}ZiEP)KABHA CJHYXBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KMEBI

npos. Haui Ceitniunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BHCHOBOK
PO AKICTHL BBE3eHOro B YKpainy JikapcebKkoro 3aco0y

22.08.2024 Nz 42808/24/26

BI-IMIPECTAPIYM® 10 MI'/10 MI'

(HaiiMery BanHs JHKAPCLKOTo 3acoBy 3IAHO 3 peecTPALGHIIM NOCRIICHHsIM)
rabaerkn; o 30 Tadaerox y xoureiinepi jist rabserox; no 1 xowreiinepy B kopooui

(QopMa BHIYCKY, HOSYRIHNS, BHI TIAKY BANHS JIKapChroro 3acoly)

Homep pecerpanitinoro nocsindenns UA/8748/01/04 crpok aif peecrpauiiinoro nocsintenus HeoOMEKeHUH

Cepis nixapcproro 3acofy Ne 745466 Kimskicts sesenoro nikapebkoro sacoby 17553
Bupobuuk Ceps'e (Ipnanpin) Innacrpic Jltn, Ipnawmis
(nadimenysauis BUpoGHHKA NTKAPCLKOTO 3acoBy, KpatHa MOXOAKEHHS)
Breaeno 1 Ypainy Tosapucrso 3 odmeskernolo sinnosinainsuicrio "CEPB'€ YKPAIHA",
igent. kon: 33643340
(naitmenysamis Ta kog sa CHAPIIOY wpnanunol ocoby abo npispuiue, is's, 1o Garhioni Gismunof

ocofu ~ tianpuemig, 11 Micie TPOAKMBANHS Ta pecerpaitifyuil nomep 001ikoBOT KapTied MATHIKA
notarkis afo cepis Ta HOMEp nACIOPTA)

TMporoxon sisyasnsnoroe kourponio sia 22.08.2024 Ne 2858/2.

3a  pesynpraTaMH  EPKABHOIO KOMTPOJNIO BCTAHOBAGHO, uwio Jikapcekuil 3acib  Bseseno B Yipainy 3

JAOTPHMAHHSIM BIMOT 3aKOHOABCTBA WO/10 3a0esneHenHs akocTi Nikaperkix 3acobis.

HauaybHuK I Muxona XOJIOJIEHKO

(rocanosa VS’@ c\‘ﬁ{/‘ féf)‘i@?{wo KOHTPOJIIO) (ninrnac) (ininiami ra npissuine)
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Docusign Envelope iD: 3F34F6F8-23D5-469B-A675-DDCB708C3EF4

SERVIER (IRELAND) INDUSTRIES LTD.

T SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI JIIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Ha3sa
Ta ajipeca BUPOOHHKA

Name of Importer and Address/

Haspa Ta agpeca imnopTepa

Which Consighment of product is
delivered/Buy npoxyKkuii, o OCTa4a€ThCs

Pharmaceutical form/Jlikapcbka popma

Name of the Product/HazBa sikapcekoro
3aco0y

Dosage/Cuna aii

Type and size of packaging/Bux ta po3mip
YTIaKOBKH

Finished Product batch number/Cepis roroBoro
JiKapchKOro 3aco0y

Manufacturing date/JIata BupoGHULTEA
Expiry date/TepMis mpugaTHOCTI
Batch size/KinekicTs y cepii

Manufacturing Licence number/Homep minensii
Ha BUPOOHHULITBO

Registration Number/Peectpauiiine
MOCBITUEHHS

Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)
Inpacrpic JItn

Moneylands, Gorey Road/Mawuinenns, I'ope#
Poyaz,

Arklow/Apkioy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Cepg'e Vkpaina"

41, Naberezhno-Khreshchatytska St./syn.
Ha6epexno-XpemmaTuipka, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaina

Pharmaceutical Product/Jlixapcekuit 3aci6

Tablets/TabmeTku

Bi-PRESTARIUM® 10 mg/10 mg/
Bi-TIPECTAPTYM® 10 Mr/10 mr

10 mg/10 mg / 10 mMr/10 mMr

30 tablets in the container for tablets; 1 container
in the carton box/ mo 30 TabneToK y KOHTeHHEpi
s TabreToK; 1o 1 KOHTelHepy B KopoOili 3
KapToHy

745466

06 2024

06 2027

17,553 Boxes/ynakoBoK
M00068/00001

UA/8748/01/04

Page 1 of 7



Docusign Envelope ID: 3F34F6F8-23D5-469B-A675-DDCB708C3EF4

DocuSign Envelope D: 00552A8C-C17E-48F4-9820-41A279EE11E1
EELEN Y RALEN A

o —

R SERVIER

TRELAND) INDUSTRIES ETD.

