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SERVIER (IRELAND) INDUSTRIES LT_WD

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Hasea ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnannis)

azpeca BHpobHuKa

Name of Importer and Address/
Hassa ta agpeca imnoptepa

Which Consignment of product is delivered/Bun
IPOIMYKLIT, IO NOCTAYAETEHCA

Pharmaceutical form/Jlikapceka gopma

Name of the Product/Ha3sa nikapcekoro
zacoly

Dosage/Cuna nif

Type and size of packaging/Bux Ta posmip
YTIAaKOBKH

Finished Product batch number/Cepis rorozoro
nikapcekoro 3acoby

Manufacturing date/J]ata BHpoGHUIITEBA
Expiry date/Tepmin npugarsocTi
Batch size/Kinskicts y cepii

Manufacturing Licence nwmber/Homep nineusit
Ha BUPOOHUIITBO

Registration Number/Peectpaniiite
NOCBiA9eHHEA

Ipactpic JItn

Moneylands, Gorey Road/Maninenns, opel
Poyy,

Arklow/Apiroy,

Co. Wicklow/Ko. Bixoy,

Ireland/Ipnanmia

Servier Ukraine LLC/TOB "Ceps'e Vipaina"

41, Naberezhno-Khreshchatytska St./Byn.
Habepexno-Xpemaruneka, 41

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

Pharmaceutical Product/JTikapcbxuit 3aci6

Film-coated tablets, 10 mg/TaGneTxku, BKpUTi
naiBkOBOIO 060I0HKO0, 1o 10 Mr

PRESTARIUM® 10 mg /TIPECTAPIYM® 10 mr

10mg / 10 mr

30 tablets in the container for tablets; 1 container
in the carton box/ 1o 30 Tainerok y kouTeiinepi

ansa Tabnerok; o 1 xouTedHepy A5 TaGNETOK ¥
Kopofui 3 KapToHy

313972

102020

102023

50,053 Boxes/ynakopok
MO0068/00001

UA/1901/02/01
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Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland.

Tel: +353 (0) 402 20800 Fax: +353 {0) 402 20838 .
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Irele

No, 117246




SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunanns na memoo: DTC S006490 PF T CTR 14996 EN 2.0
| Specification ref/Ilocunanna na cneyudixauiro: DTC_S06490 PF N SPE 1022 EN 3.0

PRESTARIUM® 10 mg / IPECTAPIVM® 10 mr
Formulation/@opmynopanns:

Film-coated tablets containing 10 mg of perindopril arginine / Ta6nerxu, BkpuTi MIiIBKOBOK 060I0HKOIO, IO
MIicTATE 10 Mr mepHHIONPHILY apridiny

Packaging Lot No./Cepis Ne: 313972

Manufacturing Batch No./Brpo6uuua napria Ne:

286381

TESTS/HOKAZHAKH STANDARDS/CTAH/IAPTH RESULTS/PE3YJIBTATH

Appearance/ 3osrinmii sy Green, round, biconvex, film-coated tablet Complies/Binnosinae

engraved with © on one face and % on the
other face / 3enenoro Kompopy, Kpyriol
thopmu, ABOOITYKI TAGIETKH, BKPHTI
IUTIBKOBOIO 0BOIOHKORD, 3 THCHEHHAM <O 3

9L
vl

onHoro 6oky Ta 3 HIIOrQ
Average mass (mg) / Cepeans maca 175,8 to 194,3 (95 % to 105 % of theoretical 183.8mg/mr
(mr) mass)/ 175,8 - 194,3 mr (95 % - 105 % Bin
TCOPCTHYHOT MacH)
Disintegration time (min) European < 10 min / xBwiHH 6min/xs
Pharmacopoeia (2.9. 1)/
Yac posuaay (xB) Cpponeicrra
Papmakonesn (2.9.1)
Identification of drug substance/
InenTagikanis gitouol peaosunn
- Thin-layer chromatography / Meromom | Main spot identical in position, colour and size Complies/Bianoeigae
ToHKoWaporol xpomarorpadii (TIIX) for test and reference / TonosHa misMa

ileHTHYHA [0 TIONOMKEHHIO, KOJIBOPY i po3mipy
JUTSL TOCITJPKYBAHOTO PO3YHHY i PO3YHHY

NOpPiBHAHHS
- Liquid chromatography / Meronom
pinuHHOT Xpomatorpadii (PX) The ratio of the retention times of the principal Complies/Binmnosigae
Perindopril / Mepunmonpun peak from the test solution and from the

reference solution must be between 0,95 and
1,05 / BigHoweHHs 4acip YTPHMAHHA
OCHOBHOTO MIKy Ha XpOMaTOrpaMax

LOCHEYBAHOTO PO3YHHY T4 POIUHHY
Arginine / Aprinin MOPIBHAHHA NOBHHHO cTaHoBuTH 0,95 — 1,05

The chromatogram of test solution presents a Complies / Riginosinae
peak corresponding to arginine / Ha '
XPOMATOIPaMi JOC/i/DKYBAaHOTO PO3UHHY
[IPHCYTHIH ITK, IO HANCHKHTE apriHigy

Servier (Treland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Irelan:d.
Tel: =353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur {French), John Redmond. : %
80680 UKR1 V1 Company registered in Treland No. 117246 Wi Fragz2of s




SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannn na memoo: DTC S006490 PF T CTR 14996 EN 2.0
Specification ref/Ilocunanna na cneyugixayito: DTC S06490 PF N _SPE 1022 EN 3.0

PRESTARIUM® 10 mg / IIPECTAPIYM® 10 mr

Formulation/®@opmymosannn:

