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AEPHIIKCITY XBA
AEPXKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMA y m. KHEBI

Byi. Bepesusxisceka, 29, Kule, 02098, ten./daxc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOV 37079055

BN CHOBOK
npo AKicTHL BBe3eHOro B YKpaiHy JikapchKoro 3acody

26.11,2020 Ne 65273/20/26

HOJIIIPEJI® API'THIH
(HaliMenyBaHHs Nikapcbkoro 3acoly 3rifHo 3 peecTpauiliHuM noCBiYEHHAM)
TabJIeTKH, BKPHTI ILTIBKOBO10 06010HK010 10 30 Tadnerok y KoHTeiiHepi; no 1 konTeliHepy B
KopoOIl 3 KapTORY
(dhopma Bumycky, Jo3yBauns, B TakyBaHHA HiKAPCLKOTO 3acoby)

Howmep peectpauittnoro nocsimuenns UA/5650/01/01 crpox aii peectpauiitvoro nocsimienns HeOOMEKeHHN
Cepis nixapcskoro 3acoby Ne 311225 Kim.xicTs BBe3enoro sikapcekoro 3acofy 87482

BupoGHRk Ceps'e (Ipnauais) lupacrpic Jitn, Ipnaunis
(nafimenyBanHs BHpOOHWUKA NiKAPCHKOTO 3acoby, KpaiHA IOXOMKEHHA)

Baeseno B Ykpainy ToBapHcTBO 3 00MexeH010 BimmorinansHicTio "CEPB'E€ YKPAIHA",
inent. kon: 33643340
(vaitMerypanus ta ko 3a CAPTIOY roprnuunol ocobu abo npissuiue, iM'a, no Gatekosi disminol
ocobu - mianpueMusd, ii Micile MpoXKHBAKHA Ta peecTpauiifuuit HoMep o6nikopol KAPTKH NNATHHKA
nonarkis aGo cepid Ta HOMep nacnopra)

IpoTtokon Bisyansuore kontponio Big 26.11.2020 M 3713/5.

3a pesynbTatamMu  IePKABHOIO KOHTPOMK BCTAHOBAEHO, Mo nikapctkuit 3acif Bmeseno » Vipaiuy 3
AOTPHMAHHAM Biy0R38K0H0KARCTEA W00 3a0e3NeYEHHS AKOCTI Nikapengix 3acobin,

B.o. nagany Jhommuna CTOPOXEHKO

(nocanosa {

(ininiansa Ta npiiBkine)
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SERVIER (iRLLJ\\I)) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI IIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier

agpeca BUpoGHUKa

Name of Importer and Address/
Hazea Ta agpeca imnopTtepa

Which Consignment of product is delivered/Bun
NPORYKIIT, WO NocTaYacTHes

Pharmaceutical form/Jlikapcwka dopma

Name of the Product/Hassa nikapcbkoro
3acofy

Dosage/Cuna nit
Type and size of packaging/Bua ta po3mip

(Ireland) Industries Ltd/Ceps'e (Ipnangis)
Inpacrpic Jlta

Moneylands, Gorey Road/Mauinenas, lopeit
Poyaz,

Arklow/Apksioy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnanais

Servier Ukraine LLC/TOB "Ceps'e Vkpaina"

41, Naberezhno-Khreshchatytska St./syn.
Ha6epe>1<Ho -Xpeuaruipka, 41

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

Pharmaceutical Product/Jlikapcbkuii 3aci6

Film-coated tablets/TaGneTku, BKpuTi 11iBKOBOIO
obonoxkolo

NOLIPREL® ARGININE/HOJITIPEN®
APTTHIH

2,5 mg/0,625mg / 2,5Mr/0,625 mMr

30 tablets in the container; 1 container in the

yHaKoBKU carton box/ nio 30 Tabnetok y konteiinepi; no 1
KOHTeHHepy B kopobui 3 kapToHy
Finished Product batch number/Cepis rotoporo 311225
JiKapceKoro 3acoby
Manufacturing date/[lata BupoSHuLTBA 10 2020
Expiry date/Tepmin npupatHocrti 10 2023
Batch size/Kinpkictb y cepif 87,482 Boxes/ynaxoBox
Manufacturing Licence number/Homep ninensii  M00068/00001
Ha BUPOOGHULITRO
Registration Number/Peectpaniiine UA/5650/01/01
NOCBijYeHHs
© Tagblof6
Servier treland) Industrios LTDL Mones fands Gorey Roud. Arklow. CoWicklow frehnd.
Vel + 353 (0) 402 20800 Fax: + 353 (0) 402 20888
Directors: Christian Biavantay (hrench), Christian Savveur (Frenchy, John Redmond.

Company repistered in droland No. HTMG
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Method ref/Ilocunanna na memoo: DTC S006590 PF T CT. R 16226 EN 2.0
Specification ref/Ilocunanun na cneyughixauiro: DIC $006590 PF N SPE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIITPEJI® API'THIH

Formulation/®opmysiosanns:

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Tabnetku, BkpHuTi
ILIBKOBOIO 060JI0HKOI0, 0 MICTATH 2,5 MI IIEpHHIONPHITY aprininy ta 0,625 mr inganaminy

Packaging Lot No./Cepis Ne: 311225

Manufacturing Batch No./Bupo6uunua napris Ne:

303436
TESTS/AIOKA3HUKHU STANDARDS/CTAHJAPTU RESULTS/
PE3YJIBTATH
Appearance/ Sosuimnmiii Brrsa White, rod-shaped, film-coated tablet Complies/ Binnosinae
engraved with € 2 on one face and an
embossed line on both faces / Binoro
KOJBOpY, HoBracTol Gopmu TabneTky,
BKPHTI M1iBKOBOIO 0GO0JIOHKOIO, 3
TUCHEHHAM « C 3» 3 ofiHOro OoKy Ta
TUCHEHHAM Y BUIIIAMI PUCKHU 3 060X
Goxin
Average mass (mg)/Cepexust maca (vr) | 88,4 to 97,6 (95 % to 105 % of 92.2mg /mr
theoretical mass of 93 mg)/ 88,4 — 97,6
Mr (95 % -105 % Bix TeopetnuHoi Macu
93 mr)
Microbiological quality (skip testing) Total aerobic microbial count (TAMC)Y/ <10CFU/g/KYO/r
European Pharmacopoeia (5.1.4), non- 3aranbHa KinbkicTh aepobHux Gakrepiii:
aqueous preparations for oral use / <10°CFU/g /< 10°KYO/r
Mikpobionoriuna uncrora (cxin-recr) | Total combined yeasts/ moulds count
Esponelicoka Gapmarornies (5.1.4), (TYMC) / 3aranbHa kinbxicts rpubis: < <10CFU/g/KYOrr
HeB0OH npenapamu Olis NepoPanbHO20 102 CFU/g /<10°KYO/r
3acmocyeanus Escherichia coli: absence/1 g / BiacyTHi Absent/Bizcyi

