NEPYABHA CIIYIKBA 3 JIKAPCHEKUX 3ACOBIB
TA KOHTPO.JIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii CitanuHor, 3.02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon € JIPTIOY 37079055

BUCHOBOK
npo siKicTh BBE3eHOro B Y Kpainy JiKapChKOro 3aco0y

16.09.2024 Ne 47401/24/26

NPECTAPIYM® 5 MI'
(HalMCHYRARHS AIKAPCHKOTO 3ac00y 3riAI0 3 peccTpaLifii NOCBLMCHIINNM)
rabaerku, BKPUTI MIIBKOB0I0 000JI0HK010, ITO 5 mr3 no 30 rabdieroxy wonrreiinepi nis
rabaeroik; no I KoureiiHepy s rabaerox y kopoOui 3 KapTomy
(popma BUITYCKY, O3YBAITHA, BUA raky BaHHs AiKapCLKOTe sacofy)

Homep peecTpaLiitHOro NocsitueHus UA/1901/02/03 ctpok mii peecTpauifinoro nocsinenia HEOBMENCHHUH

Cepis nikapcbkoro sacoly Ne 747614 KinbKicTh BBE3EHOFO JIIKAPCHROTO 3ac00Y 30480
BupobHux Ceps'c (Ipnaris) Iusactpic JITa, Ipianis
(HafmeyBaiHs supoGiiiKa ikapeLKoro sacoBy. kpailia HOXOACHIN)

TopapucTBo 3 06MEKEH010 BIANOBINAJILHICTIO "CEPB'€ YKPATHA",
inent. ko: 33643340

(HaimenyBans T KO 34 CIPTIOY opmantnai acabu aBo pisne. M. no Garhrosi isHunol
0GOGH - MiANPHCMLA, Ti MICHE MPOXHBAHIA T2 peccrpanifisuii nomep OBHIKOBOT KAPTKYN HAATHHKY
OTRIB aBo cepis Ta HoMCP nacHopTa)

BreseHo B Ykpainy

T pOTOKO Bi3yanbIOro KOHTPOIO sixn 16.09.2024 N 3094/2,

6 mpescuo B Yxpainy 3

3a pe3ynb'raTaMu nepasHoro KOHTPOIIO BRCTAHORJNCHO,  LHO Jli!\‘ilpChKHﬁ

}IOTpHMaHHﬂM BHMOT 3aKOHOAABCTRA 1LOLO 3aBeane CHIS AKOCTI HKAPChKY "éco()iu.

Mukosna XOJIOJEL KO

(rinme) Ciniiazan T npizrine?

e

T e Ty J
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Docusign Envelope ID: E4519E00-8B8B-4BA8-BF36-1264010D21E5

e SERVIER (IRELAND) INDUSTRIES LTD.

EER servien

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnannis)
afpeca BUpOOHUKa Inpacrpic Jita

Moneylands, Gorey Road/Maninenns, 'opeii
Poyn,
Arklow/Apxkiioy,
Co. Wicklow/Ko. Biknoy,
Ireland/Ipnannis
Name of Importer and Address/ Servier Ukraine LLLC/TOB "Ceps'e Ykpaina"

Hassa Ta agpeca iMmnoprepa 41, Naberezhno-Khreshchatytska St./yu.
HabepexHo-Xpewartiuska, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcekuii 3aci6
npoayxuUii, o NocTayaeThes

Pharmaceutical form/Jlikapcbka dpopma Film-coated tablets, 5 mg/Tabnetku, BKpUTI
1iBKOBOIO 000IOHKOO, 110 5 MI

Name of the Product/Ha3ssa nikapcbkoro PRESTARIUM® 5 mg /TIPECTAPIYM® 5 mr

3acoby

Dosage/Cuna nif Smg/5wmr

Type and size of packaging/Bun ta posmip 30 tablets in the container for tablets; 1 container

YMaKOBKH in the carton box/ no 30 Tabnerox y koHTelHepi

ans tabnetok; no | koHTelHepy mns Tabnetok y
KopoOLi 3 KapTOHY

Finished Product batch number/Cepis rotoBoro 747614
JliKapcbKoro 3acoby

Manufacturing date/Jlata BupoGHuiITBA 02 2024
Expiry date/TepMin npraaTHocTi 02 2027
Batch size/Kinbkictb y cepif 30,480 Boxes/ynaxoBok

Manufacturing Licence number/Homep niuensii  M00068/00001
Ha BUPOOHMLITBO

Registration Number/Peectpauiiine UA/1901/02/03
NOCBiAYEHHS

Seeerer (Treland) Todustres | . ad, s aWicklow, Irefand.

