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CERTIFICATE OF QUALITY / CEPTHOIKAT SIKOCTIE Ne 3616/2024/LM

Name of product/

Haftscuy pavis ipeaapay:
Batch No.: / Cepia N

Date of manufacture: /
Jara mpolig s

Expiry date; /

Hpnaarnit go:

Number of products in the Barehy/
Kiapgicrh ppoayrudi y cepil
Batch release dater /

Java wunyery cepif:
Strength/Potency: /

Caaa givvaxrnsuicny

s

-
1 tablet contains biseprelel fumarate 3 mg and amledipine 10 mg, which
corresponds to 13.9 mg of amiodipine besylate /

06.2029,

12000 boxes £ yoanneox

4

A

AN

Alotendin®, tablets 5 mg/10 mg Ne 30 (10x3) in blisters /
AnoTermin, rabrerky no S Mo 10 sr N 30 (10x3) y Gnicrepax
3391 A0624
06.2024.

MA No.o /N PIT: UA/11609/01/03
unlimited /
BEICTPOROBE

Mi. Ne HUSM-EGIS

MA expiry date: /

Tepain aif PIT:
Manufacturing Jicense No.t/
No ginenait na supoliuurm:

=

1 taGserka micrurs Giconposony dymapary 3 Mr i amaoauniny 10 sy, wo
pianosigas 13,9 Mr astaoanniny Sccunaty

BLAGOBLAC

QUALITY INDICATORS/ RESULTS/ LIMITS /

TTOKAINRKHY HKOCTT PESVIILTATH HOPMH

Appearanee [ Qe complies / Hound, fiat tablets with a bevel 7 Kpyrai, romcki 3 gacxono rabaerc

. BIANOBLIAC

Marking / Maprypaun vomplies / Seare line on one side® and MS code sign on the pther side/
BiANORIIRAL 3 prekoio 3 oaoro Sory? {3 rpanbosass MS 3 inororo Goxy

Colour { Konip complies / White or almost white 7/ bizoro abo saibke Gliore somopy

Qdour/ 3anax

complies/
Bimoniaac

Odourless { bey sanaxy

Dimensi / Powip
- digmeter / atanerp

complies /
BEATIOBIAT

about / Sawipre 10 mm £ ux

Identification / Licutdixanis
Identification of aetive substances (HPLL)
{ Taenradixais Aioaux perosin (BEPX)

tdentification of active substances {T1LC)Y/
Laensdrixama o pesosin (TIUX)

complies /
BAROBEIRYT

complies /
FERT IR

The rcrention time of the main peaks on the test solution
clirematogram must correspond to the retention time of the main
peaks on the reference solution chromatogram { Yac yrpasmysanis
GCHOBHITK KR #a XpOMATOrpasi BUnpodoRyBRHOTO POTHHIY M
BLACORLANTH NACY YIPHMYBAIMS OUHOBHAX iKin 413 NPOMATOTpRIMi
POHY SOPIBHIHITT

The R value, colour, size of the main spots oo the test solution
chromatogrant wmust correspond to the R vadue, colour, size of the
main spots on the roference solution chromatogranm / Juaseins Rf.
ROSD, PUAMIP DCROBHRX TUHY 181 Xpos@Torpasi inpolosysaoro
pouy Mac sianoriaam asaveitino RE keswopy. POIMIPY OCROBHKK
VEASIM B XPOMITOFIMAX DOSURIIR ROPIKRAIIG

Assay of active substanees (HPLC) /
Llanxicnni vaier Aiounx pesoritt (BEPX)
bisoprolol fumarate / Siconposiuy
dvmapart
%

my /e

amlodipine besilate £ ascioanniny Geenan
“%

mg /Mo

98,7 %
4593 mg f wr

98,2 Y
L3606 mg/ sy

Within the expération date/
Hpungeost mepaing npudamnocati

At refease/
Hpie suryesy

GO0 - 1050 %
S.00 mg far 10 %+ § %
(4,50 - 525 mg/w)