Method ref/Tlocunanns na memoo: DTC_S005985_PF_T_C TR_I15051_EN_4.0
Specification ref/ITocunanna na cneyuicayio: D TC S005985_PF_N_SPE_15744_EN_3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-[IPECTAPIYM® 10 mr/10 Mr

Formulation/Jlikapceka dopma:

Tablets containing 10 mg of perindopril arginine (expresse
(expressed as 10 mg of amlodipine)/ TabieTk, 10 MICTHTE
nepuHgonpury) Ta 13,870 Mr amvstomuriny Gecunaty (wo Bigmosigae 10 Mr aMIIOARTIIHY)

d as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
10 Mr nepyHIonpHILY aprisiny (o siytosiac 6,790 mr

Packaging Lot No./Cepist Ne:
745466

726074

Manufacturing Batch No./Bupo6nnaa naprist Ne:

TESTS/TIOKA3ZHUKA

STANDARDS/CTAHIAPTH

RESULTS/
PE3YILTATH

1.Appearance/ 3opninmmii suriasy

2. Identification of drug substances/
Taerrudikamis Xi0uHX peOBHH

-$ 9490 and A 1095 by LC/
niepuugonpun (S 9490) Ta amsonunin
(A 1095) meropom PX

-$ 9490 and A 1095 by TLL/
nepuEonprd (S 9490) Ta aMIoAUIH
(A 1095) meronom THIX

White, round tablet engraved with 10/10 on one face

e i .

and = on the other face/ Binoro xorwopy, Kpyriof

dopmu Taberka 3 TneHentsiv 10/10 3 oproro Goky
Sl

b .
ta 7 3 iHmoro

The principal peaks (S 9490 and A 1095) in the
chromatogram obtained with the test solution have a
retention time similar to that of the principal peaks in
the chromatogram obtained with the reference
solution/ Yac yTpuMaHHs OCHOBHUX THKiR
(NepHHIOTPIILY Ta AMIIOAMITIHY) Ha xpoMarorpami
JOCHIZKYBAHOTO PO3UNHY € IHSHTHYHUM IO 1acy
YTPUMAHES OCHOBIMX IiKiB B XpoMarorpami
POZYKHY HOPIBUAMHS

Main spots (S 9490 and A 1095) identical in position,
colour and size for test and reference/ 'ooBHi TUIAMY
(nepuHAONPHIY Ta AMIIOJFTIEY) LIIeHTHYRL KO
T10JI0KEHHIO, KONLOPY Ta PO3MIpY s
AOCHIIKYBAHOTO PO3UNHY | PO3UUHY THOPIBHAHHS

Complies/ Binnosinac

Complics/Bianoninae

Complies/Binnosigae

Servier (Ireland) Industries LD, Moneylands Gorey Road, Arklow, Co Wicklow. Treland.
Tel: +353 (0) 402 20800 Fax: +353 (0 402 20888
Divectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Compauny registered in Ireland No. 117246

80080 UKR1 V2
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Docusign Envelope ID: 3F34F6F8-23D5-469B-A675-DDCB708C3EF4

DocuSian Envelope ID: -C E L e ami oy T S B O SO o gy g g
uSign Envelope (D: 00562A60-CITE-ASEASER0- ORISR ELAND) INDUSTRIES LTD.

T SERVIER

Method ref/ITocunanns na memoo: DTC_S005985_PF_T_ CTR_15051_EN_4.0
Specification ref/Ilocunanna na cneyudyixayio: DTC_S005 985 PF_N_SPE_15744_EN_3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-IIPECTAPIYM® 10 mr/10 mr

Formulation/Jlikapcobka gopma:
Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate

(expressed as 10 g of amlodipine)/ TaGeTxku, WO MiCTATS 10 MT NepHHIOTPHAILY aprisigy (wo sixnosigae 6,790 Mr
nepuunonpaty) Ta 13,870 Mr amnoauniny Gecuary (o Binoigac 10 Mr aMmIIoAMIiy)

Packaging Lot No./Cepis Ne: Manufacturing Batch No./BupoGraua naprist Ne:
745466 726074
TESTSMIOKA3ZHUKHI STANDARDS/CTAHJIAPTH RESULTS/
PE3YILTATH
3. Average mass (mg)/ Cepemst 197,6 to 218,4 (95 % to 105 % of theoretical mass 0f 208 208.8mg/mr
Maca (mMr) mg)/ 197,6 no 218,4 (95 % no 105 % six TeopeTuiol

macu 208 Mr)

4, Microbiological quality (skip
testing)/ Mikpo®6iosoriuna

umcroTa (exin=recrynas) Total acrobic microbial count (TAMC) / 3arasHa KinbKicTh *Skip Test - Not
European Pharmacopoeia (5.1.4,, aepobunx Gaxrepiii: < 10° CFU/g/ KYO/r Applicable

non-aqueous preparations for oral ) , o
usel Epporieiichka gapMakories Total combined yeasts/ moulds count (TYMC)/ 3aranbna

(5.1.4., neeodni npenapaniu 1A kinbicts rpubis: < 10° CFU/g / KYO/r

nepopansio2o 34CMOCysali) Escherichia coli: absence/! ¢/ Bincymniy 11

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

5. Drug substances content (LC)
(mg/tablet)/ BmicT mirorrux
pevosnn (PX) (Mr/Tadmn.)-
. , o 9,50 to 10,50 (95 % to 105 % of the theoretical content of
(S;)j9()~66/ NEPUHAOTPUITY aprilit | 10 mg)/ 9,50 o 10,50 (95 % no 105 % s TeopeTHIROTO
S 9490-6) ; :

Buicty 10 mr) 10.13mg/mr
9,50 to 10,50 (95 % to 103 % of the theoretical content of
10 mg)/ 9,50 o 10,50 (95 % no 105 % Bix TeOPCTHIHOIO

- A 1095/ ammomuniu (A 1095) mMicty 10 Mr) 9 83ma/
9.83mg/mr

* Skip test/Ckin Tecryparus, Passes/Bizmosinae, not applicable/se npoBOJHBCA

Servier (Treland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: +383 (0) 402 20800 Fax: +353 (0) 402 20888

Divectors: Christinn Bazantay (French), Christian Sauveur (French), John Redmond,
Company registered in Ireland No. 1 17246

80080 UKR1 V2 Page3 of 7




Docusign Envelope ID: 3F34F6F8-23D5-469B-A675-DDCB708C3EF4

DocuSian Envelope ID: 00552A6C-C17E-48F4-9820-41A279EET1ET v 1y 1T A NITYY IR TQSTRIDSQ 1'TT
P ope, v~ URELAND) IND USTRIES LTD.

