A2

JEPXKABHA CJYXKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KUIBCBHKIA OBJIACTI

npos. Ceitnmunoi Hanii, 3, m.Kuis, 02099, ren/daxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PTIOY 37078774

BUCHOBOK
Npo SIKicTHL BBe3eHOro B YKpainy JikapcbKoro 3acoly

30.01.2025 Ne 2054/25/10

COPBIDOEP JYPYIIEC

(HaiiMeHYBaHHA MKAPCHROTO 33c08Y 3r1IHO 3 PEECTPALTIHUM NOCBIYEHIAM)
TaGieTku, BKpHTI 06010HK010, 3 MoAR(iKOBAKEM BuBLTbHEHHIM 320 Mr/60 Mr, o 50
tauerok y ckasaoMy daaxoni; o 1 diakoHy B KAPTOHHII ynakosui

(bopMa BUTTYCKY, O3YBAHHA, BILI NAKYBAHHA MiKapcekoro 3acoby)

Homep peccrpatiiizoro noceizsenns UA/0498/01/01 crpok aii peectpauiitnoro nocaiauexHs 01.01.2099

Cepia nixapceroro sacoby Ne A600A1024 KinsxicTh BBE3€HOTO AiKapenkoro zacofy 7000
Brpobrug 3AT ®apmauestrunnii 3apog ET'IC, Yropiuza
(paiimeHyBaRHS BUPODHHKA AiKapchKoro 3acofy, Kpaina NOXoMKeHHS)
Beeacro B VRpaiuy Cninnre ykpaiHChKO-eCTOHCHKE NIIIPHEMCTBO Y Gopmi T0BapICTBA
3 oOMeskeHoI0 BinmosigaaeuicTio ""OnriMa-®apn, JITA", inenr. xon:
21642228

(wafivenyBanms Ta ko 3a €JIPIIOY opuaunanol ocoGn abo npizsnme, iM's, 1o BaTeKoBI QIBLMHOT
ocobH - nifnpremn, i Micue npoxuBanHA Ta peecTpaniitanii soMep 00AIKOBOT KAPTKH MAATHHKL
HOAaTKiB 26D cepid Ta HOMEp NacnopTa)

IpoTokox Bisyagsuoro koutpouso sin 23.01.2025 Ne 0138/1.

3a  pesynbTATaMH  AEPIKABHOIO KOHTPONI0  BCTAHOBICHO, 110 nigapcekyit  3acié  BeeeHo B YKpaiHy 3

JOTPHMAHHAM BHMOF 3aKOHOABCTRA IHOA0 3a6e3MeyeHHs AKOCTL MiKAPCHKIX 3acobiB.

7R T AL
A ﬁﬁ?ﬁﬂuﬁgg
AT B Onera €PLOMEHKO

PRI OT N KOHTPONEO) {mianue) (ininiams va npizexe)




3AT Gapatanentitminsii sason EI'IC

topudtenia adpeca:

1106, s. Bysanewr, pyn. Kepeetypi, 30-38,
VYropunia

Teaedou: (36)-1-803-3554, dawe: (36)-1-803-5556
tharnneuna adpeca:

9900, M. Kepaterta, pyn. MaTaw gipaii, 65, Yropuuma

Egis Pliarmacenticals PLC

legal address:

1106, Budapes, st. Keresturi, 30-38, Hungary
Phone; (36)-1-803-5554, Fax: (36)-1-803-5556
actual address:

9900, Korinend, Matyas kiraly ut. 65, Hungary

CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCTI Ne 3592K/2024./C-TV

Sorbifer® Durules®, coated modified release tablets 320 mg/60 mg, Na 50 per vial /
CopGitep dypynec, Tabnerki, BKPUTI 0GONIOHKOI0, 3 MOMHQIKOBANNM BHBIUTLHEEHSM,
320 mr/60 nr, Ne S0 y (nakoui

Name of product/
Hatimenysauus npenapary:

Bateh No.; / Cepig Ne: AG00A1024

Date of manufacture: / 10.2024. MA No.: / Ne PIT: UA/0498/01/01

Jara supoBuinrea:

Expiry date: / 10.2027. MA expiry date: / unlimited / Gezcrpokose
[Tpuaarunii no: Tepain nif PH:

Number of products in the 14840 Manufpeturing license No.: / ML No HU-M-EGIS

Batch:/ Kinnkicrs uponyxuii y Ne nitensif Ha sitpoOHHIITEO:
cepif:

Batch release date: /
Nara munycky cepii:
Strength/Potency: /
Cura niifakTuaticrs:

packages / ynakosox

18, 12. 200

1 tablet contains 320 mg of sulfate anhydrous salt (which contains 100 mg of Fe IT); 60 mg of
ascorbic acid / I TaGnetxa icrirs 320 Mr 3anisa cynedary Se3roanoro {mo pignoziaae 100 mr
Fe H); 60 sr ackopBiHosol kuenoty

QUALITY INDICATORS / RESULTS/ LIMITS /

MOKA3IHHKH SIKOCT! PE3VIILTATH HOPMH

Appearance: / Cune: complies / Lentil-shaped, slightly biconvex, coated tablets marked at enc side with
BiUIoRiaae A letter "Z" / Couenpnenogifiui, tpoxn aAroomywni 1abierkn, BKpHT

060A0HKOIO 3 TpaBipynanuiM «Zy 3 ORHOTO Goky.
ochre yellov / BoxpueTo-montiii

Colour / Konip complies /

Biynosigae
Odour / Janax complies / characteristic / xapaxrepirii
BianoBifag
Dimensions: / Postipy:
diameter / gianep | complies / about f Giinanko 10,0 mm / am

Bianosigac
complies /
Bianoeiiae

Identification of Iron (I} (colour
reaction)} / Lrcumishikauia sanisa (10)
{konLOpORa peakuin)

Identification of Sulfate (chemieal

A dark blue colour is produced as a result of the reaction with potassium
hexacyanoferrate solution / 3 'spawcThes  remmo-cnc salaposeiina
PO3UMHY B DEIYNLTATE AT 3 PO3MHHOM rexcauinnohepaTy Kanio