Identification of drug substances/
InenTudikanis ailounx peuosun

- $9490 and S 1520 by LC/ S 9490
(nepuxponpun) ta S 1520 (inpanamin)
meronom PX

ylr

The principal peaks (S 9490 and S 1520)
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 / OchoBui miku (S
9490 1a S 1520) Ha xpomarorpami
JOCiKYBAHOTO PO3YMHY MaOTh HYacH
YTPUMaHHS NOAIOHI 10 TaKux Ans
OCHOBHHX MiKiB Ha XpoMarorpami
PO34HHY NOPiBHAHHS

Complies/ Bignosiaae

servier teelandy Industries F DL Mones fands Gorey Road. Arkdow. Co Wicklow. freland. 5

Folt 1383 (1) 402 20800 Fa: 333 (03 102 2G88R
Prirectors: Cliristian Bazantay (Feench), Christian Sauseur (1 renchy, John Redmond,
80381 UKR1 V1 Company regivered i freland No, 117246 Page 2 of 6
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Method ref/llocunanna na memoo: DTC S0065 90 PF_T CTR 16226 EN 2.0
Specification ref/lTocunanna na cnequdicayiio: DTC S006590 PF N _SPE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIIIPEJI® APTIHIH

Formulation/®@opmymoBanusn:

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Tabnerxu, Brpuri
IL1iBKOBOIO 060JIOHKOIO, IO MICTATD 2,5 MI NEpUHIONpHITY aprininy Ta 0,625 Mr inganaminy

Packaging Lot No./Cepist Ne: 311225

Manufacturing Batch No./Bupo6unua uapria Ne: 303436

TESTS/IIOKA3HUKHU

STANDARDS/CTAHIAPTH

RESULTS/
PE3YJIbTATH

- $9490 and S 1520 by TLC/ S 9490
(nepusponpun) Ta S 1520 (innanamin)
metogom THIX

Drug substances content (L.C)
(mg/tablet) / Bmicr pitounx peuoBun
(PX) (mr/ra6)

Main spots (S 9490 and S 1520) identical
in position, colour and size for test and
reference / OcHosui masgmu (S 9490 ta S
1520) izenTiuni no nonoxkeHHo,
KOJIBOPY i pO3MIpY [UIsi OC/IIKYBaHOIO
3pasKy i 3pa3Ky NOpiBHAHHS

Complies/ Binnosigae

- 5 9490-6 (nepunnonpuiy aprinin) 2,38 10 2,62 (95 % to 105 % of the 2.46mg/mr

theoretical content of 2,5 mg) /2,38 —

2,62 (95 % - 105 % Bin TeopeTnuHOrO

BMiCTY 2,5 Mr)

0,594 to 0,656 (95 % to 105 % of the 0.604mg/mr
- S 1520 (inganamin) theoretical content of 0,625 mg) / 0,594 —

0,656 (95 % - 105 % sin TeopeTnuHOro

Bmicty B 0,625 mr)
Degradation products content (LC) (%
m/m) /BmicT npoaykris gerpanauii
(momiwox) (PX) (% m/m):
- S 9780-1 <0,75% 0.11%
-Y 32 <0,2% <0.10%
-Y 33 <0,2% <0.10%
-Y 31 <0,5% 0.14%
-Y 36 <0,5% <0.10%
-Y 38 <0,5% <0.10%
- Any other degradation products/ By - <0,2% <0.10%
AKi HLWI JoMiluKH
- Total content of degradation products/ <1,5% 0.25%
3aranbHa KibKiCTh JOMILIOK

Servier {relandy Industries T 1D Mones lands Gorey Road, Arklow. Co Wicklow, froland, ;
Felr « 333 (0) 402 20800 Fan: £ 353 (0) 02 J08K8
Dircctors: Chiristan Bazantay (rench), Christian Sanveur ¢ rench, John Redmond

80381 UKRI1 V1

Company registered i brefund No, 117246

Page 3 of 6
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Method ref/Ilocunanna na memod: DTC S006590 PF I CTR 16226 EN 2.0
Specification ref/Ilocunanna na cneuugpicayio: DTC S006590 PF N SPE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIIIPEJ® APIIHIH

Formulation/®opmymosanns:

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Ta6nerkw, Bkpuri
TLJIiBKOBOIO 0GOJIOHKOI0, IO MIiCTATE 2,5 MT NEPUHIONPHIY aprininy Ta 0,625 Mr inganaminy

Packaging Lot No./Cepia Ne: 311225

Manufacturing Batch No./BapoGumnua napris Ne: 303436

TESTSTIOKA3ZHUKHU STANDARDS/CTAHJAAPTHU RESULTS/
PE3YJIbTATHU
Uniformity of content for S 9490-6 and S 1520 Stage/ Number tested/ Acceptance criteria /
(LC) (“o/label claim)/ Ognopianicts Coanla Kinuwics Kpurepif
Hocnipxypanux | npuiinstiocti
AO030BAHUX OAHHHIB Aast S 9490-6 ORHHUUD
(nepunponpuity apriiny) Ta S 1520 S1 10 AV <15,0% 7.6
(inmanaminy) (PX) (% Bia 3asBiienot 71
KUTLKOCTT) , . 2" +20 (30) AV<150%
European Pharmacopoeia (2.9.40)/ €sponeticbka 0,75 M < each
Dapmakorest (2.9.40) unit/koKHa OaMHHLS <
1L25 M
Dissolution (L.C) (%) European Pharmacopoeia | Q =75 % at 15 min for S 9490-6/ Q=75%3a
(2.9.3)/ Pozunnennst (PX) (%) €pponeiicbika 15 xBunuu g S 9490-6 (nepunponpuny
Dapmakones (2.9.3) apriHix)
Stage/ Number tested/ | Acceptance criteria/ Mean value /
Cragin Kinbxkicts Kpurepii Cepeane 3nauentn
AocnimxyBanux | npuiinsTHOoCTI
OAMHHUb
Each unit is not less 100
S1 6 than 80 % / Kosxua
OAUHMLS HE MeHlue
80 %
Average of 12 units
S22 +6 (12) (S1+82) is equal to or
greater than 75 % and no
unit is less than 60 %/
Cepeaue 12 opunuup
(S1+82) Ginbiue abo
nopismoc 75 % i
JKORHOT OUMHHIN MEHILE
60 %
Average of 24 units
S3? +12 (24) (S1+82+83) is equal to
or greater than 75 %, no
more than 2 units are
less than 60 % and no
unit is less than 50 %/
Cepense 24 opuunng
(S1+82+83) Ginsiue
260 nopisuioe 75 %, ne.<f
GinbLie ABOX 0AMH
menmnx 60 Yora
HKOMHOT ORMHKIT MCRILR
50 % : ) s
Servier threlandy Industries 1D Money lands Gosey Read, Arkow, Co Wicklow, reland.
Fely (333000 402 20800 Ta - 333 (0) 302 DRSS
Directors: Christian Basuntay threnchy. Christian Sauveur (U rench). Johus Rediond.
80381 UKRI1 V1 Company registered in freland No, 117246 Page 4 of 6
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Method ref/Ilocunanun na memoo: DTC S006590 PF_ T CTR 16226 EN 2.0
Specification ref/llocunanna na cneyugicayiio: DTC S006590 PF N SPE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIIIPEJ® APTIHIH

