)IEP)KABHA CJHYXKBA 3 JIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hani? Ceitanunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK
PO SIKICTHL BBE3eHOro B YKpainy JikapebKoro 3acody

22.08.2024 Ne 42808/24/26

BI-IIPECTAPIYM® 10 MI'/10 MI”

(HaitMeHy BaHHst IKapCLKoro 3acoBy 3ripHO 3 peccTpantifinmm nocriuenysM)
rabsaersu; no 30 TatGaeror y xourelinepi s rabuerok; no 1 xoureiinepy B kopobui

(QopMa BHILYCKY, AOSYRAHKS, BHI TIAKY BaMHs AiKkapesroro 3acoly)

Homep pecerpanitinoro nocsinuenns UA/8748/01/04 crpok aii peectpauifinoro nocsindenus HeoOMEKeHUH

Cepisn nikapcwkoro 3acoby Ne 745466 Kimsxicts seesenoro sikapebkoro 3acoby 17553
Bupobuux Ceps'e (Ipnanpis) Innacrpic Jra, Ipnammis
(ralmeny sauus BUpoGHuKa JIKEpPCLKOro 3uco0y, KpatHa NOXOLKCHHS)
Baesero B Yxpainy Tosapucrso 3 obmeskenolo Bignosinansuictio "CEPB'€ YKPAIHA",
izent. kon: 33643340
(naitmenysanis Ta Koy 3a CAPIIOY wpnununol ocoby afo npizsuie, iv's, no Garnioni Gismunof

ocolu ~ nianpuemu, if Micue npoamBanis Ta pecerpati¥inuii HomMep 001iKOBOT KapTIH ANTHIKA
pojarkin afo cepist Ta HoMep nactopra)

Mporoxon Bisyaisnoro xouwrpomo sig 22.08.2024 Ne 2858/2.

3a  pesyibTATAMN  JIEPKABHOIO KOWTPOMIO  BCTAHOBACHO, Wio Jjikapchkuil 3acib  Bseseno B Ykpaiwy 3

JOTPHMAHHAM BIMOT 3aKOHOAABCTEA WOAO 3a0e3MeUeiHs AKOCT] NIikaperKiix 3acoBis.

HavanbHuK Muxona XOJTOEHKO
éf)‘/@}”ﬁwo KOHTPOJIIO) (niarmc) (ininiami ra npissyie)
0259\%\3%
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Docusign Envelope iD: 3F34F6F8-23D5-469B-A675-DDCB708C3EF4

Ao

SERVIER (IRELAND) INDUSTRIES LTD.

""" R SERVIER

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

Name of the Manufacturer & Address /Ha3zsa
Ta ajpeca BUpOOHKKA

Name of Importer and Address/

Haspa Ta agpeca iMnopTepa

Which Consignment of product is
delivered/Bun nipomyKuii, 10 IOCTa4A€THCS

Pharmaceutical form/Jlikapcbka dopma

Name of the Product/Hassa nikapchkoro
3aco0y

Dosage/Cuna aii

Type and size of packaging/Buz ta po3Mip
YTIaKOBKH

Finished Product batch number/Cepis roToBOro
niKapceKOro 3acody

Manufacturing date/J{aTa BuUpoOGHHMUTEA
Expiry date/Tepmin mpuaaTHocT
Batch size/Kinbkicts y cepil

Manufacturing Licence number/Homep minensii
Ha BUPOOHHUIITBO

Registration Number/Peectpauiiine
MOCBITYEHHS

Segvier (Trefond) Tudustrres LTE
Tel:

Drireetors: Chosttan B

Cons

warry registersd m e

Servier (Ireland) Industries Ltd/Ceps'e (Ipnanuis)
Inpacrpic JIto

Moneylands, Gorey Road/Maninenns, lopei
Poyz,

Arklow/Apxioy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnangis

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"

