AEPKABHA CJIYXKBA 3 JIKAPCBEKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINTPOIIETPOBCBKIHA OBJACTI

Huinpo, mn.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail; dls.dp@dls.gov.ua, Kog €APIIOY 37070665

BUCHOBOK
NMpo AKICTH BBE3EHOro B YKpaiHy JiKapcbLKoro 3acoty
19.09.2024 Ne 47101/24/04
COPBIDEP NYPYJIEC

{HalMeHyBaHHs Nikapchkoro 3acoy 3riaHo 3 peecTpalliltHiM NOCBLIYEHHAM)
TabJeTkH, BKpUTi 00010HK010, 3 MOAH(iKOBAHHM BHBLILHeHHAM, N0 320 Mr/60 Mr mo 30
TalJIeTOK Y CKJIAAHOMY (1akoHi; mo 1 prakoHy B KapTOHHIH ynakoBui

((opma aumycky, 4O3yBAHHA, BHA NAKYBAHHA TiKAPCHKOr0 3acoly)

Homep peectpauiiinoro noceimienns UA/(0498/01/01 crpox aii peectpauitinoro nocsimuenns 01.01.2099

Cepis nikapcekoro 3acoby Ne AS45A0524 Kinbkicte BBE3€HOTO JiKkapcsKoro 3acoby 24680
Bupo6Huxk 3AT dapmauestnunauii 3apox EI'IC, Yropmuza
(HaliMeHyBaHHS BHpOOHUKA Nikapcekoro 3acoly, KpaiHa MOXoIKEHHS)
BreseHo B Ykpainy TosapHcTBO 3 0GMexkenol0 BiqnoBinanbHicTio "BaJIM", inent. xoa:
31816235

{HafiMeHyBaHHS Ta ko 3a CJIPIIOY opran4Hoi ocoGH abo npizeHiLe, iM'4, no Garskosi
tizuunoi ocobH - niznpueMuA, i Miciie npoxuBaHug Ta peccTpauifiunit Homep obnikosol
KapTXH IJIATHHKA NoAaTKis afo cepis Ta HOMEp Nacnopra)

Mpotokon sisyansroro xontpome sia 16.09.2024 Ne 07-01/2368/1.

3a pesynbTaTaMM JEpHkaBHOTO KOHTPOMIO BCTAHOBNEHO, U0 Jfikapcekndi 3acid BeeseHo B Ykpainy 3
AOTPHMAHHAM BUMOTr 3aKOHOABCTBA OO 3a0e3MeyerHs AKOCTi JIIKapChKHX 3aC00iB.

B. 0. HauansHuKa JlepKaBHol cnyx0u 3 )

NKapChLKUX 3ac00iB Ta KOHTPOIO 3a — PUKA
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Egis Pharmaceuticals PLC
legal address:
1106, Budapest, st. Keresturs, 30-38, Hungary

Phone: (36)-1.803-5554, Fax; (36}-1-R03-555¢6
actual address.
9900, Konmend, Matyas kiraly ut. 65, Hungary

A,
EGIS
<&

FAT hapvanestuunuh 3asea E11C

WPUAOG Gdpecd.

1106. . byaancurt, Bya Kepecrypr. 30-38,
Yropumua

Teaedpou: {36)-1-803.5554_ Maxe: (36)-1-803-5556
paxmuuna adpeca:

990, », chmn;. ny 3. Marsa kipadt, 65, Yropunaa

CERTIFICATE OF QUALITY / CEPTU®IKAT AKOCTI Ne.: 2254K/2024/C-TV

Name of product/
Haidimenwynanus npenapary:

Sorbifer® Durules®, film coated modified release tablets 320 mg/60 mg, Ne 30 per vial/
Copbitep Jlypynec, rabneTxs, BKpUTI 000I0HKOIO, 3 MOAHGIKOBIHHM BHBUILHCHHAM.

320 Mr760 mr, Ne 30 y drakoHi

Batch No.: / Cepin Ne: AS545A0524

Date of manufacture: /  05.2024, MA No.:/ Ne PI1: UA/0498:01/01

Hlara supoGruirrsa:

Expiry date: / 05.2027. MA expiry date: / unlimited / descrpokone

[ipuaarnuft 2o

Number of products 24680
in the Batch:/ packages /
Kisnskicrs npogyxuii v YHAKOBOK

cepiit

Batch release date: /
Jara sunycky cepii:
Strength/Potency: /
Cu1a ail/axTusHicrs:

22 08

Tepwmin aii PiL:
Manufacturing license No.:

/

Mi. Ne HU-M-EGIS

Ne aiueusii va supoGHHUTBO!

