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CERTIFICATE OF QUALITY / CEPTH®@IKAT SIKOQCTI Ne 3082K/2024./MIR

Name of product/
HaliMenysannus npenapary:

320 mr/60 mr, No 50 v duraxoni

Batch No.: / Cepia Ne: AST2AD824
Date of manufacture; / 08.2024.
Hava supaGusirraa:

Expity date: / (18.2027.
DNpiparnnit ao:

Number of products in the 14640

Batch:/ Kinsxicrs npouyxuii v
cepit

Batch release date: /

Jlara sunycky eepit:
Strength/Potency: /

Cuna pitfaxteiicrs:

packages / yUAKOROK

25, 10. 201

1 tablet contains 320 my of sulfate anhydrous salt {(which contains 100 mg of Ic 11); 60 mg of
ascorbic acid / 1 TaGnerra MicTiTs 320 s 3anin cyasdary Gesnoartoro (wo sianosizac 100 mr

MA No.: f Ne PIL

MA expiry date: /

Tepain 2iT PIL:
Mnanufacturing llcense No.: /
Ne niucnsii na sipoGuinmso:

Fo I1); 60 sr acrkopBinosol kucnoti

Sorbifer® Durules®, coated modified release tablets 320 mg/60 mg, Ne 50 per vial/
CopGidep Jlypynce, TabieTkn, BRPHT] 060M0HKMO, 3 MOAH()IKOBAHIM BHBLTIBHEIN AL,

UAD498/01/01
unlimited / Gczcrporone

ML Ne HU-M-EGIS

wiiosinac

QUAILITY INDICATORS / RESULTS/ LIMITS/
HOKAIHHKH SKOCTI PEIVIIBTATH 1OPMM
Appearance: / One: complics / Lentil-shaped, slightly biconvex, conted tahlets marked at one side with

a letter "Z" / CouesnuenoniGsi. Tpoxk nooonyxai Tabnetss, sk
0GDI0HKOID 1 STrinyBaias «Zy» 3 onvoro Soxy.

Colour / Konip complies / echre yellow / soxpicro-skonmli
BiaHONiNRC
Odour f3amax complies/ characteristic / xaparrepinsit
nisuosiige
Dimensions: f Poamipi:
dinmeter / niaverp | eomplies / about / Grwanko 10,0 mm / sm
BifToBizac
1dentification of Iron QI) {colour complics/ A dark bluc colour is producea as g result of the renction with potassivm
reaction) / [nerrridhikanin annisn (IT) Bianosizac hexacyanoferrate  splution / 3angacreca  TeMio-cmic  3alapnncii
{Konsopopn peaknis) PONTHY B pEINALTAT peakltii 3 ponoy rexeanfusodiepary Kanito
Identification of Sulfate (chemieal complies/ A white precipitate §s produced ss a result of the reactior with barium
reaction) / lncurndirauia cynsdary nijmoBinac chloride solution / 3*sapacrien Giasnii ocax n petymsrari peakuii 1 pedunton
{ximinna peaxnis) xropiry Gapito
Identification of Ascorbie acid {(chemical | complies? A grey precipitate is produced as a result of the cliemical reaction with
renction} / Inciandixonis aexkopbinoso? pianosinac nitric acld and silver nitrate solution / 3donsctica cipifi ocan R
KHEnoTH (XiMiMHA pearitig) pesyabTati xisidiol peokalit 3 poruuios kicsoT azomiol i nitpaty cpifian
Assay for Iron I (titration) / KGaskicasit | 97,7 mu/ yr 100.0 mg 7 ar & 3% (95.0 - 105,0 mg 7 sn) of iroa II ealculnted to the
waefer 3aai3a (11) {Tismpynanes) average mass of flm-conted tablets / sanian (11}, pospaxosamdi na cepeaing
Macy TabneTkH, sxpnTol nainkonolo ofononkoio
97.7 % (95.0 — 105,0 %}
ar release / npu wunyesy: at shelflife/
HPOMAZOM HEPMIRY npROGRIIGCH:
Assay for Ascorhic acld (titration) / 52,3 mg/mr 45,0-650 mg/ ur 30,0- 65,0 mg/ mr
Kinnxicunii smict ackopGinonol kicnomi of ascorbie acid calculated to the | of ascorbic actd caleulated to the
(msipyBarins) average mass of fllm-coated tablets | avernge miass of film-coated tablets
! ackopGiHoBoT KisesTom, | £ acxopGinono? KICIOTH,
poipaxopanpil N8 copemmio  Macy | porpaxoBeMil A cepe/ro  Macy
TabAcTeH,  DRprTOT  nainkonom | TaGierky.  orpuvol  minkoscio
ofonuukpIo 0GONOHKOHK
Related substances (UV - not more than 5.0 mg of ferric lon (111) calcutated to the average mass
spectrophotometry) / Cynporinni of the film-coated tablets / we Ginsme 5,0 Mriona saniza (110), pospaxonani
aoMimikn {(Yd-cnekrpodotometpin) 0.4 mg/ Mmr 1A CepENIg MACY TAGTCTOK. BRPTITHN ILTBKOROI0 000H0RKAI0
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Egis Pharmaceuticals PLC