41, Naberezhno-Khreshchatytska St./By.
Ha6epexuo-Xpeuaruupbka, 41

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

Pharmaceutical Product/Jlikapceknit 3aci6

Tablets/TabmeTku

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

10 mg/10 mg / 10 mMr/10 Mr

30 tablets in the container for tablets; 1 container
in the carton box/ mo 30 TabneToK y KOHTeHHEPI
s TabieTok; o 1 xoHTeliHepy B KopoOili 3
KapToHy

745466

06 2024

06 2027

17,553 Boxes/ynakoBOK
MO00068/00001

UA/8748/01/04

svenr (French?, John Redmnd,
fand Mo, 117240
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DocuSign Envelope ID: 00552A6C-C17E-48F4-9820-4 1A2TSEE11E1
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Docusign Enveiope ID: 3F34F6F8-23D5-469B-A675-DDCB708C3EF4

TRELAND) INDUSTRIES LTD.

Method ref/Ilocunanus na memoo: DTC_S005985_PF_T_C TR_15051_EN _4.0
Specification ref/Ilocunannsa na cneyudicaniio: DTC _S005985_PF_N_SPE_I5 744 EN 3.0

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

Formulation/Jlixapcpka opma:

Tablets containing 10 mg of perindopril ar
(expressed as 10 mg of amlodipine)/ Tabnericy, 1o MicTsTE 1) MI IICPUHIOUPIILY apIl

mepurgonpuity) Ta 13,870 Mr amutoguriny 6ecunary (u1o siamosigae 10 Mr aMIIOARTIIHY)

ginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
iny (nio Biamosigac 6,790 Mr

Packaging Lot No./Cepis Ne:
745466

726074

Manufacturing Batch No./Bupo6nuaa napris Ne:

TESTS/NMOKA3ZHUKA

STANDARDS/CTAHJAPTU

RESULTS/
PE3YJIBTATH

T.Appearance/ 3oBninngii BUrIHL

2. Ydentification of drug substances/
[aenTudicanis J0uHX peoBHH
-$9490 and A 1095 by LC/
nepuizorpun (S 9490) Ta amoxunin
(A 1095) meropom PX

- $ 9490 and A 1095 by T1.C/
nepusgonpud (S 9490) ta AMITOZVITIH
(A 1095) merogom TIIX

White, round tablet engraved with 10/10 on one face
Ly . .
and = on the other face/ Binoro xomnsopy, Kpyrioi
Popmu TabreTKA 3 THCHEHHAM 10/10 3 oproro Boxy
o

< .
Ta 3 fHWoro

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 iu
the chromatogram obtained with the reference
solution/ Yac yTpUMAaHHS OCHOBHUX KB
(nepuHzONPIITY Ta AMIOIUIIHY) Ha xpoMarorpami
TOCHIIKYBRHOTO POSUHHY € IHSHTHIHHM [0 Jacy
YTPUMAnHA OCHOBHHX IIiKiB Ha xpomarorpami
POSUKHY TOPIBHAHS

Main spots (S 9490 and A 1095) identical in position,
colour and size for test and reference/ 'onxoBHi T1AMK
(HEPUHIOTPHIY Ta aMIOTIHY) TIEHTHYRI FO
TOJIOKEHHIO, KONLOPY Ta PO3Mipy Ui
AOCHLKYBAHOTO POSUIHY | POBUUHY THOPIBHSHHA

Complies/ Binmnosinac

Complies/Biarnorinae

Complies/Binnosinae

Servier (Treland) Industries 1TD., Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: +353 (0) 402 20800 Faox: +353 (01 402 20888
Directors: Christian Bazantay (French), Clristian Sauveur (Freneh), John Redmond.
Company registered in Ireland No. 117246

80080 UKR1 V2 Page2of7



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

DocuSign Envelope ID: 00552A6C-C17E-48F4-0820-41A2TOEET1ET ¢y 1 ¥ e TR ENT TCOT TG T T
e EmeRe VIR U RELAND) INDUSTRILES LT,

ny SERVIER

Method ref/ITocunanns na memoo: DTC_S005985_PF_T_CTR_15 051_EN_4.0
Specification ref/ITocunanns na cnenudpixayiio: DTC_S005 985 PF_N _SPE_15744_EN_3.0