Tel: +3:

Drrsvters: Cho chy, Toba Redawond.

Page 10of5



Docusign Envelope 1D: E451 9E00-8B8B-4BAG-BF36-1264010D21E5

Docusign Envelope 1D: 66DB1926-7768-4014-B078-66680840C34C

SERVIER (ﬁl’f § XN E} H‘\ ?N STRIES

< SERVIED

Method ref/Hocunanns na memod: DTC_S006490_PF_ T CTR_14992 EN 2.0
Specification ref/Ilocunanna na cneyudixayin: DTC S06490_PF N_SPE_1021_EN_3.0

PRESTARIUM® 5 mg / TIPECTAPIYM® 5 mr

Form ul.:tlon/(DopmJnonamm
Film-coated tablets containing 5 mg of perindopril arginine / TabneTky, BKPUTI MITIBKOBOIO 0BONOHKOI0, 1110
MICTSTH 5 MI" TIEPHHJIOTIPHITY apriliny

""Pacl\aomg Lot No./Cepin Ne: 747614 Manufacturing Batch No./Bupotnuua naprist Ne:
2061376
TESTSATOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/PE3YJIBTATH
Appearance/ 3oBuiLuniil BUCTISH Light-green, md -shaped, film-coated tablet, Complies/Bizxnosinae

engraved with 9 on one face and scored on
both edges /

CRITHO-3EI1EHOI0 XOIL0pY, JoBractol dopmu
Tabirerky, BKm!II TUBKOBOIO 0DOJIOHKOIO 3
THCHERHAM i 3 0HOT0 BOKY T4 HACTUKOIO

Ha 000X Kpasx

Average mass (mg) / Cepenns Maca 87,4 t0 96,6 (95 % to 105 % of theoretical 92.4mg/Mr
(mr) mass)/ 87,4 96,6 mr (95 % -105 % sin
TEOPETHHNO] MacH)

Disintegration time (min) European
Pharmacopoeia (2.9.1)/ < 10 min/ xBrayH Tmin/xs
Yac posnany (xB) €porreiichka
Dapmarones (2.9.1)

Identification of drug substance/
Igenrudixauis pirouoi peyosunu

- Thin-layer chromatography / Metoaom
Touxowaporoi xpomarorpadii (TLIX) Main spot identical in position, colour and size Complies/Bianosinac
for test and reference / Tonosna 1usMa
LICHTIHHA 110 TIONOKEHIIO, KOAbOPY i pO3MIpy
JUTA JIOCTKYBAHOTO POSTHHY 1 POZUKHHY
TIOPIBHSIHHS

- Liquid chromatography / MeToziom
pinmHHOT XpomaTorpadii (PX)
Perindopril / Tlepunmonpun The ratio of the retention times of the principal Complies/Biarosinac
peak from the test solution and from the
reference solution must be between 0,95 and
1,05 / Biggromerus yacis yrpuManns
OCHOBHOTO TTKY H2 XpOMaTOrpamMax
Arginine / Aprinin JOCTTKYBAHOTO PO3FHMHY Ta PO3UHHY
NOPIBISUIS TOBUHHO cTanoBHTH 0,95 - 1,05

The chromatogram of test solution presents a Complies / Binmosizae
peak corresponding to arginine / Ha
XPOMATOTPAMi JOCTIIKYBAHOTO POTUHY
HPUCYTHIE K, O HAISKHT, apritiHy

