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CERTIFICATE OF QUALITY / CEPTHOIKAT SIKOCTY Ne JOITRSZB244CTY

Name of product/
Haiimenypanng npenapary;

Coplipep Hypyec,

Sorbifer® Durules®, coated miodified release tablets 320 mg/60 mpg, Ne 36 per viat/
Tabnerki, BRpUT 000N0HKOIO, 3 MOIIDIKOBAHIN RHBUILHCHHAM,

320 r/60 mr, Ne 30 y dnaroni

Batch Na.: / Cepin No ASTOA0724

Date of manufacture: / 07.2024

Jara mipoGumiresa;

Expiry date: / 07.2027.

Mpuaarnnit qo:

Number of products in the 24600

Barchy/ Kinukicrs npogyxuify  packages / ynaxonox
cepii fo un e
Batch refease date: / R Y

Hara parryexy copii:
Streapth/Potency: /
Cuna nitaxrusuicrs:

MA Nou / N TIT: LAAG8/01/01

MA expiry date: / unlimited / Geicrporone
Tepnsin 1y PIL
Manufacturing Beense No.: /
No sinersil va supoBunureoe;

ML Ne HUMEGIS

1 tablet cuntains 320 my of sulfate anhydrous salt (which contains 160 mg of Fe IT); 60 mg of
ascorbic acid / 1 aliaerca stcos 320 Mr 3aniza cyandary Gemomiors {0 sismosigac 100 e

Fe [1); 66 mr ackopSitono kuenors

regction) / Laewrndicania samiza (U
{X0ALOPOBA peaKiind

niAnoBizac

QUALITY INDICATORS / RESULTS/ LIMITS ¢
NOKASHHKN SKOCTE PESYJILTATH HOPMI
Appearanee: £ Omie: comnplies / Lentit-shaped, slightly biconvex, coated tablets marked st owe side with
siANORIgEC & letter "Z" / Conenmuenogdtni, poxu Aapoomykat tabaeres, Brpm
QHONOHKOI 3 IPABIDYBANKAN <75 3 0aHOro Goky.
Colour / Kosip complies / ochre yellow 7 poxprcro-monmii
siinoninag
Odour / Janax complies / characteristic / xapaciepunit
BlanoBise
Dimensions: / Possips:
dianaeter / siasierp | complies / about / Guaanka 10,0 mm £ an
BANOK
Identification of Iron (I1) {colour camplies / A durk blue cotour is produced as & result of the reaction with potagsinm

hexaeyanoferrate  solution / Funascrnen  Temno-cuye nbaprieis
pogustay B peavanrari peakuil 1 pOsIHOM rekcudanodienaty Katino

{dentification of Sulfate (ehemical
reaction) / Lacarmdisands cyandary
{ximiwia peakuisy

complies /
BiAnOBiAGE

A white precipitate is produced as 4 vesult of the reaction with barinm
ehoride sotution / 3 sarmernes Glmnt ocnx s pesyasran peaniis PHOBHEROM
xaopiay Gapio

1dentification of Ascorbic acid (chemical
reaction) £ Lewnadikanis acxopbinoret
RHETOTH (XiMivm peakiis)

complics /
ALATHETAL

A grey precipitate is produced us a result of the chemienl reaction with
nitrie acid and silver nitrate solution / 3apagerpes cipil oear »
PR ARTaT XIianol peakiil 3 pOTINIOM KUCIOTH 2107107 | wiTpary cpifiza

Assay for Tron 11 (Giration) / Kigeicuni
puivT aasiza (1) (rwrpysanma)

973 myg i mr

97.3 %

100,0 myg / ar k5% (95,0 < 1050 mg / mr) of fron H caloulsted to the
average mass of film-conted tablets /aiza (11, pospavonsnnii 1w cepermo
sey rabacren, srpirol nuisroso oBoI0RKoR

(95,0~ 103,0 %)

Assay for Ascorble acid (titration) /
Kissriomull svicr ackopbinonot kuerom
{RHIPYBENRR)

523 mg/ur

atrelease / npw gunvexy;

450 - 65,0 mg /v

of agcorbie acid caleuinted fo the
average muss of film-coated tablets
! acxkopbironol KHUOTH,
pt}:\‘prmoummﬁ H3  CCPLABIG  Mmacy
ralaerka, Rl onieKoBOR
ofoaonxon

arshelf-life /
BROUSSOM IEPMTHY Bpudasocmi
300- 650 mglwr
of ascorbic acid calenlated to the
average mvass of film-conted tablets

! acrapbinonol RHCAOTH,
porpaxosanmit na  copeamm  Macy
vafacrky,  BrpieoY  SUHBROROIO

DOOIORKOIO

Related substances {{Y ~
spectrophotometry) / Cysposiaut
aominky (Yacnenpodoromerpisy

0.3 mg /e

not more than 5.8 my of ferric fon (1) caleutated to the sverage mass
of the film-coated tablets / ve Biamne 3,0 e fons auiaa (U1, pospaxoBani
Hit CEPeAtO MAcy 1alIcTOR, BROUIHX IIBKOROK 0B0I0HRMG