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

Formulation/Jlikapcbka gopma:

(expressed as 10 g of amlodipine)/ TaGneTku, Wo MicTATE 10 MT NIEPHAKOTPHAILY aprisiny (wo sixnosinac 6,790 mr
nepumponpray) Ta 13,870 Mr amuoautiny Secuaty (110 Bigrosigae 10 Mr aMiojMIiny)

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate

Packaging Lot No./Cepin Nu:

Manufacturing Batch No./BupoGraua naprist Ne:

745466 726074
TESTSTIOKA3HUAKHI STANDARDS/CTAHJIAPTH RESULTS/
PE3VIIBTATH

3. Average mass (mg)/ Cepeuist
Maca (Mr)

4, Microbiological quality (skip
testing)/ Mikpobiosoriuna
yrerora (CKIN=recTysannm)
European Pharmacopoeia (5.1.4.,
non-aqueous preparations for oral
use/ €pponeiicyka GapMaxones
(5.1.4., negodni npenapamu Oxa
REPOPAALHOZ0 3UCINOCYEAlINS)

5. Drug substances content (LC)
(mg/tablet)/ Bmict airomux
pevosuH (PX) (Mr/Taén.)-

S 9490-6/ nepurugoTpUNy aprivin
(S 9490-6)

- A 1095/ amiroaurtiu (A 1095)

197,6 to 218,4 (95 % to 105 % of theoretical mass of 208
mg)/ 197,6 no 218,4 (95 % no 105 % six TeopeTninol
macy 208 Mr)

Total acrobic microbial count (TAMC) / 3araiHa KiNbKICTh
aepobumx GaxTepiii: < 10° CFU/g / KYO/r

Total combined yeasts/ moulds count (TYMC)/ 3aransna
kinbkicrs rpubis: < 102 CFU/g / KYO/r

Fscherichia coli: absence/! ¢/ Bigcymniy 1 v

9,50 to0 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 1o 10,50 (95 % no 105 % it TeOpeTHIHOIO
sMmicty 10 Mr)

9,50 10 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 zo 10,50 (95 % mo 105 % Bix TEOPCTHIHOIO
smicty 10 Mr)

208.8mg/mr

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

10.13mg/mr

9.83mg/mr

* Skip test/Ckin TecTyBasHs, Passes/Bizosinae, not applicable/ne npopojBca

Servier (Treland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel; +353 (0) 402 20800 Faox: +353 (01402 20883
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Treland No. 1 17246

80080 UKR1 V2 Page3 of 7



Docusign Envelope 1D: 3F34F6F8-23D5-469B-A675-DDCB708C3EF4
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DocuSign Envelope 1D: 00552A6C-C17E-48F4-9820-41A279EE11E1 § g‘é %:‘ g /Kx N §~w}

y INDUSTRIES LTD.

Method ref/Ilocunanns na memoo: DTC_S005985_PF_T_ CTR_15051_EN_4.0
Specification ref/Ilocunanns na cneyudixayiro: DT C_S005985_PF_N_SPE_15744_EN_3.0

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

Formulation/Jlikapeeka popma:

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)/ Tabnericu, wo mictsts 10 Mr nepungonputy aprivimy (mo sianosinae 6,790 Mr
Hepustonpuiry) Ta 13,870 Mr amnopntiny becuiary (o Bigrosizac 10 Mr aMIOAHITIHY)

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bupotuuua naprist No:
745466 726074

TESTS/MTOKA3ZHUKHN STANDARDS/CTAHJIAPTH RESULTS/
PE3YVJIBLTATH

6. Degradation products
content (LC) (Y6 m/mt) /
Buict npoayxris
aerpagauii (romMimox)
(PX) (% m/m):
- S 9780-1 <0,5 0.10%
-Y 32 <02 <0.10%
-Y 33 <02 <0.10%
-Y3l <04 0.10%
-Y 174_5 < 0,4 <0.10%
- Y 1766 . £0.2 <0.10%
- Any other degradation <0,2 P
) ) <0.10%
products/ hyap-sxa iira
IOMIIKE
- Total content of <2,0
degradation produets/
BarajpHuil BMICT Z0MIIIOK