W

MT ACKOPGIHOBOT KHCOTH

1 tablet contains 320 mg of sulfate anhydrous sait (which contains 100 mg of Fe I1); 60 mg of
ascorbic acid / 1 Tabacrxa micturs 320 mro3aniza cyiasdary Gesuoiaunoro (o sianosizac 100 me Fe 11); 60

KHCAOTH (XIMivHa peaxiin)

QUALITY INDICATORS / RESULTS / LIMITS/
NTOKAIHHAKH AKOCT1 PE3YJIBTATH HOPMH
Appesrance: / Onunc: camplies / Lentil-shaped, fllm-coated tablet with a slightly convex, marked at one

BUINOBLIAC side with a letter "2 / Hevennuenoibua, 19erka oaykaa rabiacrxa, skpHTa

TUHBKOBOIO 060IOHKOK), 3 FPABIOBARHEM «Z» 3 01HOTO BOKY .

Colour / Koxip complies / ochre yellow / oxpa-wosThii

BLATIOB MAC
Odour / aiax complies / characteristic / xapakrepinii

Blmoiaae
Dimensions: / PosMip:

diameter / niametp | complies / about / 6mesuko [0.0 mm / um

Bi/TIORLRE o
Identification of lron (1) (colour complies / A dark blue colour is produced as a result of the reaction with potussium
reaction) / L1entudpixanis saaisa (1) #inosilac hexacyanoferrate solution TABARCTHES  TEMHO-CHUC  1A0PBACHHS
(KOIHODORY pEaKUin) POIYNKY 8 PEIVABTATE PCAKIIT 1 pOTMIHOM Fekcatianodepary Kk "
Identification of Sulfate (chemical complies / A white precipitate is produced as a result of the reaction with harium
reaction) / [newmdixanin cyndary Bianosizac chloride solution ! 3 seascrnes SLAME 00aa B PEIYLTAT PEAKIE S POTBIHOM
{Xistivipie peakitis) xaopuay Sapio e
Identification of Ascorbic scid (chemical | complies / A grey precipitate is produced as a result of the chemical reaction with
reaction) / Luerrmdixanin ackop6inosoi Bianonizac nitric acid and silver unitrate solution / 3'swsnscrncs Cipufl ocaa w

Pe3YALTATE XiMINHOT peaKitii 3 pOTHHIOM KHCIOTH 330THOT | HiTpaTy Cpifiaa

Assa) for lron I (titration) / Kiasxicud
waicr riza (1) (rurpysaims)

978 ma / wr

97,8 %

1000 mg / v 5 5% (95.0 - 105.0 mg / mr) of iron H calculated to the
average mass of film-coated tablets / ariza (1), paspaxosansdt ua cepe o
Macy TalacTRi, BRPUTOT IL1IBKOROK) 0B0I0HKOIO !
(95.0 - 105,0 %)

Ascorbic acid content (titration) /
Kinbkicuuit smicr ackopBinosoi kaciom
{rpysannn}

SL8mg /mr

at \Im’f-l)fe /

RPOMRIOM PIEPMIRY NPRGIMNOCHTT ’

at release / npu sunycxy:

45,0 - 65,0 mg / nr
of ascorbic acid calculated to the
average mass of film-coated tablets

/ acxopbinonol Kucsaomn, |/ ackopinonol KHCAOTH. |
PUIPANOBAHMA  HA  CEPEMIO  MACY | POIPANOBAMMI HA CCPLMBO  MACY |
TalieTki,  BKPUTOT  [LTIBKOROK) | THGACTRIG,  BKPITOT  TLUNRKOBOKY |
O00I0HKOK 06ON0HKOK i

30,0 - 65.0 mg / mr
of ascorbic acid calculated to the
average mass of film-coated tahlets

Related substances (UV
spectrophotometry) / Cynposiani
aominmy (Y@-cnexrpodoroneiping

04 mp/ Mr

not more than 5.0 mg of ferric ion (111) calculated to the av;rnge mass
of the film-coated tablets / ne Ginne 5.0 mr fona 3amisa (111, pospaxopani

HY CEpLIi Macy 1alac oK, BKPHTHX 13 BROBOI OGOIOHKOIO

UAU486 2.1
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Egis Pharmaceuticals PLC 3AT @apvaueniuunud 3apol EIIC

legal address: OpUOULNE QopeEca”
1106, Budapest, st. Keresturi, 30-38, Hungary 1106, v byanenrt, ay.1. Kepectypt, 30-38,