Method ref/Ilocunanns na memoo: DTC_S005985_PF_T_ CTR 15051 _EN_4.0
Specification ref/Ilocunanna na cneyudixayio: DT C_S005985_PF_N_SPE_15744_EN_3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-ITPECTAPIYM® 10 mr/10 mr

Formulation/Jlikapceka gopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ rabnericu, mo MieTsts 10 MI' nepHuIONPUITY apriminy (o Bianosinae 6,790 Mr
HepuHonpriy) Ta 13,870 M amnoantiny Gecuirary (o Biarosigae 10 Mr aMnoauItny)

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bupo6uuua naprist Ne:

745466 726074

TESTS/ITOKASHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJIbTATH

6. Degradation products
content (LC) (Y% m/m) [
Bwmict npoxyxTis
aerpanauii (romimox)
(PX) (Y% m/m):
- S 9780-1 <0,5 0.10%
-Y32 <0,2 <0.10%
-Y33 <02 <0.10%
-Y 31 <04 0.10%
-Y 174_5 < 0,4 <0.10%
- v 1766 . £0.2 <0.10%
- Any other degradation <0,2 P
) : <0.10%
products/ hynp-sxa Hna
AOMIIKA
- Total content of <2,0
degradation products/
BaranbHKH BMICT AOMIDIOK

0.20%

7. Uniformity of dosage
units for S 9490-6 and A Stage/ Number tested/ Acceptance criteria /
1095 (1.C) (%/1abel Cranis KinpkicTs TabneTox Kpurepii npritusTHOCTI
claim)/ Opnopignicre
NO30BAHKX OJUTH I JIISK S1 10 AV <150%
HepUHAONPHIY aprininy 32
(S 9490-6) Ta amsoxnIiny
(A 1095) (PX) (% BiX 4.1

3asgBienoi Kiipkocri) ,
European Pharmacopoeia 82 +20  (30) AV <150%

(2.9.40.)! €sponckcnka 0,75 M < each unit/koxxua
Mapmaxornes (2.9.40.) omuaAns < 1,25 M

Servier (Treland) Tndustries LTI, Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: +353 (0) 402 20800 Fax: +353 (01 402 20888
Divectors: Christian Bazantay (French), Christian Swuveur (French), John Redmond.
Company registered in Ireland No. 1 17246

80080 UKR1 V2 Page 4 of 7



Docusign Envelope ID: 3F34F6F8-23D5-469B-A675-DDCB708C3EF4

DocuSign Envelope ID: 00552A8C-C17E-48F4-8820-41A279EE11E1 g a— }
S ERSANAAN B B AN S % gw E g &

IRE

LAND) INDUSTRIE

et
PRt

. BERVIER

Method ref/Ilocunanns na memoo: DTC_S005985_PF_ T CTR_15051_EN_4.0
Specification ref/Ilocunanna na cneyugixayiro: D TC S005985 PF_N_SPE_15744_EN_3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-IIPECTAPIYM® 10 Mr/10 mr

Formulation/Jlikapcbka gopma:
Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopri

13,870 Mr aMnoauniny fecunary (o signosinae 10 mr AMITOIHTTIHY)

I) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ taGieTkn, o MICTATS 10 mr nepuszonpuiy aprininy (o sisnosinac 6,790 Mr HEPHEAOTIPIITY) T4

Packaging Lot No./Cepis Ne: Manufacturing Batch No./Bupo6unya maptist Ne:

745466 726074
TESTS/ STANDARDS/CTAHIJAPTH RESULTS/
TTOKA3HHUKHI PE3VJIBTATH
8. Dissolution (1.C) Q =75 % at 15 min for S 9490-6/
(%):/ PozunnnicTn Q=75 % 3a 15 xewoms g S 9490-6
(PX) (%): __
European Stage/ Number tested/ | Acceptance criteria /
Pharmacopecia (2.9.3.)/ | | Cramis | Kinexicre Kpurepii npuitnarsocri
Crporieiichka TabneTox
apmakories (2.9.3.)
S1 6 Each unit is not less than 80 % / 1o
Koxwna oguunns ne merme 80 % 101%
S2 +6 (12) Average of 12 units (S1+82) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepenste 12 ognunms (S1+52)
Ginpme abo sopisaroe 75 % Ta WOHOT OJHHHI MEHILE 60 %
S3 +12 (24) Average of 24 units (S1+52+53) is equal to or greater than 75 %,
no more than 2 units are less than 60 % and no unit is less than
50 %/ Cepemite 24 ommmus (S1+82+83) Gimure 200 JOPIBHIOE
75 %, ne Ginbue gBOX OJIMHUILL MEHIE 60 % 1a wouHol
onnuumui Menuwe 50 %

Servier (Treland) Industries LTD., Moneylands Gorey Road, Arklow. Co Wicklow, Treland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Divectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246

80080 UKR1 V2 Page 5 of 7



Docusign Envelope ID: 3F34F6F8-23D5-469B-A675-DDCB708C3EF4

BocuSign Envelope ID: 00552A6C-C17E-48F4-9820-41A279EE11ET 5y w1y - N T e e o
cousign EvebRe B VIERRIRELAND) INDUSTRIEDS LTD.