Film-coated tablets containing 10 mg of perindopril arginine / TafmeTku, BKPHATI IIIBKOBOIO 060I0HKOIO, 1O

MicTsiTh 10 MI' IEpHHIOIPHITY apriHiny

Packaging Lot No./Cepia Ne: 313972

Manufacturing Batch No./BapoGunrua napria Ne;

286381
TESTSAIOKAZHHUKHA STANDARDS/CTAHIAPTH RESULTS/PE3YJILTATH
Drug substance content (mg/tablet) / 9,50 to 10,50 (95 % to 105 % of the 9.82mg/mr
Buicr airouoi pegosunn (Mi/Tad) theoretical content) / 9,50 — 10,50 (95 % -
105 % o BiZHOMIEHHFO 1O TEOPETHNHOrO
BMICTY)
Uniformity of content/ Onsopinnicrs Complies to European Pharmacopoeia Complies/Bianosinae
BMiCTYy (2.9.6) BinmorinHo no €sponeichkol
European Pharmaccpoeia (2.9.6)/ dapmakorei (2.9.6)
€pponekceka Gapmakonies (2.9.6)
Degradation products content (LC) (%) /
BwmicT nponykTis aerpaganii (mominrox)
(PX) (%)
-5 9780-1 <0,75% <0.10%
-Y 32 <0,1% <0.10%
-Y 33 <0,1% <0.10%
-Y 31 <04% <0.10%
- Any other degradation product/ Byap-saxmit | <0,2 % <0.10%
IHINKH MPoIyKT Herpajawii
- Sum of degradation products/ Cymapuuii <1,0% <0.10%
BMICT IPONYKTIB lerpajarii

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Ca Wicklow, Ireland
Tel: +353 (0} 402 20800 Fax: 353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmeond.

80680 UKR1 V1

Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannua na memoo: DTC _S006490 PF T CTR 14996_EN 2.0
Specification ref/Tlocunanna na cneyuicauiro: DTC S06490 PF N SPE 1022 EN 3.0

PRESTARIUM® 10 mg / TIPECTAPIYM® 10 mr

Formulation/®opmynrosanns:

Film-coated tablets containing 10 mg of perindopril arginine / TabneTku, BKPATI MTiBKOBOO 060IOHKOIO, IO

MicTATh 10 M IepHHIONPHITY apriliky

Packaging Lot No./Cepia Ne: 313972

286381

Manufacturing Batch No./BapoOdun4a napria Ne;

TESTSTTOKA3ZHHUKH

STANDARDS/CTAHIAPTH

RESULTS/PE3YJIBTATH

Microbiological quality

European Pharmacopoeia (5.7.4), non-
aqueous preparations for oral use /
Mikpobioaoriuaa aucrora (ckin-recr)
E€rponeiiceka Gapmaxones (3. 1.4), Hegodui
npenapamii Oas RePOPATEHOZ0 RPUHOMY

Total aerobic microbial count (TAMC)/
3aranpHa KiMbKICTh aepobHMX Oaxrepiil:
<10°CFU/g /< 10°KYO/r

Total combined yeast/ moulds count
{TYMC) / 3aranwha kinekicts rpubie: <
10°CFU/g /< 10*KYO/r

Escherichia coli: absence/l g/ sincyrsi y
Ir

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

ANALYSIS / AHAMI3 : 20/10/2020
Batch accepted/Ilaptia npuiinara

* Skip test/Cxin Tectyranns, Passes/Bianosigae, not applicable/ne nporonmncs

Analytical Services Manager:

MenexxKep 110 KOHTPOJIIO TA AHAJIZY SKOCTI

s =
2,

Michael Byrne/Mixaens Bipue

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

Directors: Christian Bazantay (French), Christian Sauveur (French). John Redmond.

80680 UKR1 V1

Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.
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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/

Lum 51 3acBigyio, mo HareneHa sriLe iHdopMaLia € ZocToBipHO Ta TogHOm. Lo cepito
npogykuii 6yno BHpoGIEHO (BXIOYAIOYH aKyBaHHA/MapKy BaHHA) Ta IIPOBEIEHO KOHTPOIE
1l sxocTi HA BHILE3a3Ha4ueHIA AinsHMui y TOBHIH BignosiAHOCTI 3 BHMoramMu GMP,
BCT2HOBJICHAMH MiCLIEBHM PETYJIITOPHEM OPraHoM, a TAKOX BiAMOBiAHO Ao cuenmdikauii,
11O MICTATECA Y peecTpaniiinomy gocse. [IpoTokonu BUpoSHULTEA, TAKYBAHHS TA aHAJI3iB
OyI0 MEpernsgHyTO T4 BCTAHOBIEHO Bignopinuicts GMP.

Date of batch release/Ilata samycky cepii 25/11/20

Name and Position/Title of person authorising the Batch Release/ ITpiseume Ta nocana/
3BAHHSI 0C00u, IKA BHAANA QO3B HA BANYCK cepii

{] Dr Blanaid Bowes, Qualified Person/ Binnoeinanssa ocoba
[1 Ms Christine Farrell, Qualified Person/ Binnogigansna ocofa
[1 Ms Ailbhe Wade, Qualified Person/ Bignosinanssa ocoba
(]” Ms Carmel Kinsella, Qualified Person/ Bimorinanena ocoba
[] Ms Jenny Quinn, Qualified Person/ BignorinansHa ocoba

Signature/TTinrmuc JE,HYHQ{ YRy Date/ITata: S11212¢

Finished product batch number/ Homep cepii rotosoro nikapcekoro saco6y: 313972

Pege Sof 5

Servier {[reland) Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Treland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazanlay (French), Christian Sauveur {French), John Redmond.
Company registered in [reland No. 117246