‘ E G’S Phone: (36)-1-803-5554, Fax: (36)-1-803-5556 ¥ropuia
actual adidresy. Teaedou: (36)-1-803-5554, axe: {36)-1-803-5556

9900, Kormend. Matyas kiraly ut. 65, Hungary daxmuuna adopeca:
GO0, M chm:xgi wyi Marsiu xipadt, 63, Yropuissa

CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCTI Ne.: 2254K2024/C-TV

Sorbifer® Durules®, film coated modified release tablets 320 mg/60 mg, Ne 30 per vial/
CopGidep dypyaec, vaGuetxs, BRpHTI 060M0HKOI0, 3 MOAHDIKOBAHNM BHBUILHCHHAM,
320 mr/60 mr, Ne 30 y dhiawoni

Name of product/
Halimenysannus npenapary:

Batch No.: / Cepis Ne: AS45A0524
QUALITY INDICATORS / RESULTS / LIMITS/
NOKAIHHKH AKOCTI PEIYJIBTATH woempiqd
Dixsolution (ttration) / Posaimcnns X342 % after / uepes | hour / rojny: 30 50%
{THTPY BAHHR)
X3=69% after / ucpes 2 hours / roasmuin: 45 - 70 %
X3=96 % after /vepes 4 boars / roamuy: not less than / ne Menuike 05 %
Average mass / Cepeans Macs 04571 g/ir 0475g/vr+75%(0,4394-05106g/1) B
Uniformity of mass / OQanopianicrs sact | complies / not less than / ne sene 90 %: average mass / cepeans sMaca = 5 %
BLUIOBLRC not more than / ye Giauwe 10 %: average mass / cepe,iin aiuca If) Yo
1% not more than / ne 6imne 2,0 %

Loss on drying /

Brpara s Maci npn BHCYIIyRAHNI
Microbiological quality* /
Mikpobioaoriuma wncrora®

- Total acrobic microbia) count -
{TAMC): / 3aranbme wsciao acpolinx
Mikpoopraniszsin (TAMC):

- Total combined yeasts and moulds @ not more than / ue 6iamine 10° CFU/g / KYOrr
count (TYMC): / 3arazene uncio
JPIRKOBIX | tuticenesux rpubis

(TYMC): !
I

not more than / ve Gimue 100 CFU/g KYOrc

- Escherichia coli. - 0CFU/l g/Ky¥I ¢

Package size and type: / complies / 30 tablets per glass vial; 1 vial in & cardboard package with marking in | i

Possmip 1 Thn nakosanis: HLUOBIRAC Ukrainiun language. / Ho 30 tadietok ¥ ckasnomy quuwons; 10 1 §uukosy |
i

B X3PTOHHIN YHAKOBIL 3 MADKYHUHHAM YKDATHCLKOI MOBUKY

* not a regular test, ~ (the first batch is tested per year than only every 10th buich) / * - wepesyaspie eunpoGysanns — (npoSoOUMsCE OAR Nepuisl cepit

Pa3 W pix, nomis suwe oxx Kowcnol 10-f cepriy

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 / Lhov 2 sucsityo, wo Hascieua mnue inopsaiis «
AoCToRIpHoIo i TouHo. LUo copiio npoaykitl 6y/10 BHPOGACHO (BRTIONAIOH NAKYBAHHN/MADKYBAHHS) T2 HPOBEACHO KOHTPOAL T RKOCH Hu
BHINEI3HACHIH Zidbtmil y nossifl Bianosianocti 3 susorasm HBTL, scranosaesimi MiCUCBHM PETYIHTOPHIM OPraHOM, & TAKOXK BLUIOBINO
20 cneunixauil, WO MICTRTHER B pecctpunliftiony J0cke Kpatin-sspoGinsa. TIpotoxo:is sHpoSHHUTBA. NAKYBANIIN T4 AHWTIIR Gy 10 (RPEIINHY 10

Ta BCTEHOBACHO BLaonianicTs HBIL

Ar. (. Her CIeg iled

Date of signature /
Ouabyfted Perion

Jlara nianMcanns 2 2 5}8 ESZ l
Qualified person /

Kormend / Kepmeu
Keranidixonana ocoda

Egis Pharmaceuticals PLC AN
Production Site of Kirment QT EGIS
Kérmend - Hungary -l

UA/D486_2.1
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