- AEPXKIIKCIIYIKBA
AEPKABHA CJIYIKBA 3 IIKAPCHKHAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KUEBI

By Bepesusxincria, 29, Kuis, 02098, Ten./daxe: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,hi( ps/fwww dls gov.un, Kon CIPIIOY 37079055

BHCHOBOK
Npo SKICTL BBe3eHoro B Yxpainy Jikapeskoro 3acoly

10.11.2020 Ne 61292/20/26

HOJIIIPEJ® APTTHIH ®OPTE

(uaiisenyBamin nikapebxoro 3acoBy 3rinHo 3 peectpaniiivum NOCBiIMEHHAM)
Tab/ICTKH, BKPHTI ILIBKOBOI0 060.,101HK010; 110 110 30 TabaeTox Y KouTeiiuepi; mo 1
KOHTeliHepy B Kopobui 3 kaprony

{({opma BrmyCcky, Do3yRanHs, B THKYBIHH3 1IKapCLKOTD 3ac06y)
Homep peectpaniifioro nocsiguenns UA/5650/01/02 CTpoK Aif peecTpaniftoro noceigyenns HEOBMENCHIIL
Cepis rixapeskoro sacofy Ne 310957 KinbkicTs BBesenoro nikapeskoro sacody 85282

BupoGHux Cepr'e (Ipnangis) Inpacrpic Jita, Ipnangis

(malimenynanns BIDOGHHKA NiKAPCHKOrO 3acoBy, kpaiHa ToX0AKEeHHS)

Bacseno B Vkpainy Tosapuerso 3 o6mexenoro BimosinaxbHicTIo "Cepg'e Ykpaina",
inent. xon: 33643340

(natiMenypanng Ta o/ 3a €/IPTIOY 10puanaHol 0coGH 260 pissume, iM's, 10 Garskoni
dizunol ocoby - niznpuemus, I micne NPOKHARANHA Ta peecTpauiiauli nomep ofinixoroi
KApTky nAaaritika nodarkis abo cepis ta Homep nacnopra)

[Iporokon Bisyansroro wonrpamo sig 09.11.2020 N 3467/8.

&?&)\n'rpmuu BCTAHOBNICHO, 1MO mikapevku#t 3acil BBessHo B Vxpainy 3
R wono sabezneuenss skocTi Nikapeskux 3acobin,
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI /IKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Cepg'e (Ipnannis)
ajapeca BUpoOHHKa Inpacrpic Jltn

Moneylands, Gorey Road/Maninenss, [opeit
Poyn,

Arklow/Apknoy,
Co. Wicklow/Ko. Bixioy,
Ireland/Ipnaugis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

Hasea Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./sys.
Hab6epexHo-X petnataipbka, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlixapcrkuii 3aci6
OpOAYKUii, 10 MoCTaYaeTHCS

Pharmaceutical form/Jlikapceka dopma Film-coated tablets/TabneTkn, BKpHTI N1iBKOBOKO
060110HKOO

Name of the Product/Hassa nikapcekoro NOLIPREL® ARGININE FORTE/

3aco0y HOJITTPEJI® APTTHIH ®OPTE

Dosage/Cwna git 5mg/1,25 mg/ 5 mr/1,25mr

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

YIaKOBKH carton box/ no 30 Tabnerox y konTeiinepi; no 1

KOHTe#Hepy B KOpo6Li 3 KapToHy

Finished Product batch number/Cepist roroporo 310957
TiKapCEKOro 3acoby

Manufacturing date/[{ata BupoSHunTEa 07 2020
Expiry date/Tepmin npuzatnocti 07 2023
Batch size/Kinpkicts y cepii 85,282 Boxes/yrniakoBok

Manufacturing Licence number/Homep ninersii M00068/00001
Ha BUPOOHUITBO

Registration Number/Peectpaniiine UA/5650/01/02
MOCBIAYEHHS

Page 1l of 6

Servier (reland) Industries | tands Gorey Road, Arklow, CoWicklow, Ireland.
Tel: + {3y 40 W00 F 333 (G 402 20888

Directors: Christian Bazantay (Frenchy, Christian Sauveur {Freneh), John Redmond,