Servier (Ireland) Industries LTD. I\’l()l]C}'lzlll(]\‘ Gorey Road. Arklow, Co Wicklow, Ireland.
Tel: £353 (0) 402 20800 Fax: #3353 (0) 402 20888
Directors: Christian Bazantay (Frenchy. Christian Sauveur (Freneh), John Redmond

80660 UKR1_EX V1 Company registered in Jreland No. 117246 Page 2 of §



Docusign Envelope ID: E4519E00-8B8B-4BA8-BF36-1264010D21E5

Docusign Envelope ID: 66DB1926-776B-4014-B078-66680840C34C

S ”R\/’ ZR{ ffé /XNE)} ENE)E TRIES | T

T SERVIER

Method ref/Ilocunannua na memoo: DTC S006490 PF T CTR_14992_EN_2.0
Specification ref/Iocunanns na cneyudhpixayivo: DTC_S06490_PF N _SPE_1021_EN 3.0

PRESTARIUM® 5 mg / IIPECTAPIYM® S mr

Formulation/®opmyioBanus:
Film-coated tablets containing 5 mg of perindopril arginine / Tabnerkn, BRKpuTi MIIBKOBOI 000I0HKON0, 1O

MICTSITh 5 MI' IEPHHIONPHILY apridiny

Packaging Lot No./Cepist Ne: 747614 Manufacturing Batch No./Bupofuuua nuapria Ne:
2061376
TESTSTTOKA3ZHUKH STANDARDS/CTABIAPTH RESULTS/PE3YJIBTATH
Drug substance content (mg/tablet) / 4,75 t0 5,25 (95 % to 105 % of the 5.03mg/mr
Bwmicr pirowoi pewoswan (Mr/radir) theor etlml content) / 4,75 - 5,25 (95 % -
105 % 110 BITHOUIEHHIO JI0 TEOPETUYHOTO
BMICTY)
Uniformity of content/ Ounopignicts Complies to European Pharmacopoeia Complies/Bixrosinae
BMicTy (2.9.6) Bignosinso 1o €sponeicbkol
European Pharmacopocia (2.9.6)/ dapmaxkorei (2.9.6)

Crponeticska Gapmarkones (2.9.6)

Uniformity of mass of tablet halves The individual masses of not more than Complies / Bimnonrinae
European Pharmacopoeia (2.9.5)/ two of the 20 tablet halves may differ from

Onuopianics Macy nonosunok Taaerox | the average mass by more than 10 % and

eporiciickka Papmaxores (2.9.5) none deviates by more than 20 %/

IHnwRinyamsai Mack He Hiteire 2 3 20
TOJOBHHOK MOKYTh BIIPIBHATHCE BT
cepeanpol Mack Olrswe, Hivk ra 10 %, ane
He ITOBHHHO OyTH BiaxHItens Oispie 20 %

Degradation products content (L.C) (%) /
Bmier nponykris Jterpagauii (nomimor)

(PX) (%)

- S 9780-1 <0,75% 0.11%
-Y 32 <01 % <0.10%
-Y 33 <0.1 % <0.10%
-Y 31 <04 % 0.11%
- Any other degradation product/ byap-sxuit | <0,2 % <0.10%
THIHE TPOAYKT Aerpagartii

- Sum of degradation products/ Cymapruit <1,0% 0.22%

BMICT IPORYKTIB Herpajauii

Servier (freland) Industrics 1,11, Moneylands Gorey Road, Arklow, Co Wicklow. Jreland.
Tel: £ 353 (0y 402 20800 FFax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80660 UKRI_EX VI Company registered in Treland No. 117246 Page 3 of §



Docusign Envelope ID: E4519E00-8B8B-4BAB-BF36-1264010D21ES

Docusign Envelope ID: 66DB1 926-776B-4014-B078-66680840C34C

SERVIER (IREL/

SERVIEH

Method ref/Ilocunanns na memod: DTC_S006490_PF_T_CTR_14 992 EN_2.0
Specification ref/Ilocunanns na cneyudixayiio: DTC S06490_PF_N_SPE _102]1_EN_3.0

