Docusign Envelope ID: C9FF75D8-7F75-4811-92D0-72A31E7AAA3S

SERVIER (IRELAND) INDUSTRIES LTD. SERVIER

CERTIFICATE OF ANALYSIS - FINISHED PRODUCT
CEPTHU®OUKAT AHAJIU3A - TOTOBASI ®OPMA

NORMATIVE DOCUMENT: JITI-Ne(000569)-(PT-RU)-260723
HOPMATUBHAS JIOKYMEHTAIMS: JITII-Ne(000569)-(PT-RU)-260723

NAME / TOPTOBOE HAUMEHOBAHUE JIEKAPCTBEHHOT'O [TPEITAPATA PRESTILOL®/ IPECTHJIOJI®
Product form, dosage: film coated tablets 10 mg+10 mg

Jlexapctrennas dopma, 103upoBKa: TABAETKH, NOKPBITHIE IICHOYHOI oGoaouxoii, 10 mr + 10 mr
MANUFACTURING PRODUCT BATCH NUMBER / CEPUSI HEPACOACOBAHHOM ITPOAYKLIHH 2065474
ANALYSIS / TATA AHAJIM3A 23/05/2025

FINISHED PRODUCT BATCH NUMBER / CEPUSI TOTOBOM INPOAYKILIUHA 767440

ADDRESSEE / [TIOJIVUATEJIb RUSSIA /POCCHA
TESTS / HCIIBITAHHS SPECIFICATIONS / CHEITHOUKAITHSA RESULTS/PE3YJbTATBI
Characters / Onmucanue Oblong biconvex film-coated tablets of orange-pink color, Passes / [loareepixaeto

engraved with “10/10” on one side and with
“%577 on the other side. / [Ipononroearsie JBOAKOBBIYKIBIE
TabMeTKH, MOKPHITEIE MIEHOYHOH 060T0uKol OpamKeBo-
PposoBoro nBera, ¢ rpasupokoit «10/10» Ha ogHo# cTopone u
rpaBupoBKoil «*57y Ha Npyroii cTopoHe.

Identification of drug The retention time of main peaks in the chromatogram of the Passes / [loareepskmeno
substances/TlognuutocTs test solution should correspond to the retention times of the

HPLC or UHPLC / B3JKX niau main peaks in the chromatogram of standard solution of

Y-BIKX bisoprolol and perindopril within the range 0.95-1.05/

Bisoprolol Fumarate&Perindopril | Bpemena yaep:xnBanns 0CHOBHBIX ITHKOE Ha XpoMarorpamme

arginine/ Buconponona gymapar | MCTIEITYEMOTO PacTBOpa JOMKHE! COOTRETCTROBATD BpEMEHaM

o [epunonpuna aprunus YOepKHBaHHA ITHKOB OHconpoona gymapara u

MEPHH/IONPHIIA ADTHHAHA HA XPOMATOTPaMMe CTaHAApPTHOro
pacTBopa B npefenax 0.95 -1.05

LC-DAD /KX UV spectra of Bisoprolol fumarate and perindopril arginine in

CAHOAHOMATPHYHBIM the test solution and standard solutions should be match /

JeTEKTOPOM Y®-cnexktp nmornomenns Gucomponona dymapata m Passes / [loareepxaeno
Bisoprolol Fumarate/ NEPHHJIONpPHIA APTHHMHA B MCHBITYEMOM H CTaHZAPTHOM

Buconponona ¢gymapar PacTBOpax JOJKHEI COBIAJATE

Perindopril arginine/ Passes / IloaTeepxaeHo

[lepunaonpuna apruHuH

Average mass / Cpeansia Macca 235,9 mg / mr - 260,7 mg / mr 246.9 mg / mMr
TabneTok (248,3 mg / mr + 5,0 %)

Assay ! Koan4ecTBennoe

onpeaeneHne

HPLC or UHPLC / B3KX uau

Y-BKX

Bisoprolol Fumarate/ 9,50 mg / Mr— 10,50 mg / Mr 9.78 mg / Mr
Buconponona ¢ymapar (from 95% to 105% of declared content) /

(ot 95 10 105% OT 3a4BIEHHOTO COLEPHAHHMS)

9,50 mg / Mr— 10,50 mg / Mr 10.07 mg / mr
(from 95% to 105% of declared content) /
(ot 95 mo 105% ot 3as4BIEHHOr0 COACPKAHHA)

Perindopril arginine/
[Mepunmonpuna aprunmns

Servier (ireland) Incustries Lid. - Gorey Road - Akdlow — Co Wicklow - Y 14 E284 — lreland — Tel. +353 402 20 BO0 - www servier e
Directors: Hani Fiedman Bouganim {Portuguese), Pascal Baraffe {French).
Company Registered in Ireland No. 117244
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CEPTUDOUKAT AHAJIU3A -TOTOBAS ®OPMA

NORMATIVE DOCUMENT: JITI-Ne(000569)~(PT"-RU)-260723
HOPMATHUBHAS JIOKYMEHTAIMSL: JITI-Ne(000569)-(PT-RU)-260723

NAME / TOPI'OBOE HAUMEHOBAHMUE JIEKAPCTBEHHOTIO ITPEITAPATA

Product form, dosage: film coated tablets 10 mg+10 mg

Jlexapcreennan gopma, 103upoBKa: Ta6NeTKH, MOKPBITHIE MIenounoil 06onoukoit, 10 Mr+ 10 mr

PRESTILOL® MPECTHJIOJI®

MANUFACTURING PRODUCT BATCH NUMBER / CEPUS| HEPAC®ACOBAHHOM MPOIYKIIUU 2065474

ANALYSIS / TATA AHAJIH3A 23/05/2025

FINISHED PRODUCT BATCH NUMBER / CEPUS TOTOBOJ ITPOAYKLIMH 767440
ADDRESSEE / [TOJIYYATEJIb RUSSIA/POCCHA
TESTS / HCIIBITAHH S SPECIFICATIONS / CHEHHOHKALTAA RESULTS/PE3YJIBTATHI

Microbiological quality (skip test) State
Ph. XIII or Ph. Eur./
Muxkpobuonornyeckass MMCTOTA (CKHM
Tectuposanne) '@ XIII uau Eep. Papm.
Total acrobic microbial count /

OG1iee uKcno a3pobHLIX MUKPOOPraHM3MOB

Total yeasts-moulds count / O6uiee uucio
JPOHOKEBBIX H IUIECHEBBIX rpuboB

Detection of Escherichia coli /
Otcyrereue Escherichia coli

< 10° CFU/g — He Gonee 10° KOE B 1 T

< 10? CFU/g — He Gonee 10 KOE g 1 T

Absent/g — OrcyrctBue B Ir

Skip Test - Passes

Skip Test - Passes

Skip Test - Passes

Validity / Cpok rognoctnn 07/2027 Manufacturing date / [lata nponzsonctea 20/02/2025

Batch accepted / Cepus ono6pera

Analytical Services Manager/

£ ES T
PykoBoauTe/Ib aHATHTHYECKOM CITYKROBI: Michael ﬁymef

Servier {Ireland) Industries Ltd. - Gorey Road - Arklow — Co Wickiow — Y 14 E284 — Ireland - Tel, +353 402 20 BOO - www.serv

Signed by:

Mickael Byrme

Maiixn Bupu

Directors: Hani Friedman Bouganim (Portuguese), Pascal Baraffe [Franch).

Company Registered in Ireland No. 117244
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