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DocuSign Envelope ID: BCF4A1 8F-5008-4315-83C6-3489F 70A0998 _

L SERVIER (IRELAND) INDUSTRIES LTD.

=S SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PROD ucT/
CEPTUDIKAT AKOCTI IKAPCBKOTO 3ACOBY
Naine of the Manufacturer & Address /Hazgsa Ta Servier (Ireland) Industries .LtdfC'ep'B*e"('I'pﬁa'Hi['iﬁ)'
aapeca BUpoOHUKA Inmacrpic JItn
Moneylands, Gorey Road/Maninenns, Topei
Poyx,
Arklow/Apxnoy,
Co. Wicklow/Ko:. Bixnoy,
Ireland/Ipnanpis
Narme of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Vipaiiia"
HasBa Ta.agpeca i MnopTepa 41, N;ﬂb'erezhno-'Khreshchatytska St./Byn.
Habepexso-Xpemaruipka, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina
Which Consignment of product is-delivered/Bun Pharmaceutical Product/Jlikapcexuii saci6
TPOAYKUIT, IO ITOCTAYAETECS

Pharmaceutical form/JTikapcska gopma Film-coated tablets/T abJIeTKH, BKPUTI ILTIBKOBOTO"
000JIOHKOK)

Name of the Product/Ha3ga NMiKapPCRKOro NOLIPREL® Bi-FORTE/HOJIIIPEJN® Bi-

3acoby DOOPTE

Dosage/Cuna nit 10 mg/2,5mg /10 Mr/2,5 mr

‘Type and size of packagitig/Biix Ta po3mip. 30 tablets in the container; 1 container in the

YTIAKOBKHU carton box/ no 30 TadIETOK Y KOHTeltHepi; no 1

KOHTEHHEPY B kopoOLli 3 KapToHy
Finished Produict batch number/Cepis rorororo 736110
JIKapCHKOro 3ac0fy

Manufacturing date/Jlata BUPOOHHIITRa. 12:2023
Expiry date/Tepmin NPpUAATHOCTI 12 2026
‘Batch size/KinbkicTs y cepil 21,040 Boxes/vrakosox

'Manufacturing.Licenceznumber/HbMép nineHsii - M00068/00001
‘Ha BUPOOHULITBO

Registration Number/Peectpaiiiiine UA/10248/01/01
MOCBIIUEeHHS

servier (Ireland) Industries LID.. Monevlands Gorey Road, Arklow, CoWieklow, Trelasnd
Tel: +353 (0) 402 20800 Fax: +353 (0402 20585
Directors: Christian Bazantay (Frencl). Christian Sauveus {French}, Tohn Redmond.
Company registered m Ireland No. 117246 -
Page'lof6
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DocuSign

Envelope ID: BCF4A1 8-5009-4315-83C6-3489F 70A0998

e SERVIER (IRELAND) INDUSTRIES LTD

= erpvier

Method ref/Ilocunanns na smemod: DT C_$006597 PF T CTR 1795 2 EN 3.0
Specification ref/lTocunanna na cueyupicayio: DTC _S00659 7_PF_N_SPE 17953 EN 2.0

BI-DOPTE }

NOLIPREL®BI-FORTE / HOJIIIPEJ®

Furmulaﬁon/(f)opmynmﬂa HHA:

Mamﬁ:acturing Batch No./Bupo6Huua nmaprist Ne:

736110 708825

rim—
r——

TESTS/HOKAEIKI

STANDARDS/CTAHJIAPTI RESULTS/
PE3YJILTATH
Appearance/ 3oBHimmuiit BHIJTSII White, round film-coated tablet / Complies/ Binnosigae
Tabnerka, BKpuTa MTIBKOBOIO
000N KO0, 6in0ro KONBOPY, KPYTiIol
dopmu
-Average‘rh'as:;éf(m-g)f(?ep'ennsi'm'c'a_ (mr) | 176,7 to 195,3 (95 % to 105 % of 185.3mg /mr