PRESTARIUM® 5 mg / IPECTAPIYM® 5 mr

Formulation/®opmysioBariist:
Film-coated tablets containing 5 mg of perindopri! arginine / TaGneTku, BKPUTI [UIiBKOBOIO 000IOHKOIO, 10

MICTATH 5 MI' HEPUHJIONIPIITY aprininy

Packaging Lot No./Cepist Ne: 747614 Manufacturing Batch No./BupoGamnua maprist Ne:
2061376
TESTS/TTOKA3ZHUKH STANDARDS/CTAHIAAPTH RESULTS/PE3YJILTATH
Microbiological quality
European Pharmacopoeia (3.7.4), non- Total aerobic microbial count (TAMCY #Skip Test - Not Applicable
aqueous preparations Jor oral use / SarajbHa Kinbkicrs aepofunx Gaxrepiil:
MixkpoGionoriyna uncrora (ckin-recr) < 10°CFU/g /< 10°KYO/Ir
€poncitcska dapmaxones (5.1.4), nesooni | Total combined yeast/ moulds count #Skip Test - Not Applicable
npenapamit O REPOPAALHOZO NPUTOMY (TYMC) / 3aranba kinskicts rpubis: <
10°CFU/g /< 10°KYO/r
[iischer/ch[a coli: absence/l g/ BincyTHi y #Skip Test - Not Applicable
r

ANALYSIS / AHANIZ : 14/05/2024
Batch accepted/Ilapria npuiiHsra

« Skip test/Cxin TecTysanus, Passes/Binnosinae, not applicable/te npoponuses

DocuSigned by:
Analytical Services Manager: I\/‘E’:gﬁ;;sg';“mi 41}’1/\1/
MeHeKep 110 KOHTPOJIO Ta aHAJ3Y SKOCTI Michael Byrne/Mixaess Bipune

Servier (treland) Industrics 11D, Moneylands Gorey Road, Arklow. Co Wicklow, Irefand
Tely #3523 (03402 20800 Fax: 1333 (01402 20888
Directors: Christian Bazantay (Frencho, Christian Sauveur (French), John Redmond.
80660 UKR1_EX V1 Company registered in Iretand No. 117246 Page 4 of 3



Docusign Envelope ID: E4519E00-8B8B-4BA8-BF36-1264010D21E5

SERVIER (IRELAND) INDUSTRIES LTD.

T 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/

Llum s 3acBiguyto, WO HaBeneHa BULLe iHpopMaLlis € noCTOBipHOIO Ta TouHO0. 1o cepito
npoaykuii 6yno BupobieHo (BKIFOYaOUH MaKyBaHHSI/MapKyBaHHS) Ta MPOBEAEHO KOHTPOJIb
i AxoCTi Ha BUILE3a3HAuEeHIH AinbHULI y noBHIH BinnosigHocTi 3 Bumoramu GMP,
BCTAHOBJICHHMM MiCLIEBUM PEryJSTOPHUM OpraHOM, a TAKOX BiAMOBiaHO 10 crieuudikarii,
IO MiCTATbCA Y peecTpauiitHoMy nocke. [IpoTokonu BUpOGHUITE], NaKyBaHHsA Ta aHANI3iB
OyJio neperfsHyTO Ta BCTaHOBJIEHO Binnosinxicts GMP.,

Date of batch release//Iata Bunycky cepii 08/08/24

Name and Position/Title of person authorising the Batch Release/ I1pizBuie Ta nocaaa/
3BaHHA 0co0M, iKa BHAAJIA A03BiJ HA BUIYCK cepil

[1 Dr Blanaid Bowes, Qualified Person/ BinnosinansHa ocoba
[1 Ms Ailbhe Wade, Qualified Person/ BinnosigansHa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ BignosigansHa oco6a
[] Ms Jenny Quinn, Qualified Person/ BianosinansHa oco6a

Kl Ms Niamh Ryan, Qualified Person/ BianosinansHa ocoba

DocuSigned by:

Signature/ITianuc| Niamh Ryan Date/JTata:

018FCGB610E3401..,

08 August 2024

Finished product batch number/ Homep cepii rotosoro nikapcekoro sacoby: 747614

Servier (Ireland) Ind Wicklow, Ireland.

hon Readmond.