Company regisiered in Irelund No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunanns na memod: DTC S006590 PF_ T CTR 16229 EN 2.0
Specification ref/lIlocunannn na cneyudgiivanio: DIC S006590 PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIITIPEJI® API'THIH DPOPTE

Formulation/®opmymopannsn:
Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Ta6netkw, Brpuri
TBKOBOO 0BOIIOHKOIO, IO MICTSTh 5 MI TIEPUHONPUITY apriniHy Ta 1,25 mr inganaminy

Packaging Lot No./Cepia Ne: Manufacturing Batch No./Bapo6unya napria No:
310957 300292
TESTS/TIOKA3ZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIbTATH
Appearance/ 3osHitnil BarIsA White, rod-shaped, film-coated tablet Complies/ Binnosinae

engraved with € 3 on one face / Binoro
KOJTbOpY, ROBracTol Gopmu TabaeTKu, BKPHUTI
MBKOBOIO 0OOIOHKORO, 3 TUCHEHHAM « C Iy
3 OJIHOTO BOKY

Average mass (mg)/Cepeun maca (mr) | 88,4 to 97,6 (95 % to 105 % of theoretical 91.8mg /mr
mass of 93 mg)/ 88,4 — 97,6 mr (95 % -105 %
BiJ{ TEOPETHYHOT MacH 93 Mr)

Microbiological quality (skip testing) Total aerobic microbial count (TAMC)/ *Skip Test - Not
European Pharmacopoeia (3.1.4), non- 3arasibHa KifbKicTb aepobHuX Gakrepiii: < 10° Applicable
aqueous preparations for oral use / CFU/g /< 10°KVO/r

Mikpobionoriuua uncrora (ckin-recr) | Total combined yeasts/ moulds count

€eponelicbka Dapmaxones (5.1.4), (TYMC)/ 3aransHa kinbkicts rpubis: < 102 *Skip Test - Not
HEBOOHI npenapamu Ons nepopansiozo CFU/g /< 10*°KYO/r Applicable
3aCMOCYBANHSL

Escherichia coli: absence/1 g / BiICYTHI y 1 1

*Skip Test - Not

Applicable
Identification of drug substances/ The principal peaks (S 9490 and S 1520) in Complies/ Binnoinae
Inentugikauis gixunx pedosun the chromatogram obtained with the test
-$9490 and S 1520 by LC/ S 9490 solution have a retention time similar to that

of the principal peaks in the chromatogram
obtained with the reference solution / OcosHi
niky (S 9490 ta S 1520) na xpomaTorpami
AOCHIDKYBAHOTO PO3YMHY MAKOTh HYacH
YTPHMaHHS MOAIOHI IO TAKUX 111 OCHOBHHX
TiKiB Ha XPOMATOrpaMi PO3YMHY NOPIBHAHHS

(nepunonpui) ta S 1520 (iunanamin)
metojoM PX

* Skip test/Ckin rectyBanns, Passes/Bignosinae, not applicable/ne nposoauses

Servier (Ireland) Industries LTD.. Moneylands Gorey Road, Arklow, Co Wicklow. Ireland.
Tel: +353 (0) 402 20800 Fax: +3353 (0) 402 20888
Directors: Christian Bazantay (French). Christian Sauveur {French). John Redmond.
80441 UKR1 V1 Cornpany registered in lreland No. 117246 Page 2 of 6




SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunanna na memoo: DT C_S$006590 PF T CTR 16229 EN 2.0
Specification reffITocunannn na cnewudpiraiio: DTC S006590 PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIIIIPEJT® APT'THIH ®OPTE

Formulation/®opmymoBanns:

Film-coated tablets containing 5 mg of perindopril
TLTIBKOBOO 0GOJIOHKOIO, 110 MICTST 5 MI TIEPUHAO

arginine and 1,25 mg of indapamide/ Ta6neTkw, BKpPUTI
MPHJIY apriHiny Ta 1,25 Mr inganaminy

Packaging Lot No./Cepin Ne:

Manufacturing Batch No./Bupo6uuua naprist Ne:

310957 300292
TESTSATOKA3ZHUKU STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIbTATH
- S5 9490 and S 1520 by TLC/ S 9490 Main spots (S 9490 and S 1520) identical Complies/ Bignosizae
(nepuHgonpun) ta S 1520 (inpanamin) in position, colour and size for test and
mMetogom THIX reference / OcHoBHi My (S 9490 Ta S
1520) inenTnyni no nonoxenHo,
KONBOPY | pO3MIpY JUTST A0CHIIpKYBAHOTO
3pasKy i 3pasKy NopiBHIHHS
Drug substances content (L.C)
(mg/tablet) / Bmicr airounx pPeYOBHH
(PX) (mr/ra6)
- § 9490-6 (nepungonpuny apriHin) 4,75 10 5,25 (95 % to 105 % of the 4.94mg/mr
theoretical content of 5 mg) /4,75 5,25
(95 % - 105 % Bix TeopeTHuHOrO BMicTY
5 mr)
- S 1520 (innariamin) 1,19t0 1,31 (95 % to 105 % of the 1.22mg/mr
theoretical content of 1,25 mg)/ 1,19 -
1,31 (95 % - 105 % Bin TeopeTnunoro
BMicTy B 1,25 mr)
Degradation products content LC) (%
m/m) /Bmict npoaykris xerpasauii
(nomimox) (PX) (% m/my):
- S 9780-1 <0,75 % <0.10%
-Y 32 <0,2% <0.10%
-Y 33 <0,2% <0.10%
-Y 31 <0,5% <0.10%
-Y 36 <0,5% <0.10%
-Y 38 <0,5% <0.10%
- Any other degradation products/ Byne- <0,2% <0.10%
AKI 18101 KOMILIKH
- Total content of degradation products/ <L5% <0.10%
3arajibHa KiNbKicTe JOMILIOK
Servier (Ireland) Industries LD, Moneylands Gorey Road, Arklow. Co Wicklow, Ircland,
Tel: =353 (0) 402 20800 Fax: +253 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond,
80441 UKRI V1 Company registered in Ireland No. 117246 Page 3 of 6




SERVIER (IRELAND) INDUSTRIES LTD.
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Method ref/Tlocunanna na memoo: DT C_S006590 PF T CTR 16229 EN 2.0
Specification ref/Tlocunanna na cneyugpixativo: DTC S006590 PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIIIPEJI® APTTHIH ®OPTE,

Formulation/®opmymopanns:

Film-coated tablets containing 5 mg of perindopril ar;
MJ1iBKOBOIO 0GOJIOHKOIO, 110 MICTATE 5 MT TIEPUHION

ginine and 1,25 mg of indapamide/ Ta6nerxw, BKPUTI
puity aprininy Ta 1,25 Mr inganaminy

Packaging Lot No./Cepist Ne:

Manufacturing Batch No./Bupo6nuya napris Ne:

310957 300292
TESTS/IIOKASHHKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJBTATH
Uniformity of content for S 9490-6 and S 1520 | Stage/ Number tested/ | Acceptance criteria /
(LC) (%o/label claim)/ Oanopinmicrs, Caaiia Kiaexicrs EouTepl
. HocaipxyBanux APHHHATHOCTI
HAO30BAHHUX OANMHHUL 115t S 9490-6 pumn—
(nepunzonpuity aprininy) Ta S 1520 S1 10 AV <15,0% 2.7
(inpanaminy) (PX) (% Bix sasieienoi 3.4
KITLKOCT) 52! 20 (30) AV <15,0% T

European Pharmacopoeia (2.9.40)/ E€pporneiicbka
Dapmakores (2.9.40)

0,75 M <each

1,25 M

Dissolution (L.C) (%) European Pharmacopoeia
(2.9.3)/ Pozuunenns (PX) (%) E€Bponeicpka
®apmaxores (2.9.3)

Q=75 % at 15 min for S 9490-6/ Q = 75 % 3a
15 xBunun 1s S 9490-6 (nepunponpuny
aprinix)

Stage/
Craain

Number tested/
KiasxicTs
Jocaimxysauux
OAMHHUD

Acceptance criteria /
Kpurepii
NpuitHATHOCTI

Mean value /
CepenHe 3Hauennst

S1

Each unit is not less
than 80 % / Koxna
OAuBUUS He MeHuIe 80
%

+6 (12)

Average of 12 units
(S1+S2) is equal to or
greater than 75 % and no
unit is less than 60 %/
Cepense 12 oamauns
(S1+82) 6ineue abo
nopisuioe 75 % i
KOJHOT OAMHUIL MemIue
60 %

+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 oniHHLL
(S1+S2+8S3) Ginpuie
abo nopieuioe 75 %, ne

Ginbuie 1BOX OAMHWIE -

MeHmux 60 % ta
XKONHOT O AWHULI MeHILie
50 %

Servier (treland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20838
Directors: Christian Bazantay (French). Christian Sauveur (French), John Redmond.