AEPAJIHKCIHY KBA
AEPKRABHA CHVYABA 3 NIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMUM y m. KUEBI]
8y bepesmakiseska, 29, Kuis, 02098, ren./daxe: (044) 550-23-35, ren. (044) 550-20-55
E-mail: dls kyiveadls.gov.ua https/www.dls.gov.ua, Kon €JIPIIOY 37079055

BUCHOBOK
PO SUKICTL BBE3CHOTO B YKPalHy JIIKapchbKOro 3acooy

25.01.2021 Ne 2301/21/26

[MPECTAPIVM® 10 MI'

(HAFSMCHY BIHES SHEAPCLROTO 30000y 3TN0 3 pecTpauiiiins NocBLIYCHHAM )
OoeTRH, BRPUTI IIBKR0B0W 0fuionkoie, mo 10 vr; no 30 radaeror y Koureiinepi aas
TaddeToR; 1o 1 wonreiigepy g4 TadJdeToR ¥ Kopodui 3 KapTouy

Td

(hOPMIL BHIIVCKY. J03VBAIIIS. BIA TRKY BAIHS TIKAPCLROrD 3ac0dy)
Howep pecctpauitivoro nocsiauenns UA/1901/02/01 crpok aii pecerpauiitnoro nocsinyedts HCOOMEKEHMHHA
Cepis aikapenkoro sacody Ne 313972 KinexicTs Be3eHOr0 nikapesroro sacody 30053

BipoGunk Cepi'e Upaaras) lngactpic Jiva, Ipaavis
(HafiveHy BOHTS BUPODHITIKE TIKGPCBKOrO 30C00Y, KPaTHa HOXOKESHHN )

Bueseno B Yrpainy Tosapucrso 3 odverenow sinnosizaaesnicrio "CEPB'€ YKPAIHA™,
izent. koa: 330433440
(naitsienyvasanny i o1 1 CHPTIOY wpuaiiol ocobu abo npizsyviue, is's, no darskosi diznuxel
0co0K - NATPHCMILL, 1T MiCHe BPeKUBaHNY Ta peeeTpauiiinnit Kosep 0GaIKEROT KAPTKH NIGTHHEL
noaarkis ado cepis Ta HOMEp NacnopTa)

porores sisyaaLuoro sonrpodae sixn 25.01.2021 N 121/9,

3a PE3YARTATAMH - ASPWABHOIO  KOHTPOAK  BCTAHOBACHO, w10 ] i!iflpC LBl 3acid  BReleHo B yl\‘pﬂ-l'll_‘,' 3

AOTDHMAHHIM 8UMOT S2KOHOAURCTES W10 3ade3NeueH s AKOCTI MIKapCLEUX 3acobis.

Hawanbnni

Muxona XOJIOJEHKO

(ni) (initgiany ra npizpue)

(rociionsa 0cod




AEPAHIUKCITY XBA
JAEPIKABHA CJHYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUCBI

Byi1. bepestaxiseska, 29, Kuis, 02098, Ten, (044) 295-26-85 Ten. (044) 295-26-82
B-mail: dls.kyiv@dls.gov.uahittps:/iwww.dls.gov.ua, Kop CIAPLIOY 37079055

BHCHOBOK
PO AKICTH BEC3CHOTO B Y KpaiHy JikapebKoro 3acody

19.07.2021 Nt 40980/21/26

ITPECTAPIYM® 10 MT'

(HaBMeiTy Ranng nikapeskoro sacoly srijio 3 peecTpaniinuy nocsituenism)
TafleTii, BRKPHTI MiRKoB o0 06010HK00, 10 10 Mr; mo 30 Tabnerok y xowreiuepi ais
radaeTor; mo 1 kouTciiHepy s Tabuerok y Kopodul 3 kaprony

(hopma BUIYCKY, T0IYBAHHS, BAA HAKYBAUIA TiKapesKoro sacoby)
Homep peectpaitiitrioro mocsinuennst UA/1901/02/01 crpok xif peectpargiinoro nocnigenns HEOOMCKEHH
Cepis mixapeskoro sacofy Ne 323184 Kinekicrs sBeseiioro mxapenkoro sacoby 10000

Bupobrnk Ceps'e (Ipnangis) lnmacrpic Jltn, Ipnanmis

(nativMcHyBaIn supoSika Jikapesroro sucely, xpaina ToXomKeHIs)

Breselio B Yrpaliry Torapucrso 3 obmexenoio Bignosinansuicrio "CEPB'E YKPATHA",
inenr. kom: 33643340

(nuimenynanus Ta kot sa CJIPTIOY wpnimunot ocodu abo npissuute, imM'a, o farskosl Giznunoi
ouoBu - mianpuesmin, 1T Miclie TPOKMABAIES Ta PEECTPAUIHANE HoMED 0ONiKOROT KaPTKI (IATIHKS
nojarkin a6o cepig Ta HOMED LEALIOPTA)

TMpotokon sizyansuoro kourposo sia 19.07.2021 N 2341/14.

3a  pesynbTATAMM  JEPKABHOIO KOHTPONX KCTALIOBIEHO, 100 Jfikapebkuil 3acld  BRC3CHO B YKpaiHy 3

JAOTPHUMAHHAM sumoT 3aK0HOAARCTHA W00 320€31CH CHES AKOCTI MiKAPChKKX 3ac0B10.
.r’fr o .
.'I//.

Hauansuuk Mukona XOJIOJJEHKO

(mianuc) (ininia:nm 18 HPiIBMILC)

(1mocaioBa ocoba

R TR Y y




SERVIER (IRELAND) INDUSTRIES LTD.

