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Egis Pharmaceuticals PLC

fegal aiddress:

Hungary

1106, Budapest, 5. Keresturd, 30-38, Hunpary
Phone: (36)-1-803-5554, Fax: (3G)-F-R03-5556

actual address:
F165, Budapesl, st. Bekenleidi, 118120,

IAT ®a pyaeariumd 3agoa E1'IC

wpndtma adpeca;

1106, s, Byasneurs, sya. Kepeerypi, 30-38, Yiopuum:
Trachon: (36)-1-303-5554, @axe: (36)-1-803-5556
roxntinng adpeca:

1165, M. Bynanent, ayn. Bexeusdenti, 1 [8-120, Yiomnung

CERTIFICATE QF QUALITY / CEPTU®IKAT SIKOCTI Ne 2645/2024/TA

Name of product/
Halisenynanms npenspary:
Batch No,: / Cepin Ne:

Date of manufactuye: /
Jara pupaGumirea:

Expiry dates /

Hpsaatinit Ao

Number of products in the Batchy/
Kintkicrs nposykuif y cepii:
Bateh release date: /

Hara sunycky cepil:

03.2029.

6 120 boxes 7 yiuasosox

1.0t Lol

Alotendin®, tablets £0 mg/5 mp N2 36 (103} in blisters /
Anotedau, rabnerky no 10 sr/5 mr Ne 30 (10x3) y Gricrepax
218680324
03.2024,

MA No.: / Ne PTH: UA/160901/04
MA expiry date: / uniimited /
Tepsin aff PIT: descTpuxose

Manufacturing lieense No.s /' ML Ne HU-M-EGIS

Ne nivensii na sspofimno;

StrengthiPotency: / 1 tablet contains bisoprolol fumarate 10 mg and amlodipine 5 mg, which
Cuina niffasrupiicrs: corresponds to 6,95 mg of amlodipine besylate /
| 7abnerxka sicTuTh Giconmponony (ymapary 10 Mr i amnoannigy § Mr, o
pianosizac 6,95 M amnoauniny Gecunary
QUALITY INDICATORS / RESULTS/ LIMITS /
TNMOKASHHKI AKOCTI] PESYJIBTATH | HOPMH
Appearance [ Omic complies / Qval, stightly biconvex tablets / Quazbi, Tpoxis anoonyxni TaGruerxn
BiI{I0BIAC
Marking / Mapxynanus complies/ Score line on one side? and MS$ code sTpn on the ather side /
piAnonifue 3 pucxoro 3 oymoro Gowy? | 3 ppanilopannas MS 3 imporo Goky
Colour { Konip comphes/ White or aimost white / Binore alo mafime Gitore konwopy
yignoninnc
Odour / 3amax complies / Odourless / lica nnaxy
nianosinae
DiImension / FPoamip
-~ length / nosxina | complies / about / 6313650 13 mm [ ane
DiAnoBiAC
« witlth / uimpuna | complics / about 7 Gimasko 7,0 nem fma
hinosinac
Identification / Incneidrivards
Identifieation of active substances (HPLC) | complics / The retention time of the mein peaks on the test solution

{ Inetrrishivontin Aiosux povosie (BEPX)

pipnoninac

chromategram must correspond to the retention finte of the main
peaks on the reference solution cbromntogrsm / Yue yrpisynanms
OCHOBHNA NIKIB Ma xpoMarerpawi BHIIPOGDD}?BZ!HOIO pOMMEY MAC
RiNOBIAGTH MACY FIPHMYRAIMA OCHOBHNX HiKiB N3 XpoMavorpasi
PO3UBIY HOPIBKHSLNA

Ideatification of active substances {TLC)/ | complics / The Rf value, colour, size of the mnin spots on the fest solution
Ineumndikanin-nitouns pevosn (TR Ridnoninue chromatogram must correspond to the RF value, colour, size of the
maén spots on the reference solution chromutogram / 3usucung Rf,
Koaip, PoiMip DCHOBUHX NAAM Ma XPOMATOrpaMi nmlpu(‘ DY BRI
poztitsy Mac pignosigars ansucie R, kensopy. poasipy ocnonwix
1IAM HE XPOMOTOUPANAS po3uniin fopinnginun
Assay of active substances (HPLC) / Af release / Hithin the expiraifon date/
Kinuxicunit amier ahoutix penosi (BEPX) fipu sumyesy Hpanigzost mepainy npudamsacmi
hlsoprolol fumarate / Giconponany
hysapny
% | 1004 % 95,0-105,0% 90,0 -105,0 %
mg /s | 10,04 mg e 10,00 mg / s+ 5% 10,00 mg/ mr =10 %; + 5%
(9,50 - 10,50 nig /) (9,00 - 10,50 mg / mr)
amlodipine bestlate 7 asnoauuiny Gecwmar
% 199,2% 95,0 -1050% 90,0 - 105,0 %
mg /| 6,90 mg £ mr 6USmp/are5%h 6,95 mp/fmr-10%;4 5%
(6,61 — 7,29 mg / M) (6,26 — 7.29 mp /a1
Unfformity of dosage units (HPLC)/
Crtopinuicts rosonaix onuains (BIEPX)
bisoprola) fumnarate / Giconponony dymapar | AVie=39 AV 5 15,0 (n=18), If not then / aing ni, To AV £ 15,0
amlodipine besllate / asmozniny Gecsnar | AVie=4,1 (n=30). and for /i ann 30/30: 0,75xM ~ 1,25%M
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Egls Pharmaceuticals PLC