Method ref/ITocunanns na memood: DTC_S00598 5 PF_T CTR_15051_EN_4.0
Specification ref/ITocunanns na cneyudpicayiro: DTC_S005 985 PF _N_SPE_15744_EN_3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-IIPECTAPIYM® 10 mr/10 mr
Formulation/Jlikapchka dopma:
Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ TabueTky, WO MICTATH 10 Mr nepumzonpiity aprininy (o signosigac 6,790 Mr HEPUHIONPIITY) Ta
13,870 mr amioguniny Secunary (110 BIINOBiIAE 10 M1 aMITOJUIiHY)
Packaging Lot No./Cepis No: Manufacturing Batch No./Bupo6umua naprist Ne:
745466 726074
TESTS/ STANDARDS/CTAHJJAPTH RESULTS/
IMOKAZHUKH PE3VJIBTATH
8. Dissolution (1.C) Q=75 % at 15 min for A 1095/
(%):/ PozunnnicTs Q=75 % 3a 15 xsunuu gus A 1095
(PX) (%): P
European Stage/ Number tested/ | Acceptance criteria /
Pharmacopocia (2.9.3,)/ Cramia | Kinpkicts Kpurtepii nipuiuaTHocTi
€ppoiteiichka TabneTox
apmaxornes (2.9.3.)
S1 6 Each unit is not less than 80 % /
Koxwa o ue mentie 80 % 99%
S2 +6 (12) Average of 12 units ($1+82) is cqual to or greater than 75 %
and no unit is less than 60 %/ Cepeane 12 omuunus (S1+52)
Ginbuie abo aopisrioe 75 % ta skoxRof oarHRLi Mere 60 %
S3 12 (24) Average of 24 units (S1+S2+83) is equal to or greater than 75 %,
ao more than 2 units are less than 60 % and no unit is less than
50 %/ Cepenne 24 ommmun (S11 §24-83) 6iswire abo gopiBHioc
75 % we Gibie ABOX OIHAI Merte 60 % Ta woxHoT
onunuui menwe 50 %
ANALYSIS / AHAJIIS : 26/06/2024
Batch accepted/ITapTis nmpuiisTa
r—-*DocuSancd by ]
Analytical Services Manager / _wdm % -
Meuemkep [0 KOHTPONIO T4  aHamisy —sKocti mestaecan cwel  Byrne/  Mixacns  Bipue

Servier (Treland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888

Divectors: Christian Bazantay (French), Christian Sauveur (French), Tohn Redmond.
Company registered in Ireland No. 1 17246

80080 UKR1 V2
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Docusign Envelope ID: 3F34F6F8-23D5-469B-A675-DDCB708C3EF4

SERVIER (IRELAND) INDUSTRIES LTD.

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
at the abovementioned site in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

TTuM s 3aCBiaUYI0, MO HaBeACHa BHIlle iHpopMaLis € JocToBipHOIO Ta TouHok0. 0 cepiro
TipoRyKLii 6y10 BUPOOIIEHO (BKITIOUAIOUH NaKyBaHHs/MapKyBaHHs) Ta IPOBEAEHO KOHTPOIL
ii SKOCTI Ha BHINE3a3HAYCHIM MiNBHULI Y TOBHIH piamosinHOCTI 3 BUMoramu GMP,
BCTAaHOBJICHUMHM MICLIEBUM PETYISTOPHUM OPTaHOM, a TAKOX BinroBigHo o criemuikanii,
110 MIiCTATBCA y peecTpaiiitHomy focke. ITpoTokomu BUpOOHHI(TBA, TIAKYBAHHA Ta aHaNiziB
6yJ10 TeperjsiHyTO Ta BCTAHOBICHO pignosigaicts GMP.

Date of batch release/Jlata Bumycky cepii 23/07/24

Name and Position/Title of person authorising the Batch Release/ TpisBuie Ta nocaga/
3BaHHS 0CO0M, SIKA BHIAJA I03BiJI HA BHNYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ BignosinansHa ocoba
[] Ms Ailbhe Wade, Qualified Person/ BingnosigansHa ocoba

[] Ms Carmel Kinsella, Qualified Person/ Binmosizansia ocoba
[] Ms Jenny Quinn, Qualified Person/ Binmosigansra ocoba

K Ms Niamh Ryan, Qualified Person/ Binnosigansna ocoba

DocuSigned by:

Signature/ITlinmue | Niamh Ryan Date/Jlata:

018FCBB610E3401...

23 July 2024

Finished product batch number/ Homep cepii rotoBoro nikapcbkoro 3acoby: 745466

Servier (Treland) Tud
Drgectors: Christan

Page 7 of 7
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Docusign Envelope ID; BF64C370-5E42-49580-B3F5-81A1691B4711

E 33—

mr SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Hasega Ta
anpeca supoOHUKa

Name of Importer and Address/
Hassa Ta anpeca iMnopTepa

Which Consignment of product is delivered/Bug
OPOAYKLLL, IO [IOCTAYAETECT

Pharmaceutical form/Jlikapceka thopma

Name of the Product/Hazga TKAPCHKOTO
3acoby

Dosage/Cuna it

Type and size of packaging/Bux 1a pozmip
YTIAKORKH

Finished Product batch number/Cepis rotosoro
JLKAPCHKOIo 3ac0By

Manutacturing date/[ata rupo6uurrsa
Expiry date/Tepmin MIPHOATHOCT]
Batch size/Kinexicts y cepii