0.20%

7. Uniformity of dosage
units for S 9490-6 and A Stage/ Number tested/ Acceptance criteria /
1095 (1.C) (%/1abel Cranis KinpkicTs TaGneTox Kpurepii npuiiHsTHOCT
claim)/ Opmopianicrn
JO30BANIX OJUHI L JLISE S1 10 AV <15,0%
HEePUBAONPHIY apriuimy 32
(S 9490-6) ra amJjoxnIiny
(A 1095) (PX) (% Bix 4.1

3agBienoi xiipkocri)
European Pharmacopoeia 82 +20 (30) AV<150%

(2.9.40.)! €pponeicnia 0,75 M < each unit/koxHa
dapmaxoties (2.9.40.) omuanus £ 1,25 M

Servier (Treland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: +353 (0) 402 20800 Fao: +353 (0) 402 20888
Divectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ircland No. 1 17246

80080 UKR1 V2 Page 4 of 7



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

DocuSian Envelope ID: 00552A6C-C17E-48F4-9820-41A279EET1ET yey 117 A RITYY TRJINT T TR IEW 1T
Peman e Ope‘ . LLIN Y OBELEN xg RIELAN ﬁ} INDUSTRIES L i,

Method ref/ITocunanns na memod: DTC_S005985_PF_ T _CTR_15051_EN_4.0
Specification ref/Ilocunanns na cneyupixayiro: DTC $005985 PF_N_SPE_15744_EN_3.0

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

Formulation/Jlikapenka fopma:

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)/ TabierTka, WO MICTATS 10 mr nepuugonpuity aprinigy (wo sinuosigac 6,790 Mr HEPHHEOIPUILY) Ta
13,870 Mr amnoauniny Geciary (110 BiNOBIAAE 10 Mr aMAoIuUNiHY)

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bupo6nuua naptist Ne:

745466 726074

TESTS/ STANDARDS/CTAHIAPTH RESULTS/
TIOKA3ZHHKNA PE3YJIBTATHU
8. Dissolution (1.C) Q=75 % at 15 min for § 9490-6/

(Y):/ PozgnnnicTn Q=75 % 3a 15 xswms s S 9490-6

(PX) (%) .

European Stage/ Number tested/ | Acceptance criteria /

Pharmacopocia (2.9.3.)/ Crauis | Kinexicrs Kpurepii nipuitnarrocTi

Crporieiichka rabneTor

hapmakores (2.9.3.)

Si 6 Each unit is not less than 80 % /
Koxwa omns 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 %/ Cepenre 12 ognmmims (S1+52)
Binpizte abo gopisrioe 75 % Taourol onmHuii Merute 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 (han 60 % and no unit is less than
50 %/ Copenrte 24 ommmus (S1-+82+83) Ginmnire afio popiBHioE
75 % we GibUIe ABOX OfMHWIEL MeHne 60 % ta KOJHOT
opnnuai Meawe 50 %

Servier (Treland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: #3583 (0) 402 20800 Fax: +3353 (0) 402 20883
Divectors: Christian Bazantry (Freueh), Christian Sauveur (Freneh), John Redmoud.
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-48F4-9820-41A279EET1ET yyy w1 ¢ R T TS
ecumanEe °pé BV RUIR BLLAND)Y INDUSTRIEDS T DD,

SERVIER
Method ref/ITocunanns na memod: DTC_S005985_PF_T_ CTR 15051 _EN_4.0
Specification ref/ITocunanns na cneyudixayito: DTC_S005 985 PF_N_SPE_15744_EN_3.0

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

Formulation/Jlikapceka dopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 myg of amlodipine besilate
(cxpressed as 10 mg of amlodipine)/ TabueTky, WO MiCTATE 10 Mr nepumzonproty aprisiny (o Bignosigac 6,790 Mr HEepHHAOIPHITY) Ta
13,870 mMr amtojmininy Secmary (1o Bifnosinae 10 Mr amnouiiny)