theoretical mass:o'f 186 mg)/ 176,7 -
195,3 (95-105 % sin TEOPETHYHOL MacH y-

186 M)
Microbiological quality (skip testin g) | Total aerobic microbial count/ 3aransna *Skip Test = Not Applicable
European Pharmacopoeia (5.7.4), non- KINIBKICT aepoBHUK MIKPOOPraHi3Mis
aqueous preparations for oral use / (TAMC): < 10° CFU/ g /<10°KYO/r
| MikpoGionoriuna anerora (Bnbipkose
BHIIPOOYBaHHs) Total combined yeasts/ moulds count / EOLE Ty e & e i
| €Bponeiicbka Gapmaxones (3.1.4), 3aransHa KiTbKicTs RPIKIAOBUX TA *Skip Test - Not Applicable
| #esoomi nikapewxi zacobu dis OpaneHo20 | nniceHeBmx rpudiB {TYMC): < 102
sacmocyeannsn CFU/g /<10°KYO/r
.Escherfchfcr-cg'lf / 'Escfzéﬁc}ziﬂw’h’f' - %Skip Test - Not Applicable
absence/l g/ Bincyruicts/] 1
I Identification of drug substaiices/ The principal peaks (S 9490 and § ISQO}' Complies/ Birosinae
| ImenTudikauis Tirounx pedoBMH: in the chromatogram obtained with the
-3.9490 and S 1520 by LC/ test solution have a retention time similar
HEPHHAONPHI Ta IBganaMia MeTogoM | to that of the principal peaks in the
PLAUHHO] XpoMatorpadii (PX) chromatogram obtained with the

reference solution / Yacur YTPHMaHHS
OCHOBHHX MIKIB (TIePUHAONPUITY TA
iHnanawminy) Ha XpoMaTorpami
JOCHIKYBAHOTO PO3UHHY MoAI6HI 110°
TaKMX JNd OCHOBHUX TIKIB Ha

XpoMarorpami po3ynHy TOPIBHAHHS

Film-coated tablet containing 10 mg of perindopril arginine and 2,5 mg of indapamide/ Ta6neriuy, BKPUTI MHIBKOBOK
| -0bolonKo0, 110 MICTATH. 1 0 Mr [ICPUHIONPUIY apriHiHy Ta 2,5 M iHanamimy
S e — T — e

B Pazkaging Lot No./Cepis:

* Skip test/Ckin TecTysanuA, Passes/Bignoginae, not applicable/ne nposogupes
Servier (Ireland) Industries LTD., Moneviands Gorey Road, Arklow, Co Wicklow. Irefand,
Tel: +333 £0) 402 20800 Fax: +353 (0) 402 20888
| Divectors: Christian Bazantay (French). Christian Sauveur (French}. John Redmiond
80330 UKR1 Vi1 Company registercd in Leetand No. 117246




DocuSign Envelope |D: BCF4A18F-5 D03-4315-83C6-3489F70A0998

.- SERVIER (IRELAND) INDUSTRIES LTD.

TEF SERVIER

Method ref/llocunannsa na memoo: DT C_S006597 PF T CT. R 17952 EN 3.0
Specification ref/Ilocunanns na creyudpicayiio: DTC _S00659 7 PF N SPE_17953 EN 2.0

H.”.I.’ackaging Lot No./Cepis: - — Manufacturing Batch N{;JBTI-[)O@HHLIR nap;i—s: Ne:

| 736110 708825

TESTSATIOKA3ZHHUKH STANDARDS/CTAHIAPTH RESULTS/ I
I L PE3YJLTATI
=5 9490 and S 1520 by TLC/ Main spots (S 9490 and S 1520) identical Complies/ Bianorigae
|| MEPUHIOTIPUN Ta IHNANAMI MEeTOLOM In position, colour and size for test and
| TonKOWapoBoi XpomaTorpadii (TILLX) reference / OcHOBHI TIsIMU-

(mepunonpuny Ta iLnanamiiy)

ITCHTHYHI 38 HONOKEHHSM, KONEOPOM Ta
PO3MIPOM UL JOCITINKYBAHOIO PO34YHRY
Ta PO3YMHY NOPIBHAHHS

Drug substances content (L.C)

(mg/tablet) / Kinbxicne Bu3Haverms

Jovnx peuosun (PX) (Mr/Tabierky): o
- 5 9490-6 /nepnugonpuny aprigin 9,50t 10,50 (95 % to 105 % of the- 9.96mp/Mr

| theoretical content of 10 mg) /

9,50 — 10,50 (95-105% Bix

TEOPETHIHOTO BMIiCTY B 10 Mr)

=S 1520/ iupanamin 2,380 2,62 (95 % to 105 % of the 241 mg/Mr

| theoretical content of 2,5 mg)/ 2,38
2,62:(95-105 % Bin TCOPETHYHOIO

| BMicTy B 2,5 Mr) |

Degradation products conteiit (LC) (%
hmvin)/ BMieT npoaykris posnaay (PX)

(% M/): - |

189780 <0.75 <0.10%
Y 32 '<0.2 <0.10%
Y 33 1 =0.2 <0.10%
Y 31 =<0.5 0.10%.
Y 36 1'<035 <0.10 %
Y38 - <0.5 <0.10%
Any other degradation products/ Baicr <0.2 <0.10%

BI13911%5 ¢ IPOAYKTIB posnany

| Total content of degradation products/ <1.5 0.10%

L 3aranbHmii BMICT NpoaykTin posmagy

Servier (Ieclandj Industrics LTD, MoneyTands Gorey Road, Arklow. Co Wicklow: Treiand.

