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G800, Kormend, Matyos kiraly ul, 65, Hungury 9900, s, Kepseus, YL Matsun gipad, 63, Yroputina

CERTIFICATE OF QUALITY / CEPTH® IKAT SIKOCTI N 1916K/2024./C. TV

Name of product/ Betadine®, 10% solution for external and local use in 120 mi hottles N 1 /
Hafsenysans penapary:  Beramis®™, posumn ang BOBRIUINGLOTO 1 Micieroro 3acrocysanus 10 % o 120 ma ¥
dutakoni Ne |

Batch No.: / Cepis Ne; 6561A0624

Date of manufucture: / (s, 2024, MA No.: { Ne PII: UA/GL0 70301

Hara supotnuuran:

Expiry date: / 06.2027, MA expiry date: / unlimited / Geserpoxone
Hpuaaramnit q0: Tepwin it PIT;

Number of products in 13250 Manufacturing license No.: / ML, Ny HU-M-EGIS

the Bateh:/ Kixoxicrs packages { nasox N sinensii wa BHPOGHIsITRO:
NPOAYKUIT y cepif:

Bateh release dates / 2 & 5 i
HMara punyery cepii:
Strength/l’otcncy: / ol of solation contuins povidone-iodine 100 mg/
Cuna aiirakTisicry s posvy Micram, nesiAou-fiony 100 s

[QUALITY INDICATORS / } RESULTS / LIMITS / ) B
HOKAINHKH SIKOCT PEIYILTATH HOPMH -
Appearanee: 7 Omtc: complies £ pixnoniar Selution with deep brown eolour and the adour of lodine free

from sedimentation / Poayuy FEMBO-KOPHYHCROIO Kosbapy h}

Mispobioaorivaa wuero m®

| - JINAXON HONY, He MiCTHIL Snnokenix v QSHDKCHIY 9aCTOK i
ation 1, (chemical reagtiony ¢ complics / sisnoninae A deep blue colour is produced / FABIICTHOR TOMHO-CHITE }
Tnenradixanis 1. (xixiana peaiyia} wulapsncui postty f
ldentificadon 2. (chemicnt reaction) / [ complics f sianoninac No blue colour is produced within 60 see f Cune 3abapraenns }
Lreurndixanis 2, {sinma peakuin) ROIBIUHY 11¢ Mac 3 spanriics nporaros 60 cexvie |
Assay / Kiapxicwul Buicr 11,03 % 085 120 % (W) of jedine / {0/0G.} axtHrHOrG Hoay i
Acidlty (pHY Knexomuien, (i) T3 [2.0-80 ]
Density / Uyerig rlj(); il /i R LOS o/mi / iy _4
LFiI!imrmxolumc! X5 EM, 10 WANOBHACTHOR IREIRE I | not less than 1200 ml / e srovue 1200 v
Microbiological quality* / f
i
- totak gerobic microbial connt (TA M)/ - Bot more than 7 ue Gianme (07 CFUfg 1 Kveye |
saranniy kiankicrs aepobm MikpoOpraniavin
(TAMC)

- total yensts and moulds count TYMCy /s . not more than / ue ivme 10 CFUg/ kvor
FAIRABHA KinakieTs ApERIKOBHS T2 uninenix

rpubin (TYMC):
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- Pseudomonas aerugingsa, - O CFLY 2 /KYOr

- Staphylococcus anrens: - " g 0 CF(}/g KV O -

Package size and type; / complies / nizoni ac T126 i per hattle with a dropper; | bottleper eardbonrd pack

Pndip | nor nakonasns: { with marking i Ukrasinise and English language / [1o 120 Ma Y
f gq::mxoni oKpaneARIBmeN; o 1 daaxory 1 xapronuii LT
e § MAPRYBanane FEDITHCRKOI0 Y2 arraiiionkow MUBAMH

“Not regularly tested {the first hateh of the year, thew every Hith bateh is testedy /
*Heperyssupue 8ROy BANHY (HponoETH 118 acpurof cepif pas wa pik, norin e A wonof 101 cepir)

I hereby certify that the above information is authentic and accurate. This bateh of product has been manufactured, including
packaging/‘mbﬂling and quallty control at the above mentioned recognized site in full complinuce with the GMP requirements of the
toeal Regulatory Authority and with specifications in the Registration Dossier of the manufacturer comntry. The barch processing,
packaging and mnalysls records were roviewed and found to e in compliance with GMP £ L » HCBIANYIO, MO HERGCHE Bghe
inopaatin ¢ AOCTORIPHOW T3 Tormoso, Lo cepiio npogykiii Gyao RepoGacHy {(Rrmonaroyy HAKYBRHHAIMAPKY BAHIN) T BpOBEACHD KOHTPOML 1F
AXOCTE M HNRsaITIe i Mamtend y ponil sianosianoesi 4 susoras HBIY, neranonacisn MiCHeBIM DEIYINTODHUM OPraHoM, & 1akom
REHIORIANO A0 eneundikanii, mo sicrames g peeeTpunifinomy aoche xpaitu-spolmka, Hporoxosnd BHPOGHWUTAA, makysansn Ta anwiisig
Gy neperanyro 1a BETMIOBACHO RLON amicTs BT

Date of signatare /
Hara nigmncai Epis Phaemacauticats PLC
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|7 Qualitied Persbn
¥ Qualified person /
Kuunithionasa pooGa

2 & B, i Kbrmatod - fungary

Kormend / Kepmenn
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