80441 UKR1 V1

Company registered in Ireland No. 117246

Page 4 of 6




P

A
.
e

= $EI‘?WE§?

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Tlocunanns na memod: DTC - 8006590 PF T CTR 16229 EN 2.0
Specification ref/Ilocunanna na cneyugpixauivo: DIC S006590 PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIIIPEJI® APT IHIH ®OPTE

Formulation/®opmymosanns:

Film-coated tablets containing 3 mg of perindo
NI BKOBOIO 060IOHKOI0, IO MICTSTE 5 M f1e

pril arginine and 1,25 mg of indapamide/ TaGnerkwu, BKPUTI
PHHAONPUIY apridiny Ta 1,25 mr innanaminy

Packaging Lot No./Cepist Ne:

310957

Manufacturing Batch No./BupoGuuua uapris Ne:

300292

TESTS/IIOKA3HUKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJIBTATH

Dissolution (L.C) (%) European Pharmacopoeia
(2.9.3)/ Posunnennus (PX) (%) €Bporneiichka

Dapmaxones (2.9.3)

Q=75% at 30 min for S 1520/ Q = 75 % 3a
30 xBumuH s S 1520 (inpanamin)

Stage/
Cranis

Number tested/
Kinskicrs
AOCTIKYBaHUX
ONHHYLL

Acceptance criteria /
Kpurepii
RPUAHATHOCTI

Mean value /
Cepenne sHauennss

Sl

Each unit is not less
than 80 % / Kosxwua
ONUHUNA HE MEHLIIE
80 %

82

s2?

+6 (12)

Average of 12 units
(81+82) is equal to or
greater than 75 % and
no unit is less than 60
%/ Cepepne 12
olHuI (S1+S2)
6inniwe abo aopirmioe
75 % i xoanoi
ORMHULI Menwe 60 %

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 %/ Cepeane
24 oyuHuLE
(S1+S82+83) 6inpuie
a6o popisnioc 75 %,
fe Gisibuie nBox
OAMHULIL MEHIIHX 60
% Ta X010l OqMIMLI
meHue 50 %

ANALYSIS / AHAJI3 : 09/09/2020
Batch accepted/Ilapris npuitnsta

Analytical Services Manager:
Menemkep no konrposo Ta aHATI3Y AKoCTI

80441 UKR1 V1

; 2

refand No, 117

1246

A

eland.

Michaél B;yrne/MixaeJm El[}l;
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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/

Llum st 3acBiguyto, IO HABEACHA BULIE iHpOpMALis € AOCTOBIPHOIO Ta TOYHOIO. Lo cepiro
NponyKUii 6yio BUpo6eHo (BKIIOYAKOUH 1aKyBAHHSA/MapKyBaHHs) Ta NPOBEJEHO KOHTPOJIb
I IKOCTI Ha BHINE3a3HAYEeHIH AiBHUII Y TOBHIN BiADOBinHOCTI 3 BuMoramu GMP,
BCTAHOBJICHHMH MiCUEBUM PEryIITOPHUM OPTaHoM, a TAKOX BIAIOBIAHO [0 cneuudikanin,
IO MICTATBCA Y peecTpaniitHoMy Kocke. [IpoTokomnu BUPOOHHITBA, NAKYBAHHS Ta aHATI3IB
By110 nepersHyTO Ta BCTAHOBJIEHO BiaNoBigHicTs GMP.

