Egis Pharmaceuticals PLC
legal address:

1106, Budapest, st. Keresturi, 30-38, Hungary
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556

actual address:

9900, Kormend, Matyas kiraly ut. 65, Hungary

3AT ®apmauesTnunmit 3asoa ET'iC

wopuduvna anpeca:

1106, m. Bynanewr, syn. Kepectypi, 30-38, Yropiusna
Tenedou: (36)-1-803-5554, Daxe: (36)-1 -803-5556
haxmuuna adpeca:

9900, M. KepMens, Byl Matall Kipa, 65, Yropiua

CERTIFICATE OF QUALITY / CEPTU®IKAT SIKOCTI Ne 145K/2024./C-TV

Name of product/
HaliMeHyBaHH4 fipenapary:

Betadine®, vaginal suppositories 200 mg N° 7 (7x1) in blisters /
Bertazmu®, cynoantopii Barinanssi no 200 Mr N2 7 (7x1) y Gnicrepax

Batch No.: / Cepis Ne: 5179A0124

Date of manufacture: / 01.2024. MA No.: / Ne PIL: UA/6807/02/01

JlaTa BupoOnuuTaa:

Expiry date: / 01.2027. MA expiry date: / unlimited / 6escTpokose
INMpunatauit no: Tepwmin aii PIT:

Number of productsin the 8610 Manufacturing license No.: / ML Ne HU-M-EGIS

Batch:/ Kinskicts nponykuii y
cepii:

Batch releasedate: /

Jlara Bumycky cepil:
Strength/Potency: /

Cuna nii/akTHBHICTB!

packages / nauok

78 01 202

Ne niuensii sa BHpoOGHUUTBO!

1 vaginal suppository contains 200 mg of povidone-iodine (equivalent to 18-24 mg of active
iodine) /

1 sarisanbeuit cyriosutopiit Mictuth 200 Mr nosinon-foay (siznosinac 18-24 MI aKTHBHOTO

fiony)
QUALITY INDICATORS / RESULTS/ LIMITS /
TMTOKA3HUKH AKOCTI PE3YJILTATHU HOPMHU
Appearance / Onpic complies / Binnoginac | Homogeneous, torpedo shaped suppositories with deep brown color and

the odour of iodine / Topnenonomibxi roMoreHHi cynosuTopii TeMHO-
KOPWYHEBOTO KOJILOPY i3 3anaxoM Hoxy

Identification / InenTudikanis

complies / sianosinae

A dark blue colour is produced/
3’ ABNACTHCH TEMHO-CHHE 3a0apBacHHA DO3YHHY

Mechanical impurities / Mexaniuni
JAOMitKH

complies / Bianogingae

1-2 black spots, not more than 0,25 mm /
1-2 wopHi nyamu, Ke Gigbiwe 0,25 MM

Dimensions / Poamipu

- largest diameter / Hafibinpunit
niameTp

- length / nosxuna

complies / Binnosinae

complies / Binnosinae

about / 6nu3bko 12 mm/ MM

about / 6ni3pko 33 mm / MM

Average mass / Cepeniig Maca

302elr

300g/r+5%(2,85-3,158/0)

Uniformity of mass / OnHopianicTe
Macu

complies / Bianosinac

not less than / ne menwe 90 %: average mass / cepe/iboi MacH 5 %
not more than / ne Ginsine 10 %: average mass / cepeanboi Mack £ 10 %

QnHOpIRHICTb A030BAHHX OAMHHLD

Disintegration / Po3nananna 17 min/ x8 not more than 60 min / He Ginbiue 60 XB

Assay (Titrimetry) / Kinskicne 21,1 mg / Mr 17,0 - 24,0 mg of active iodine per suppository /
BH3Ha4eHH (TITPHMETDIA MF AKTMBHOTO HO/IY B OHOMY CYNO3HTODIT
Uniformity of dose units/ AVie= 6,1 AV <15 (n = 10), if not, then / sxmo i, 70 AV £ 15 (n= 30),

and /i 30/30:0,75xM - 1,25*M

Microbiological quality* /
Mikpo6ionoriuna sucrora*

- total aerobic microbial count
(TAMC) / 3arajibHe 4Hcno aepoGHIX
mikpooprauismis (TAMC)