A white precipitate is produced as a result of the reaction with barium

complies/

reaction) / Lacrmdikauis cyanpary ninnosisac chloride solution / 3 aanaeruea Ginnii oca i pesynsTaTi peatnii 3 posue:
(xiviung peariis) xaopiny Gapio
Identifiention of Ascorbic acid (chemical | complics/ A grey precipitate is produced as 2 result of the chemical reaction with
reaction) / Inentudirauis ackopbinonol Bignosizac nitrie acid and silver nitrate solution / 3'ssnxernca cipnil ccan »
KHemoTs (xisiua peakuin) Jpe3ynsTari xisiuniol peakii 3 PO3UHEOM KHEMOTH a30THOT | HiTpaTy cpifna
Assay for [ron II (titration) / Kimuxicunii | 98,0 mg / mr 100,0 mg / ar + 5% (95.0 - 105,0 mg { mr) of iron U calculated o the
astice sarmiza (11) (Turpysars) average mass of film-coated tablets / 3aiza (1), pospaxosenuii na cepen
Macy TalReTK, BXPUTOT MNisKoBo1o 06onoukoe
98,0 % (95,0 - 105.0 95)
ar release / npu sunvery: ar shelf-life /

RPORIR20SE MEPAIRY Npudamuocni:

Assay for Ascorbic acid (titration) / 50,5 mg/mr 45,0 - 65,0 mg/ wr 30,0 - 65,0 mg f mr

Kinexicimit svicr ackopfinonol kpenoTu
{THTPYBaHNA)

of ascorbic acid calculated to the
average mass of film-coated tablets

/ ackopbinenol KUCHOTH, | / ackopGinopoi KICROTH,
POIPAXOBAHNTT HA CCRCAMIO  MACy | pospaxomaumil 1A cepemHio Macy
Tabuerky,  BKpUTOT  ONiBKOROIO | vabaeTiy,  DRPHTOT  TMIiBKOROIG
OBONOHEMO 000JIOHKOH

of ascorbic acid caleulated to the
average mass of film-couted tablets

Related substances (UV -
spectrophotometry) / Cynposinni

Aosinky_(Vd-cnexmodiotomerpisn)

0,5 mg fmr

not more than 5.0 mg of ferric fon (1I) caleulated to the average mass
of the film-coated tablets / ue Ginvive 5,0 s fona 3anisa (111), pospaxosani
HA CEPeIINa Macy TabNneToK, BRPHTHN AINKOBOI0 060OHKOI0

UA/Q486_2.2
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Egis Pharmaccuticals PLC
legal address:
1106, Budapest, st. Keresturi, 30-38, Hungary

Phone: (36)-1-803-5554, Fax: (36)-1-803-5556
actual agldress:
9900, Kormend, Matyas Kiraly ut. 65, Hengary

3AT apanuentianiit aasoa ETIC

Bpudnna adpeca:

1106, &, Bysancwst, sya. Kepeetypi, 30-38,
Yroputithia

Tenaedon: (36)-1-803-5554, Maxe: (36)-1-803-3556
harnnnua Gopeca

9900, u. Kepaenn, syst. Mara ipail, 65, Yropuuina

CERTIFICATE OF QUALITY / CEPTHU®IKAT AKOCTI Ne 3592K/2024./C-TV

Name of product/
Haiivenysanuus npenapary:

Sorbifer® Durules®, coated modified release tablets 320 mg/60 mg, Ne 50 per vial /
CopGibep [ypysece, Tabnery, Bpiti 060/10HK010, 3 MOAHDIKOBAKHM BHBUILHEHHAM,

320 mr/6Q nir, Ne 50 y dwaxoni

Batch No.: / Cepis Ne: A600A1024
QUALITY INDICATORS / RESULTS/ LIMITS /
NOKA3NMKH AKOCTI PEIVILTATH [IOPMH
Dissolution (titration) / Posuisenns X1=38% after / uepes | hour / roy; 30-50%
(THIpYRANESY)
X3=61% after / uepes 2 hours / roaumss: 45-70%
X3=94 % after / sepes 4 hours / romt; not Iess than / ne memme 65 %
Averape mass / Cepcans maca 0,4580g/r 04758/ r+ 75 % (0,4394 -0,5106 g/ 1)

najceuenny, rpubin (TYMC):
- Escherichia coli;

complies /

Uniformity of mass / Onitopianicrs smacir | complics / not Iess than / ne meiue 90 %: average mass / cepenns maca £ 5 %
sianosigae not more than / ve Ginbwe 10 ¥%: averape mass / cepesnn amen = 10 %

Loss on drying / 1,3% nof more than / ue Ginsme 2,0 %

Brpara e saci nput sucymysarii

Microbiological quality* /

MikpobGivaoriung unerora*

- Total aerebic inicrobial count <100 not more than / nie Gimue 10° CFU/g / Ky Oir

(TANMC): / 3arwintie uiicso acpoBux CFrU/g I KYOIr

Mixpoopranizsis (TAMC):

- Total yeasts and moulds count <100 not more thas / uc Ginswe 102 CFU/g / KYOrr

(TYMCY): / 3aransue uneno apiagewonnx i | CFU/g/ KyOr

0 CFU/1 g/ KYON r

Bignoninac
Package size and type: / complies / 50 tablets per glass vial; 1 vial in a cardboard package with marking in
Poasip i rn nakosats: BianoBigac Ukrainian language. / [lo 50 -malinevox y crutanosty duiakoniz o 1 guaxouy

It KOPTOHHIK YNAKORLI 3 MADKYBANHAM YRPATHCLKOIO MOROIO

*nora regilar test. — (the first batch is rested per year than anly every 10th batcly / * - Hepezynapie sunpobysanns ~ (Mpoeodimiuch Oar nepriol copii

pas na piw, nomv maee das xoxcnof 1041 cepit)

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 loeal
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 / Huw JACRINYYLO, WO NaBeeHA nume iHdopMalia ¢
ZocTopipniowe Ta Touxowe. Lo cepito npoaykuii Gyno BIUPOGHEHO (BIULOMAOHE MAKYBAHHA/MAPKYBANIA) Ta NPOREACHO KOHTPOML 11 AKOCTI Ha
BleIRIMaCHif ninvinw y nosuiit ninmonignoeri 3 pumorase HBII, setanonnennsr micienny PECynaATOpHIN OPFAaHOM, & TAKO®H BiZnoninno
A0 cnctunpikanil, wo micTies B peccrpatdfnOMY AOCKE KpaiHu-nnpoBiuKa, Iporokonn mipoBHunTea, nakypanis Ta auanisis Gyxo
OCPEMJIAHYTO Ta BeTanoBnCH) BinnoaigaicTs HBI

