anantise
Gyno neperngnyTo ta BCTRHOBACHO Rianonianicts HBIT

Date of signature /
Naza i mscanng

10 07 it

Kormend / Kepaena

UADS43 2.1

Epis Pharmaceuticals PLC
Praduction Site o Kdrmend
Kbtmend - Hungary
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dr. G. Herezeg Hedvig
Qualified Person
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