- total yeasts and moulds count
(TYMC): / saransHe 44cino
ApixLKOBKX i TuTiceHeBHX rpubis
(TYMC):

not more than / e Sigswe 102 CFU/g /KYO/Ir

not more than / ne Ginpme 10" CFU/g/ KYO/r

- Pseudomonas aeruginosa - 0 CFU/g/KYO/r
- Staphylococcus aureus - 0 CFU/g/KYOIr
- Candida albicans - 0 CFU/p/ KYOIr

Package size and type: /
PoaMip i THI NakoBaHHA:

complies / Bianosiznae

7 suppositories per blister; 1 blisters per cardboard box with markings
in Ukrainian language / Tlo 7 cynosutopiia y Gnictepi; no 1 Gnictepy 8
KAPTOHHIM NavLl 3 MaDKYBAHHAM YKPATHCBKOIO MOBOKO

AV - Acceptance value / AV ~ npuimanohe ucno

M - Reference value / M — ohopHe 3HAYeHHA

*Not regularly tested (the first batch of the year,

then every 10th batch is tested) /

*yeperynapre BUnpoGysanus (IPOBOASTE Ui nepiutol cepii pa3 Ha pik, noTiM anwe and koxHoi 10-1 cepit)
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Egis Pharmaceuticals PLC 3AT ®apmauestiynuit 3ason EI'IC

legal address: 1opuduyHa anpeca:

1106, Budapest, st. Keresturi, 30-38, Hungary 1106, m. Bynaneurr, Byit. Kepectypi, 30-38, Yropumta
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556  Tenedpon: (36)-1-803-5554, ®axe: (36)-1-803-5556
actual address: paxmuvna adpeca:

9900, Kormend, Matyas kiraly ut. 65, Hungary 9900, M. Kepmena, Byn. Mataw ipa#, 65, Yropusa

CERTIFICATE OF QUALITY / CEPTU®IKAT SAKOCTI Ne 145K/2024./C-TV

Name of product/ Betadine®, vaginal suppositories 200 mg N° 7 (7x1) in blisters /
HaitmeHyBanHs npenapaty:  Beranun®, cynosutopii Barinansni no 200 mr N2 7 (7x1) y 6nictepax
Batch No.: / Cepia Ne: 5179A0124

I hereby certify that the above information is authentic and accurate. 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 / Llum # 3aceimuyio, o Hasenena Bule indopmauis €
ZOCTOBIPHOI0 T TOuHOMW. Lo cepito npoxykuil Gyno BupoGncHO (BRIOYAIOYH naKyBAHHA/MAPKYBAHHS) Ta MPOBEJEHO KOHTPOS il AKOCTE HA
sumesasHayenilt gineiuul y nosuiR pianosimsocti 3 sumoramu HBIL, BCTaHOBREHHMU MICLEBHM PETYATOPHIM OPraHOM, 4 Takox BiANOBIHO
70 cnewwdixariy, o MICTATECA B peecTpauiiiHoMy 10Che kpaiuu-supobauka. [TpoTokonn BHPOGHHIITEA, 1aKYBAHHA Ta ananisis 6y 10 nepernanyTo
Ta BCTAHOBAEHO BianosianicTs HBII
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Date of signature / '; g 0% 202

// 2 J
Jlata nigoMcasns | v/{/C/w 1 \>
f. G. Herczeg Hedvig
1 Qualified Person
. Qualified person /
Ksanidixorana ocoba

Date of re-signature /
Jlata nepenignucanss

249,11, 200

Kormend / Kepmenn
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