Manufacturing Licence number/Homep ninensii
Ha BUPOOHHITEO

Registration Numbcr/PeccrpaniﬁHe
OCBIYeHHs

Servier iTreiand) Tndustries LTD . Mones

Tel: 33343492

Servier (Ireland) Industries Ltd/Cepr'e (Ipnanais)
Inpacrpic Jltg

Moneylands, Gorey Road/Maninenss, T'opeit
Poyn,

Arklow/Apxknoy,

Co. Wicklow/Ko. Bixmoy,

Ireland/Ipnanpis

Servier Ukraine LLC/TOR "Ceps'e Vrpaina"

41, Naberezhno-K hreshchatytska St./By.
Hab6epexno-Xpematuipska, 41

Kytv, 04070/m. Kuig, 04070
Ukraine/Ykpatzna

Pharmaceutical Product/JTikapcnkuii 3aci6

Tablets/TaGnerku

Bi-PRESTARIUM® 10 mg/10 mg/
Bi-TIPECTAPIVM® 10 mr/10 mr

10 mg/10mg / 10 Mr/10 mr

30 tablets in the container for tablets; 1 container
in the carton box/ mo 30 Tabnerok ¥ KOHTelliepi
st TabreToK; 1o | KOHTCHHEpY B Kopobuyj 3
KapToHy

7483064

07 2024

07 2027

29,280 Boxes/ynakogok
M00068/00001

UA/8748/01/04

vlands Gorey Road, Addow, CoWicklow, Teland,
RO R z
Drvectors: Clhrsstias Bazanay (French). Chrisuas Sawveu

3300148

renchy Jotm Radmood,

Company regsiered in freland Mo, 117244
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Docusign Envelope 10 BF64C370-5E42-4980-B3F5-81A1691B4711

e U ELAND) INDUSTRIES LTI,

T SRR

WEER

Method ref/ITocunanns na memoo: DTC

8005985 PF T CTR 15051 EN 4.0
Specification ref/Hocunranna na crenuddixanio: DTC_S005 985_PF N _SPE 15744 EN 3.0 J

Bi-PRESTARIUM® 10 mg/10 mg/ BI-IIPECTAPIYM® 10 mr/10 mr

Formutation/Tikaperka popma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,750 g of perindopril) and 13,870 mg of amloedipine besilate
(expressed as 10 mg of amlodipine )/ TAOICTRE, 1O MICTETE 10 Mr TICPRUIONIPHIY apridginy (1o signosizae 6,790 wr
ueprHIoupunyy ra 13,870 ar amso/nitiny Gecunary (o Bixmosigae 10 s AMIIOINITHHY)

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bupotwnaa napris Ne:
748364 726085
TESTS/TIOKAZHUKH STANDARDS/CTAHIAPTIA RESULTS/
PE3YJALTATH
LAppearance/ 3ommimuiit BHIUIRL White, round tablet engraved with 10/10 on one face Complies/ Bianosizar

[
and ™ on the other face/ Binoro KOJIEOPY, KPYTIoi

hopmn Tabnerka 3 THeremmaM 10710 3 0JTHOr O HoKyY
e
Ta 3 iHIIoro

2. Identification of drug substances/

Lientudirauis givoaux pedonun The principal peaks (S 9490 and A [045) in the Complies/Binonizac
- 59490 and A 1095 by LC/ chromatogram obtained with the test solution have a

vepnmionpr (S 94940% ta anvuozrmiy retention time simitar to that of the principal peaks in

(A 1093) merogom PX the chromatogram obtained with the reference

solution/ Yac yTprvanns ocriosanx migin
(mepumaonpuny ta aMIOAMITIHY) Ha XpOMATOIPaMi
FIOCAPKYBAROTO POSUHHY € JICHTHYHMM /10 yacy
YTPHMALIH OCHOBHHX NIKIE Ha XpoMaTorpaMi
PO3UHHY NOPIRHAHNA

Main spots (S 9490 and A 1095) identical in pasilion,
colour and size for test and reference/ looBHI sy
(nepwienpHny Ta AMIOAHINHY) IMeHTHYH] 10
TMOJIOKCHHIO, KOILOPY T2 po3Mipy Aim
ACCHAYBAHOrO POBUIHY | PO3UURY UOPIBUAHES

-$ 9490 and A 1095 by TLC/ Complies/Biznosiaae
Iepuinonpusr (5 9490) ta amnonumia

(A 1095) merogom THIX

Servier {Treland) Industries LTD.. Monevlznds Gorey Ruad, Arklow, Co Wicklow, Ircland,
Tel: +353 (0) 402 20800 Fax: +3353 (03 402 20888
Directors: Christian Bazantuy (Frenchy, Chrisiian Sauveur (French), Jobin Redmond.
Company regstered in Ireland No. 117246
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Docusign Envelope 1D: BF§4C370-5E42-4980-B3F5-81A1691B471]

i . e : - E F L g - T WSy Sy
OISR EREIGE I ACBAROR. {9634 A56 o7 VIR URELAND) INDUSTRIES L1

Method ref/llocunanus na memoo: D TC 8005985 PF T CTR 15 051 EN 4.0
Specification ref/TTocunanns na crenudpivanito: DTC S005 985 _PF N SPE_15744 EN 3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-IIPECTAPIYM® 10 mr/10 mr