Tel: 4353 (0) 402 20800 Fax: +353 f0) 402. 20888
o Directonrs. Chrisiian Bazantay (French), Christian Sauveur (French), Johi Redmond,
80330 UKR1 V1 Company registered in Ireland No. 117746




OocuSign Envelope I1D: BCF4A18F-5009-431 9-83C6-3489F70A0988

'T—P:ckagi;g__Lnt No./Cepin:

T SERVIER

i ——

SERVIER (IRELAND) INDUSTRIES .._LT D.

Method ref/llocunannn na smemod: DT C 5006597 PF T CTR 1795 2 EN 3.0
Specification ref/Ilocuranns na cueyudpicayiio: DTC S00659 7_PF_N_SPE 17953 EN 2.0

— g

Manufac_t;ring B;tch_Nn_./B

HpoOHKYA mapTis Ne:

|
|

736110 708825
r: — — — — ———— — o = = —— -
| TESTSTIOKA3ZHUKH STANDARDS/CTAHJAPTHU RESULTS/
| PE3YJILTATH
—_— ———— —___._'_“_'—_______—=-—_—.-_=_ — — —
| Unifurmity of dosage units for S 9490-6 and § | Stage/ Number tested/ | Acceptance criteria /
. . . . : Ki . Mi K "
1520 (LC) (%1abel claim)/ .O,E[HDPL[IIIICTI;: Cranin llil;:;{ljllfk?ﬁalmx Homycrnmi kpurepii
AA030BAHNX OMUHHUb IS IEPHHAOTPIIY Ta ORUHH I
inanaminy (PX) (% eix sassienof KiJIbKOCTi)
European Pharmacopoeia (2.9.40)/ S1 10 AV <15,0% 4.2
| €Bponeiickka Papmakores {2.9.40) 4.4
2! +20 (30) AV =15,0%
0,75 M < each.
unit/KoKHa OXHHUI
<L,25M

Dissolution (LC) (%) European Pharmacopocia
| (2.9.3)/ Pozqnneuﬂﬂ.(PX)'(%) CBponeiiceka
Dapmakornes (2.9, 3)

Q =75% at 15 min for S 9490-6/ O = 75% 22
15 X8, qns IEPUHAONIPHIY aprininy

‘Stage/
Cranis

Number tested/
Kineskiern
Hocmigxysanux
OHHH b

Acceptance criteria /
Honycerami kpurepiy

Mean Values

SI

6.

Each unit is not less
than 80% / KoxHa
OAHHHILA > 80%

o1 |

527

+6 (12)

Average of 12 units
(S1+82)is equal to or

‘greater than 75%-and no

unit is less than 60%/
Cepease 3sHauenns 12
O[MHHLE (S 1+82) =
73%, i HeMae xomuoi
OOHHNI < 6%

$3°

+12 (24)

Servier {Ireland) Industries L'TD., Moneviands Gorey Road. Arklow, Co
Yel:£333 (0) 402 20800 Fax: +353 (0} 402 2088%

Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered indreland No. 117746

80330 UKR1 V1

Average of 24 units
(S1+82+83) is equal to
or greater than 75%, no
more than 2 ynits are

‘less than 60% and no
unit-is less than 50%/
Cepeane snavenns 24

OAMHUUL {S1+S2+S53) >
75%, He BinpLe 2
ONHHHME < G0%, i
HEMAE XONHOT OJUHHL}

< 50%

Wicklmn:_ freiand.




DocuSign Envelope 1D:; BCF4A18F-5D09-4315-83C6-3489F70A0998

SERVIER (IRELAND) INDUSTRIES LTD.