Date of signature /
Nara nianucanns

Kormend / Kepuensg

UA/Q486 2.2

7

N
Qualified person /
Kranihirosaira ocoGa

B dr. Eva Vasarhelyi

Qualified Person
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JEPKABHA CJAYIKBA 3 IKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitmugroi Hagii, 3, m.Kuis, 02099, ten/daxkc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €JIPIIOY 37078774

BHCHOBOK
po AKICTL BBE3eHOro B YKpaiHy JikapchKroro 3acody

30.01.2025 Ne 2055/25/10

COPBIOEP JTYPVIIEC

(HaiiMEHYRAHHA JIKAPCHKOI0 3c06Y 2rifHo 3 peecTpamiHiM NOCBIHeHHAM)
Taéoerxn, BKpHTi 06oa0nK0Io, 3 MoyubikoBansm suBiisueHnsy 320 Mr/60 mr, mo 50
TabaeToR y ckAsHoMy ¢aakoni; mo 1 duakony B KaproHuiii YHAKOBHI

((opma BHITYCKY, NO3YBAHILA, BU/ MAKYBAHHA TIKAPCLKOTO 3acobly)

Homep peectpauiiisoro mocsiguenns UA/0498/01/01 crpox aif peectpauifinoro nocsiziesns 01.01.2099

Cepis nixapcskoro 3acoby Ne A601A1024 KinekicTs BBescHOro ikapeskoro sacoby 14840
BrpobHik 3AT ®apmanerTiysuii 3aox ETIC, Yropuinna
{(HafiMenysanns sHpoDHuKa NiKApcEEOro 3acofy, kpaiua NOXOJGKEHHS )
Boeseno B Ykpainy Crisbne yKpalHChbKO-eCTOHChKE MANIPHEMCTEO Y (opMi TOBApHCTBA
3 ofMesenolo BinnoRigansuicrio "Onrima-Dapym, JIT", inenr. won:
21642228

(uaiimenysakin Ta kog 32 €IPTIOY opiauano] ocobu ada npissiue, im's, mo Garexosi GizwgHOT
ocofii - minmpuexs, i Mictie IPoMBAHES T2 peecTpaniifmmit Homep 0GaiKoBOT KAPTKH ILTATHIIKA
nosaTKia 00 Cepix Ta HOMEP NAcTIopTa)

IIpoToken Bizyansnoro konrpoenio six 23.01.2025 Ne 0138/2.

Ba  pesyibTaTaMH  AENKABHOFO KOHTPOMIO BCTAHOBREHO, INO NiKapcbkui 3acif BeezeHo B YEpaiHy 3
P P

JIOTPHMAHHAM Bumor 33KOHOAABCTEA WO 3a0e3reteHHs sKocTi JTiKapekKHX 3acoGiB.

Ossra EPBOMEHKO

(ripnmc) {iriniams Ta npizpMue)




Egis Pharmacenticais PLC

legal address:

11006, Budapest, st. Keresturi, 30-38, Hungary
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556
actual address:

9900, Kormend, Matyas kirly ut. 65, Hungary

3AT haparauepmieniii 3anos Er1C

1opdunna adpeca:

1106, a. Bymanewr, aya. Kepeerypi, 30-38,
Yropiumsa

Teacdos: (36)-1-803-5554, Dawes (36)-1-803-5556
ghaxmuyna adpeca:

9500, m. Kepatena, sysr, Matam ipaii, 65, Yropuuia

CERTIFICATE OF QUALITY / CEPTHOIKAT AKOCTI Ne 3593K/2024./C-TV

Name of product/
Haitmenysanns npenapary:

Sorbifer® Durules®, coated modified release tablets 320 mg/60 mg, Ne 50 per vial/
Copbidiep Jypysnec, TaGnerke, BKpHTi 0GONOHKOIO, 3 MOMA(KOBAHMM BUBLTLHEHHAM,

320 mr/60 mMr, Ne 50 y dnaxoni

Batch No.: / Cepia Ne; A601A1024

Date of manufacture: / 10.2024, MA No.: / MNe PIT: UA/0498/01/01

Jlata enpoBunnrea;

Expiry date; / 10.2027. MA expiry date: / unlimited / Gesctpokone
Tipraarnii go0: Tepmin uii PIT;

Number of products in the 14840 Manufacturing license No.:/ ML M HU-M-EGIS

Batch:/ Kinvkicts npomykuil y
cepif:

Batch release date: / i g
Jlara sunycky cepif: :
Strength/Potency: /
Cuna aiifarusnicrs:

packages / ynakonox

2. 0

Ne pinensii Ha pupabusiTso:

1 tablet contains 320 mg of sulfate anhydrous salt (which contains 100 mg of Fe 1I); 60 mg of
ascorbie acid / | Tabnerxa aderiors 320 Mr saniza cynuary Gesroanoro (o sinnosizac 100 ar

Fe 1I); 60 mr ackopGinonot kuenoru

(xiatiuita peaxuin)

QUALITY INDICATORS / RESULTS/ LIMITS /
NOKA3IIHWKH SIKOCTI PEIVIILTATH HOPMH
Appearance: / Crne: complies / Lentil-shaped, slightly bieanvex, coated tablets marked nt one side with

miamoniaac 8 letter "Z" / CouepnuenioniGui, Tpoxi mnoonywni TaGnerkd, BRpTi

ofonotmo1o 3 rpasipypainian «Z» 3 oHOro Goky.

Colour / Konip complies / ochre yellow / poxpucto-wonritt

Bisnosinae
Odour / 3anax complies / characteristic / xapaxteptnit

BifToRinac
Dimensions: / Posmips:

diameter / giameTp | complics/ about / Gmi3bico 10,0 mm / vt

Bignosinac
Identification of Iron (11} (colour complies/ A dark blue colour is produced as a result of the reaction with potassinm
reaction) / lnennidixaniz sanisa (I Bisinosizac hexseyanoferrate solution / 3'ARmmerses  TCMHO-CHNe 3aGapnacurt
(KOJILOPDRA peatkiin) posdiHy B pesyabTati pearudi 3 posuunoM rewcatianodepaTy Kanio
Identification of Sulfate (chemical complies / A white precipitate is produced as a result of the renction with barfum
renction} / Luetrmhdixantin eynndary BiAnopigac chloride solution / 3*annacrues Giniti ocan b pesyiLtur] peaktii 3 posunuon

xnopyay Gapile

[dentification of Ascorbic acid (chemical
reaction} / [nenridixaiia ackopGinosol
KIFCTIOTH (NiMiuna peakitis)

complies /
Manosigae

A grey precipitate is produced as a result of the chemieal renction with
nitric aeid and silver nitrate solution / Psemncrnes cipmd ocan e
pe3ynnTat XiniuHoT penKiii 9 pO3IIHOM KICIOTH 830THOT i HITPATY cpififa