Formulation/®opmymiopanns:

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Tabnerxu, BxpuTi
TLTiBKOBOIO 060JI0HKOIO, IO MiCTATD 2,5 MT MEPUHIONPUIY aprininy Ta 0,625 mr inganamigy

Packaging Lot No./Cepia Ne: 311225

Manufacturing Batch No./Bupo6uuua mapris Ne: 303436

TESTS/IIOKA3HUKHA

STANDARDS/CTAHIAPTH

RESULTS/
PE3YJIbTATHU

Dissolution (L.C) (%) European Pharmacopoeia
(2.9.3)/ Pozunnenns (PX) (%) €sponelicbka
®apmakones (2.9.3)

Q=75% at 30 min for S 1520/ Q =75 % 3a
30 xBunun Ania S 1520 (inganamin)

Stage/
Crapin

Number tested/
Kinbkicrn
JOCRIAKYBAHUX
OAHHHUD

Acceptance criteria /
Kpurepii
ApuiHATHOCTI

Mean value /
Cepeane 3navenns

S1

6

Each unit is not less
than 80 % / Koxta
OlMHHMLA HE MEHILE
80 %

95

822

+6 (12)

Average of 12 units
(S1+82) is equal to or
greater than 75 % and
no unit is less than 60
%/ Cepenue 12
oaruuLp (S1+82)
6Ginbiue a6o gopisuioe
75 % i woaxoi
oAMHMLI MeHe 60 Y%

S3?

+12 (24)

Average of 24 units
(S1+82+83) is equal
to or greater than 75
%, no more than 2
units are less than 60
% and no unit is less
than 50 %/ Cepenne
24 osuHNLb
(81+82+83) 6inbuie
abo nopisuioc 75 %,
He Ginplue asox
OAHHULL MERIIUX 60
Y% Ta %OHHOT 0AMHULT
meHie 50 %

ANALYSIS / AHAJI3 : 22/10/2020
Batch accepted/ITapris npuiiusra

Analytical Services Manager:

Menemxep 1o KOHTPOIIO TR AHATI3Y FKOCTI

Servier {lrelandy Industries 11D Monavlands Gorey Road. Arklow. Co Wicklow. Trelund,
Folo 1353 00) 302 20800 Fav: 353 (03102 20888
Prirectors: Christinn Bazantay (French). Christinn Sasveur (French, John Redmond.
80381 UKR1 V1 Company registered in frebusd No. 1172460

L0

s Smed.

Michael Byrne/Mixaeas bipre

Page 5 of 6




b

* e
= SERVIER

DUSTRIES 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/

Llnm 5 3acinuyo, 1o HaBesiena Bue indopmais € AOCTOBIPHOIO Ta TouHO0. Llto cepito
nponykuii 6yno BupobneHo (BknouaoUn NaKyBaHHA/MapKyBaHHs) Ta POBEAEHO KOHTPOJIb
il KOCTI Ha BULIe3a3HAYEH N AiNbLHULI Y NOBHIM BiANOBIAHOCT] 3 BUMOramMu GMP,
BCTAHOBJEHMMMU MICLICBUM PEryNATOPHUM OPraHoM, a Takoxk BiANOBiAHO A0 cneuundikauii,
o MICTATES y peecTpauiiinomy aocke. [potokonu BUPOOHHIITBA, NAKyBaHHsA Ta aHai3iB
0yJ10 nepernsHyTO Ta BCTAHOBEHO BiAMOBiAHIcTL GMP.

Date of batch release/[lata sunycxy cepii 23/10/20

Name and Position/Title of person authorising the Batch Release/ Ilpissuwe Ta mocana/
3BaHHS 0COOM, sIKA BUAAJIA F03BIA HA BHITYCK cepif

[1 Dr Blanaid Bowes, Qualified Person/ Bianosigansua oco6a
[I Ms Christine Farrell, Qualified Person/ Bianosizansha oco6a
[] Ms Ailbhe Wade, Qualified Person/ Bianosinanbssa ocoba

- Ms Carmel Kinsella, Qualified Person/ Bianosinansha oco6a

[1 Ms Jenny Quinn, Qualified Person/ Bianosizansua oco6a

Signature/[Tigmuc ¢ ng\\;x L ff:;t{\ Date/Jlara: 1 1717¢

Finished product batch number/ Homep cepii rotoBoro nikapcbkoro aacoby: 311225

6. f’agn()ofé

Servier thelandy Industrios LD A
Telr $ 3331 4

ey fands Gorey Road, Arklow. CoWicklow, Ircland,
BOK00 Fan: + 353 (0) 460 2U8K8

3 Uhristian Sanveur threneh, John Redmond,
stered i froland No. 117246

Birectors: Cliristian Basantay Uy
Comipany ey




HEPAUNKCIIYIKBA
JEPAKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIK) 3A HAPKOTHUKAMM y m, KHEBI

Byn. Bepesnakischka, 29, Kuik, 02098, ren./pake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.uahttps://www.dls.gov.ua, Kog EJIPIIOY 37079055

BUCHOBOK
npo AKICTHL BBE3EHOI0 B YKpainy Jikapenkoro 3acoly
11.05.2021 Ne 25524/21/26
HOJIIPEJ® APTIHIH

(satimenyBaHHs NiKApCLKOTo 3aco0y 3riHO 3 peecTpaUifHEM NOCRIAYEHHAM)
TabaeTku, BKpUTI NAiBkoBo0 0000HK010; M0 30 TabneTok y KoHTeiinepi; mo 1 xouTelinepy
B KOpoOLi 3 KAPTOHY

{hopma BUNYCKY, J03YDAKHA, BHA NAKYBAHA TiKkapeexoro sacoby)
Homep pecctpaniitioro nocsigueunn UA/S5650/01/01 crpok aii peectpauiimoro nocsinyenns HeobMeXeHHH
Cepin nikapckkoro sacoGy Ne 318322 Kinbkicts Beesenoro nikapeskoro 3acoby 16000

Bupofuux Ceps'e (Ipnanpis) Ianactpic Jra, Ipnaugis
{naliMerygania BrpobuHKa nikapeekoro 3acoBy, Kpaitia NOXOMKENHA)

Brezeno B Yrpainy Tonapgcmo 3 oOmMexenow signosinaneuictio "CEPB'E
YKPAIHA", inenr. xon: 33643340

(naiiMcuysanna Ta koA 3a €IPIIOY opuanyHol ocobu aGo nipisexie, im'a, no G6aTLKobi
diznunoi ocoby - nianpremua, if Micue NPoXKBANHA Ta peccTpanidkii HoMep obnikoBoi
KapTKH TINaTiHKA nopaTkie abo cepia Ta HOMED NACHOPTA)

Mpotokoa sisyansroro xoutpomo sin 07.05.2021 N 1495/2.

3a pesynbTaraMH IEePKABHOIO KOHTPOMO BCTAHORICHO, WO JKApcexWi 3aci6 nmezewo B Vkpainy 3

JOTPHMAHHAM BuMOr 3aKO0H ono 3abeaneyeHHs AKOCTI NiKapebKHX 3ac0bis.