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

Name of the Manufacturer & Address /Hassa Ta
ajlpeca BupoOHuUKa

Name of Importer and Address/

Hazea Ta agpeca imnopTtepa

Which Consigroment of product is delivered/Bug
OPOayKUil, Mo DOCTAYECTLCE

Pharmacentical form/Jlikapckxka dopma

Name of the Product/Hazea 1ikapcekoro
zacoby

Dosage/Cuna ail

Type and size of packaging/Bu Ta poavip
YIIAKORKH

Finished Product balch number/Cepis rotesoro
NiKapchKOroe 3acofy

Manufacturing date/{ata BupoOHULTBA
Expiry date/Tepmin npuaaTHocTi
Batch size/KinskicTs y cepil

Manulacturing Licence number/Homep ingnsii
HA BUPOOHULTED

Registration Number/Peectpanifine
IIOCBi(MCHHR

Servier (Iraland) Industrics LTD., Gorey Road, Arklow, Co Wicklow, Republic of Ireland, Y14 E28§1
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Pierre Venesque (French), John Redmond.
Company registered in Ireland No. 117246

Scrvigr (Ireland) Industries Ltd/Ceps'e (Ipnanais)
Ingacrpic Jlta

Moneylands, Gorey Road/Maninennz, Topeit
Poyy,

Arklow/Apiioy,

Co. Wicklow/Ka. Biknoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Cepr'c Ykpaina'

41, Naberezhno-Khreshehatytska St./ryn,
HaGepexio-Xperuatuubka, 41

Kyiv, 04070/u. Kuis, 14070
Ukraine/Ykpalna

Pharmaceutical Product/Jlikapcexuii 3aci6

Film-coated tablets, 10 mg/TaG1erku, BxpuTi
IIIBKOBCK) 0O0IIOHKOIO, Mo 10 Mo

PRESTARIUM® 10 mg TIPECTAPIYM® 10 mr

10mg / 10 mr

30 tablets in the container for tablets: 1 container
in the carton box/ mo 30 TafeTok y xouTelnepl
i tadieTok; 1o | KoHTeHEepY 178 TabIcTok v
Kopofi1i 3 KapTOHY

323184

03 2021

(5 2024

10,000 Boxes/yIiakoBox
MOQT68/0000 1

LAZ1901/02/01




SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/ITocunannn na memo): DTC S006490 PF T CTR_14996 EN 2.0
Specification ref/Ilocunannn na crequrikauico: DTC _S06490 PF N SPE 1022 EN 3.0

PRESTARIUM® 10 mg / ITPECTAPIYM® 10 mr

Formulation/Gopyrymosanua:
I'ilm-coated tablets containing 10 mg of perindopril arginine / Tad1eTku, BKPUTI IWHKKOBOK 050I0HKOK, LG
Micrsire 10 Mr eprHgonpUTYy aprininy

Packaging Lot No./Cepin Ne: 323184 Manufacturing Batch No./Bupo6umua maptis Nb;
305618
TESTS/ITOKA3HNKH STANDARDS/CTAHJIAPTH RESULTSTE3VILETATH
Appearance/ 3oBriluHiIi BHIITH Green, round, biconvex, film-coated tablet Complies/Bigtosinac

engraved with <2 on one face and % on the
other face / BencHoro xonsopy; Kpyrnot
thopMu, TBOOMYKAI TABIETKY, RKPHTI
MTBKOROK 0B0I0HKOW, 3 THencHay & 3

oauoro Hoxy Ta <, iHImoro
Average mass (mg) / Cepeanst Maca 175,8 to 194,3 (95 % to 105 % of theoretical 182, 7mg/mr
{Mr) mass) / 175,8 - 1943 wmr (Y5 % - 103 % Bin
TCOPETHYHOT MAcH )}
Disintegration time (min) Furopean < 10 min / xBunuH Smin/xe
Pharmacopoeia (2.9. 1)/
Yae poanay (x8) Crponciicsra
Mapmaxouesx (2.9, 1)
Identification of drug substance/
Lieningikauin giroyol pedosuan
- Thin-layer chromatography / mertomom | Main spot identical in position, colour and size Complics/Bianoeinac
ronxomaporol xpomararpadil (TIIIX) for test and reference / 'onopna ningma

LICHTHMHE [0 BOVIMKERHEO, KOIRopY 1 posMipy
A1 ROCHIACY BAHOIO POTIHHY | pozunHy
HOPIRLG T

- Liquid chromatography / meToom
pizuHHo xpomaTorpadii (FX) Thz ratio ¢t Tl retention times of the principal Complies/Binnorinae
Perindopril / TTepuioipuit peek from e test solution and from the
refbrency sGlution must be between 0,95 and
1,05 / BiauotmeHss acin y IpUMaHHS
USHUBHOIO NIKY U2 XPOMATOrpamMax
JOCHTUKYRAROTG PO3HUILY 18 PO3HHITY
Arginine / Apriuiu MOpiBHAHIN ToRraIo crauceaty 0,95 — 1,05

The chromatogram of test solution presents a Complies / Biamoeigae
peak corresponding to arginine / Ha
XPOMATOTPAMI MOCTIIKY BAHOIO POIYLILY
OpUCY Ui MK, WO HAIKKTE dprininy

Setvier (Ireland) Industrics LTD | Moneylands Gorey Road, Arkliny, Co Wicklow, Treland.
Tel, +353 (0) 4082 20800 Fax: +353 (0) 402 20888
Directors; Chnistian Bazanlay (Frenchl, Christian Sauveur (French), John Redmond.
80680 UKRI1 VI Company registered in Ireland No 117246