Darsctors: Chrest

Page 5 of 5
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JEPKABHA CJHYXKBA 3 JIIKAPChKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUCBI
npoe. Haait Ceitnmunol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €/IPITOY 37079055

BUCHOBOK
1po AKICTL BBE3CHOTO B Y Kpainy JikapebKoro 3acody

04.02.2025 Ne 5071/25/26

NPECTAPIYM® 5 MI'

(HalMeEItyBanHs SHKAPCLKROro 3acoly yrinto 3 PECCTPALLINM TTOCBIMCHTINM)
TabJeTKH, BKPHTI IIIBKOBO10 060J0HK010, 110 S MI', 11O 30 rabjerok y Koureiinepi ais
TabaeTok; Mo 1 xonreinepy s 1ablieTox y Kopolui 3 KapToHy

(pOpMa BUIIYCKY, JLO3Y BAHNS, B HAKYBANIS NiKApChKoro 3acoby)
Homep peectpautiivoro nocsinuenns UA/1901/02/03 erpox aif peecrpauiittoro nociierns HeoOMemeH i
Cepis sikapcikoro zacoGy Ne 753070 Kistbkicts saesenoro aikapeskoro sacofy 20160

BupoGunk Cepr'e (Ipnanis) lnpacrpic Jita, Ipsanst
(naitmenyBanns sRpoBHHKa JiKapCLKOro 39¢00Y, KpaiHa IONQKCHHH)

Baeseno 8 Y kpainy ToBapucrBo 3 06MEKEHOI0 BIIOBLIANBHICTIO "CEPB'€
YKPAITHA", inenr. kon: 33643340
(aimenypatis Ta Ko/t 3a CPTIOY JOPRAMUHOT 0COOH a00 HpisBHLIE, im's1, 1o GarLkosi
Pizmaiol ocod - rianpremis, W Micue npoXusani 7a peeerpattiftnmii iomep oxikosol
KAPTKH [L1aT1iKa noaarkis abo cepist ra HOMEP tactiopta)

Tpotoko pisyaasnoro kourposio sin 04.02.2025 Ne 2 17/01.10-25/1.

33 pe3yibTATAMA  AGPKABHOIO KOHTPOJIIO BCTANOBNEHO, MO nikapebkuif  3aci6  speseio B Ypainy 3

JOTPHMAHHSAM BUMOF 38KOHOAABCTEA HIO/O 3aBeanesenus AROCTI AIKaPCHKHX 3acobis.

Bixrop MAXHOBLELLb

(initiany ra npispuine)

B.o. gasanisaMKa

(rociytona (»coﬁa.gj)&m&j\w KOHTPOIIKY) {fiijnuc)
A
PPLZOONS
<

’ ; CS)S\:’, A t‘,o,«,m; o
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Docusign Envelope ID: 6A23B412-3523-40BB-8COF-646D50663EDF

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®DIKAT AKOCTI IKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Haspa Tta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanais)
ajipeca BUpOOHHUKa Inpacrpic Jita

Moneylands, Gorey Road/Maninenas, Iopeit
Poyn,
Arklow/Apxioy,
Co. Wicklow/Ko. Bikzoy,
Ireland/Ipaanuis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Yxpaina"

Ha3sBa Ta agpeca imnopTepa 41, Naberezhno-Khreshchatytska St./y.
Habepexno-Xpewaruubka, 41

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

Which Consignment of product is delivered/Bua Pharmaceutical Product/Jlikapcnknit 3aci6
npoyKuUil, HOo NocTayacThes

Pharmaceutical form/Jlixapcrka dpopma Film-coated tablets, 5 mg/TabaeTky, BKpUTI
IUIBKOBOIO 000JOHKOIO, 110 5 MI*

Name of the Product/Hassa unixapcbkoro PRESTARIUM® § mg /TIPECTAPIVM® 5 mr

3acoly

Dosage/Cuna nii Smg /5 Mmr

Type and size of packaging/Buj Ta po3mip 30 tablets in the container for tablets; 1 container