Muxkona XOJIOAEHKO

(nimnmc) (iniuiany Ta npizenwe)

Haganenuxk

(nmocatuosa ocoba oprad




SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCLKOIo 3ACOBY

Name of the Manufacturer & Address /Hassa 1a Servier (Ireland) Industries Lid/Cepr'e (Ipnanuis)

anpeca BUpobHUKa

Name of Importer and Address/

Haaea Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bug
HPOAYKLIT, 10 MOCTAYAETHCH

Pharmaceutical form/JTixapcrka Gopma

Name of the Product/Haea nikapcrkoro
zacoly

Dosage/Cuna mit

Type and size of packaging/Bug Ta pozmip
YTIAKOBKH

Finished Product batch number/Cepis rotororo
TiKapebKoro 3acoly

Manufacturing date/JJata sppobHULTE:

Expiry date/Tepmin npuaariiocti

Batch size/KinekicTs y cepil

Manufacturing Licence number/Hovep nimeizil
Ha BUPOOHHULTED

Registration Number/Peectpauiiise
1I0CBITUEHHS

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

[mmactpic JlTa

Moneylands, Gorey Road/Maniternas, lopei
Poya,

Arklow/Apkioy,

Co. Wicklow/Ko. Biknoy,

Ireland/Tpianais

Servier Ukraine LLC/TOB "Ceps'e Yxpaina'

41, Naberezhno-Khreshchatytska St./sy:
[abcpexkuo-Xpewaruubka, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/¥kpaina

Pharmaceutical Product/ilikaperkuii 3aci6

Film-coated tablets/TaGieTxu, BrpuTi mitirkoroio
oGononxoio

NOLIPREL® ARGININEHOJIIIIPE/I®
API'THIH

2,5 mg/0,625mg / 2,5Mr/0,625 Mmr

30 tablets in the container; 1 container in the
carton box/ o 30 vabiretox y xonrehuepi; no 1
KOHTeHHepY B Kopolui 3 KapTony

318322

102620

10,2023

16,000 Box2s/ynakenok

MOGG68/00041

UA/S650/01401




Method ref/lTocunanna na memod: DTC S006590 PF T CTR 16226 EN 2.0
Specification ref/Ilocunannn na cneynugpicayiio: DTC_S006590 PF N SPE 25260 EN_1.0

NOLIPREL® ARGININE / HOJIOPEJ® APTI'THTH

Formulation/®@opmyaosana:

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ TabneTxu, BKpHTi
IAIBKOBOIO 0D0MOHKOK, 10 MICTATE 2,5 Mr nepriyoflpany apriningy ta 0,625 Mr inyanaMisy

Packaging Lot No./Cepin No: 318322

Manufacturing Batch No./Bupobnnua naprin No:

287401
TESTS/IMOKAZHUKHA STANDARDS/CTAHIAAPTH RESULTS/
PE3YJILTATH
Appearance/ 3ositmiii BuriyL White, rod-shaped, film-coaled tablet Complies/ Bignosigac
engraved with € 2 on one face and an
embossed ling on both faces / binoro
KOILOPY, JOBracTol GopMu Tabdlle Tk,
RKpUT] 1N(IBKOBOO 0DOJIOHKELIO, 3
THCHCHHAM « C I» 3 0111010 OOKY 12
TUCHCHHSAM Yy BHIIBIHI pUCKH 3 000X
Ookie
Average mass (mg)/Cepeyius maca (mr) | 88,4 to 97,6 (95 % to 105 % of 92 .0mg /mr
theoretical mass of 93 mg)/ 88,4 — 97,6
Mr (95 % -105 % Bin TcopeTHYHOT Macu
93 )
Microbiological quality (skip testing) 'Total gerobic microbial count (TAMC) <10CFU/g/KYO/r
European Pharmacopoeia (3.1.4). non- 3aransHa KiNBKICTL aepoOHmx Dakrepiii:
aqueous preparations for oral use / < 10*CFU/g /< 10°KYOIr
Mirpobionoriuna uncrora (cxin-rect) | Tolal combined yeasts/ moulds count
Caporeiickka Gapmaxornes (5.1.4), (TYMC) / 3aransna kiiekicrs rpudis: < <10CFU/g/KYOn
1te800HI nperapamu 0.is REPOPANBLIOZ0 10° CFU/lg /< 1P KY O
Facmocyeanii fslc?erfchia coli; sbserce/l g / syey ki T,
Identification of drug substances/ The principal peaks (3 9450 and S 1520) Complies/ Bianosinac

InenTudikania gi0uux pewoBHH
-89490 and S 1520 by LC/ S 9490
(nepurponprT) Ta S 1520 (inanaMin)
mMeToioM PX

in the chromatogram cbiained swvith the

to that of the principal peaks in the
chromatogram obtained with the
reference solution / OcHogHi nikn (S
9490 ra S 1520) ma xpomarorpami
JIOCTIIKYBAIIOTO PO3YUUITY MAKYTh HACUH
yTpUMALIHs 11011011 [0 TaKIX 114
OCHORHHX [MiKIB Ha XpOMATOTpaMi
PO3UMHY MOPIBHAIHA

test solufion have a retention time similar

Servier ([reland) Industries 111, Moneylands Gorey Road, Arklow, Co Wicklow, [reland. "

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

Dircctors: Christian Bazantay (French), Christian Sauveur (French), John Redmond,

80381 UKR1 V1

Company registered in Ircland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.
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" Method ref/llocunannn na memoo: DTC S006590 PF T CTR 16226 EN 2.0
Specification ref/llocuaanns ua cnequipivanivo: DTC_S006590 PF N SPE_ 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIIIPEJ® APTTHIH

Formulation/@opmy.iroanns;
Film-coated tablcts containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Ta6:zeTka, BKpH1i
LIBKOBO 0BOTOHKOI0, WO MicTTh 2,5 M mepuHaonply aprininy ta 0,625 Mr ijauaminy

Packaging Lot No./Cepis Ne: 318322 Manufacturing Batch No./Bupotunta mapris Ne: 287401
TESTSAIOKAZHHUKH STANDARDS/CTAHIAAPTH RESULTS/
PEIYJILTATH
-85 9490 and § 1520 by TLC/ S 9490 Main spots (S 9490 and S 1520) identical Complies/Bianosigae
(mepunmonpua) ta S 1520 (inganamiz) in position, colour and sizc for test and
meTogoMm [IX reference / Ocuori ruwmu (S 9490 1a S

1520) igeHTHYHI TIO TIOJIOWKELTIO,
KOILOPY 1 PO3MIpY AMS AOCHI;DKY BAHOTO
3pa3Ky i ;pasKy [OPIBHAIHA

Drug substances ¢ontent (LC)
(mg/tablet) / BmieT gitounx pevosun

(PX) (mr/rab)
- § 9490-6 (nepunIoNIPUITY Aprinin) 2,381t0 2,62 (95 % 1o 105 % of the 2.49mg/mr
theoretical content of 2,5 mg) /2,38 -
2,62 (95 % - 105 % sia Teoperuduoro
BMicTy 2,5 mr)
(0,594 to 0,656 (95 % to 105 % of the 0.61 1lmg/mr
- 8 1520 (inpamamin) theoretical content of 0,625 mg) / 0,594 —