AL
° - P Ay e .-

= sravien

Method ref/Ilocuranns na semoo: DTC_S006597 PF T CTR 1795 2_EN 3.0
Specification ref/ITocunanusn na cneyupicayiio: DTC S00659 7_PF_N_SPE 17953 EN 2.0

—— e ___————

Manufacturing Batch N (;./BI;)DﬁHHlIa naptis Ne;
708825

| Packaging Lot No./Cepis:
736110

TE

RESULTS/
PE3VJIbTATH

STSTIOKAZHIIA

STANDARDS/CTAHAAPTHU

|

Dissolution (L.C) (%) European Pharmacopoeia | Q = 75% at 30 min for S 1520/ Q= 75% 3a 30
| (2.9.3)/ Posunuenns (PX) (%) €aporeiicpka XB. JUIA jHRanamizy

@apmazconeﬂ_ (2.9, 3) Stage/ Number tested/ | Acceptance criteria / Mean Values
) Crania KinbkicTs Homycrumi kprrepii
NOCTHiAKYBANKHX
N OJHHHIL

Each unit is not less
_ Sl 6 than 80% / Koxma
I .ﬂﬂHHHuﬂ 2 80%

Average of 12 units
S22 +6 (12) (S1+S2) 1s equal to or
greater than 75% and
no unit is [ess than
| 60%/ Cepease

] 3HAYertd 12 ompHun
| (S1+82) > 75%, i
 HEMAC XKOaHOL
ORMHHLL < 60%

Average of 24 units
g33 +12 (24) (81482483} is equal
10 or greater than
[ 75%;no mare than 2.
| units.are Jess than
60% and no unit is
less than 50%/
Cepenuc snadenns 74
N opuHany (S 14+52+83)

2. 75%, "e Oinniue 2
oMHuLE < 60%, i
HEMAE€ XOIHOT

5 | onmrmngi < 50%
ANALYSIS / AHAJII

3:14/01/2024
Batch accepted/ITapris NpUiHsTa |

DocuSigned by:
Analytical Services Manager: | Ecas —
Menemxep nmo KOHTPOJIO TA aHATI3Y SKOCT Michael Byrne/Mixaens bipne

Servier (Ircland) Indusiries 7D, M oncylaids Gorey Road, Arklow: Co Wicklow, Irefand.

Tel: +353:(0) 402 20800 Fax; +353 (0) 402 20888
. Directors. Christian Razantay {(French). Christian Sauveur (French). John Redmiond,
‘80330 UKR1 V1 Company registered in Ireland No. 117246




DocuSign Envelope ID: BCF4A18F-5D09-4315-83C6-3489F 70A0998

SERVIER (IRELAND) INDUSTRIES LTD.

“ZF SERVIER

[ 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 abovenientioned 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 manutacture, packaging and analyses were reviewed and
GMP compliance was established/

Hum st 3acBinuyio, mo HaBenena pue H(OpMaLlis € TOCTORIPHOIO Ta TOUHOO, Lizo cepiro
TpoAyKiii 6yn0 BHPoBieHO (BKITIOYAI0YH NaxyBaHHA/MapKyBaHHsA) Ta MPOBEACHO KOHTPONb
1l AKOCTI HA BULNE3A3HAYCHIN NiTbHUL Y TIOBHIH BiMOBINHOCTI 3 BuMoramu GMP,
BCTAHOB/ICHUMH MICLIEBUM PEryISTOPHAM OPTAHOM, .4 TAKOK BIAMOBIHO 10 cnenmdikaniii,
IO MICTATBCH Y PEECTPALIIHHOMY [OCKE, [IpoTokosu BipoBHILTES, NAKyBaHHS Ta aHAII3IB
OvI10 [IEPETIIAHYTO Ta BCTAHOBJIEHO BiAMOBiAHICTE GMP.

Date of batch. release//Tara sunycky cepii 02/02/24

Name and Position/Title of person Aauthorising the Batch Release/ Tlpizenue ta riocana/
3BAHHsA 0c00M, KA BHAAaNa J03BI Ha BHIYCK cepil

[1 DrBlanaid Bowes, Qualified Person/ BianosigansHa 6co6a

[] Ms:Ailbhe Wade, Qualified Person/ Bignorinanena oco6a

K Ms Carmel Kinsella, Qualified Person/ Bianosimansia oco6a

{] Ms Jenny Quinn, Qualified Person/ Binmosinansha ocoba

1] Ms Niamh Ryan, Qualified Persor/ Binnorinaisua oco6a

' PocuSigned by:

Signhature/Iignue | Carmel KINSELLA _Date/Iara: 02 February .2024

BACO4C348D144B0...

Servier (Tréland) tadustries LT, ﬁIi-I&:sﬂeyiai;'ds"Gﬁré? Road, Arklow, CoWicklow Treland.
Tel: 353 (0) 402 20800 Fax: +353 (03402 20888
Directors: Chiistian Bazantay (French}, Christian Sauveur (French), John Redimond.
Company registered m Ireland No. 117246
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