YNaKOBKH in the carton box/ no 30 Tabnerok y konteinepi

g Tabierok; no | koureinepy s TabaeTok y
kopo0ui 3 xapTony

Finished Product batch number/Cepis rotosoro 753070

JikapcbKOro 3acofy

Manufacturing date/[lata BupoGHULTBA 05 2024
Expiry date/Tepmin npuaatsocri 05 2027
Batch size/Kinbkicrs y cepil 31,953 Boxes/ynakoBok

Manufacturing Licence number/Homep niuensii M00068/00001
Ha BUPOCHHITBO

Registration Number/Peectpauiiine UA/1901/02/03
NOCBiYEHHS

/{;(, o o OFFY

0.9, ,me//.,z

Page 1 of 5



Docusign Envelope ID: 6A23B412-3523-40BB-8CYF-646D50663EDF

Docusign Envelope 1D: 149CB17F-8A35-4689-820C-36FD57E00432
RVIER (IR]

v

Method ref/ITocunanns na memoo: DTC_S006490_PF_T_CTR_14992 EN_2.0
Specification ref/Ilocunanns na cneyudpivayio: DTC_S06490_PF_N_SPE_I102I_EN_3.0

PRESTARIUM® 5 mg / IPECTAPIYM® S mr

Formulation/@opmysrioBanus:
Film-coated tablets containing 5 mg of perindopril arginine / Tafnerxn, BKPUTI NAIBKOBOIO 0DOJIIOHKOTO, IO
MICTSTh 5 MI' TIEPUIIOTIPHITY apriliny

..... | ;z\ckaging Lot No./Cepisn Ne: 753070 Manufacturing Batch No./Bupo6nnya naprist Ne:
2062860
TESTSATOKAZHUKHN STANDARDS/CTAHIAPTH RESULTS/PE3YIJIBTATH
Appearance/ 3oBHimil Burasj Light-green. rod-shaped, film-coated tablet, Complies/Bimnozinae

engraved with ™ on one face and scored on

both edges /
CBITIO-3EIEHOT0 KOALOpY, HoBractol hopMu
TabIeTIM, BKNITTI TBKOBOIO 0GOIOHKO10 3

THCHEHHAM 3 OHHOTO 60I(y TA HECIUKOIO

Ha 000X Kpasx

Average mass (mg) / Cepejtan maca 87,4 t0 96,6 (95 % to 105 % of theoretical 92.5mg/mr
(mr) mass)y  87,4-96,6 mr (95 % -105 % Bin
TCOPETHYNOT MacH)

Disintegration time (min) European
Pharmacopocia (2.9.1)/ < 10 min / XxBrituH Oomin/xn
Yac pozmany (xg) Esponelicska
Dapmarones (2.9.1)

Identification of drug substance/
Inenrudixanis girouol peyopunn

- Thin-layer chromatography / merojaom
TouKOWaporoi xpoMarorpadii (TLHX) Main spot identical in position, colour and size Complies/Biarnosinae
for test and reference / T"onosna masma
LIEHTHYHA 10 TTONOKEHHIO, KOIBOPY | pO3MIPY
JUISL IOCHIUKYBAHOTO POUWHY 1 POZUNHY
TTOPIRHSHHS

- Liquid chromatography / meronom
pimaHOT XpomMaTtorpadii (PX)
Perindopril / Tlepunnompun The ratio of the retention times of the principal Complies/Biamoninac
peak from the test solution and from the
reference solution must be between 0,95 and
1,05 / Bigsoments yacis yrpuMarnHs
OCHOBHOT'O 1KY Ha XpOMaTOTpamMax
Arginine / Aprinin JOCHIJUKYBAHOTO PO3HHHY Ta POUHHY
TOPIBHANES TOBHIHO cTadoBHTH 0,95 — 1,05
The chromatogram of test solution presents a Complies / Binrosijlae
peak corresponding to arginine / Ha
KPOMATOTPaMI JOCITIZEKYBAHOIO POITHHY
HPUCYTHIH NHK, 100 HUIKHTS apriHidy