950 - 1050 %
5,00 mg /g 5
(4,775 5.25 mg 7/ we)

95,0 1050 %
1390 mg /v % 5 %%
(13,21 -~ 1459 myg { w1}

90,0 - 1050 Y
13,90 mg /s 10 %0 < 3 %
(12,51 ~ 14,59 mg £ mr)

Uniformity of dosage units (HPLOY/
Chnoplasicrn aosomannx o (BLPX}
hisoprolal fumarate / Gicouponnay qiyMapit

anrlodipine besilate £ avaouminy Gecnagy

AV 4.2
AV 6,3

AV % 15,0 (22 107, 1f not then f gxino w, 15 AV £ 150
(0 = 303, and for /1 uim 3030 0,782M - 1,25#M

UAOS2] 2

173



Epis Pharmaceuticals PLC AT Wapsanenywanil wsos EVIC

degal tddlress: KO Qop i

1106, Budapest, st Keresturd, 338, Hungary 1166, 8. Byaanenrr, sy Kepeetypd, 3018, Yiopoaa
Phone; (361-1-803-5554, Fax: (363 -803-5586  Teacqon {363 1-503-5534, dDare: (365-1-803-3556

wetual address: ihaxmeng JopeCa;

1163, Budapest, st Bokentelds, 118-120, 1163, s, Byaanciur, syx. bevensdeaat, 118-120, Vropuusms

Hungary

CERTIFICATE OF QUALITY / CEPTH®IKAT SIKOCTI Ne 3616/2024/L.M

Nume of product/ Alotendin®, tablets 5 mg/10 mg Ne 30 (10x3) in biisters /

Haliseny nanist npenapary: Anorenunsn, rabrern o § s/ 10 mr Ne 30 (10x3) y Gaicrepax

RBatch No.: / Cepis Ny 3391A0624

QUALITY INDICATORS/ RESULTYS/ LIMITS ¢

THOKASHHKW SKOCTE PEIVILTATH HOPMH

Reluted substances (HPLCY/ At release / Within the expiration dute/
Cynpopig qomimgr (BEPX)Y Hhne gunvesy Hpamacos mepuing apudaniocmi

Degradation products of Bisoprolol
fumarate f Tpoaywey aerpiaauif
Sicorposoay Py vapary

- BIS ~ 1 Tmp. L (EP) /B, aldebyde ESROR R0t more than / we Hianhe 0,10 % | not more than / ke Glare 0.3 %
compound/ / BIS - [ aossinxa L(EP
/B. ampacriaka coonykal

CBIS - 2: Fmp. K (EP) /B, ester compounad/ | <005 % ot more than / se Suue 0,50 % | not more than / ue Gisbue 0.5 %
/ BIS - 2¢ qosimxa K (EPYHB,
cxamansedipHx cHOAYRE

Degradation products of Arlodipine
besilate / {Tpoaysts Aerpaianii aaiomsiny

feciaary
< AML -~ 1: tmpity D/ AML - 12 aosinka D | <005 % Aot wore than / ne Slapne 010 % | not more than / we Sinune 0.5 %
< AML - 2: JAdditlon compound/ 7/ AML -~ | <005% Aot more than / we Giasme 0,10 % | not more than 7 we Sinpue 2,0 %

Z: /n0A8TKOBY CHOAYRE/

Any identified impurities of Bisoprolal
fumarate / Byab-axi Lacnouisonani
oMk Gicouponoay GyMapary