0,656 (95 % - 105 % 8i)| TeOpeTHUHOTO
Bmicty B 0,625 Mr)

Degradation products content (L.C) (%
m/m) /BMICT NpogyKTiB jrerpagauii
(zomimor) (PX) (% m/m):

- § 9780-1 <0,75 % 0.11%
-Y 32 <0,2 % <0.10%
-Y 33 <02% <0.10%
Y 31 | <0,5% 0.13%
-Y 36 | <0,5% <0.10%
-Y 38 |§ 0,5 % <0.10%
- Any other degradation products/ Byns- <G2 %1 <0.10%
AKI iH0 JOMILIKK '

- Total content of degradation products/ < 1,5%4% (1.24%

3araaeHg KUIBKICTs JOMIITIOK

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland, &,
Tel: 1353 (1)) 402 20800 Fax: +333 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), Iohn Redmond.
80381 UKR1 v1 Company registered in Ireland No. 117246 Page 3 of 6
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Tlocwnasnnn na memoed: DTC _S006590 PF T CTR 16226 EN 2.0
Specification ref/ITocunannn na cneyuicauiro: DTC 8006590 PF N SPE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIIPEJ® APTTHTH

Formulation/®@opMyIoBaHHS:

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Tabnerku, BKpUT!
IIIBKOBOIO 0B0JIOHKOK, 10 MICTATE 2,5 Mr neprHaoupuiy aprinigy 1a 0,625 Mr ingamaMiay

Packaging Lot No./Cepia Ne: 318322

Manufacturing Batch No./Bupodnnua naprig Ne: 287401

TESTS/TIOKAIHHKHA STANDARDS/CTAHIAPTH RESULTS/
PE3YJIbTATH

Uniformity of content for § 9490-6 and S 1520 | Stage/ Number tested/ | Acceptance criteria /
(1.C) (Y/label claim)/ OanopianicTs Cramis e Kpuvegll
J030BAHMX OJMHHIEL 118 S 9490-6 :,E;:i:;ﬁ?uawx TR
(meputonputy apriviay) Ta 8 1520 S1 10 AV < 15.0% 53
(iupataminy) (PX) (% Bin 3asB1eHol 33
KLILROCTI) 5 2060 AV<I50% = =
European Pharmacopocia (2.9.4(})/ Ceponeiicbka 0.75 M < cach
Dapwmakores (2.9.44) Unit/koRHA OLAIHIT <

1.25 ™

Dissolution (1.C) (%) European Pharmacopocia
(2.9.3)/ Pozunnenun (PX) (%) €sponelicbka
Dapmakones (2.9.3)

Q=735 %al 15 min for 8§ 9490-6/ Q =75 % 2a
15 xsunwn o1a 8 9490-6  (mepungonpuiy
apriiy)

Number tested/
KineskicTs
Jocirisysannx
OAHHWIE

Ntape/
Craaia

Acceptance criteria /
Kpurepii
upufinsraocri

Mean value /
CepeaHe 3HAYEHHS

Each unit is nol less
S1 6 than 80 % / Kosxua
OOMHHLEA HC MCHIIC
80 %

102

Average of 12 units
(§1182) is equal to or
greater than 75 % and no
unit 15 less than 60 %/
Cepeiue 12 oppnnns
‘ (81+52]) 6iaemc abo
N sopinor 75 %
AONHOT GiHHMIT MEHIIE

60 %

§2° -6 (12)

Averape of 24 units

53" —-12 (24) {S1+82+83) is equal to
ot greater than 73 %, no
more (han 2 units are
less than 60 % and no
unit is less than 50 %/
Cepejnne 24 o,
(S1--82+583) Gipmme

BlILIIE JABOX GHHAE
yviermex 60 %% Ta .

50 lJ[I

IONLOT ORI Meidne

afio gopisnioc 75 Yo, ng.

Servier {Ireland) Industries LTD., Moneylands Gorcy Road, Arklow, Co Wicklow, Ireland. "

Tel: 353 (0) 402 20800 Fax: +353 (0) 402 20888 S
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmend, B

80381 UKRI V1

Company registered in Ireland No. 117246

Page 4 ol 6




SERVIER (IRELAND) INDUSTRIES LTD.
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Method ref/Tlocunannn na memod: DTC S006590 PF T CTR 16226 EN 2.0
Specification ref/lTocuranna na cnenupivanio: DTC_S006590 PF N SPE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIPEJ® API'THTH

Formulation/@opmy.tiopannsn:
Film-coatcd tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Tab1eTkH, BKpuUTI
WILBKOBOK HO0LOHKOIO. IO MICTATS 2.5 MT HepuiIonpaay aprininy ta 0,625 mr 1H/IamaMiny

Packaging Lot No./Cepia No: 318322 Manufacturing Batch No./BupoGuuua napria Ne: 287401
TESTS/IIOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3VJIbTATH

Dissolution (I.C) (%) European Pharmacopoeia | Q = 75% at 30 min for § 1520/ Q =75 % 3a
(2.9.3)/ Poaunuenns (PX) (%) E€pporciiceka | 30 xzuumd ja 8 1520 (iynanawviz)

(Dapmal{oneﬂ (2.9.3) Stage/ Number tested/ Acceptance criteria/ | Mean value/
Cragin KinexkicTe Kpnrepii Cepejine 3Ha9eHHs
HOCTIIRYBAHHX HPHHHATHOCTI
N | eauHMue _

Each unit is not less 93

51 6 than 80 % / Kowga
IMEHLE HE MEene
80 %

Averape of 12 units
5§22 16 (12) {S1+82) is equal to or
greater than 75 % and
no unit is less than 60
%/ Cepenue 12
onranis (S1+382)
Ginuine abo yopisuioe
73 %1 mozmol
o)l Megme 60 %

Average of 24 unily
537 +12 (24) (S1182+83) is equal
to or greater (han 75
s, no more than 2
units arg less than 60
Y and no unit s less
than 50 % Cepe;uie
24 o;eueins
(S1-82+ 83} Glapwe
abo.opismice 75 %,
HER RN b0 (el iz 1904
DAL MaTEY 60
B4 Ta woTHAY oA
memme 30 %

ANALYSIS / AHAMIZ < 22/10/2020
Balch accepied/l faptis mpniinsra

: ‘ IR
g s .
Analytical Services Manager: / / - wisialll
Meneaaep M0 KOHTPOO T4 AHAIIZY AKOCTI Michael Byrne/Mixaeas Bipue

T e T

servier (Ireland) Industries LTD,. Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Lel: F353 (0) 402 208040 Fax: =333 (03 402 20888
Dircctors; Clirdstian Bazantay {French), Christian Sauveur (French), John Redmiond,
80381 UKR1 Vi Company registered in Ireland Mo, 117246 Page 5 of 6




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 al
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, Protocels of manufacture, packaging and analyses were reviewed and GMP
compliance was established/

Llum 5 3aCRigUYIO, U0 HABSICHA BULIC (HQOpMAaLis € J0CTORIpIIOIO Ta TouHew. 1[I0 cepino
upoayruii 6yvi1o supobneno (BIIIFOUAMY UAKYBAHHA/MADKYRAHHA) TA UPOREAEHO KOHTPOIIb
i AKoCTI HA BUINE3a3HAYEHIA AinsHUUL ¥ NoBHIE BlanorigHocTi 3 BuMoramu GMP,
BCTAHOBIGHUMHE MiCUEBHUM PeIyINTOPHMM OPTAHOM, a TaxoX BIANORIIHO A0 cueundikaniii,
10 MICTATLES Y peecTpauiiiniomy gocke. [IpoTokoni supoSHULITEA, TUKYBAHHA T4 AIANIZIR
6yno NeperifsHyTo Ta RCTAHORACHO RiToRIHICTS (TMP.