Servier {lretand) Industries [T Moneyvlands Gorey Road. Arklow, Co Wicklow, [reland.
Tel: £353 (0) 402 20800 Fax: +333 (0) 402 20888
Divectors: Christian Bazantay (French). Christian Sauveur (French), John Redmaond.
80660 UKRI1_EX VI Company registered in feetund No, 117246 Page 2 of 5



Docusign Envelope ID: 6A23B412-3523-40BB-8C9F-646D50663EDF

Docusign Envelope ID: 149CB17F-8A35-4589-820C-36FD57E00432

SERVIER (IRELA

e
-
it
-
P

Method ref/Hocunanus na memoo: DTC_S006490_PF_T _CTR_14992_ EN_2.0
Specification ref/Ilocunanns na cneyudhicayio: DTC_S06490_PF_N_SPE_102]_EN_3.0

PRESTARIUM® 5 mg / IPECTAPIYM® 5 mr

Formulation/®oepmymosanus:
Film-coated tablets containing 5 mg of perindopril arginine / TaGuerky, BKPUTI IHIBKOBOIO 000JOHKOIO, IO
MICTSTh 5 MI' ICPHHAOTIPIITY APriHiHy

Packaging Lot No./Cepist Ne: 753070 Manufacturing Batch No./Bupoduauua napris Ne:
2062860
TESTS/TTOKA3ZHHUKHA STANDARDS/CTAHJIAPTH RESULTS/PE3YJIBTATH
Drug substance content (mg/tablet) / 4,75 t0 5,25 (95 % to 105 % of the 4.98mg/mr
Baicr pitowol pewoswnu (Mr/radJr) theoretical content) / 4,75 - 5,25 (95 % -
105 % 110 BiJIHOTICHHIO JI0 TEOPCTHYHOTO
BMICTY)
Uniformity of content/ Ounopiasicts Complies to Furopean Pharmacopoeia Complies/Bimosizae
BMicTy (2.9.0) Binnosinuo 1o €sponeicLrol
European Pharmacopoeia (2.9.6)/ hapmakorel (2.9.6)

Eporteiicsra Gapmaxortes (2.9.6)

Uniformity of mass of tablet halves The individual masses of not more than Complies / Bigmosiae
European Pharmacopoeia (2.9.5)/ two of the 20 tablet halves may differ from
OnuopinHicTs MACH MOJNOBUHOK Ta0JueTox | the average mass by more than 10 % and

€sponeliceka Papmaxornes (2.9.5) none deviates by more than 20 %/

. Tnpusinyansii Mack He Biawire 2 3 20
TOJIOBHAROK MOKYTh BIAPIZHATHCE BIX
cepelboi Macy Dumnsire, Hik Ha 10 %, ane
e rouuuo 0yru Biuxmiens oinsie 20 %o

Degradation products content (LC) (%) /
Baier ponykris gerpaganii (xomimox)

(PX) (%)

- S 9780-1 <0.75 % 0.12%
-Y 32 <0,1 % <0.10%
-Y 33 <0,1 % <0.10%
-Y 31 <0.4 % <0.10%
- Any other degradation product/ byae-sxnit | <0,2 % <0.10%
it npoayxy gerpagani

- Sum of degradation products/ Cymapuuit < 1,0% 0.12%

BMICT IPORYKTIB Jerpasauil

Servier (Irefand) tndustries 1LTD., Moneylands Gorey Road, Arklow, Co Wicklow. Ireland.
Tel: #3533 (0) 402 20800 Fax: #3533 (0) 402 20888
Divectors: Christian Bazantay (I'rench), Christian Sauvear (French), John Redmond.
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Method ref/Hocunanns na nemoo: DTC_S006490_PF_T_CTR_14992 EN_2.0
Specification ref/llocunanns na cneyudpicayito: DTC_S06490_PF_N_SPE_1021_EN_3.0