Assay for Tron IT (titration) / Kimskicuii
estier sazrisa (11} (rurpynasnna)

97,4 mg/ mr

100,0 mg / mr = 5% (95,0 - 105,0 mg / mr) of iron IT calewlated to the
average mass of film-coated tabiots /3adisa (11), pozpaxonamiii ua CEpeInG
macy tabnemcar, BRpHTOT Liiskonoo o6ononKoio

974 % (95,0 — 105,0 %)
ar release / npu gunycky: at shelf-life /
RpORIAZEs MEPMIRY HpuoanHocmi:

Assay for Ascorbie acid (titration) / 50,4 mg/ mr 45,0 - 65,0 mg / a1 30,0-650 mg/vr
Kinnxiceuii saicr ackopSinosoi kucaoH of ascorbie acid calculated to the | of ascorbic acid ealeulated to the
{THTpYBanNA) average mass of film-coated tablets | average mass of filmi-coated tablets

! acrkopGinosof KHCIOTH, | / acrkopGinonot KHC0TH,

POIPAXOBAHHE Ha CCPCOMIO MACY | POIPANORAHAN U2 CePEmIND Macy

rabnetki,  BEpHTOT  whiBkonrolo | TaGneriy,  BRPHTOT  MiBKOBOIO

000NOHKOI0 of0N0HKOIO
Related substances (UV - not more than 5.0 mg of ferric ion (111} culculated to the average mass
spectrophotometry) / Cynponiani of the film-conted tablets / ue Ginure 5,0 mr iona saniza (111), pospaxosani
Aomiunar (Y P-cuckerpohoromepin) 0.4 mg/ ar 114 CePeAHI0 Macy TAGJICTOK, BRRUTHX ITBKOLOH 0GQIOHKOD

UA/0486 2.3
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Egis Plirmaceuticals PLC 3AT @aparanesruaraii sanon ECIC

legal address: opudinG adpeca:

1106, Budapest, st. Keresturi, 30-38, Hungary 1106, s Bypanemt, ya. Kepeetypi, 30-38,

Phones (36)-1-803-5554, Fax: (36)-1-803-5556 Yropiupsa

aciual address: Tenedomn: (36)-1-803-5554, dakes (36)-1-803-5556
9900, Kormend, Malyas kiraly ut. 65, Hungary daxnumna adpeca:

9200, m. Kepmena, ys. Matauw kipaiy, 63, Yropmsua

CERTIFICATE OF QUALITY / CEPTHU®IKAT AKQOCTI Ne 3503K/2024./C-TV

Name of product/ Sorbifer® Durules®, coated modified release tablets 320 mg/60 mg, Ne 50 per vial/
Halimenyeanns npenapaty:  CopOidep Hypynec, Tabnerxi, sxpwri 060NOHK0I0, 3 MORNGDIKOBAHAM BUBITLHEHHSM,
320 »r/60 mr, Ne 50 y duakoni

Batch No.: / Cepin Ne: A601A1024
QUALITY INDICATORS / RESULTS/ LIMITS /
[TOKA3HHKH AKOQCTI PE3YHBTATH HOPMH
Dissolution (titration) f Posttiienns X3=39% after / yepes | hour / roasmiy: 30-50%
CrisTpyBany)
X1=61 % after / uepes 2 hours / rognan: 45-70%
X1=94% after £ yepes 4 bours / rominy: not less than / e memne 65 %
Average mass / Cepennn Maca 0,4576g/r 0475 g/ r£7,5% (0,4394 - 0,5106 /1)
Uniformity of mass / Oanopinnicts macy | complies / not less than / re monme 90 %: average mass / cepefina Maca £ 5 %
BijuIoBinae not more than / ue Ginnme 10 %: average mass / eepemi saca % [0 %
Loss an drying / 1,0 % not more than / He Ginnwe 2,0 %

Brparta 8 Maci npy BHCYIIYBANH]

Microbiological quality* /
Mixpedionoriunn uncrom*
- Total aerobic microbial count = not more than / we Giasie 10° CFU/g / KYO#
(TANIC): / 3arausite yneno acpobuux
aixpoopririasio (TAMC):

- Total yeasts nnd moulds count - not more than / ue Ginbwe 102 CEU/g / KYQir
(TYMC): / 3aranbHe 4HCNG APIRKOBIX i
cticenesny mpnGis (TYMC):

- Escherichia coli: - OCFU/1 g/KYOilr
Package size and type; / cemplics / 50 tablets per glass vial; I vial in a cardboard package with marking in
Poauip | Tt naxosanns: Bigmonigac Ukrainian language. / Tlo 50 taGnetok y cinmionty daakoni; no 1 draxony

B KAPTOHMIH YIIaKORLI 3 MOPKYDAHNAM YEDATHCHKOIO MOBOIO

* wot a vegular test, = (the first bateh is tested per year than ouly every 10th bateh) 7 % HEPeSYIAPHE sUnpoByeanis = (NpagsootbeA O3 neplat cepil
paz i pik, noutis amae o031 koxcnof 10-1 cepri)

T hereby certify that the above information is authentic and accurate. This bateh of product has been manufactared, including
packaging/labelling and quality control at the above mentioned recognized site in full compliance with the GMP requirements of the local
Regulatory Autherity 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 2 sacpinuyto, o nanesena suime indopaauis €
Aectomipiolo 1a roustom. Lo cepito npoaysuii Gymo anupobneiio (Dronotascus MAKYRATH/MAPKYBAHIH) T POREAEHO KOITPOAR 1T AROCTI 1
BlmEsasaseniit ginkiniui y nonyiit sianosianocti 3 simorami HBTT, beTanonaeHiMe Micuenis PErynATOPHHM OPIAHOM, & TAK0W Bianoninyo
Ao cnetwpisanif, wo wietathes » pecerpauiiinomy mocue xpaiint-uspofimika. TTpoToxonn supoGnnuTBa, naxysaHia Ta aneRisiv Gy
NEPCTNANYTO TH BCTAOBRCHO BianopipHicTs HBI

Date of signature / " o
3 i [t ey
Har nianycanng th e 20
Kormend / Kepmen;t Qualified person /
ICpanidikopatiz ocoba
dr. Eva Visarkelyi