Date of batch release/[lara sunycky cepii 18/09/20

Name and Position/Title of person authorising the Batch Release/ Ilpissume Ta nocana/
3BaHHSA 0cO0H, IKa BUAJA XO3BLI HAa BHIMycK cepil

[1 Dr Blanaid Bowes, Qualified Person/ Bianoginansua oco6a
[] Ms Christine Farrell, Qualified Person/ Bianosinansna oco6a
[] Ms Ailbhe Wade, Qualified Person/ Bianopinansna oco6a
¥ Ms Carmel Kinsella, Qualified Person/ Binnosinarsua ocoba
[] Ms Jenny Quinn, Qualified Person/ Binmosizamsna ocoba

Signature/Mizmae L (aQ L\ nfeo Date/llara: 2201 01%0

Finished product batch number/ Homep Cepil roToBOTO Nikapckkoro 3acoby: 310957

e & of 6

Ll

3
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Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow. CoWicklow, Ireland.
Tel +353 (0) 402 20800 Fax: +353 (0) 402 20888
Dircetors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246
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HAEPXITIIKCIIVXBA
AEPKABHA CIIVIKEA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y m. KHEBI
BYN. Bepesnskiscrka, 29, Kuig, 02098, Ten/daxc: (044) 550-23-55, Ten, (044) 550-20-55
E-mail: dls‘kyiv@dls.gov‘ua,https://www‘dis‘gov.ua, Koz €JIPTIOV 37079055

BHCHOBOK
Npo AKICTb BBE3CHOID B Yxpainy sikapeskoro 3acoly

03.11.2020 Ne 59720/20/26

HOJIIPEJ® APTTHIH DPOPTE
(uaiimenysans TiXapCEKOTO 3ac06y arinmo 3 PeeCTpanifHIM MocsinvenHm)
TablieTicH, BKpUTI WIHBKOROKO 06010HK0I0; Mo 30 Tadnerox Y KoHTeliHepi; no 1 KOHTeliHepy B
Kopooui 3 kapromy
(bopma sumycky, RO3YBANMA, BHI NGKYRAHHA NIKAPCEKOTO 3acofy)

Howmep peccrpaniiinoro nocsiguenps UA/5650/01/02 CTPOK i peecTpauiiinoro nocsiguenss HeoOMexeHmi
Cepis mikapcrkoro saco6y Ne 311287 Kinekicts pReseroro nikaperkoro sacoby 72035

BrpoGHyx Ceps'e (Ipranuis) Innacrpic JItn, I plaanmisa

(maitmenypanus BHpoCRKKa NikapcEkoro 3acoly, kpaina TOXOIKEHEHs)

Beeseno s Vpainy Tosapucrso 3 o6mesenorn BiINoBiNanbHicTIO "CEPR'C YKPAIHA",
inent. kon: 33643340

(waliMenysaHHs T2 oz 32 EJIPTIOV ropwmiminbot ocoby abo npissuine, iM's, no 6arskos] Gbiznunol
oco6u - ninnpuemug, i Micue TIPOMHBAHHA Ta peecTpariBaui HOMeD 061ik0BoT KapTky 1IJIaTHHKa
ToneTkis a60 cepix Ta HOMep nacriopra)

Hporowron sisyansuoro KkonTpomo iz 03.11.2020 N 3328/11.

3a  pesynmeTaramu TEpHKABHOTO  KOHTpONIO BCTEHOBNIEHO, MO tikapcekuii 3aci6 BBeseHo B Vkpainy 3

ROTpHMAany ﬂyl}@-)gifw 1?(35%’?;119;133(;“3 010 3abe3neYe s IKoCT] MKapCLKHX 3aco6in,

Muxkora XOJIOAEHKO

(miznuc) (iniuiany Ta 1pisBHIIE)
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SERVIER (IRELAND) INDUSTRIES LTD.

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

Name of the Manufacturer & Address /Hassa Tta Servier (Ireland) Industries Ltd/Ceps'e (Ipnannais)
anpeca BUpoGHHKa Inpactpic JItn

Moneylands, Gorey Road/Mawinenns, lopeit
Poyn,

Arklow/Apxiioy,
Co. Wicklow/Ko. Bixzoy,
Ireland/Ipnanais
Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepr'e Vkpaina"

Hassa Ta agpeca imnoptepa 41, Naberezhno-Khreshchatytska St./Byn.
Habepesxno-Xpetuaruipxa, 41

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

Which Consignment of product is delivered/Buz Pharmaceutical Product/Jlikapchiuit 3aci6
NPORYKLUIT, IO NOCTAYAETHCS

Pharmaceutical form/JTikapebka dopma Film-coated tablets/TaGerxu, BKPUTI IIBKOBOIO
000TOHKOIO