Date of batch release//[ata Bumycky cepii 12/03/21

Name and Position/Title of person authorising the Batch Release/ Ilpissmue Ta nocaga/
3BAHHA 0c00W, AKA RHIAa A03BLT Ha RENYCK cepil

[1 Dr Blanaid Bowes, Qualified Persorn/ Bignosiganesa ocoba
[1 Ms Ailbhe Wade, Qualified Person/Biauosizansua ocoba
1] Ms Carmel Kinsella, Qualified Person/ Binosifanssa ocoba

[—]/M..:i Jenny Quinn, Qualificd Person/ Binmosinanena ocoba

- by —— ‘I-.Il
Signature/I lignuc -.D‘;-VW-'\ &.ﬁv‘»«\a.m Date/I{aTa: = ‘”IO‘«&‘(!
=3

Finished product batch number/ Homep cepil roToBoro nikapcekora aaccby: 318322

-
.n%!i

BT L
P Pagu B BEET

Servier {Ireland) Industries L'TD., Moneylands Gorey Road, Arklow, CoWicklow, [reland:
Tel: +353 () 402 20800 Fax: +353 (0) 402 20888

Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmaond. q?\
Company registered in Ireland No. 117246



SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Tlocunannn na memod: DTC _S006590 PF T CTR_16226 EN 2.0
Specification ref/liocunanns na cneyudicaio: DTC_ 5006590 PF N _SPE 25260 EN_I1.0

NOLIPREL® ARGININE / HOJIIIIPEJ® APT'THTH

Formulation/@opmy/nopanas:

Iilm-coated tablets conlaining 2,5 mg of perindopril arginine and 4,625 mg of indapamide/ TabneTxu, BxpuTI
NIIBKOBOK 0B0/IOHKO0, 10 MICTATL 2,5 MI LeprEaonpwty aprinimy Ta 0,625 Mi injanamizy

Packaging Lot No./Cepist No: 320827

Manufacturing Batch No./BapotGumia napris No: 287401

TESTSMTOKAIHHKH STANDARDS/CTAILIAPTH RESULTS/
PEIYJIAhTATH
Uniformity of content for $ 9490-6 and S 1520 | Stage/ Number tested/ | Acceptance criteria /
(LC) (Yo/label claim)/ OnnopixmicTs i ﬁﬂ:{;:};almx gg:;:?tin et
A030BaHUX OIHHHIL ;18 § 9490-6 OTHHNLE
(nepurmonprty aprininy) ra 8 1520 $1 Lo AV < 15,0% 53
(inmamamimy} (PX) (Yo Bix sans.reiol 6.5
KifbKOCTi) 52" +20 (30 AV < 150%
BEurepean Pharmacopoeia (2.9 4())/ €sponeiicnka & 0.75 id s,_cach
MDapmaxomnes (2.9.40) UNit/KOWEA OTUHHLY <
1,25 M

Dissolution (LC) (%) European Pharmacopogia
{2.9.3)/ Poaunnacuns (PX) (%) Cepouciictka
Qapmaxones (2.9.3)

Q — 75 % at 15 min for § 9490-6/ Q =75 % 1a
15 xrunnH s § 9490-6  (mepuugonpHTy

aprinii)

Stape/
Cranin

Nomber tested/
Kuiskictn
Jacnipeynannx
OAHHIE

Acceptadce criteria/
EprTepii
npAHATHOCTI

Meun valoe /
CE pE,‘l]lG: HHAYEHIIA

51

6

g2t

16 (12)

Each unit is not less
than 80 % / Koxma
ORI 118 MEILOE
80 %

102

Mverage of 12 unils
{81182} 15 equal lo or
preater than 75 % and no
wmit 1s less than 60 %/
Cepenne 12 oauimis
(51+82) Gianme afo
nopinmpoe 75 %0
JKOTHOT DIMIHEL MEme
60 %40

+12 (24)

Average of 24 units

{5 1-+52-+583) is cqual to
or preater than 75 %, no
mare than 2 units are
less than 6G % and no
unil 1% loss than 50 %/
Cepe;iHe 24 0THHHLS
{S1+-82+83) Gilisnic
abo aopisioc 73 %, 1tc
BUIBING JBOX O/ IHEATb
sermux (0 Yora
AT OFHHHIL MCHILIC
50 D‘I

Servier (Ireland) Industries L'TD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland

Tel, 353 (0) 402 20800 Fax: =353 (0) 402 20888

Directors: Christian Bazantay (I'rench), Christian Sauveur (Irench), John Redmond,

80381 UKRI1 ¥1

Company registergd in Ireland No. 117246




SERVIER (IRELAND) INDUSTRIES LTD.

T BERVIER

Method ref/lTocuranng na memoo: DTC S006590_PF T _CIR 16226 EN 2.0
Specification ref/lTocunannn na cneyupivayiio: DTC_SO06590 PF N _SPE 25260 EN 1.4

NOLIPREL® ARGININE / HOJIITIPEJI® APTIHIH

Formulation/opmymosanns:

Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ TabseTxu, BrxpuTi
IJIiBKOBOK 0001CHKOIO, MO MICTATE 2,5 MI IepuHACIpIuTY apridiny Ta 0,625 mr iHfanamigy

Packaging Lot No./Cepin Ne: 320827

Manufacturing Batch No./BupoGuaga naprin No: 287401

TESTS/TTOKAIHHKHA

STANDARDS/CTAHJAPTH

RESULTS/
PE3V.IBTATH

Dissolution (I.C) (%) European Pharmacopoeia
2.9 .3)/ Posumnenus (PX) (%) €sponeiicrxa
Qapmarones 2.9, 3)

Q=75%at 30 min for 8 1520/ Q=75 % 3a

30 xeumy xS 1520 (imn

Stawze!
Craaia

ammaMin)

MNumber tested/ ‘
Kinagicts
MOCILTKY BAHAX
DiIHHEH [ ]

S1

§2%

6

Acceplance criteria /
KpaTepii
npriineTaocTi

Meun value /
Cepenac sRaicARA

Each unit is oot less
than 80 % / Koxua
OQHMUKLA TG MCHLIE
80 %

=6 (12)

93

Average of 12 units
{S1+82) is equal to or
greater than 75 % and
no unit is less than 60
%/ Cepeane 12
onarnLs (S1H52)
ke abo MopiBHIoE
75 % 1 momnol

| enurm merne 60 %

q3!