Formulation/Tixapcexa dropma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindoptil) and 13,870 mg of amlodipine besilate
{expressed as 10 mg of amlodipine)/ TabneTry, mo MicTsTs 10 M- TCPHEAONPIAY aprininy (#0 signorinac 6,790 Mr
lepraonpuny) ta 13,870 mr asoanniny Becunary (o signosigac 10 ar AMICAHIIHY )

]

Packaging Lot No./Cepis Ne: Manufacturing Batch No./BupoSunqa napris Ne:
748364 726085
TESTS/IOKASHUKHA STANDARDS/CTAHJIAPTUH RESULTS/
PE3VILTATH
3. Average mass {mg)/ Cepeans 197,6 to 218,4 (95 % to 105 % of theoretical mass of 208 208. Img/ur
yaea (mr) mg)/ 197,6 5o 218,4 (95 % 1o 105 % Bii TeopeTHune]

Macu 208 mr)

4. Microbiological quality (skip
testing)/ Mikpo6Siosoriyma

THCTOTA (CKiN-TecTyBanHa) Total acrobic microbial count (TAMC) / 3aransia KiNnbKicTs *Skip Test - Not
Buropean Pharmacoposia ¢5.7.4., aepobHux Bawrepiii: < 10° CFU/g / KYO/r Applicable
non-aquecus preparations for oral .

use/ €sponelichia dapmaxores Tetal combined yeasts/ moulds count (TYMCY 3arancna FSKi o
(3,14, uesaoui npenapanue das KDIbKICTL rpubis: < 1072 CFUlg /KYO/r Skip Test - Not

Applicable
NEPOPUIBHOL0 3ACMOCY6anns ) Escherichia coli: abscnce/1 & eincyrHi v 1 r t

*Skip Test - Not
Applicable

5. Drug substances content (LC)
(mg/tablet)/ Batier girouny
pedosnn (FX) (ar/raén,)-
o .| 95010 10,50 (95 % 10 105 % of the theoretical content of
(SS());))S? TCPHHTOUPUHITY aprinie 10 mg) 9,50 no 10,50 {95 % 1o 105 % pig TEOPETHYIIOTO
-0 1icTy 10 mr

RMCTY 1 O) 1O 10mg/mr
9,50 to 10,50 {95 % (o 105 % of the theoretical content of
10 mg)/ 9,50 110 10,50 (95 % 10 105 % BLI TeopeTHUHOLD

- A 1095/ aMnonumin (A 1093) Byvicty 10 wr)

9.65mghar

* Skip test/Crin rectysamms, Passes/Binnoniznae, not applicable/me IPOROANBCS

L. |

Serviee (Treland) Industiies [T, Moneylands Gorey Road, Arklow, Co Wicklow, lreland.
Tel: +353 (0) 403 20800 Fax: +333 {(0) 402 208488
Drvectors: Christinn Bazantay (French), Christian Sauveur (French}, John Recdmond.
Company vegistered in Ireland No. 117246
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Docusign Envelope ID: BF64C370-5E42-4980-B3F5-81A1651B4711

=l Celopad: e R Vo | ELA ND) INDUSTRIES i T

EERwICL

—

J’ Method ref/llocunanns na memod;: DT C 5005985 PF T CTR 1505 I EN 4.0

L Specification ref/llocunanna na cneyuixayiro: DTC_S005985_PF N_ SPE_15744 EN 3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-TIPECTAPIYM® 10 s1/10 Mr

Formulation//licapcnka dopna:

[Tablets containing 10 mg of perindopril arginine (expressed as 6,790 ing of perindopril) and 13,870 mg of amiodipine besilaie
expressed as 10 mg of amlodipine)/ TabneTKH, me mictats 10 mr MEPREACTIPHNY apTiHiY (110 BiAORiiae 6,790 M
NepHECnpIiy) Ta 13,870 MT amnoanmipy OecumaTy (o Biamowigae 10 mr AMJIOZAIIHY )

Packaging Lot No./Cepist Ne: Manufacturing Batch No./BupoGuuua napris Ne:

748364 726085

TESTS/IMMOKAZHNKA STANDARDS/CTAHIAPTH RESULTS/
PE3YJIBTATH

6. Degradation products
content (LC) (% mn) /
Barier mpoxyierin
AeTparamil (FoMitmor)
(PX) (% m/in):

- 978041 <40,5 <{.10%

Y 32 <02 <0.10%%

-Y 33 =0,2 <(.10%

:?;4 58-‘3 0.11%

-Y 43 S . ;i 0/

- X 1766 <0,2 jg;g:

- Any other degradation <{,2 (0'10(;,
products/ Byan-sika imma Ve
AOMILIKS

- Total content of <20

degradation products/ 0.11%

3aranbEnil BMICT JoMINIOR

7. Uniformity of dosage
units for S 9490-6 and A Stage/ Number lested/ Acceptance criteria /
195 (LC) (Y label Crams Kinpkicts taGnetok Kpurepil npuiinatiocri
claim)/ QOamopinmicrs
AC30BANKMN OIUHWILL ATy S1 10 AV <ISNG
MCPHIAOIPIILY aprilliny
(S 9490-6) 1a AMIORRTHY
(A 1095) (PX) (% bix 32
3agpIenel KLILKoCTi) e
European Pharmacopoeia s82 20 (30) AV Z150%
f2.9.40, )1 €uponciicnra 0,75 M < each unit/xoxza
Dapataxories ¢2.9.4(1 ) oI < 1,25 M