IAT @apssuesTinusdi 3unon EFIC

legal address: wopnana adpeci:
; ) 1106, Budapest, st. Keresturi, 30-38, Hungary 1106, . Byaanewr, oy, Kepeerypi, 30-38,
P Phiene: £36)-1-803-3554, Fax: (36)-1-803-5556 Yropmuun
: Egﬁﬁ artual address: Teneipon: {36)-1-803-5554, Paxe: (36)-1-803-5556
> T 9900, Kormend, Matyas kiraly ut 65, Hungary ghaxmuna aopeca:

2900, m. Kepuewa, sy Matam xipag, 63, Yropumma

CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCTI N 3082K72024./MIR

Name of product/ Sorbifer® Durules®, coated modified release tablets 320 mg/60 mg, Ne 50 per vial/
Halmenysanna npenapary:  CopGidiep Rypysice, Tafnetrss, BRpITi 060/101KOL0, 3 MOAIGIKOBAITIM BHBITBHERHAM,
320 Mr/60 M, N2 50 y dmaxoni

Batch No.: / Cepis Ne; AS5ST2ADE24
QUALITY INDICATORS / RESULTS/ LIMITS /
TTOKAZUHEH SIKOCTI PIBYILTATH HOPMH
Dissolution (titration) / Posumcina X1=41% sfter fvepea 1 hour / romimy;: 30-50%
{THIpynotHK)
X3=063% aftor / uepea 2 hours / roguun: 45 -70%
X3=95% alter / uepes 4 hours / roanum: nat less dhnn / He Meswe 65 %
Averape mass f Cepesng Maca 0AG04 /v 0475 g fr& 7.5 % (04304 -05106 /)
Uniformity of mass / Oxuopinnicos sacre | camplies / nof less than / e mesinte 90 %: average mass / coptium saca = 5 %
Biuoni;we not more than / ue Gigstwe 10 %: average mass / cepenna Macs £ 10 %
Loss on drying / 1,3 % not more than / ue Ginswe 2,0 %
Brpara 8 maci npi pucyyoaii
MMicrobiological quality* /
MixpoGionorisin uncrora*
- Totol serobic microbial count - not more than / ne Siasue 10 CFU/g F KYOir
(TAMC): 7 3aranuue uieno aepobux
stikpooprattizuiz (TAMC):
- Total yeasts and mouids count - not more than / ne Ginewe 102 CFU/g / KYOrr
(FYMC): £ 3aransiie usieio pisamomsx i
nnicenconx rpudin (TYMC)
- Escherichin coli: - O0CFUMA g/KYOil ¢
Package size and types / complies / 50 tablets per glass vial; 1 vial fn o cardboard peckage with marking in
Pesip § Tun naxosapms: nijonisac Ukrainian language. / ITo 50 taGactox y cxnmimosy duaxonis o 1 (naxony

1 sapTonitt ynaxesui 3 MapRyBaHiAM YEDATHChEMIO MOBOIO

* not a regular test. — (the first batch is sested per yoar than enly every 100 bateh) 7 * - wepesynpue aunpobysanior  (npogedumecn 438 nepicol cepti

PO2 et pIR, RONILN aue o kozcnol 10-F cepri)

I Lereby certify that the above information i3 authentic zod nccurnte. This batch of producr has been manufactured, including
packaging/labelling and quality control at the above mentioned recoguized site in ful) compliance with the GMP requircments of the foenl
Regulatory Authority and with specifieations in the Registration Dossier of the menufaciurer country. The batch processing, packaging
and analysis records were reviewed und found to be In complinner with GMP / L = JACBITIYIO, 10 HABEACHR sume indopyanin €
foctosipioto 14 rowieno. 1o cepito nponyruit Gyao prpobacko (axnonaoUm UAKY PAHHAMGPRY BANIN) TR NPOBCACHO KOHTPOAL 1T AKoCTi Ho
srmesmaenii inmig y nonsiit siwoniuweri 3 sisorayi TIBII, DeTAHODTEMIME MiCLIEBLA DEMITIOPHIN OPTRHO, 4 TaKOH NiLTORLAL0
no cncwwhixenii, w0 Mictatees o pecerpauifinosy gocwe xpafisi-pupoGngn, MTpotokonn mupobunuTna, mkysanng T anuilie Gyno
BENerMIyTO TA BCTaNODACHD BizosiuicTs HBT

Date of signature /

Mara nimneams 25 1. A

Kormend / Kepuvesa

Epis Phzrmacenticals PLC
Productian Site of Kérmerd
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Qualified person / ‘

Koanihixopnia ogotn

Kitmend Hungary

UA/486_22

dr. Eva Visirhey
é‘%ls Qualified Persgpn 4
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