=12(24)

Average of 24 unils
{S1-82+83) is equal
to or greater than 73
%, no more than 2
units are less than 60
% and 0o unit is less
than 50 %/ Cepeqne
24 oauHKn
(S1132t83) Gineme
abo gopisioe 75 %,
He BLILIIE JBox
CAHHHIE MEHIUX 60
B4 Ta HOIHOT OHHHLI
uenue S0 %

Analytical Services Manager:

ANALYSIS / AHAJIZ : 22/10/2020

Bacch accepted/Tlaptis npuituata

MeHeuKep 110 KOHTPOI0 Ta @NARIZY SKGCTI

R

s

Michael Byrne/Mixaens Bipre

Servier (Ircland) Industries 1. TL),, Moneylands Gorey Road, Arklow, Co Wicklow, Ireland,
Tel: =353 (07 402 20800 Iax: +353 {0) 402 20881
Directors: Christian Bazantay (I'rench), Christian Sauveur (French), John Redmend

80381 UKR1 V1

Company registered in Treland 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
regnlatory 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/

LlrM 5 3aceiguyio, U0 HABC/ICHA BHINE 1bopMalLil € JOCTOBIPIIOK T4 TouHo0. Lo cepito
npogyiuil 6yi1e BupebneHo (BlOYa0qy NAKYRAHHA/ MAPKYBAHH ) 18 LPOBEUHO KOHTPOTIR 11
AKOCTI HA RUINE3a3NaYenill NinsHUN! ¥ DOBHIA BianeBigHOCTI 3 BuMoravu GMDT,
BCTEHOBIIEHHMM MICIIEBUM PEIYIHIOPHHM OPraHoM, a TAKOXK Biguosliao 4o crenudikanii,
IO MICTATRCH ¥ peecTpauiiitiomy gocke. [IpoToxony BupoSHUITEA, TAKYBAHHS Td aHATI3IB
Oyi0 11eperiHHyTO Ta BCTAHORICHO RifimoriaicTh GMP,

Date of balch release/[laTa sumycky cepil 12/04/21

Name and Position/T'itle of person authorising the Batch Release/ Ilpissume ta nocaza/
3B4HHA 0colu, KA BUAANA J03BET HA BUNYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bignosizaasaa ocoba
[1 Ms Ailbhe Wade, Qualified Person/Binnosinansua ocoba
i Ms Carme! Kinsella, Qualified Person/ Bianosizaisua ocoba

[1 Ms Jenny Quinn, Qualified Person/ Bi;noris1aeHa ocoba

Signature/TTimmc (F)f{h()[ kjﬂ@_:— Dach}'[aTa:IBICG]ZE

Finished product bateh number/ Homep cepii roTosero nikapcbkoro aacoby: 320827

Servier (Ircland) Industries LTD., Moneylands Gorey Road, Atklow, CoWicklow, Ireland:
Tel: =353 {0) 402 20800 Fax: ~353 (01402 20888 :
Dirgctors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in [reland No. 117246



JEPHIIKCIIYIKBA
AEPKABHA CIIYIXBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y m. KHCBI

Byt bepeanskircnka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,hitps://www.dls.gov.ua, Kon €IPIIOY 37079055

BACHOBOK
Mpo AKICTH BBE3EHOT0 B YKpaiHy JiKapebKoro 3zacody

25.05.2021 Nk 29016/21/26

HOJIIIPEJI® API'THIH

(Haiimeynais ixaperkoro 3acofy aTIAHO 3 peecTpaliitHiM TOCB GUCHHSM)
Ta0IeTKH, BKPHTI IUTIEK0B00 000 10HK010; 110 30 Tabnerox y xoHTeiinepi; no 1 xonTeinepy B
KopoOui 3 KapToHy

(hopma BUNYCKY, A03YBAHHSA, B HAKYBALUHN JHKApCLKOUD 3ac0Dy)
Howmep peecrpanisinoro mocsinuenna UA/5650/01/01 erpox aif peectpauifisoro nocsiguenns HEOOMEXEHHH
Cepis nixapcskoro 3acofy Ne 320827 KinnkicTs BBE3eHOrO jlikapeskoro sacoby 27804

Bupo6uuk Cepg'e (Ipmannin) Inpacrpic Jita, Ipnanais

{naiimMenysauus pupoGHKKa JixapcLkoro 3acoly, XpatHa MOXOKCHHA)

Baeserno B Ykpainy TorapucTBo 3 00mexenoio BignosigaassicTio "CEPB'C YKPATHA",
imenT. koa: 33643340

(stativenyBanug Ta kon 3a €JPIIQY wopuauvHoi ocobu abo npiseuiue, iM'a, 10 Oarskosi hiznunol
ocolw - nianpuemny, 1 Miciie MPOKKMBAHKES Ta peceTpauifuui noMep 06nikoRoT KAPTKH IATHAKA
noaaTkis abo cepig T4 HOMED 1ac1IOPTA)

Iporokoa aisyaasnore kontpomo sig 25.05.2021 N 169272,

34 pesynsraTaMy JCPXKABHOTO KOHTPONK BCTATOBJIEHO, - IO JUKAPCHKWH 34ci6 BBeseHo B YxpaiHy 3

AOTPHMAHHHAM suMOr 32K Tgqe 3a0e3neueHHs FKOCT] Jikapglxitx sacebis,

HauansHuk Mukona XOJIOJEHKO

{nijume) (inimiany Ta npissAINE)

(mocanoea ocoba epra




: SERVIER (IRELAND) INDUSTRIES LTD.
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI AIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Haasa ta Scrvier (Ircland) Industrics 1.id/Cepa'c {(Ipnastis)
a;pecd BUPOOHUKA [nmacrpic Jlta
Moneylands, Gorey Road/Marinennz, Fopeit
Poy.i,
Arklow/Apxoy,
Co. Wicklow/Ko, Bikoy,
Ireland/Ipaanzin
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpalna"
Hasaa Ta agpeca imnopTepa 41, Naberezhno-Khreshchatytska St./By:L.
Hafiepexno-Xpeuatnimka, 41
Kyiv, 04070/m. Kufg, 04070
Ukraine/Yipalna
Which Consignment of product is delivered/Buy Pharmaceutical Product/Jlikapebkuii 3aci6
NpOAYyKLil, L0 10CTAYaETHCH

Pharmaceutical form/}lixapcoka opva Film-coated tablets/TabneTru, RkpuTi ITiRKOROIO
000I0HKOK

Name of the Product/Hassa nikapcsxoro NOLIPREL® ARGININE/HOJITIPEI®

3acoby APTTIII

Dosage/Cuna nil 2,5 mg/0,625mg / 2,5mr/0,625 mr

Type and size of packaging/Buy a posmip 30 tablets in the container; 1 container in the

YTIAKOBKH carton box/ o 30 Tabnetox y koHrefiHepl; no |

KOHTeAHEDPY B KopelUl 3 KapTOHY
Finished Product batch number/Cepia retorero 320827
Jikapeskoro sacoby -'

Manufacturing date/ata BupoOHULTBA 10 2020
Expiry date/Tepmin npugatiocTi 132023
Batch size/Kiaskicts y cepil 27,804 Boxes/'ynakoBok

Manufacturing Licence number/Homep minenzii M00068/00001
Ha BUPOOHHIITRO

Registration Number/Peectpaniiine UA/5650/01/01
[OCBIAYEH

" .., Goen B ETRLS
CPadTob6
Servier {Ireland) Industries 11D, Moneylands Gorey Road, Arklow, CoWicklow, Ireland. = 4

Tel; +353 (01402 20800 Fax: +353 (0) 402 201888
Ddirectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond,
Company registered in Ireland No. 117246




SERVIER (IRELAND) INDUSTRIES LTD.