L |

Servier {(Treland) Industries LTD., Moneylands Gorey Roud, Arklow, Co Wicklow, Ireland.
Tel: +353 £0) 402 20800 Fax: +333 £0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur {French), John Redmond.
Company registered in Ireland No. 117246
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Docusign Envelope ID; BF64C370-5E42-4980-83F5-81A1691B4711

e e e MR TEI  ELAND) INDUSTRIES 11D

I Method ref/ITocunanis na memod: D TC 8005985 PF T

CTR_15051 EN 4.0 ’

Specification ref/Hocunanns na cn eyupicayiio: DTC_S005985 PF_ N _SPE 15744 EN 3.0 i

Bi-PRESTARIUM® 1¢ mg/10 mg/ Bi-MIPECTAPLYM® 10 mr/10 mr

Formulation/Tikaperia gopma:

Tablets containing 10 mg of perindepril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipiney TabreTkn, o MieTats 10 Mr HEPIHAQUPHAY aprininy (1o sianosigac 6,790 ur ACPHIOOTPHIY) Ta
13,870 mr asnoanmnay Gecunaty (o Bianoriaae 10 mr aMIoaMniuy)

Packaging Lot No./Cepist Ne:

748364

Manufacturing Batch No./Bapodmuua uapris Ne:

726085

TESTS/ STANDARDS/CTAHIAPTH RESULTS/
HOKA3HUKHU PEIVIBTATH |
o e s o . pa- 2
8. Dissolution (LC) Q=75%at 15 min for S 9490-6/
(*):/ PosununicTs Q=75%3a 15 xenaun s S 9490-6
(PX) (%): — .
European Stage/ Number tested/ | Acceptanee criteria /
Pharmacopoeia ¢2.9.3.)/ Cranis KulbkicTs Kputepif nprifimzrnoct
€rpolelicera TadneToK
Dapyarones (2.9.3
S1 6 Each unit is not less than 80 % / "
Kowua oxusnns ne menme 80 % 103%
S2 +6 (12) Average of 12 units (S1482) is equal 1o or greater than 75 %, j
and 0o unit is less than 60 %/ Cepenne 12 ogunnns (SI+82) |
Binbie abo aepiBrIoe 75 % fa o miol OAHBALI MeHIte 60 %, i
|
53 +12 (24) Average of 24 units (S1+82+S31 is equal 1o or greater than 75 %, i
1o more than 2 units are {ess than 60 % and ne unit is less than l
50 %/ Cepeane 24 oaunmme (S1+82+83) Gixpiwe abo ROPiBHIOE |
73 %, te inbime npox CAMIIEUL Memue 60 % ta woauor
QAHEHLL MeHIe 50 %
] !

Servier (Treland) Tndustiies LT Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.

Telr ¥3573 (05 402 20800 Fax: +353 {0) 402 20888

Dicectors: Christian Bazantay (Frenchy, Christian Sauveur (French), John Redmond,

80080 UKR1 V2

Company reyistercd in Ireland Ne. 117246
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Docusign Envelope 1D BFB4C370-5E42-4980-B3F5-8141691B4711

PRELSER Ebvslops 15 SCoAsoB: 10654t RV U BLAND) INDUSTRIES LT [

BT
Method ref/fTocunanuns na memoo: DIC $005985 PF T CT. R 15051 EN ¢, 0
Specification ref/Ilocunanns na cn equgpicauio: DTC S005 985_PF N_SPE 15744 EN 3.0

| Bi-PRESTARIUM® 10 mg/10 mg/ Bi-IIPECTAPIVYM® 10 mr/10 mr |
-

Formulation/Tixapenka gopnia:

Tablets containing 10 my of perindopril arginine (expressed as 6,790 mg of perindopril} and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ Tadne Ky, Mo MicTaTs 16 Mr MEPHILUOUPHIY aprininy (ulo sianonizae 6,790 mr LEPHIOpUIY) 1a
13,870 Mmr anvmoumipy feennary (mo pignosigae 10 mr amMyoanriny)

Packaging Lot No./Cepin Ne; Manufacturing Batch No./BupoGuuya napris No:

748364 726085

TESTS/ STANDARDS/ CTAHJIAPTH RESULTS/

HOKAZHHUEKH PE3VILTATH

8. Dissolution (LC) | Q=75% at 1S min for A 1095/ )

(%) Posunnuicrs Q=75%3a !5 xslamn s A 1095

(PX) (%) — o

European Stage/ Numnber tested/ Accept:{ncc criteria /

Pharmacopoeia (2.9.3 )/ Cramis | KigskicTs Kprtepil npuiimrrioci |

Crponeliceka TabneToK '

Wapsaxores (2.9.3.) J
S1 6 Lach unit is not less than 80 %, / !