SERVIER (IRELAND) INDUSTRIES LTD.
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Method reffTlocunanns na memoo: DTC 8006490 PF T CTR 14996 EN 2.0
Specification ref/Tlocunrannn na chequbikayizo: DTC 806496 PF N SPE 1022 EN 3.0

PRESTARIUM® 10 mg / IIPECTAPIYM® 10 mr

Formulation/@opvyaosanus:
Film-coated tablets containing 10 mg of perindopril arginine / Tab:terky, Bxputi 101iBK0B0K0 000II0HKO, LU
MicTaTs | Mr mepuHIonpuiTy apriliny

Packaging Lot No./Cepia Nu: 323184 Manufacturing Batech No./Bupofuauua mapris Ne:
305618
TESTSATOKAIINKHA STANDARDS/CTAILTATTH RESULTS/TE3Y. ILTATH
Drug substance content (mg/tablet) / 9,50 to 10,50 (93 % to 103 % of the 9.87mg/Mr
Buict gitouol penoBrim (Mr/radin) theoretical content) / 9,50 — 10,30 (95 % -
105 % no BIUHOWEHHIG NG TCOPCTUHLIOTIT
BMICTY)
Uniformity of content/ QOgHopiznicTs Complies to European Pharmacopoeia Complies/Bisiosimae
BMicTY (2.9.6) Bignonigo g0 CeporcHcekol
European Pharmacopoeia (2.9.6)/ Dapmaxonel (2.9.6)

ECaponeiickka Dapmaxones (2. 9.6}

Degradation products content (1.CC) (%) /
Buier npogykTie gerpasauil {(1oMitok)

(PX} (%)

- 5 9780-1 <0,75 % <0.10%
-Y 32 <0,1% <0.10%
-Y 33 <0, % <0.10%
-Y 31 <04 % <0.10%
- Any other degradation product/ Byne-arwmit | <0,2 % <0.10%
IHIINE NPpoAYKT Aerpagarii

- Sum of degradation products/ Cymapmunit =1,0% <0.10%

BMICT HPOAYKTIE ferpanatil

Servier (Treland) [Industries LTI, Muoneylands Gorey Road, Arklow, Co Wicklow, Treland.
Tel: —353 (0402 20800 Fax: +353 (0)402 20888
Nirectors; Christian Bazantay (French), Christian Sauveur {French), John Redmond
80680 UKR1 V1 Company regislered in Ireland No, 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/TITocunanun na memoo: DTC_S0064960 PF T CTR_14996 EN 2.0
Specification reffllocunrannn na cneyupixanio: DTC S0649) PF N SPE 1022 EN 3.0

PRESTARIUM® 10 mg / IPECTAPIYM® 10 mr

Formulation/@opvy.osanusa:

Film-coated tablets containing 10 mg of perindopril arginine / TaOue1xu, Bxpuri maiBxoBoW0 060I0HKOIO, 1110

MicTATE 10 Mr ICpHEIOTPIILY apridiny

Packaging Lot No./Cepist No: 323184

305618

Manufacturing Batch No./Bapofiauua napris No;

TESTS/TIOKAZHHUKH

STANDARDS/CTAHIAPTH

RESULTS/PE3YJILTATH

Microbiological quality

European Pharmacopoeia (3.1.4), non-
aqueous preparations for vral use /
MixpuoGionoritga uucToTa {CKin-TecT)
Ceponciicbxa Mapmarones (3.7.4), neandui
npenapanty A REPOPATENnSs RpUIOWY

Total aerobic microbial count (TAMC)/
3aramsHg KibKicTe acpobruux Haxrepiit:
< 10°CFU/g / < IO’ KVOir

Total combined yeast/ moulds count
(TYMC) / 3araiena kinskicts Tpubis: <
10°CFU/g /< 10°KYO/r

Escherichia coli: absenee/1 g/ sigcyTni y
Ir

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

ANALYSIS / AHAINS : 49/06/2021
Batch acceptedTTapria npuitnara

* Skip test/Ckin Tectyranna, Passes/Biuiiosigae, not applicable/ne npesonuncs

Analytical Services Manager:

MeHneReD 110 KOHTPOII0 T4 aHATI3Y AK0CTi

Seryier {Ireland) Industries LTI, Moncylands Gorey Road, Arklow, Cao Wicklow, Ireland

(;\[" L/_" [t 1 l"u? £ lﬂ.e_J

Tel: +353 (0) 402 20800 Fax: +353.{0) 402 20888

Directors: Christian Bazantay (French), Christian Sauveur {French), John Redmond

30680 UKRI1 V1

Company registered in Ircland No. 117246

w . % i
Michoel Byrne/Mixaeas Bipoe




Y SERVIER (IRELAND) INDUSTRIES LTD.
y——
T sEWVEIR

I hereby declare that the abovementioned information is reliable and accurate. This batch of
producis 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 teviewed and GMP
compliance was established/

[ {im 51 3acBifgyio, Lo HaBegeHa BUUIC iHGopManis € nocrosipHo Ta Tourow. Lo cepio
1pOLYKIIT BY;T0 BHPOGAEHO (BKIIOYAI0YM IAKYBEHHA/MAPKYBARHES) Ta LIPOBEMEHO KOHTPONE 1l
AKOCT] HA BUIE343HA4EHIH TimsHUI ¥ moBHI#A BlauoriggocTi 3 Bumoravu GMT,
BCTAHOBACHUMY MICIIEBUM PETYIATOPHHM OPraHOM, a TAKOXK BiANOBifgHO 4o cueuudixanii,
o MICTSTheA y peecTpauiiioMy nocse. 1IpoTokonn BUpoOHMIITEA, NAaKyBaAlll Ta aHaizis
By710 NEPCrIIAYTO TA RCTAHOBNEHO BixrorianicTs GMT,