=7 SERVER

Method ref/lIocinannn na memoo: DTC _S006390_ PF T CTR 16226 EN 2.0
Specification ref/Ilocunannn na cneyugicawiio; DTC S0065%0 PF N SPE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIPE.1® APTTHIH

Formulation/Popmynweanns;
Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Ta61eTku, Bxpuri
MIRKOROIC 0B0TONKOIO, 10 MICTATS 2,5 MI LepUHAONPUITY apridiay Ta 0,625 Mr inganaminy

Packaging Lot No./Cepin Ne: 320827 Manufacturing Batch No./Bupofinimia napria Ne:
287401
TESTS/TIOKA3ZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PEIVJIBTATH
Appearance/ JoBimnuiif RUras White, rod-shaped, film-coated tablet Complies/ Bignorigae

engraved with € 2 on one face and an
embossed line on both faces / Binoro
Kosopy, uorractol diopmu TabneTky,
BKPHTI IUNBKOBOK 000I0HKOI0, 3
THUCHEHIAM « C I» 3 0IHOro HOKY Ta
THCHCHIAM Y BRI PUCKH 3 0Box
Boxir

Average mass (mg)/Cepejins maca (mr) | 88,4 10 97,6 (95 % lo 105 % of 92.0mg /Mr
theoretical mass of 93 mg)/ 88,4 — 57,6
Mr (95 % -105 % rig TeopeTHuHO! Macu

93 1)
Microbiological quality (skip testing) Total aerobic microbial count {TAMCY <10CFU/g/KYQir
European Phammacopoeia (3., 4), non- 3aransna KIMLKICTL aepobix faxtepiit:
agucous preparations for oral use/ < 10'CFU/g / < 10° KYO/r
Mikpodionoriuna anerora (cxin-tect) | Total combined yeasts/ moulds count .
Esponeiicska (Papmaxones (5.1.4), (TYMC) / 3aransia KLTEKicTL Ipubis: < <10CFU/g/KYQ/r
nesodni Rpenapamy 0l RepopatLHOZo 162 CFU/g /< 1P KYO/ir
SGCMACYBUHNA B — - .
2 Escherichia coli: absence/| g/ pimcyTii AbsentBincyrsi
vir
Identification of drug substances/ The principal peaks (8 9490 and §.1520) Complies/ Binmosinae

in the chromatogram obainied with ihe
test solution have a retention time similar
to that of ihe prineipal peaks in the
chromatogram oblaincéadth the
reference solution / Oerobipixy (S
6460 ta § 1520) #1a Xpomarorpami
HOCHj.I[}KyBH.HGI'O pl’,‘.l‘{[ﬂl—]y MAHITE SACH
YIPHMaHES ToAlGHE] [0 TareX jUs
OCHOBNAX TIKIB Ha XpOMAaTorpaMi
PO3YUHHY NOPIBHAHNY

TnenTudikanin Jiwamux pedosHi

-85 9490 and 8 1520 by LC/ § 9490
(epunnonpuwe) 1a § 1520 (inranasia)
sveToyom PX

Servier (lreland) Industries 1LTT, Moncylands Gorey Road. Arklow, Co Wicklow, Ireland,

Tel: +353 (0] 407 20800 Fax: 1353 (0) 402 20888 L i

Directors; Christian Bazantay (French), Christian Sanveur (French), John Redmend, womE Tah o
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SERVIER (IRELAND) INDUSTRIES LTD.

Method refillocuiarnnn va memod: DTC 8006590 PF T CTR 16226 EN 2.0
Specification ref/ITocunanna na cneyuhicayio: DTC_S006590 PF N SPE 25260 EN 1.0

NOLIPREL® ARGININE / HOJIIIPEJI® APT'THIH

Formulation/@opmyinosanus:
Film-coated tablets containing 2,5 mg of perindopril arginine and 0,625 mg of indapamide/ Tabnetxu, BxkpurTi
TITIBKOBOX 000IOHKOR, 10 MICTATS 2,5 MI nepuHonpuny apriuiny Ta {,625 mr ingauamiiy

Packaging Lot No./Cepia Ne; 320827 Manufacturing Batch No./Bapofrnya naprig No: 287401
TESTS/TIOKAIHUKHA STANDARDS/CTAHJAPTH RESULTS/
PEIYJILTATH
- 89490 and § 1520 by TL.C/ § 9490 Main spots (8 9490 and S 1520) identical Complies/ Bignosigae
(tepunoopun) ta § 1520 (igpamavin) in position, colour and size for test and
MeTogom TIIX reference / OcHoBri mnavm (5 9490 1a 8

1520) igenrinydl mo NONIoKeHHI0,
KO;IROPY | po3MIpY I/18 DOCIUDKYBAHOTO
3pa3Ky | 3pasKy NOPIBHANHS

Drug substances content (L.C)
{mg/tablet) / Bmict j1is0riux pesoRHA

(PX) (mr/rab)
- § 9490-6 (ncpussonpuUny apritin) 2,3810 2,62 (95 Yo to 105 % of the 2.49mg/vr
theoretical conient of 2,5 mg) /238 —
2,62 (95 % - 105 % Rif TEOpeTHYHOTO
BMICTY 2,5 MT)
0,594 to 0,656 (95 % to 105 % of the 0.61 1mg/mr
- 8 1520 (innanamiz) theoretical content of 0,625 mg) / 0,594 —

0,656 (95 % - 105 % Big TeopeTudHoro
BMIcTY B 0,625 Mr)

Degradation products content (LC) (%
nt/m) (BMicT MpoIyKTIB Jerpasanil
(aomiwox) (PX) (% nvm):

- 5 9780-1 <0,75% 0.11%
-Y 32 <02 % <0.10%
-Y 33 <(2% <0.10%
-Y 3l <0,5% 0.13%
-Y 36 <0,5% <0,10%
-Y 38 <0,5% ' , <0.10%
- Any ather degradation products/ Byiw- <0,2% i <0.10%
AK1 IHIII JOMIIIIKH

- Total content of degradation products/ =1.5% 0.24%

3araiena KLIsKICTR 1OMITIIOR

Servier (Ireland) Industries L'TD., Moneylands Gorey Ruad, Arklow, Co Wicklow, lreland. ; it
Tel: 1353 (D) 402 20800 Fax: +353 (0) 402 20888 Rt 'f.;'@':"'
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond. LR #w
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