Qualified Parson

2/2
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TEPKABHA CJIYIKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIM OBJIACTI

nipoB. Ceitmuusol Hanii, 3, M.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BHUCHOBOK
Hpo AKICTHL BBE3eHOro B YKpaiHy JixapchKoro 3acoly

30.01.2025 Ne 2056/25/10

COPBI®EP JYPYIIEC

40

(ualiMeryBanHA JKAPCHROTO 32c06Y 3riIHO 3 peecTpALiiiHAM NoCBITTERIsAM)
TafaeTKi, BRKPUTI 06010HK010, 3 MOAHDIKOBAHIM puslibrennam 320 mr/60 mr, mo 59
tabnerox y ckasiony daaxoui; mo 1 paaxony B KApTOHHIl ynaKkoBHi

{thopma RHTTYCKY, JO3YBAHHA, BHA NAKYRAHHA TIKapCEKOro 3acoby)

Howmep peectpauiiinoro nociazenns UA/0498/01/01 crpok nif peectpauifinoro nocsiesnsa 01.01.2099

Cepia nikapcpxoro 3acofy Ne A602A1024 Kinbkicts BBezeHoro nikapcskoro3acofy 14800
Bupobunk 3AT Qapmauestnynuii 2apo ET'IC, Yroprusa
(uafimedypanna pupoGHHKa Jikapcpkoro 3acoby, kpaida NOXOIGKEHHR)
Baeseno B Yipainy CrinbHe yKpaiHCbKO-eCTONChKE IANPHEMCTEO Y HOPMi TORAPHETBA
3 ofMexeHoI10 BigmosinansricTIo "OnriMa-Papm, JTH", inear. xon:
21642228

(mafisieHyBanHs T2 ko 3a €APTIOY 1opuansHol ocoby abo npizsuule, in's, 1o Gatexos HizuHol
ocoi - nianpuess, 1 MicLe IpoXIBAHKA T4 peecTpaniiaI HoMep obnikoBOT XAapTRH HIATHHKA
noxatkia afo cepis Ta HOMED MACIOPTA)

TIpoToxoesn Bizyansuoro Kemrpoiio six 23.01.2025 Ne 0138/3.

3a pesyabTATAMH [J€PHKaBHOIO KOHTPONIO BCTAROBIEHO, IO mikapcexuil  3acié Beesenc B Ykpainy 3
AOTPHMAHHSAM siMor 3aKOHOZARCTEA LOAO 3abesniedeHHA AKOCTI AiKapehKHX 3ac00is,

TR0y

R TR B0, e
Y 1-‘5‘5&?“'"**
. S IEHMHKA

Onera EPEOMEHKO

iy ‘.p_,e_.’._ ‘g;f?com*pom‘o) ' {niﬂnnc)_ {ininizTy Ta npiapume)




Egis Pharmnaceuticals PLC
legal address:
1106, Budapest, st. Keresturi, 30-38, Hungary

Phone: (36)-1-803-5554, Fax: (36)-1-803-5556
achial address:
9900, Kormend, Matyas kiraly ut. 65, Hengary

AT Dapsanesmirunuii sanon ETIC

opndiyna adpeca:

1106, a. Bysanemr, ey, Kepeerypi, 30-38,
Yropmsua

Teneon: (36)-1-803-5554, Manc; (36)-1-803-5556
chaxmuyna adpeca:

9900, s. Kepycun, sy, Mamsy kipafi, 65, Yropunta

CERTIFICATE OF QUALITY / CEPTUMIKAT SAKOCTI Ne 3628K/2024./MJR

Name of product/
Hafimenysanus npenapary:

Sorbifer® Durules®, coated modified release tablets 320 mg/60 mg, Nz 50 per vial/
Copbidep Hypynec, TabiieTxn, BRpHTI 0GONOHKOIO, 3 MOMM(DIKOBAHHM BHBLILHEHHSM,

320 Mr/60 Mr, Ne 50y (hnaxoni

Batch No.: / Cepin Ne: AB02A1024
Date of manufacture: / 10.2024,
Jara sipoBuuurea:

Expiry date: / 10.2027.
Hpsutaranii no:

Number of products in the 14800

Batch:/ Kitbricrs upoaykuii v
cepil:

Batch release date: /

HAara puniycky cepi;
Strength/Potency: /

Chna afivakrsaHicTn:

packages / ynakosok

79 17 202

1 tablet contains 320 mg of sulfate gnhydrous salt (which contrins 100 mg of Fe I); 60 g of
ascorbic acid / | raGnersa sicturs 320 Mr 3aniza cynphary Ge3oaHoro (uw sianosimaec 100 wr

MA No.: / Ne PIT: UA/0498/01/01
MA expiry date: / unlimited / Gescrpokoze
Tepasin aii PI1:

Manufacturing license No.: / ML Ne HU-M-EGIS

Ne niveinii a supofunicroo:

Fe IT); 60 arr ackopGinonol KHCROTH

reaction} / laenmiupixania aaniza (1)
{KomhopoBa peakriis)

Bifnoniaae

QUALITY INDICATORS / RESULTS/ LIMITS /
NOKAIHHKH SAKOCT] FESVJILTATH HOPMH
Appearance: / Onire: complies/ Lentil-shaped, slightly biconvex, coated tablets marked at one side with
Rimmoeinac a letter "Z" / Couesnuenoni6ni, rpoxn anoomywni raGnerky, nepnti
©00JIGHKO10 3 TPABIPYDARIEN «Zy 3 0m0oro Goky.
Colour / Konip complics / ochre yellow / poxpucTo-mopTisii
Bifnonizac
Odowr / 3anax complies / charvacteristic / xapakrepuii
Bignosisac
Dimensions: / Poivipu:
diameter / niameTp | complies / about / Gisznko 10,0 mum / s
Biaroinae
Ldentification of Iron (I1) (colour complies/ A dark blue colour is produced as a result of the reaction with potassivm

hexacyanoferrate solution / 3'spasernca  Temmo-ciie  yaGapuicim
PO34ITHY B peayisTaTi peaxuil 3 posunios rexkcaufuniodepary xaiio

Identification of Sulfate (chemical
veaction) / lnentudizanis cymndiaty
{ximiung peaxnin)

complics /
RiEAOBIAAE

A white precipitate is produced as a result of the reaction with barium
chloride solution / 3*smagcTres Gt 0can B PeIyALTATI PEAKIIY 3 POIUIHOM
Xa0pHiry Gapito

