Certificate of Analysis/
Ceptndikar aHanisy

N

Product name/ CARDALIS M 30T Batch number/ 169B3A
HaszBa npoayKTy KAPOANIC M 30T Homep cepii
Presentation/ 30 tablets Manufacturing date/ 10/2025
NMpezenTauin 30 TabneToxk [laTta BUroTOBNEHHA
Code list / C63520S Expiry Date/ 10/2027
Koa npoayKTy MpuaaTHui ao

Tests/ [ocnifg>KeHHRA Specifications/ Results/

Hopmwn Pe3aynbratu

CHARACTERS/NOKA3HWKH

Appearance/ 3oBHIWRIA BUrNAA *

Oblong brown scored tablet/
Mpopoerysata KopU4Hesa TabneTka 3
po3alneadow G0po3Ho

COMPLIES/ BIANOBIAAE

Average mass/ CepeaHa maca: 286.9- 317.1mg/ 303.5
286.9 - 317.1mr
Sizes/ PoaMipu:
- Length/ OQosxwura 13.0 - 14.0 mm/ 13.6
13.0 - 14,0 MM
- Width/ Wupura 5.2 - 6.2 mm/ 5.7
5.2 - 6.2 MM

IDENTIFICATION/ TIAEHTU®GIKALIA

Spironolactone (HPLC/UV diode array)
CnipoHonakToH (BEPX/Y® piogHo-
MaTpUHHKIA AETEKTOP)!

Rt of test substance concordant with
the Rt of reference substance and UV
spectra superimposed/ Rt
AocninxysaHol peyosuHK cnienagac 3
Rt gocnigxyBsaHol pe4osuHu Ta
HaknageHnMmn Yd-cnexrpaMu

COMPLIES/ BIANOBIOAE

Benazepril (HPLC/UV diode array)
Bexazenpun (BEPX/YD pioaHo-
MarpuMuUHUiA AETEeKTOP):

Rt of test substance concordant with the
Rt of reference substance and UV spectra
superimposed/ Rt gocnigxysaHol
peyoBuHW cnisnanae 3 Rt pgocnigxysaHol
PEUOBUHW Ta HakNaaeHuMKu YO-
crneKrpamu

COMPLIES/ BIANOBIOAE

TEST/ AOCNIAXKEHHA

Uniformity of dosage units/ OaHopiaHicTR
OAWHUUL A03YBAHHA!

Complies to Ph, Eur. 2.9.40/
Bianosinac €sp.®apm. 2.9.40

COMPLIES/ BIANOBIAAE

Bedazenpuny riapoxnopua: (oamHuul
AC3YBAHHA)

Lonycrume 3Hauerns <= 15.0

Spironolactone: (dosage units)/ Acceptable value <= 15.0/ 1.7
CnipoHonakToH: (04dvHWLI A03YBaHHA) Aonycrume 3HayenHs <= 15.0
Benazepril HCL: (dosage units)/ Acceptable value <= 15.0/ 2,5

Subdivision of tablets/ Nogin TabneTok:

Complies to Ph. Eur. 0478/
Bianoeinac €sp.®apm. 0478

COMPLIES/ BIANOBIAAE

Water content (KF)/ Bumlcr soau (KF):

<=3.0%

2.1

Dissolution test/ TecT Ha POIUMHHICTS:

Complies to Ph. Eur. 2.9.3.1 (with Q
= 75%)/ Bignoseigae €sp,Dapm.
2.9.3.1 (Q = 75%)

COMPLIES/ BIANOBILAE

F

min/

- CepeaHe 3HadeHHn beHasenpuny
FAPOXNopMAY, WO PO3YMHRAETLCS 3a 30
B

Ards oLUTE A\
-Mean of Spironolactone dissolved in 45 = 75% TogH LAMIL )
min/ * IMANY VKPATHA
-CepeaHe 3HaYEHHA CNIPOHONAKTOHY, WO TS
PO3YMHAETECA 38 45 X8 .

- Mean of Benazepril HCI dissolved in 30 >= 75 Y ; 96

This undersigned certilics tHis 5 » True ¢opy of the resuits of tests and esseys/ XTo nignucascn 3acaigyvye, wo ug AlicHa konia peayauratio TecTla Ta ananiais
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Product name/ CARDALIS M 30T Batch number/ 169B3A
Hazea NpoayKry KAPOANIC M 30T Homep cepii
Presentation/ 30 tablets Manufacturing date/ 10/2025
MpeseHTauin 30 tabneTok [laTa BUroTOBNEHHHA
Code list / C635208 Expiry Date/ 10/2027
Kopa npoAaykKTy MpuaaTHMA 20
Tests/ [focnipyxeHHA Specifications/ Results/
Hopmwu Pe3ynbratH
ASSAY/ BMICT
Spironolactone/ CnipoHonakioH 38.0 - 42.0 mg/tablet / 40.2
38.0 - 42.0 mr/TaGneTky
Benazepril HCI/ Bexasenpun 4.75 - 5.25 mg/tablet/ 4.96
rApOXNODUA 4,75 - 5.25 mrfrabnetky

Degradation products (HPLC) of Spironolactone/ MNpoaykTy aerpapauli (BEPX) cnipoHONaKToHY

Canrenone/ KanvpeHoH <=1.0% 0,0
Unknown (each)/ He sctavosneHi (Bci) < 1.0 % 0,0
Total/ 3aransHa KinskicTe <=10% 0,0

Degradation products (HPLC) of Benazepril HCI/ Npoayiiv perpagauil (BEPX) beHasenpuny riapoxnopugy

Benazepril HCI Impurity C/ JNomiwky C <=1.0% <0,0
GeHaszenpuny riapoxnopuay

Benazepril HCI Impurity Ef Aomiwwkm E <=1.0% < 0,0
GeHaszenpuny riapoxnopuay

Unknown (each)/ He scradoened! (scl) <1.0% < 0,0
Total (including HCI impurity C)/ <= 1.0% < 0,0
Becboro (BKAKOYaO4M pomiwkn C

rizpoxaopnay)

This bateh has been tested In reference to the dossier in force and has been found to meet the specification requirem/ Lia
cepis Syna npoTecTosaHa BiANOBIAHO A0 YMHHOMO AOCHE | BU3HAHE TaKoIo, WO BiANoBiAaE Bumoram cnelndixkauil

COMPLIES ACCEPTED by Audrey MOREL / Oapi Mopene

Release date 05/02/2026 CXBANEHO Qualified Person/ ¥noériosakera ocoba

R

The undersigned certifies this 1s a true copy of the results of tests and assays/ X1o nlankcancs sacalauye, wo ue AldcHa konls peaynwTatio TecTin Ta avaniale
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