Name of the Product/Hasga JiKapeekoro NOLIPREL® ARGININE FORTE/

3aco0y HOJIIIPEJI® API'THIH ©®OPTE

Dosage/Cuna nit Smg/1,25 mg/ 5 wmr/1,25mr

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

YIIaKOBKH carton box/ no 30 ta6netok y KOHTelHepi; ro |

KOHTEHHEPY B KOpobLi 3 KapToHy

Finished Product batch number/Cepis rotosoro 311287
NiKapehKOro 3acoby

Manufacturing date/Jlata BHPOOHNITBA 07 2020
Expiry date/Tepmin npunarnocti 07 2023
Batch size/Kinbkicts y cepil 72,035 Boxes/ynakosok

Manufacturing Licence number/Homep minensii M00068/00001
Ha BUpoOHHIITBO

Registration Number/Peccrpaniiine UA/5650/01/02
MOCBINYEHHS

,.7%” ot /%%W%/ﬂ/

?/

Servier (Ireland) Industries LTD,, Moneylands Gorey Road, Arklow, CoWicklow, Ireland.
Tel: +333 (0) 402 20800 Fax: +353 {0y402 20888
Dircetors: Christiun Bazantay (French), Christian Sauveur (Frenchy, John Redmond.
Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Tlocunanna na memoo: DTC S006590 PF T CIR 1 6229 EN 2.0
Specification ref/llocunanns na cueundivauio: DTC S006590 PF N SPE 25259 EN 1.0

- NOLIPREL" ARGININE FORTE / HOJIIIIPEJI® APTTHIH ®OPTE

Forltlwulatioﬁ)d)opr;lyﬂmnannﬂ:

Film-coated tablets containing 5 mg of perindo

11BKOBOIO 06OIONKOI0, W0 MICTATS 5 MI MepUKzONpHTY aprininy Ta 1,25 mr inpanamizy
Manufacturing Batch No./Bupobnnua naprist Ne:

Packaging Lot No./Cepist No:

pril arginine and 1,25 mg of indapamide/ Tabnerxu, Brpuri

sw87 1291652 R
TESTSMIOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIBTATH
Appearance/ 3oBriwmiii Burssa White, rod-shaped, film-coated tablet Complies/ Binrosinae
engraved with € 2 on one face / Binoro
Kkonkopy, losractoi hopmu tabnerku, BKpUTi
IUTiBKOBOIO 0DOJIOHKOIO, 3 THCHEHHSM « € Oy
3 OZTHOTO GOKY
Average mass (mg)/Cepeans maca (vr) | 88,410 97,6 (95 % to 105 % of theoretical 91.6mg /mr

Microbiological quality (skip testing)
European Pharmacopoeia (5. 1 A4), non-~
aqueous preparations for oral use /
Mikpobioaoriuna uucrora (cxin-recr)
€sponeticbka Gapmaxonies (5.1.4),
HesoONI npenapamu Ons RePOPUnLHO20
3acmocysanns

Identification of drug substances/
Inenrndikauis piroanx peqoBuH
=$9490 and S 1520 by LC/ S 9490
(nepuHnorpwi) ta S 1520 (iHnanamizn)
MeTo0M PX

mass of 93 mg)/ 88,4 — 97,6 mr (95 % -105 %
BiZl TeopeTHyHOT Macu 93 mr)

Total aerobic microbial count (TAMC)/
3aranbHa KinbKicTh aepoGHmx Gaxrepiii: < 10°
CFU/g /< 10°KYO/r

Total combined yeasts/ moulds count
(TYMC)/ 3aransha isbkicTs rpubis: < 107
CFU/g /< 10*°KYO/r

Escherichia coli: absence/1 g / BiACYTHI Y |

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 / Octogsi
nixu (S 9490 1a S 1520) Ha XpoMaTorpami
AOCIIIJKYBAHOTO POZUMHY MAKOTh YacH
YTPHMaHHA NOJIGHI A0 TAKUX AJI1 OCHOBHUX
nmiKiB Ha Xpomarorpami PO34KUHY MOPIBHAHHA

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

Complies/ Binmosinac

s Skip test/Cxin TeCTYBaHHI, Paséyés)Binnorsinaﬁ, not apphcab]e/ne [IPOBOJAMBCS

Servier (frefandy Industries LTD., Moneyiands Gorey Road, Arklow, Co Wickiow. tretand.