Identification of Ascorbic acid (chemical | complies / A grey precipitate is produced as a result of the chemical reaction with
reaction) / Inenrndixauis ackopGinonof Rizinosigac nitric acid and silver nitrate solution / 3’ssmuctnea cipuil ocan o
KitemoTH (XiMitua peasitin} pesynprari xiMivnol peakilii 3 posunion kuenoT aloTnod | nitpary cpifia
Assay for Iron II (titration) / Kinsxicuuil | 98,2 mg/ mr 100,0 mg / mr £ 5% (95,0 - 105,0 mg / wr} of iron 11 calculated to the
exier 3aniza ([T} (rurpypanms) average mass of film-conted tablets / 3aniza (11}, pospaxonaniii Ha cepentio
sacy Tabnerk, BRpIrTof nniskonoo ofononkoio
98.2 % (95.0—105,0 %)

Assay for Ascorbic acid (titration) /
Kizpxicini saier ackop6inonol kuesorn
(‘THTpYBain)

99 mg/wr

at shelf~life /
APORIAZOM INEPAIRY BpuOmmIoc:
45,0 - 65,0 mg/mr 30,0 - 65,0mg/ Mr
of ascorbic ncid ealenlated to the | of ascorbic acid calenlated to the
average mass of film-conted tablets | average mass of film-coated tablets

at release / npu sunycry:

! ackopGinosol kHenoy, |/ ackophinowol KICMOTH,
PO3PAXORAHUIT i CCPEAMIC  MAcy | po3paxoBaHiil Ha cepemiio  Macy
TAGRCTRI,  BEKpHTO  mAiBkOBOIO | TAGnCTEH,  wKpHTOT  sulBKOROIO
obononkoio obononkoio

Related substances (UY -
spectrophotometry) / Cynponinni

nosviingn (Yd-crexrpohoromerpis)

0.4 mg/sr

not more than 5.0 mg of ferric ion (I1T) caleulated to the average mass
of the fflm-coated tablets / ne Ginvie 5,0 Mr lona 3aniza (I11), pospaxosaii
H3 CEPERIIO Macy TabneToK, BKPHUTIX IUIBKOROIO 000NOIIKOIO

UA/D486 2.2

1/2

o 7%;
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Egis Pharmacenticals PLC 3AT dapmanentirnntii 3asoy EI'C

legal address: opuduna adpeca:
1106, Budapest, st. Keresterd, 30-38, Hunpary 1106, a1. By sancant, sy, Kepeerypi, 30-38,
Phoune: (36)-1-803-5554, Fax: (36)-1-803-5556 Yropiuyina
@ﬁg actual address: Tesedwn: (36)-1-803-5554, Make: (36)-1-803-5556
; 9900, Kormend, Matyas kiraly ut. 65, Hungary dharminng adpzca;

9900, 1. Kepaeru, pyur. Marn ipait, 65, Yropimua

CERTIFICATE OF QUALITY / CEPTU®IKAT SIKOCTI Ne 3628K/2024./MJR

Name of product/ Sorbifer® Durules®, coated modified release tablets 320 mg/60 mg, No 50 per vial /
Haiimenysanus npenapary:  CopSGicep Jlypynec, TaGnetxi, BEpHTI 060NOHKOI0, 3 MOAH(DIKOBHIM BHBIbHEEHAM,
320 mr/60 mr, Ne 50 v dwraxomi

Bateh No.: / Cepis Ne: A602A1024
QUALITY INDICATORS / RESULTS / LIMITS /
TIQKA3SHHKH SIKOCTI PEIVIILTATH HOPMH
Dissolution (titration) / PosunucHus X3=39% after / uepes | hour / roaumy: 0~-30%
(rirpy Baius)
X3=62% after /vuepes 2 hours / roauus: 45-70%
X31=93% after / uepes 4 hours / rounin: not less than / ne senute 65 %
Average mass / Cepeaus maca 0,4508 g/ r 0475 g/ 7.5% (0,4394-0,5106 /)
Uniformity of mass / Onsiopizuicn maent | complies / not less than / ne memwe 90 %: average mass / cepenas maca 5 %
BiAROBIHaC not more than / ne Ginsie 10 %: average mass / cepeans maca = 10 %
Loss on drying / 1,3% not more than / ne Giaswe 2,0 %

Brparta u niaci npu sucywysassi

Microbiological quality* /
Mirpodioaorivu sierora*
- Total aerohic microbial count “ not more than / He Ginwwe 108 CFU/g / KYOrr
(TAMCY): / 3aramutic 4ucio aepobuux
sikpoopranizsie (TAMC):

- Total yeasts and moulds count - not more than / ne Gimue 10* CFU/g / KYO/r
(TYMC): / 3aranpHe uucio Apiskiskonmx i
naiectesnx ipubis {TYMC):

- Escherichia coli: - QCFW/1 g/KYO/r
Pnc}mg.e size and type: / complics / S0 tablets per glass vial; 1 vial in a cardboard package with marking in
Posmip i Thn nakopamms: signaositac Ukrainian Ianguage. / ITo 50 TaGneTok ¥ crnanosy ditaxoui; no | dinaxony

B KapTOHHIT YKo 3 MapIyBaHHAM YEPATHCLEKQLO MOBOIO

* ot a regutar test. — {the first batch is tested per year thun onlp every 10th bately) / * — nepeeynapie aunpobysaun — (npocodumacs O nepiiol cepii
paz i pix, nomix atee Ons xoawiot 10-F cepii)

I hereby certify that the above information is authentic and accurate. This batch of preduct has been manufactured, including
packaging/labelling nnd 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 Dassier of the manufacturer country. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP / Wi & sacsimayte, mo napencua puwme indopsyauis c
socroripuoto Ta Towsiol, Lo cepiio npoayxuil Gyno nupobneno (souowaous [AKYBAHHA/MEPKYBAHIAY T2 NPOBEAENO KOs T sKocTi 1A
BHINE3w3aneniit Alnbimnd y noswiit sigrosiauoeri 3 Bvoravy HBIT, seranonnemnisy Mictesin PETYRATOPHINM OPrAHOM, a TAK0: BiNNoRiIIC
Jo cncwshixauifl, wo sicTathes 5 peccrpouiiinomy nocwe xpailin-supofuuka. [lporokons shpoGuuuTtea, noxyvanss Ta ananizie Gyno
MepPeIIANy O TR BCTAHOBICHO simmopimHicTs HBIT

Date of signature / PG '2 JHZI.