PRESTARIUM® 5 mg / IIPECTAPIYM® § mr

Formulation/@opmymosanyis:
Film-coated tablets containing 5 mg of perindopril arginine / TafneTku, BKpUTI TWIHBKOBOIO 00OIOHKOIO, IO

MICTATE 5 MI' TICPUHIONPITY apridiny

Packaging Lot No./Cepisn Ne: 753070 Manufacturing Batch No./Bupotunya naprig Ne:
2062860
TESTS/TTOKA3ZHUKH STANDARDS/CTAHJAPTH RESULTS/PE3YJLTATH
Microbiological quality
European Pharmacopoeia (3. /.4), non- Total aerobic microbial count (TAMCY *Skip Test - Not Applicable
aqueous preparations for oral use / Saransia kinskicrs aepobunx Gaxrepii:
MikpoGionoritaa yucrora (exin-recr) <10’ CFU/g /< 1P KYOrr
Caporneiicora Gapmarones (35./.4), negooni | Total combined yeast/' moulds count *Skip Test - Not Applicable
npenapamit 028 NePOPAALHOZ0 NPUITOMY (TYMC) / 3aranema Kinpkicts rpubie: <
10°CFU/g /< 10°KYO/r
Escherichia coli: absence/1 ¢/ BigeyTHi y #Skip Test - Not Applicable
Ir

ANALYSIS / AHAINIG : 09/10/2024
Batch accepted/Tlapris npuiidaTa

* Skip test/Crin Tectynamus, Passes/Binnorinae, not applicable/ne nposonuscs

DocuSigned by:
E(aren Hughes

Analytical Services Manager: . . vs7sTESG2A2EAD.. . ,
Mene/sKep 10 KOHTPOJIIO Ta aHaJi3y sikocrti Michael Byrne/Mixaens bipne

pp'd on behalf of
Michael Byrne

Servier (Ireland) Industries 117D, Moneviands Gorey Road, Arklow. Co Wicklow, freland,
Tel: 1333 (0) 402 20800 Fax: £353 (0) 402 20888
Directors: Christian Bazantay (French), Cheistion Sauveur (Frenchy, John Redmond.
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Docusign Envelope ID: 6A23B412-3523-40BB-8COF-646D50663EDF

SERVIER (IRELAND) INDUSTRIES LTD.

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/

Llum 5 3aCBiAuYIO, MO HaBEAEHa BHLLE iH(OPMALis € AOCTOBIPHOIO TA TOHHOIO. Lo cepio
npoyKuii 6yJ10 BHPOGIEHO (BKIIOHAKOUHU TlaKyBaHHs/MapKy BaHHs) Ta TPOBEACHO KOHTPOIL
{f sKoCTi Ha BULE3A3HAYCHiH AiIBHALI Y NOBHIM BianosiaxocTi 3 BuMoramu GMP,
BCTAHOBJICHUMH MiCUEBHM PETYJIITOPRUM OPTaHOM, @ TAKoN BiANOBIAHO 10 cnenmikamii,
WO MICTSTBCS Y peecTpaniinoMy 10che. [1poToKo/1 BUPOGHUUTBA, NaKyBaHHs Ta ananisis
GyJ0 NEPErgHyTO Ta BCTAHOBICHO pianosinnicts GMP.

Date of batch release/Jlata sunycky cepii 25/10/24

Name and Position/Title of person authorising the Batch Release/ I1pissuue Ta nocana/
3BaHHA 0CO0H, AKA BHAAIA 103BiJ HA BHMYCK cepil

Dr Blanaid Bowes, Qualified Person/ Bianosinansua ocoda

]
]

Ms Ailbhe Wade, Qualified Person/ Binnosizansna ocoGa

B Ms Carmel Kinsella, Qualified Person/ Bianosinansua ocoGa
[1 Ms Jenny Quinn, Qualified Person/ Bianosizaisua ocoba
1]

Ms Niamh Ryan, Qualified Person/ Binnosinansua oco6a

DocuSigned by:
2024
Signature/l’liunm[:Carme I KINSELLA Date/[lata: &3 Bercber

BACD4C248D144B0.

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 753070
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