Tel: +353 (0) 402 20800 Fa: +353 (0) 402 20888
Divectors: Christian Bazantay (Frenchy, Christian Sauveur (French). John Redmond,

80441 UKR1 V1

Company registered in Ircland No. 117246
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f Method ref/llocunanna na memoo: DTC S0065 90 PF T CTR 1 6229 EN 2.0 ’
Specificaiion m;")iilocunanng Ha chernghivariio: DTC S006590 PF N SPE 25259 1N 10 -

NOLIPREL® ARGININE FORTE / HOJIIIPEJI® API“IHIHV(I)OPTE v

Formulaﬁon/(bopmym(;ﬁ;hﬂﬂ:
Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Ta6nerku, BKpUTI

MILIBKOBOIO 0GONOHKOIO, 1110 MIiCTATh 5 Mr NepuHaoNpyIly apridiny ta 1,25 mr innanaminy

meroaom THIX reference / OcHOBHI musamu (S94901a S
- 1520) inewruyni no NONOMKEHHIO,
. KOJIbOpY i Po3Mipy anst nocainxkysanoro

3pasKy i 3pasKy nopiBHAHHS

Drug substances content (LC)
(mg/tablet) / Bmict girounx pe4oBHH
(PX) (mr/rad) ;
- 8 9490-6 (nepunmonpuny apritix) 4,75 10 5,25 (95 % to 105 % of the ' 4.98mg/mr
| theoretical content of 5 mg) /4,75 -525
(95 %- 105 % i TEOPETHUHOTO BMicTy
l S wMr)

- S 1520 (innanamin) 11910 1,31 (95 % to 105 % of the 1.23mg/mr
theoretical content of 1,25 mg)/ 1,19 -
1,31 (95 % - 105 % gin TEOPETUYHOTO
BMicTy B 1,25 Mmr)

Degradation products content (LC) (%
| #/im) /Bmict npoaykris nerpananii i
- (nomiwox) (PX) (% m/m): 1

-8 9780-1 1 <0,75% <0.10%

-Y 32 <0,2% <0.10%
-Y 33 <02 % <0.10%
-Y 31 <0,5% 0.12%
-Y 36 <0,5% <0.10%
-Y 38 <0,5% <0.10%
- Any other degradation products/ Byp- <0,2% <0.10%
AKI iHWi oMKy
- Total content of degradation products/ <1,5% ‘ 0.12%

. 3arajbua KinbkicTs noMinok 5

80441 UKRI1 V1 Page 3 of 6

Packaging Lot No./Cepist Ne: i Manufacturing Batch No./Bupobuuua napris No:

311287 — . ie2 o
TESTS/MOKAZHUKH | STANDARDS/CTAH}I_APTH RESULTS/
. e PESYIbTATH
- $9490 and S 1520 by TLC/ S 9490 Main spots (S 9490 and S 1520) identical Complies/ Binnosinae

(nepunponpun) ta S 1520 (inparamin) in position, colour and size for test and




SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Tlocunanns na memoo: DTC_S006590 PF T CTR 1 6229 EN 2.0

Specification ref/Iocunannn na enenudicaniio: DTC S006590 PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIIIPEJI® APTTHIH ®OPTE
FOI‘M/&SO}')M)UHOBI!HHH: - F
Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ TaGueTku, Brpuri

TUBKOBOIO 06OJIONKOKO, 110 MICTATS 5 MI' MepHAONpHILY apriity Ta 1,25 mr inpanaminy

Packaging Lot No./Cepis Ne: Manufacturing Batch No./BupoGunya naprist Ne;
311287 _ .1 291652 e .
TESTS/TIOKAZHUKU STANDARDS/CTAHAAPTH RESULTS/
PE3YJIBTATH
Uniformity of content for S 9490-6 and S 1520 Stage/ Number tested/ | Acceptance criteria /
(LC) (%/label claim)/ Oxnopignicts it E:;;liﬂgbﬂ Kpurepll
O30BAHHX OAHHHUL HJs S 9490-6 om,,mam,y A npuTOCT!
(nepunnonpuity aprininy) Ta S 1520 Y ! 10 I Avso% | ag
(innanaminy) (PX) (% Bix sasisirenor 4
Ki JIbKOC’I‘i) ] S N T — =
European Pharmacopoeia (2.9.40)/ €sporneiiceka 52 i 0':\7\; i,llj ’g‘,ﬁil
Dapmakorest (2.9.40) unit/koxHa oamiMig <
1,25 M