«

VIAMI4RG 2.2
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Egix Phsrmuceuticals pL¢ AT Dapranenrusennl 15 noa EXIC
Ia’gl'll address; oPUdG adpeca;

! 1106, Budapest, s1, Kerosturi, 30-38, Hungary HH06, w. Bymancury, By Kepeerypi, 3023 8,
Eﬁls Phote: ( 36)-&-8(}3-5554, Fax: (3611.80%.3856 Yropumuua

actual gddress Teaedon: (361 §03-3554, Brie: £36)-1-803-555¢
9904, Kormend, Matyas kirly ut. 65, Hungary Parativima agdpecy-

9900, M, Kenvenn nvr, Maysy Xipaf, 63, Yropnra

CERTIFICATE OF QUALITY / CEPT HOIKAT SKOCT M 3037K/2024./C 1Y

Name of product/ Sorbiferw Durules®, coated modified release tublets 320 mp/60 m 2 Ne 30 per vial/
Halisteryannua fipenapaty:  Copbigiep Hypyace, watuerin, BT oBosoixono, 3 MoiudiKoBanin BHBLIBHEH AN,
320 3460 mr, Mo 30 ¥ Quraxoni

Batch No,: ¢ Cepin No: AST0A0724

QUALITY INDICATORE T RESULTS/ } NS s
HOKASHHKH SKOCTT PE3YIILTATH o e
Dissolution {titration) / Poyun HEHMS [ after / vepes | hour £ I " 30650 9 T
{nnpy asyg)

; after £ xepes ¥ hours £ o 45 - %

. . after { uepes 4 hours / yopn 1ot less than £ He s
Average mass / Ceperim vaca 10475 8/r47.3% 04364 0 S0 g/

Uniformity of msss F Omiopianics staon complies 7 I not Tess than £ He Mennre 90 % average masy / COPCANA MucH & § 0

o e 0L BIOTE than { we Giapure 10 9% ayerage mass / copesuis saca = 10 %
Loss on deying ¢ notinore than / ue Siapme 2,0%
Bepara n suci npy BHCVIE VA

Microbiologival quality* /
MikpoSionorivna wiscror®

- Total aerobic mierabiut cousg
(TAMC): £ 3aranone wiero Apoubunx
MiRpoOpranisvin (TAMC):

- Total yeasts aud moulds count
{FYMCY:  Saraanue HHEIO Apiaskoniy |
wiicencmx rpulin (TYMC):

- Escherichio coli:

<100 CFUg not atore tian ¢ e Siavwme 10 CF g £ Ky e
KYOr

<100 CFUfg . uot more than / we Sinnge 107 C FUlg s kyon
K¥eyy
comiplies /
BiAROI e

OCFU g/ KYON ¢

e e s e
Package size and type: 7 complies / 30 tablets per glass vial; ¥ via) in a curdboard package with ma ng in
Poamip i mn naxonays: R0l Ukerainian language. / Ho 3 ra6iem06 ¥ trommomy duiaront; no | Duarkony

B Raprouniil vioakomg 3 MAPEYBIHEAN YRDATHCHROIO MOBOK

* rot & regular tosy, - {the Jirse batch Is tosted peryear than only every 10 batok) 7 - HEPLEVIRIRE BIOYHGY SRS ~ (Hposodimsen dix sepuot cepit
LD UG K, SXOIUIN Mt 8 Koswonod | 1 copii)

I herehy certify that the shove information is authentic and accurnte, Thiz bateh of product hag heen manufactured, lncluding
puckagi;:g/labemng und guality vontrol at the ahove mentioned recognized site {n full comp!iqncc with ‘:tfe GZ\‘:‘P r;qmrcm:::;:s Ora!‘:::\ti::
Regulatory Authority and with specifications i the l'{egistmtion‘vl)ossicxt of the maxm.factur.cr*ct')}mvzrg, The ““f *xﬁ:{ﬁfxc ”g{,q Eypwuia ;
and analysls records were veviewed and found to be in compliance with GMP / Lise # .yxa?pfmm)’u‘)? wo xzzﬁxc:x: i o e Jrré{kti »
JOCTOBIPHOKY T8 FOUHOKD, o cepho upoayRuit Gyno sipoGneno (.n_sc;xmzm)lm uax)'nmitxfmpk)mfr}}x} T4 ?(i)i('f:, (;;1 " gﬁw i
matesasnaenil Alavmmng v nonkilt siaoninwen 3 BHMOTaMH HB}I, scmugmcrmwt :‘nmfcr.;’um p{:i}fﬂvrop}ilil ¢ ;f ‘,nlu,ﬂ;“ o piio e
Ao caemdicaudlt, mo sicwrsey B PECCTPRIHRONY Aoebe kpafin-supodimi, Hporogomn sapodies, makynd

NCPCTIAYTO T RUTAROBARHG Bianosiaticrs BB

y
i
i

Date ﬂf signaturs / ‘\2‘;\)&“}'&”

Jlara migrscanin /
Gualified person

Rormend fKepera Knanihirosana ocofa »

dr. Evg Visdrhely;
Qualified Prrson

Weos

I

272
UA486_2.2