Date of batch release//Tara spmycky cepil 09/06/21

Name and Position/Title of person authorising the Batch Release/ Ilpissanie Ta nocaga/
IBAHHN 0CO0H, IKa BHIA2 J03BLT HA BHOYCK cepil

[1 Dr Blanaid Bowes, Qualificd Person/ Bignosigaibna ocoba
[1 Ms Ailbhe Wade, Qualificd Person/BignosigaiesHa ocoba
[ Ms Carme! Kinsclla, Qualified Person/ Bijnorinansaa ocota

[1 Ms Jenny Quinn, Qualified Person/ Bijnoninaneua ocoba

Signature/Ilignuc (?lﬂyf)ﬁx hn@— Date/[Tara: Dﬁ”cq,?l

Finished product batch number/ Homep cepll reTosoro nikapcbkoro sacoby: 323184

G

Servier (Ireland) Industries LTD., Gorey Road, Arklow, Co Wicklow, Republic of Ircland, Y14 |
Tel: +353 {0) 402 20800 Fax: +353 (0) 402 2088R
Directors: Christian Bazantay (French), Pierre Venesque (French), John Redmond.
Company registered in Ireland Na. 117246



HEPAIKCITY XBA
AEPKABHA CJIYZKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KUEBI

Byn. bepe3uskiBebka, 29, Kinip, 02098, ten. (044) 295-26-85 tem. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua https://www.dls.gov.ua, Kog € IPTIOY 37079055

BHCHOBOK
Npo SAKICTH BBE3€HOIo B Y KpaiHy JiKapchbKoro 3acody
13.07.2022 Ne 26537/22/26
INPECTAPIYM® 10 MI

(HaliMeHYBAaHHS TiKapchKOTO 3ac0o0Y 3TiHO 3 peecTpaliliElIM NOCRITIEHHAM)
Tad/JIeTKH, BKPHTI ILTIBKOBOI 000JI0HK010, 1o 10 Mr, mo 30 TadaeTok y KOHTeilHepi 14
TableToK; 10 1 KOHTelHEPY NS TA0IeTOK Y KOPoOIIi 3 KAPTOHY

{chopMa BIMYCKY, TO3YRAHHS, BILT MAKYBAKHES JLKAPCHKOTS 3ac08Y)
HoxMep peectpamiiinoro nocsimaerns UA/1901/02/01 crpox aif peecTpaniiinoro nocpitgenns HeOOMexKeHIH
Cepis nixapcokoro sacoby Ne 703801 KimukicTs BBe3eHOTC TMiKapchkoro zacoby 19250

Bupo6Hik Ceps'e (Ipmanaist) Innactpic JItn, Ipnanmisa

{HallMeHYRAHHEA BIIPOOHIIKA IiKAPCEKOTO 3aC00Y, KpalHa TOXOIKEHH )

BreseHo B YEpaiHy TOBap}gCTBo 1 oOMe:keHoro BignosigaanuicTio "CEPB'C
VKPAITHA"Y, inent. koa: 33643340

(HafiMenyBaHHA Ta Ko7 3a €APIIOY ropimrdHoi ocodll abo MpizpInme, iM'A, 0o DaTEKOBL
disIraHOI 0CcOBI - MiTOpIeMIs, ii Miclie MpMKIBAHHA Ta peccTpalliiianil Homep obmikoBoi
KAPTKII ICTATHIIKA IOTATKIB 260 cepid Ta HoMep OacnopTa}

3a pe3yNbTATAMH JepXKaBHOIO KOHTPONID BCTAHOBIEHO, IO JIKAPCHKIOI 3acié BBeseHO B YEKpaiHy 3

JAOTPHMAHHHAM BHMOT 33KOHOJABCTBA 00 3a0e3IeUeHHA TKOCTI MKapChKIX 3acobiB.

Havansank Mukona XOJIOJEHKO

(mocagoRa 0coda OpraHy IepKaRHOIC KOHTPOIIO) (mizmmc) {imimiamr Ta Opizp1OIIe)

MLIL



SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IRAT AKOCTI AIIKAPCbKOTIO 3ACOBY

Name of the Manufacturer & Address /Hassa ta Servier (Ireland} Industries Ltd/Ceps'e (Tpnaumist)

ajipeca BUpoOHUKA

Name of Importer and Address/

Hasga Ta agpeca imnoprepa

Which Consignment of product is delivered/Bun
ITPEAYKUT, MO MOCTAMAETECS
Pharmaceutical form/Jlikapcnka dopma

Name of the Product/l1azsa nikapcekoro
3acoby

Dosage/Cuna aii

Type and size of packaging/Bua ta pozumip
YIAKOBKH

Finished Product batch number/Cepis rotosoro
Nikapcpkore 3acoby

Manufacturing date/flata BupoSHHITEA

Expiry date/Tepmin nipunatsocTi

Batch size/Kinekicts y cepif

Manufacturing Licence number/Homep minensii
Ha BUPOOHHITEO

Registration Number/Peectpauiiine
LOCRIAUMEHHA

lupactpic Jita

Moneylands, Gorey Road/Masinenns, Copeii
Poym.,

Arklow/Apknoy,

Co. Wicklow/Ko. Bixmoy,

[reland/Iparangis

Servier Ukraine LLC/TORB "Ceps'e Yxpaina"
41, Naberezhno-Khreshchatytska St./pyn.
Habepeskno-Xpetnatuuska, 41