Komuna onnnuna ne merume 80 % 100% |

S2 +6 (12} Average of 12 units (S[+82) ig equal to or greater than 75 %,

and no unit is less than 60 %,/ Cepeanc 12 ogunumnn (S1+82)
Binnne abo mopirrioe 75 % Ta womrol QIEHI Mesure 60 %

o - T i
53 +12 (24) Average of 24 units (S1+52+83) is cqual to or greater than 73 Y,
50 %%/ Cepenie 24 0nunnis {Si+82+53) Ginkine abo JOPIBHEOC

75 %, He Binbire qpox OANHNIL MeHie 60 %% ta kom0l
OAHHKLT Menme 50 %

S

]

i

. o !

ne more than 2 units are less than 60 % and no unit is less than J
|

|

i

ANALYSIS / AHAJIIS : 09/08/2024
Batch accepted/Tlapris npuitnara

(—Dccuslgneﬂ by:
Analyticat Services Manager / LMJU'-WL Brnr

y - # - SEESTEGGRFSZ42)
Meneixep  nmo  kowrpomo  Ta AHAMY  AKOCTI

O o i
Michael  Byme/ Mixaems  Bipue

Servier {Treland? Tndusiries LTD., Moneyvlands Gorey Road, Arklow, Co Wicklow, lreland,
Tet: +333 (0) 402 20800 Fax: ~333 {0) <402 20888
Directors: Christian Bazantay (Freneh), Christiun Sauveur {French), John Redmond,
Campany registered in Ireland No. 117246
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Docusign Envelope ID: BFEAC370-5E42-4080-B3F5-81A4 69184711

T serwen

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality conirel was made
at the abovementioned site in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

Wuwm 1 3acsinuyro, wo Haseiena BUINE iH(opManis € ZOCTOBIPHOIO Ta TouHoI0, 10 cepiio
NpouyKIIT 6y110 BUPOGIEHO (BKIIOHA0H MAKy BAHA/MAPKYBAHHS) Ta IIPOBEAEHO KOHTPOITS
il IKOCTI Ha BHIIC3A3HATCHIT AINBHHLI Y TOBHIH BiATIOBIIROCTI 3 BUMOTaMH: GMP,
BCTAHOBIEHHMH MICLEBMM PEryIATOPHEM OpTalloM, & TAKOX BIUMOBIAHO 10 crenndikamiii,
1O MICTATBCA Y PeccTPaLifHOMY A0CKE. [IpoToKOMN BEPOGHUUTEA, MAKYBAHHA Ta AHATISE
OYII0 NCPernsanyTo Ta BCTAHOBIEHO BiamoBIAHICTE GMP.

Date of batch release/I]ata BHITyCRY cepii 27/08/24

Name and Position/Title of person authorising the Batch Release/ ITpisBuute Ta nocana/
3BANAN 0cobW, SIKA BHAAIA Z03BiI Ha BHITYCK cepil

(] Dr Blanaid Bowes, Qualified Person/ Bignogsinansna oco6a
(1 Ms Ailbhe Wade, Qualified Person/ Binnorinannua ocoba

] Ms Carmel Kinsella, Qualified Person/ Bignosinanena oco6a
[] Ms Jenny Quinn, Qualified Person/ Bignosigansua ocoba

® Ms Niamh Ryan, Qualified Person/ Bianosinansua oco6a

DocuSigned by:

Signature/Iliamuc Niamh Ryan Date/[JaTa; *7 Avgust 2024

01BFCERS 1DE340

Finished product batch number/ HoMep cepii rotosoro nikapcbkoro 3acoby: 748364

s lrejandy Dndusivies LT
Tel. =353 (4}

Lhr=erors: Clwistian 8
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DEPIKABHA CIVXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMU ym. KHEBI

npos. Haaii Ceitnuuiiot, 3, 02099, ten, (044) 295-26-85
E-mail: dis.kyiv@dis.gov.ua, Kog €IPIIOY 37079055

BHCHOBOK
Npo AKICTH BBE3EHOIO B Yrpaiuy anirapesikoro 3acoly

25.09.2024 Ne 49319/24/26

BI-TIPECTAPIYM® 10 MI/10 MI'

(naliMenynanus nikapeekoro 3ac08Y 9rifHo 3 peecTpauiiinmn nocsixtenm)
Tabaerky, no 30 Taéaerox y rcourreiinepi pas radaerox; no 1 KonTCiepy B Kopobui 3
KapTonYy

(thopma BuRycky, Jo3yBaHIA, BHA naKkynalig aikapeukoro 3acoby)
Homep peectpauiittioro nocpinuennn UA/$748/01/04 CTPoK AT peecTpaniiinoro nocsiauenns HeQBMEXEHHIT
Cepis nikapcbkoro sacofy Ne 748364 KinskicTs Boesenoro sixapenxoro 3acoy 29280

BupoGnnk Cepr'e (Ipnaugis) Innacrpic Jra, Ipnanais
(nafineirynanng sipoBinxa nixapenkoro 3acaby, kpaiia NOXOIKEHIA)

Torapuerso 3 o6meskenon sixnoninasbuicTio "CEPB'C YKPAIHA™,
inen. oa: 33643340

(Haitmenysaniy Ta xox 3a CAPIIOY 10pHAHLIOY 0e06K alo npisanine, iv's, no Gatbkonl HiHanor
ocobi - nianpuemus, i Micue npoxusatns Ta Peccrpatifinuit Hosep 06NIKODOT KapTky MITHIKA
nonarkic aGo cepis Ta itomep nacnopra)

Beezeno & Vipainy

HpoTokos sisyasnsuoro konrpomo sia 25.09.2024 Ne 3276/2.

3a  pesynsTatamMu  JepKaBHOrO KOHTPOJIO BCTAHODAGHO, [0 nikapchbkuil 3aci6  BBeseHo & Yxpaluy 3

AOTPHMAHHSIM BUMOR 3aKOHOAABCTBA OO 3a6e3HEYEHHS AKOCTL NikapebkyX 3acobis,
ACOBIBTY

Muxona XOJIOJEHIKO

{minmse) (fanwams ta npizsine)
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