™~
Hara niamncanms
-

i /
‘A

Qualified person /
Kpanifixesana ocota
o3, Heboneg dlnni i

Fheadited far o

Kormend / Kepnenza e e ;
[ Egis Pharmaceuiicals rit LAy,
Producticn Sute of K2 e~ T EGIS
Reimung - Heegary ~= Y

2/2
UA/Q486_2.2




JEPXKABHA CIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJACTI

npos. Ceitnuroi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Konx €APIIOY 37078774

BMCHOBOK
Npo AKICTH BBE3eHOro B YKpainy JikapcbKkoro 3acody

24.04.2025 e 18959/25/10

COPBIDEP IYPYJEC

(HaliMeHyBaHHS JIIKAPCLKOro 3acoBy 3riHO 3 peecTpaliiHHM I0CBIAYEHHAM)
Ta0JIeTKU, BKPUTI 000J10HKO010, 3 MOAU(ikoBanuM BuBiNbHennsam 320 mr/60 mr, no 50
Ta0JIeTOK Y CKIAHOMY durakori; mo 1 giakony B KapTOHHIN ynakoBui

(¢popmMa BUIyCKY, H03yBaHHA, BUL IIAKYBAHHsL JIIKAPCHKOI0O 3ac0by)

Howmep peectpaniitnoro moceinuenns UA/0498/01/01 crpok xii peectpauiitnoro mocriguenns 01.01.2099

Cepisn nixapcnkoro 3acoby Ne E403A0125 KinbkicTs BBE3eHOTO Jikapehkoro 3acoby 3640
Bupobuui 3AT Dapmauertuunuii 3apon EI'IC, Yropuyaa
(naliMenyBanus BupoGHuUKa JiKapcbkoro 3acedy, KpalHa NOXOMKCSHHS)
Baeseno B Yipainy - CrhinbRre yKkpaiHtbKo-eCTONCHKE WiANPHEMCTBO Y (popMi ToBapUCTBa
3 oOMexero010 BianoBizajabHicTIo "Ontiva-®apm, J]TJI , INeHT. KoM
21642228

(uaitmenyBaius ta ko 3a €IPTIOV wpuanunoi ocobu abo npissuiue, im's, 1o Garbronri (iznuol
ocobu - nianpremus, i Micue NPOKMBAHHS Ta Pe ectpaltiiitiiii Homep 0BIIKOBOT KAPTKH MIATHHKA
nonaTkis a6o ccpm Ta HOMEP Macnopra)

IIporokon BizyaibHoroe KOHTpOJ]lO Bin 22.04.2025 N 1211/14.

3a pe3ynbTaTaMH  JIGPXKABHOTO KOHTPOJIO BCTAHOBICHO, IO JHKAPCHKHE 3aci6  BBesewo B Ykpainy 3

HOTPUMANHAM BuMor 3aKOHOJIABCTBA IOAO 3a6C3NCUEHHS SKOCTI TIKapCHKHUX 3ac00iB.

g - \9 "\'"?‘,} - 2 /
; 7 %mgg;;, W, - # _
/," Q;;?S \)'\\'\ el k%.& \ % /(_,/ = 5 ® <
3&@1%1 1@@@%@&%&6 S } | L/ »Om:ra E€PHLOMEHKO
KOHTPOMO) | (miaunc) ' {iniuias Ta npisuHue)

Bt W‘W’mgm



Fygis Pharmaceuticals PLC AT Mapuaenremui sasog LETC

legal addross: WIFDR GIPCEit
108, Budapost, st Keresturd, 30-38, Hungary V106, a0 Byaanem s, ey Kopeorypi, J0-38,
Phones (6318038584, Faxs (361-1-803-5556 Yropiand

af address! Teaedons (36318038554, bane: (1)1

900, Kenmond, Matyas Kiraly ut. 63, Hungary diarmmaeni aip
9000, s, Kepsenn, rva Matan sipall, 68, Yeopiosma

CERTIFICATE OF QUALITY / CEPTH®IKAT AKROCTI Ne SLOK20234C-TV

Name of product/ Sorbiler® Durules®, coated modified release tablets 320 mg/60 my. ) Ne 50 per vinl/
Haiiserrysans npenapaty:  Copbidep ypyaed, radnerw, BRPHT OBOAOHKOI, 3 MOTHIKOIIHUA BHBIABICHIAN.

20 MeA60 iy, No 50y dhaakont
SAN12S

Batch Now: 7 Cepin N

Date of manufncrure: (31,2025, MA Noo/ Ne PLE LAANSE

JRrta BHpOsIUTEE

Expiry date: / 01.2028. MA expiry dater/ untimited 7 Seacrpoxons
Tipigtarinh ao: Tepwin aii PIL

~Numher of products In the $4840 Manufacturing Heense No.t/ N, No HLBMGEGES
Batchy Kisnsiors npoayiatiy - packages [ yraromr v aliensii ua Bupoli g

Cupit:

Rateh release dates /

Hara sunyexy copit:

Strength/Pateney: / { {ablet contains ?z() migg of sulfate anhydrous salt {which contains 100 mg of Fe 11); 60 mg of

Crura SR HRHICT i ascorbic acid / | rads sticemen 320 mr saabie oy iy Seasonioro (e pianokiine HE e
Fo 13 60 s ackepGInonel RACAOTH

W

QUALITY INDICATORS / RESULTS ¢ LIMITS
VORAGHBKE SIKOCTT PV I TATH HOPMH
Appearatce: / Onue: complies ! Lentil-shuped, stightly biconvex, umtcd abicts wavked at one side with
nANOULIEC a letter "2 7 CoucnpuenoniGul, tpoxXie ABOCHYES A rataetin, ukpind
OOOADIKOR 3 Pponipy a3 0I0re (kY