Kyiv, 04070/m. Kuiip, 04070
Ukraine/Ykpaiua

Pharmaccutical Product/Jlikapceiuii 2acit

Film-coated tablets, 10 mg/Ta6:1eTkn, srpuTi
IUTIBKOBO 080I0RKOIG, o [0 MT

PRESTARIUM® 10 mg /TIPECTAPIYM® [0 mr

10mg / 10 Mr

3( tablets in the container for tablets; 1 container
in the carton box/ uo 30 Tabnetok y koHTeiinepi

AN TAGReToK; o | kouTeiiHepy Ans Tabnerox y
Kopobdi 3 kapToHy

703801

02 2022

02 2025

29,810 Boxes/ynakoBok
MO0068/00G01

UA/1901/02/01

Servier ilreland ) Indusiries 1 TT2. Money lands Gorey Road, Arklaw, CoWicklow. [reland,

Teb: #2333 (402 20800 1Fux: ~353 10) 402 20888

Page I of &

Dircetors: Christian Baszantay (French). Christian Sauveur (Frenchy., John Redmond.
Company registered in Irefund No. 117246



SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/flocunanna na memod: DTC _S006490 PF T CTR 14996 EN_2.0
Specification ref/llocunanna na cnequgpicayiro: DTC S06490 PF N _SPE_1022 EN 3.0

PRESTARIUM® 10 mg / MIPECTAPIVM® 10 mr

Formulation/®opmymosannn:

Film-coated tablets containing 10 mg of perindopril arginine / Tabnerxu, BKpuTi INIIBKOBOX OOONONKOI0, TO

MicTATE 10 MT I PHHIOUDUITY agriuiﬂy
Packaging Lot NoJ/Cepia Ne: 703801

Manufacturing Batch No./BapoGauua mapria Ne:

peak corresponding to arginine / Ha
XpoMarorpami JOCI{UKYBEHOIO PO3UHHY
MIPACYTHIHA MK, L0 HAJICGKHTE apriHiHy

690274
TESTSAIOKATHHKHA STANDARDS/CTAHIAPTH RESULTS/PE3YJILTATH
Appearance/ JoBrimnil pArAA Green, round, biconvex, film-coated tablet Complies/Biagnosinae
engraved with O on one face and ¥ onthe
other face / 3eneHoro konbopy, Kpyriol
dropmu, asooryki 1ableTkH, BKPATI
TUTiBKOBCIO 000IOHKO0, 3 THCHEH M <0 3
ofiHoro HOKy Ta S, IHIOTO
Average mass {mg) / Cepeqrs Maca 175,8 to 194,3 (95 % to 105 % of theoretical 183.0mg/mr
(Mr) mass)/ 175,8 - 194,3 mr (95 % - 105 % Bin
TEUPETHUYHO! MaCH)
Disintegration time (min) European < 10 min / xswmH 6min/xs
Pharmacopoeia (2.9. 1}
Yac poanazy (x8) Ceporekichka
dapmarones (2.9.1)
Identification of drug substance/
InerTniikanis girouci peuopnan
- Thin-layer chromatography / metogom | Main spot identical in position, colour and size Complies/Bignosinac
ToHKGHIaposol xposarorpadii (TLIX) for test and reference / T'onosHa mnama
iAERTIYHA 1O TIOAOKEHHIO, KONbOPY i po3Mipy
JUIA OGITIDKYBAHOTO POIYHHY 1 POAYHHY
NOPIBHAHHA
- Liquid chromatography / mMeTonom
pimvtofl xpomatorpadii (PX) The ratio of the retention times of the principal Complies/Binnosinae
Perindopril / [Tepanaonpun peak from the test solution and from the
reference solution must be between 0,95 and
1,05 / BigHoiueHHS Yacip yTpHMAaHHA
OCHOBHOTO [1iKY Ha XpOoMaTorpaMax
OOCAIICYBAHOTO POYMHY TA POITHHY
Arginine / Aprisin NOPiIBHAHHS (OBUHHO cTaHoBUTH 0,95 — 1,05
The chromatogram of test solution presents a Complies / Bianosiznae

Servier (Ireland} Industries .TD., Meneviands Gorey Road, Atklow, Co Wicklow, Ireland,

Tel: +353 (0) 402 20800 Fax: +353 {0) 402 20888

Directors: Christian Bazantay {French), Christian Sauvenr (French), John Redmond.

30680 UKR1 VI

(Company regisiered in Ireland No. 117246

Page 2 of §




SERVIER (IRELAND) INDUSTRIES LTD.

Method refTlocunanug na memoo: DTC_S006490 PF T _CTR 14996 EN 2.0
Specification ref/Ilocunanna na cneyudicauniro: DTC_S06490 PF N SPE 1022 EN 3.0

PRESTARIUM® 10 mg / MPECTAPTYM® 10 mr

Formulation/®opmymoBansa:

Film-coated tablets containing 10 mg of perindopril arginine / TaGneTku, BKpETi NIiBKOBOK 060IOHKOI0, MO

MICTATh 10 MI NepHHAOIPHIY apriHigY

Packaging Lot No./Cepin Ne: 703801

Manufacturing Batch No./BapoGaaua napris Ne;

690274
TESTSAIOKA3ZHHKHA STANDARDS/CTAHITAPTH RESULTS/PE3YJLTATH
Drug substance content (mg/tablet) / 9,50 to 10,50 (95 % to 105 % of the 9.97Tmg/mr

Bwiet aitouof peaopnnn (Mr/raén)

Uniformity of content/ Oxmopiagictn
BMicTY

theoretical content) / 9,50 — 10,50 (95 % -
105 % no BiAHOMEHHIO A0 TEOPETHYHOIO
BMiCTY)