fegul address:

actid address:

Hungary

1106, Budapest, st Keresiuri, 30-38, Hungary
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556

1165, Budapest, st. Bekenfeldi. 115-120,

AT Mapmanenruuinii saeon EI'IC

rapudinna adpeca:

srarmiana edpecas

1106, n. Byaaneury, aya. Kepeerypi, 30-38, Yropuwia
Teaedon: (36)-1-803-5554, dare: (36)-1-B03-5556

1163, v, Byaaneu, oy Berenndwri, 118-120, Yropusnin

CERTIFICATE OF QUALITY / CEPTHOIKAT AKOCTI M 2645/2024/TA

Name of product/
Halvenypanng npenapury:

Alotendin®, tablets 10 mg/5 mg Ne 30 (10x3) in blisters /
Agtorenann, Tabnerke 1o 10 Mr/5 mr Ne 30 (10x3) y Gnicrepax

Batch No.: / Cepis Ne: 218680324

QUALITY INDICATORS / RESULTS/ LIMITS /

NOKAIIMKH SKOCT] PEIVIETATH | HOPMH

Related suhstances (HPLC) / Arrelease / Within the expiration date /

Cynposinai gosimxn (BEPX) Hpu eunyexy Hpoemszos mepsiiy nproemnecmi

Degradation products of Bisoprolol

fumnarate / Hpopysvu serpagenly

Gicoriponony dymapary

-BIS = 1; Imap, L (EP) /B, aldehyde <f,05% not more than / se Giawwe 0,10 % | not more than / ne Ginmne 0,3 %

compound// BIS - I: romimka L (EPY

1B, anbaerinua coomyxa/

- BIS - 2: Imp. K (EP) /B, cster compound/ | < 0,05 % agt move than/ ue Hinkuie 0,J0 % | not move than / ue Ginse 0,5 %

/ BIS - 2: postimka K (EP) /B,

cxnajusnedipita eronykal

Degradation products of Amlodipine

hesitate / TlpoaykTh aerpanaut asnoanniny

Geaiptary

= AML - 13 Impity D/ AML - I: posiwxa D | <0,05% not more than / se H6inpie 0,10 % | not more than / we Ginvie 0.5 %

- AML ~ 2: JAddition compound// AML - | <0,05% not mere than /7 we Gisewe 0,10 % | not more than / ne Giname 2,0 %

2: /nonevronn cuonyke/

Any Identifled impurities of Bisoprolo]

fumarate / Bynw-axi ineusndikosaui

Howistn Siconponomy diysupaty

- Imp A (EP) /Bisoprolol benzylalcohol/ / <0, % not more than/ ne Simvme 0,3 % | not more than/ ve Ginume 0,3 %

Imp A (EP} /Giconipoaon Senasnonudi ennpy/

Any unidentified impurity / 0,06 % net mexe than / ue Sinwue 0,10 % | not mare then / ne Siaswe 0,2 %

Byae-axi neinedridivontu novimkn eachf xoam each/ koxiia

Sum of impurities / Cyma soiurox 0. % not more than 7 se Gisswe 10 % | not more than / ie Glasue 2.5 %

Frlability f Crupanicts 0,0% not more than / ne Gineiee 1,0 %

Averape mass / Cepeana Mica 2953 mpef M 295.0 mg/ M1 5 6 (280,3 — 309,7 me £ 1}

Unlfernity of mass / Omtopinsicrs stacy complies/ not less than / ne memme wix 18/20: average mass J cepeaus macn £ 5 %
Bifmorinac not more than / s Ginwne nkx 2£20: average mass 7 cepejua aaca £10

Y
‘Water content {(by Karl Fischer’s method) f | 3,7 % not more than f se Giauire 7,0 %