- jmp A (EP) /Bisoprolol henzyinlcohold/ 0.1 % not more than ! ne Glasae 0.3 % ot more than 7 we dianine 3,4 %
imyp A {EP) rSiconponon Gewsromsdi cnnpre!
Any upldentified impurity / < 0,08 % ot mrare than ¢ sie Gianwe 0,10 % | oot more than /e Giznaie 0,2 %
By anenxi seiacrrdironani gonikn each! xamua cachf somna
Sum of inipurities / Cysi oMok < A), ) By not more than / se Suiewe 1,0 % nnt more than /£ ge Biavie 2.5 %
Friabhility / Crupasicm 00 % not more than 7 ue Biavwe 1.0 %
Average mass / Cepesus miaca 2038 myg /sy 2950 mp /My 5 % (280,31 - 309,7 mg / s}
Uniformity of mass / Oanopiaicns wacn complics / 1ot Toss Lhan £ 1le senmie gia 18720: average mass / copeand macn & 5 5%
WANORIEE ot more than / we Glapme whi H average mass [ cepein waea £10
Ya
Water content (by Kari Fischer's method}/ | 3.6 % not more than / He Suieme 70 %
Bariey soan G serogos Kaprs @intepa)
Dissolution (HPLC) f Posussieise (2PN
bisoprolol fumarate / Giconpotoay hysapur | 95 - H1% nof fess thin 7 xe e 75 % (Q) 7 30 minutes £ xpivin
Xow 9%
amfodipine besitate / merompiny Geemiae [ 93 - 101% not fess than / ne senie 75 % (Q) 4 30 minutes / cuin
N 99%
Microbiological quality*/
Mixpoficaorima smeron’
- Total agrobic microbial count (TAMC)/ < 100 it mare thaw £ ne Stanare 107 CEUg 1 KYOY
FarasoHa KUKICTs gepodns CFUig / KYOr
sebepoopranisvin (TAMC)
- Total combined yeasts/moulds count “ 10 At mare than / ne Gise 107 CFUR FKY O
CFYMO) £ sarasna kiankicn, apicekomies | CFUfg s KY O
va fcticugnis rpritin (TYMCO)
< Bscherichia ool camplies/ absence in § g/ siacythictnn by
) BLRIOBIE
Package size and type: / comyplics / 10 tahlets per blister; 3 blisters per cardboard box with Ukrainian
Poaatip § 100 BUKYRISHI aLwoRiAar labeling / 1o 10 tabuerox y Saderepi; no 3 Gaicreps s Kapromit

VIIKORU 3 MAPEY BRI, VEPRIICHELG SOBOKO

! Skip test {ihe first three hatehes, then only every ek, but at least one batch is tested annuadly) / Heperyagpie suapoty namia (U mepau
rpEOX Cepit, noTi U koskiel LW cepld, ane monalsensie o/t Cepin 1 pix)
LOnly to make it easier tp ywallos £ Jheie was Tors, T Gy.a0 OIS BPOKOETIYTH

/3
UA421 21



Egis Pharmaceuticals PLC AT Papmasearusanii aswo EFIC

fegad aildress: OPHOEING ORI
X 1106, Budapest, st Keresturi, HEI8, Hungary 1106, 8. Byaanewrs, sy Kepeerypl, 30-38, Yropuguy
&‘G gﬁ Phones (363 18035554, Fax: (36)1-803.5556  Teaedpons (36)-1-803-5554, dhawe: (36)-1-803-5556
| avtual uddriss: aaxpul Q0.
1168, Budapest, st. Bekenfelds, 81210, 1165, st Byasoeuwr, sya, Besenpenal, 118120, Yropmunna
Hunpary

CERTIFICATE OF QUALITY { CEPTHGIKAT SIKOCTE Ne 3616/2024/LM

Name of product/ Alotendin®, tablets 5 mg/10 mg Ne 30 (10x3) in blisters /

Haimeny Banis npenapary’ Asorerms, Tabnerra no S /10 Mo Ne 30 (10x3) y Gaicrepax

Batch No.: / Copis Nt 3139140624

Date of manufacture: / 06.2024. MA Noo: /N PIE UAAT609/01/03
Hava mupoGuiasi:

Expiry dater/ 06.2029. MA expiry date:/ unlimited /

Pipiaar sl ao: Tepsin uit PIT: FEICTPOROIE
Number of products in the Barch:/ 12000 bexes / ynakonos Manufacturing icense No.: /. ML Ne HU-M-EGIS
Kiavkicrs nposykuii ¥ cepil: Ne sivenaii s supoburso:

Batch velense dute: / SN [

Jlava wuiyeRy cepii GL. 4o Bl

Strength/Potency: / 1 tablet contains bisopralol fumarate 5 mg and amlodipine 10 myg, which
Cyia AitarrnBiicTn: corresponds to 13.9 mg of amlodipine besylate /

| 1abaersa MicTiTe Giconponony ymapary 5 amr i amaomunivy 10 mr, wo
pianonigac 13,9 M asaoanniny Gocnnary

QUALITY INDICATORS / RESULTS / LIMITS /

TIOKATHUKH HKOCTT PEIYIILTATH HOPMH

Appearsnec f (e complies / Round, fiat tablets with a bevel 7 Kpyroti, maacki 3 dackoro rabaeris

sanopizme

Marking / Maprynais complies / Score line on one side* and MS code sign on the other side
BLAORLANC 3 pUCROIO 3 OIAIOTD Goky’ 13 rpasimonansy MS 1 inmroro GOy

Colour / Konip complies / White or abmost white 7 bisore abo malbxe Ginoro somsopy
BLAROBLRC

Odour/ Jaax complies / Odourless / Bes sanaxy
sianoniane

Dimensi / Poasip complies / about / dimeke 10 num £ M

- dinmeter 7 iaverp | BANORLABC
Identification ¢ Laenmudivauin
tdentification of setive substances (HPLC) | complies / The retention time of the main peaks on the test solution |
{ Taewrdixangs Joans pevosiy (BEPX) BLABORIABC cliromategram must correspond to the retention time of the main
peaks on the reference solution chromatogram { Yae yrpusmynamis
GCHOBHIX THKID HA xposarorpasi snopoGonyBanoro posiiony Mal
BLALORLITH w0y YIPHMYBAEE OCROBIGIX KIS sposarorpami
POFHIY ROPIBIBIHILE
Identification of active substances (TLCY/ { vomplies/ The Rf value, eolonr, size of the main spots an the test solution
Lien madixauin aionis pesomnd {TIIX) sianeine chromatogeam must corvespond (o the Rf value, colour, size of the
maln spots on the reference solution chromatogram / Suayenns R,
ROSTip, POIMIP DUROBIKX TUHM FR NpOMBTOIPaMi BUIPOBERYBAHOTO
pruiny Mae piarosba sraecnma RE soabopy, POIMIPY OEHOBHUX
TS B XPOMTOTRSE POk ROPMBUSHIL

Assay of active substances (HPLC)/ At release/ Within the expiration dufe’
Kianxicii paicy aiosox pevostn {BEPX) Hpu sunmyery HIpcunnoost Mepasing HpISENHOCal
bisoproloel fumarate { ficoupoany
hysapat
O 98,7 % 95,0 - 105,00 % K0 - 108,0 %
mg v 493 mgfar 5,00 mg a5 Y S00mg s vr 10 %+ 5 %
(4,95~ 3.25 mg f ae) {450 525 mg / wr)
walodipine besilite / asutoaminy Geenar
%1982 % GR0 - 1050 % GO0 - 15,0 %
mg /Ml 166 mp/wr 13.90 mg { Mok § % 13,90 vag 7/ me 1D % v 8 %
(13,20~ 1459 mp { w1} (12,31 - 14.59 mg / M0}

Uniformity of dosage units (HPLCY/
CRopiaierh J0I0Ramen outtn { BHPX)
hisoprolol fumarate / Divonposouy quesapat AV 6.2 AV % 15.0 000 100, 1€ not then /£ sxra ui, vo AV 2 15,0
anvodipine hesilate / ascsoumisny Gecivay (1= 30, wnd for /1 aam 30:30: 0.78xM -~ 1,.25%M
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