Complies to European Pharmacopoeia
(2.9.6) Bimnosinso 10 €Bponeicskol

Complies/Bimriosigae

European Pharmacopoeia (2.9.6)/ Qapmarorret (2.9.6)
€eponeiiceka apmarcnes (2.9.6)
Degradation products content (L.C) (%) /
Bmicr npenyxrie nerpaaanii (xomMiniox)
FX) (%)
-5 9780-1 <0,75% <0.10%
-Y 32 =0,1% <0.10%
-Y 33 <0,1% <0.10%
-Y 31 <04 % 0.10%
- Any other degradation product/ Byae-sxmit | <0,2 % <0.10%
IHIHH IPOOYKT Aerpanartii
- Sum of degradation products/ Cymapsuii <1,0% 0.10%
BMICT [IPOOYKTIB Aerpajgaiii
Servier (Ireland) Industries L.TD., Moneylands Gorey Read, Arklow, Co Wicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), Sohn Redmond,
80680 UKRI V1 Company registered in [reland No. 117246 Page3 of 5




SERVIER (IRELAND) INDUSTRIES LTD.

—

Method ref/llocunanna na memoo: DTC S006490 PF T CTR 14996 EN 2.0
Specification ref/Ilocunanns na cnexudpicauiro: DTC_S0649¢ PF N SPE 1022 EN 3.0

PRESTARIUM® 10 mg / IPECTAPIYM® 10 mr

Formulation/@opmyniosaHun:

Film-coated tablets containing 10 mg of perindopril arginine / TaGneTku, BKPATI IIIBKOBOIO OGONOHKO, IO

MicTaTh 10 Mr nepHHEAOTPHIY apriHidy

Packaging Lot No/Cepia Ne: 703801

690274

Manufacturing Batch No./BapeOnma mapris Ne:

TESTSATOKAIHHAKH

STANDARDS/CTAHJIAPTH

RESULTS/PE3YJIBTATH

Microbiclogical quality

European Pharmacopoeia (5. 1.4}, non-
aqueous preparations for orval use /
MikpoGiororigaa wHeToTa (ekin-Tecr)
Cpponeitcrka Papmakoned (3.1.4), neeooni
Rpenapamu OnA NEPOPARLHOZ0 APUTIOMY

Total aerobic microbial count (TAMC)Y
3aranbHa KiNeKicTh acpo0HMX GakTepiii:
< 10*CFU/g /< 10°KYO/r

Total combined yeast/ moulds count
(TYMC) / 3araneHa xinexicte Tpubie: <
102CFU/g /< 10°KYO/r

Escherichia coli: absence/1 g/ wincytai y
Ir

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

ANALYSIS / AHANIZ : 07/04/2022
Batch accepted/TTapria npufidsra

* Skip test/Ckin TecTyranHs, Passes/Bignosinae, not applicable/ne npoeosuecs

Analytical Services Manager:

MeHeaxkep 00 KOHTPOIIO Ta AHAIBY AKocTi

Michuel Byrne/Mixaenns Bipae

Servier {Ireland) Industries LT, Moneylands Gorey Road, Arklow, Co Wicklow, freland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20838
Directors: Christian Barantuy (French), Chnstion Sauveur (French), John Redmond.

80680 UKR1 V1

Company registered in freland No. [ 17246
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SERVIER (IRELAND) INDUSTRIES LTD.

-

[ 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 abovemnentioned 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/

Urm g 3acBiadyio, Uio HaseAena BRILE iHdopManis € focToBipHOtO Ta TouHe. Lito cepito
npoayKLii 6yo BUpodeHo {BEIICYA0UH NaKYBAHHA/MAaPKyBaKHA) T4 IPCBENSHO KOHTPONIb
i1 AKOCTi HA BHIle3a3HAYEHIH NiMBHHIN ¥ MOBHIH Bignoeinnocti 3 BuMoramu GMP,
BCTAHOBICHAMH MICUEBUM PEIYINTOPHHIM OPTaHOM, 4 TAKeK Biamoeiano go cneuudikauif,
O MICTATHCA ¥ peecTpauiiinomy focke, [TpoTokoay supobHUUTRA, MTAKYBAHHA Ta aHAIZB
OyNo HepernsaLyTo Ta BCTaHoRNeHe BianmosignicTe GMP.

Date of batch release/Hara unycky cepii 09/06/22

Name and Position/Title of person authorising the Batch Release/ Ilpizpie 1a nocana/
3BadHi 0CoOM, KA BHAAAA JO3BLI 112 BHOYCK cepil

[1 Dr Blanaid Bowes, Qualified Person/ BinnosigansHa ocoba
[] Ms Ailbhe Wade, Qualified Person/ BinnmosinansHa ocoba
[»]/Ms Carmel Kinsella, Qualified Person/ Bignosigansaa ocoda
[1 MsJenny Quinn, Qualified Person/ BigmogigansHa ocoba

[1 Ms Niamh Ryan, Qualified Person/ BinnosinansHa ocoba

[] Mr lvan Kelly, Qualified Person/ Binnesinanera ocoGa

Signature/TTipiue CQ{ QA l(,l@ Date/flara: ¢l e¢ 122

Finished product batch number/ Homep cepii roTosoro nikapcekore sacoby. 703801

Servier (Trelamd ) Industries LTD. Monevlands Gorey Road. Arklow, CoWicklow, Treland.
Tel: +353 16 402 20800 Fax: #3533 (03 402 20888 Page 5 of 5
idirectors: Christian Bazantay (French), Christian Saus eur (French). John Redmond.
Company registered in Ireland No. 117246
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