Colour ! Kitip complics / ochre yellow 7 pospuetoswouridi

charpeteristic / xapaveepiiii

Odour / Zunax

BEANOIEAC

Dimensions: / Poswipic

diameter / munerp | complies ! alsont f Gargeso 00 mm s
ninnapinee

dentification of fren (11} (colour complies A dark biue eotour is produved as i Fesult of the reaction with pnf/mmm
reaction) f Bewsudicanis saziia (1) sLOBLEE hexseyanofervate  solution [ BIARANLTHCE CEMUO-CHEC SAOAPRACHE I
(ROIBOPERD PLAKIEL) DOTUEY TPy L TaTl prakUE 3 posnien ) esccaraHodiepa Ty Km0

fdentification of Seifate (chemical complies / A white precipitate is pmdur(d as @ result of the reaction with harium
reaction) / Lienrsgikane eyangsny WALORLIG elloride sobution /3 sBancrnes Glait o b pesyaptis PUasii 3 poesion
{xistinna peassda) DY DT e ———
Tdentificntion of Ascorbic acid (chemizal | complies/ A grey precipitate is produced as a vosult of the chewieal reaction with
reaction) / fnerndixatds ackopGivonol shagoRiu plivie acid asd silver nitrate solution 7 Fssaserncy c;pzm otal B

oy (xisisa peakiiag peanTaTi XUy peariid 3 POREEeN BHEIeT

kis]

ay for fron {1 (titration) / Rihicrnn 98,8 g f a0 L00.0 myg /e $% (98,0 - 1058 mg /) of iron 1 caleulated to me
paricr waisa () (orpysanna) AVEPRGE MEsS oﬁ“im coafed tablet wumm PO OBEHAIE H COpa0
MUY m(vmm pRpCT HRRGBOIO 0BORHRME
KB (45,0 1034

ar re[m,s‘te £ PN GRAIVORYS
RPOMRIOA MOPMINE RHGGIHGCIL!

sssay for Ascorbic acld (titvation} / 506 mg f M 450 - 850 mg f sy O 650 myp { s

pricudt puicT ackopiHonol kiAo of ascorbic acid calculated to the | of aseorhic acid caleulared fo ihe
(erTpyEanag) average mass of film-canted tablets L inerage mass of fihm-eouted tablets
i acxopdinopui KU TR, L ackopinonn RIUCIRYTI,

Ry AACY
BROBAID |

po IPARORAHHE B CCPLUNO MACY | R
rallac R, BRPITOT UUERRQBOE | YA
OBOMITRLAC X )
ot more than 5.0 mg of furrie jon (U a.ﬂ{uhmd I th« av crape mass
visa {HIL porpaxorsi :

conariit 13 oope

HEPIE

Welated subistanceg {UIY -
spectrophotymenyd F Cyupouizan of the film-coured mbh‘ts. TRIR NI IO ISR

aontinigy (YO-CHeRpogo mne pist) 3 mg /oy Ha COpeaio Macy 180 ToK, DXPITIN L RGO OUHAGTHRL

UADHRS 33




Egis Pharmacenticals PLC AT apspsncn st 3anon BV
fegad addross: Pt SO

§106, Badapest, o, Kerestur, 30-38, Hungary [ 1406, 3¢ Byaaneir, oy, Kepecavpl, 3038,
Phong (3611-303-8554, Fuxs (36)-1-803-5850 Vropuuis

et ag Teedon; (38 4, Wanes 618
GU, Kormend, Maryas Kirly ub 63, Hongary tharnria aoper

900, v, Kepreests, v, Mo gipar 65, Yropisam

ADIKAT SIKOCTT No S16K/20257C-TY

L e

CERTIFICATE OF QUALITY / CE

Name of product/ Sorbifer® Durules®, conted medificd release tabliets 320 mg/6v mg, Ne 50 per vial/
Haiisenypanns sperapary:  Coplidiep Jlypyace, TUSACTRIE, BRI OBOAOUKOIO, 3 MO HPIKOBALIM B IBUIBICHINM.
60 e, N S0 v raxoni

Batch No.: / Cepis N

LAMITS S
HOPMI
after fuepes | hour £rojumy:

QUALITY INDICATORS /
FOKASHHKI SKOCTH]

Dissolution (Htraton) [ Possmneiig
{TILrpy BUHEY

=61 % after Fvepes 2 houes S vomngn 45 0

= Y3 ey after /uepen 4 howrs {roune wot Jess than /e senme 689
Average mass 7 Copenng s 1452Fa/v GA4FS g 150 {0,4304 - 0,580 ¢/ 1) .
Uniforsmity of paass / Oauopianicrs s complies / not tess than ¢ srenne FU 560 average nuss / Copeaini Mic ;
BRI 1A¢ not more ten (e Shasuie 10 96 wyerage niass f o
Laoss on drying/ [ ot mave than 7 se dbaane 2.0 %
[Ereasit 5 MEETUDI VMEVIIVRIBIE 1 b i

Microbiolugicat quality® /
Migpogionoriuna suerova®
- Total serobic microbial coui b ot more than /ne diane 10°CF
CTAMCY: £ Saraanie 4uese Gepairax
sipoopraniss (FAMO)

- Total yeasts and moulds count BE st more than { e Giamne 107 CFU/
{TYMO): 7 3araibHe e apRaamus |

miceucnx rpibin (TY MOk

- fscherichia coli: - 0CEFU g/ RYOi 7

Package size and type: camplics / 50 tablets per glass vial § vial in a cardbuard pac

Povastip T 1iia amouayim i xronige Ukrainlan language. / Ho 50 oo iy cransony d o e Loy |

1 KAPTORIHE VIEHOMIT T MABKY BRI YRPETHCBRNI0 MO0

sted per yoar thae ondy every Hith batcl) S Y PR SHBPOIIVER o IBPOGO SIS 1R 1 prntw copri’
Pt
+

* geat @ vegialar 1est - (the first buteh iy g
PR dic K, OIS GUHE O KOUHOT i4

I hercby certify that the above Information is authentic and aceurate. This bateh of product hus been manafactured. including
packagingAubelling sud guality control at the above mentioned recognized site in {ull complignee witls the GMP requirements of the tocal
Regulatory Authority and with specifications in the Registration Dossicr of the manulacturer eountry, The batch processing, packaging
and analysis records were reviewed sud found fo be i compliange with GHEP 7 LUy 5 Dacuiiny 0, 0 HaseIi Hik upopsauin ¢
saeToRiproto 1@ Foruow. Elo sepig BpoayRE Gya0 sHpodacio (HIGHOToDE HAXYBIRHGNAPRY BAHIS) T3 NPORCACHO KOUTROR 1T 05
SHpeERaeril ety ot slanosineeet § mmoernsss HBIT, #esiomnemitsin MiCUesitn perysbrropiing GpUaHo, a Ty LB
A0 cglpaikantiil, e MiCHIReE W« pecoipantiitieny 0okt KpaDIERIoOGInKL, flporoxoal hRPOMOHLTIG, sy RIS 13 sanids fya0
SEHNTO TR BUTHIORIENE widsouinors HET

Datc of signature /
Harat anacang

3, e i
Qualified person /
Knasigrinesana ocoli

Kormend ¢ Kepsiena

dr. Eva Visdrhelyi
Oualified Person

 1F!
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