Docusign Envelope ID: 050918A0-B4AB-4BFC-B0B4-0C4AA4B39CEC

SERVIER (IRELAND) INDUSTRIES LTD.

SERVIER

CERTIFICATE OF ANALYSIS - FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A - TOTOBAS ®OPMA

NORMATIVE DOCUMENT: JII1-Ne(000569)-(PT-RU)-260723
HOPMATHUBHAS JIOKYMEHTALUS: JITT-Ne(000569)-(PT-RU)-260723

NAME / TOPT'OBOE HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IMPEIIAPATA

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

Jlexapersennas dopuma, nosuposka: Tab/IeTKH, NOKPBITHIE MLTeHOuHO0H 060040, 10 mr + 10 mMr

PRESTILOL®/ IPECTHJIOJI®

MANUFACTURING PRODUCT BATCH NUMBER / CEPUS HEPAC®A

ANALYSIS / TATA AHAJIU3A 12/08/2025

COBAHHOH I[MTPOJIYKIIAHU 2066517

FINISHED PRODUCT BATCH NUMBER / CEPUS TOTOBOM [TPOJIYKLIMUH 771439
ADDRESSEE / TIOJIVYATEJIb RUSSIA / POCCHA
TESTS / MICTILITAHU A SPECIFICATIONS / CHEIIUD®HKALMSA RESULTS/PE3YJILTATBI
Characters / Onucanne Oblong biconvex film-coated tablets of orange-pink color, Passes / Ioareepxcieno

Identification of drug
substances/TToanunnocTs
HPLC or UHPLC / B9KX uau
Y-BIKX

Bisoprolol Fumarate&Perindopril
arginine/ Buconponona ¢ymapar
 IMepunaonpuna aprumus

LC-DAD /KX
CAHOAHOMATPHYHBIM
AETeKTOpOM

Bisoprolol Fumarate/
Brconponona dgymapar
Perindopril arginine/
[Mepunnonpuna aprunun

Average mass / Cpeaunsnia macea
TabaeTox
Assay / Koanuecreennoe
onpefeneHHe

HPLC or UHPLC / B9JKX uan
Y-B3IKX

Bisoprolol Fumarate/
Buconponona dymapar

Perindopril arginine/
Tlepunonpuna aprunun

engraved with “10/10” on one side and with
on the other side. / [Ipogoarosarsie JBOAKOBEITYKIIBIE
TabNeTKH, NOKPLITHIE MIEHOYHOI 060N0YKOl OpaHKeBo-
PO30BOT0 LBeTa, ¢ rpaBHpokoit «10/10» Ha oxHoit cTopone H
rpasupoBKoil « 3"y ua APYroi cTopoHe.

[T3-emt
=

The retention time of main peaks in the chromatogram of the
test solution should correspond to the retention times of the
main peaks in the chromatogram of standard solution of
bisoprolol and perindopril within the range 0.95-1.05/
Bpemena ynep:xupanis ocHOBHBIX MHKOB Ha XpomarorpamMmme
UCHEITYEMOTO PAacTBOpa AOJUKHEI COOTBETCTBOBATE BpeMEHaM
YACPKUBaHHA IMKOB OUCcONposoaa Gymapara u
NEPHHAONPHAA BPrHHHHA HA XPOMATOrPAMME CTAHIAPTHOr0
pacTBopa B npeaenax 0.95 -1.05

UV spectra of Bisoprolol fumarate and perindopril arginine in
the test solution and standard solutions should be match /
YO-cnektp mornowenus  Guconponona thymapata wu
TICPUHIIONPHIA APIHHWHA B HMCHBITYEMOM M CTAHIAPTHOM
pacTBOpax JA0/KHE! COBMANATE

235,9 mg / Mmr—260,7 mg / Mr
(248,3 mg / Mr + 5,0 %)

9.50 mg / Mr— 10,50 mg / mr
(from 95% to 105% of declared content) /
" (o1 95 10 105% ot 3asBienHoro COJIEpKAHIA)

9,50 mg / Mr— 10,50 mg / Mr
(from 95% to 105% of declared content) /
(o1 95 no 105% ot 3asBnenHoro CofiepsKaHmsn)

Passes / ITonreepxaeno

Passes / [Toareepxneno

Passes / [Toareepxceno

248.5 mg / mr

9.77 mg / mr

9.84 mg / Mr
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Docusign Envelope ID: 050918A0-B4AB-4BFC-B0B4-0C4AA4B39CEC

SERVIER (IRELAND) INDUSTRIES LTD. SERV’EI{;’
CERTIFICATE OF ANALYSIS - FINISHED PRODUCT
CEPTH®HUKAT AHAJIM3A - I'OTOBAS ©®OPMA

NORMATIVE DOCUMENT: JII-Ne(000569)~(PT"-RU)-260723
HOPMATHUBHASI IOKVYMEHTALIUS: JIT-Ne(000569)-(PI'-RU)-260723

NAME / TOPTOBOE HAUMEHOBAHUE JIEKAPCTBEHHOI'O INPETTAPATA PRESTILOL®/ MPECTHJIOJT®
Product form, dosage: film coated tablets 10 mg+10 mg
Jlexapceennas dopma, J03MPOBKA: TADMETKH, MOKPBLITHIE MIEHOYHOI obonoukoii, 10 mr+ 10 mr
MANUFACTURING PRODUCT BATCH NUMBER / CEPUA HEPACDACOBAHHOM ITPOIYKLIUU 2066517
ANALYSIS / IATA AHAJIM3A 12/08/2025
FINISHED PRODUCT BATCH NUMBER / CEPUS [ "‘OTOBOM MPOAYKITUM 771439

ADDRESSEE / TTIOJIVYATEJIb RUSSIA / POCCHS

TESTS / UMCIIBITAHU S SPECIFICATIONS / CHELIU®UKALIUS RESULTS/PE3YJIbTATBI

Microbiological quality (skip test) State
Ph. XIII or Ph. Eur./
Mukpobuosnornueckas uncrora (ckun
TecTHpoBaHue) I'® XIII wan Epp. ®apm.
Total aerobic microbial count / < 10° CFU/g — He 6onee 10°KOE & 1 1 Skip Test - Passes
OGee 4Kcno a3poGHEIX MHKPOOPTaHU3MOE

Total yeasts-moulds count / O6uiee 4uco <10* CFU/g — He Gonee 102 KOE & 1 ¢ Skip Test - Passes
JpPOXKEBEIX H IJIECHEBRIX rpUGOB

Detection of Escherichia coli / Absent/g — OreyteTsue B Ir Skip Test - Passes
Ortcytersue Escherichia coli

Validity / Cpok roanoctu 09/2027 Manufacturing date / [lata npouzeoactea 16/04/2025

Batch accepted / Cepus onobpena

Signed by:
_ _ Mickael Byrme 09 September 2025
Analytical Services Manager/ Issue date/
PyxoBoputens ananutnueckoii cyx6n1: Michael Byrne/ Jata Boigaun:
Maiixia Bupu
i I 1
servier {ireland) Indusir ad - Ardow — Co Wicklow — ¥ 14 E284 —Ireland — Tel. +353 402 20 890 =W servier e
Directors: Honi Friedma uguese), Pascal Baraffe (French)

Company Registerad in Ireland MNo.1 17244
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