Buicr soan {aa metoson Kupan Ginepn)

Dissolution (HPLC) 7 Pesuntetms (BEPYX)
biseprolel fumarate / Giconponony dysmapar

amlodipine besilate 7 asmonuning Geelar

99~ 102 %
Xe=101 %
06~ 1009%

not less than /aie menme 75 % (Q) /£ 30 minntes / xnioin

nat less than / ne mewme 75 % (Q) 7 30 minntes / xpnmy

Poawip i Tetn tnoxynanns:

Xa=98%
Microblological quality! /
MixpoGisaorivia unecroTa'
- Total aerobic microbinl count (TAMC)/ | < 100 not mare than / e Sinewe 10* CFU/g/ KYOR
IAraAKiE KiNLKICTh 2epoBHIX CFUg/ KYOn
sikpoopranizsis (TAMC}
- Total combined yeastsfmoulds count <10 not more than / ne Ginure [V CFURS KYORe
(TYMC) 7 sarantia kinukicts apisvoxoanx | CFU/g f KYOfr
Ta nafensany rpuGin (TYMQ)
- Escherichia coli complies / ahseace in 1 g/ niacytiicnn 11
nianesinac
Pachape size and type: / eomplics / 10 tablets per biister; 3 blisters per cardbonrd box with Ukrainian

Bismoniane

labeling / Mo 19 rGnctor y Ghictepi; no 3 Baicicpn o xoprowmdil
Yuakomii 3 Mapkynaltiass YRDAIHCAR0I0 MOUQIo

! Skip dest (the first three batehes, then only cvery MWth, but at least one batch s tested annually) 7 Heperyaspre BpODyBBINEE (A4 nepums
1peoX eepifl, oM s somuot 10-F cepil, ane monnfimemue agim cepin na PiK)
? Qnly to miake it casier to sseailass £ Topue snm 1070, 1106 Gyno nertie NPOKORTHYTH

UAT422_2.)
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Egis Pharmaecuticals PLC AT shapaaucoTianit 1msoa EI'IC

5 legol address: opding adpeca:

i d 1106, Budapest, s1, Kenesturd, 30-38, Hungary H106. M. Bynanewst, sy Kepeoiypi, 30-38, Yropeoina
E@gg Phone: (36)-1-803-5554, Fax: (36)-1.803-5556  Traedon: (36)-1-803-5554, are: (36)1-R03-5556

actial acklress: f(m.\-mu Wit dapeea; i .
1165, Budapest, st. Bekenfeldi, 118-120, FG5, a1, Bynanewy, syn. Bexenndioayi, 118-120, Yeepauim
Hungary

CERTIFICATE OF QUALITY / CEPTHMKAT AKOCTI Ne 2645/2024/TA

Name of product/ Alotendin®, tablets 10 mg/5 mg Ne 30 (10x3) in blisters /
Hailseiysanus npenapary: Anorennnn, Tadnetky no 10 mr/5 Mr Ne 30 (10x3) y Bnicrepax
Batch No,: / Cepin No: 218680324

I heveby certify that the ahove information Is authentle and nccurate. This batch of product has been manufactured, Including
packagingAabelling and quality control at 1he above mentioned recognized site in full complanee with the GMP reguirements of the
local Regulatery Authorlty and with specifications in the Registration Dossier of the manufacturer counfry, The bateh precessing,
packaging and annlysis reeards were reviewed and found to be in compliance with GMP 7 ilnst & acoiayie, wo wsocacia nHme
intdiopssanin ¢ rocTonipioio T3 Youn0K, Lo Cepio npoayKILT Gyno sipeBaeHD (RkINoaR HAXYRINHRMAPRYRANHA) T8 NpONCCHO KonTpons,
TiAkacri iia snuesasiascHill annued y nosuili nimonianocr) 3 sisorasi HBIT, seraimnaciin icHenus PeryIATOp!HA OPranos, 1 TaKow
BiRt0BiHO 10 eueiiudikouil, mo micrried B pecetpaniiinesy Avene xpaiia-sitpoGituka, [IPOTOXCAN NHPOGHIENR. TAKyRaBHA T0 ouin
Gyno ueperogiyTo TA NCMIOEACHO BianosimticTs HB

Dr. Adém Jdnoska

Date of sipnature / "
Jlaru wignnchis Qu’iﬂlﬁed‘_l’emon

)
S 2
Budapest / Byzancuit /H- .01 ,202 G, -~ Qx/!éﬁmrsoﬂf

Knanidironang ocobi

Egls Pharmaeoutienls PLC
BEdnpm-‘ Hungary %Bﬁ
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