Packaging Lot No./Cepina No: Manufacturing Batch No./BupoGnuua napris Ne:
745466 726074
TESTS/ STANDARDS/CTAHJIAPTH RESULTS/
TTOKAZHHUKH PE3YJLTATH
8. Dissolution (1.C) = 75 % at 15 min for A 1095/
(%):/ PozununicTh Q=75 %3a 15 xsunuu gas A 1095
(PX) (%): —_—
European Stage/ Number tested/ | Acceptance criteria /
Pharmacopocia (2.9.3.)/ Cragin | KinpkicTs Kpurepii npuifnarrocti
Cpportefichka rabyerox
apmaxories (2.9.3.)

S1 6 Each unit is not less than 80 %/

Koxwna ogummns ue meumre 80 % 99%
S2 +6 (12) Average of 12 units ($1+82) is equal to or greater than 75 %

/

and no unit is less than 60 %/ Cepeane 12 oxminus (S1+82)
Ginbiue abo aopisnioe 75 % Ta skonuot onuHnni Menie 60 %

S3 +12 (24) Average of 24 units (S1+S52+83) is equal to or greater than 75 %,
a0 more that 2 units are less than 60 % and no unit is less than
50 %/ Cepeanc 24 oummaun (S14 §2-83) Bistpiue abo AopiBHIOC
75 % we Gidplle XBOX OJUHAIEL Menne 60 % ta woxrol
onnnuni mente 50 %

ANALYSIS / AHAJII3 : 26/06/2024
Batch accepted/Ilapris npuiinsiTa

r—-*DocuSancd by
Analytical Services Manager / _l\ﬁud.uulv DUt

Menemkep [0 KOHTPONIO —Ta  AHATI3Y  AKOCTI mesrasrerlt el Byrne/  Mixaens  Bipue

Servier (Jreland) Industries LTD., Moneylands Gorey Road, Arkiow, Co Wicklow, Treland.
Tel; +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (Freuch), Christian Swuveur (Frenchy, John Redmond.
Company registered in Ireland No. 1 17246

80080 UKR1 V2 Page 6 of 7



Docusign Envelope ID: 3F34FBF8-23D5-469B-A675-DDCB708C3EF4

SERVIER (IRELAND) INDUSTRIES LTD.

TS SERVIER

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/

TIuM s 3acBidyI0, IO HaBeaeHa BUIIE iHdopManis € HocTOBipHOIO Ta TouHoK. 10 cepiro
nipoAyKuii 6yNo BUpOOIEHO (BKITIOYAIOUH NaKyBaHHA/MapKyBaHHs) Ta TPOBEACHO KOHTPOIL
ii IKOCTI Ha BUIlle3a3HAYCHIH HiILHUL Y TOBHIH sinnoigsocti 3 BuMoramu GMP,
BCTAHOBJICHUMH MICUEBUM PETYIATOPHUM OpraHoM, a TAKOX BiATIOBIAHO A0 crienudikanii,
110 MIiCTATBCA Y peecTpaiiiisomy nocke. ITporokonu BUpOOHHITRA, TAKYBAHHA T2 aHaTi3iB
GyJ10 IeperigHyTO Ta BCTaHOBJICHO pignosiguicts GMP.

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

Name and Position/Title of person authorising the Batch Release/ Mpiseuie Ta nocaga/
3BaHHA 0c0o6H, IKA BUANA A03BiJ HAa BHNYCK cepii

[] Dr Blanaid Bowes, Qualified Person/ BignosizainsHa ocoba
[] Ms Ailbhe Wade, Qualified Person/ Bignosizanssa ocoba

[] Ms Carmel Kinsella, Qualified Person/ Bignosinansra ocoba
[] Ms Jenny Quinn, Qualified Person/ BinmosinansHa ocoba

KB Ms Niamh Ryan, Qualified Person/ Bignopizansha ocoba
DocuSigned by:

Signature/ITlinmuc | Niamh Ryan Date/Jlata:

018FCBB610E3401...

23 July 2024

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

Servier (freland) Tudustioes

Page 7 of 7
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