Dissolution (LC) (%) European Pharmacopoeia | Q =75 % at 15 min for S 9490-6/ Q = 75 % 3a |
(2.9.3)/ Pozumnenns (PX) (%) Ceponeiicbka 15 xBunun ans S 9490-6 (nepungonpuny

Dapmakories (2.9.3) L R .
Stage/ Number tested/ { Acceptance criteria / Mean value /
Cranin Kinbkicts Kpurepii Cepeime 3navenns
Hocaimxysanunx NpuAHSTHOCTI
S OAMHHOBL S S . S
Each unit is not less 103
S] 6 than 80 % / Koxna
OJIMHMLS He Menuiue 80
%

Average of 12 units

s2? +6 (12) (S1+82) is equal to or
greater than 75 % and no
unit is less than 60 %/
Cepeane 12 onami
(S1+82) Ginsuie a6o
opisHIOE 75 % i
HKOMHOT OMUHULI MeHLIC
60%

Average of 24 units
s3? +12 (24) (S1+82+83) is cqual to
or greater than 75 %, no
more than 2 units are
less than 60 % and no
unit is less than 50 %/
Cepeane 24 onunnus
(81+82+83) 6inbine .-t
a6o popisnioe 75 %, ne |
6Ginblie ABOX ONMHHLib
MEHWHX 60 % 1a”
HOUHOT ONUHHLY MeHID
50 %

servier (breland) Industries LTI, Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.
Tel: 353 10) 402 20800 Fax: +353 (0) 402 20838
Phirectors: Christian Bazantay (French). Christian Sagveur {French), John Redmond,
80441 UKRI1 V1 Company regisiered in Ireland No. 117246 Page 4 of 6




Method ref/ITocunannn na memod: DT C S006590 PF T CTR 16229 EN 2.0
? Specification ref/Hocusannn na cnendpivesiio: DTC S006590 PF N SPE 25259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIIIPEJI® APTTHIH ®OPTE

vFormulétion/d’opmynmnannﬂ:
Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Ta6neTicn, Bicpuri
[LTIBKOBOIO 0GOOHKOIO, 110 MieTsITh § Mr MepiiionpHiy aprininy Ta 1,25 Mr iHfamaminy

Packaging Lot No./Cepist Ne: ; Manufacturing Batch No./Bupo6nuua naprisa No:

L .1 291652 S
TESTS/MOKA3ZHUKH STANDARDS/CTAHJIAPTH RESULTS/

PE3VJILTATH

Dissolution (LC) (%) European Pharmacopoeia | Q = 75% at 30 min for § 1520/ Q=75%3a
(2.9.3) Pozuunenns (PX) (%) Ceporieiiceka | 30 XBWIHH 21 S 1520 (innanamin)

®apmaxores (2.9.3) . Stage/ Number tested/ | Acceptance criteria / Mean value /
Cragis Kinskicrn Kpurepit Cepeane 3suavenusn
ROCHKYBaHUX npuitusrrocri
OMHHKUYL . e
Each unit is not less 85
St 6 than 80 % / Koxwa
OJIMHHUIL He Metle
80 %
Average of 12 units
S22 +6 (12) (S1+82) is equal to or
f greater than 75 % and
i 1o unit is less than 60

%/ Cepenne 12
oaunvu, (S1+82) !
6usiue abo nopienioe ‘
L 75% i wonnoi |
Omnmul MeRwe 60 % |
Average of 24 units !
§3° +12 (24) (S1+52+83) is equal |
to or greater than 75 |
! %, no more than 2
units are less than 60
% and no unit is less |
than 50 %/ Cepennc |
i 24 oamnuu,
(S1+82+S3) 6inpie
abo xopisHioe 75 %,
He Oitbie aBox

; OJMHMIE MEHIIMX 60
i % Tta xoanol ouuuumLi
3 ! mere 50 %

ANALYSIS / AHATI3 ; 15/07/2020
_Batch accepted/Ilapris npuiiHaTa

Analytical Services Manager: T = 4
Menenzxep 1o xouTpomo Ta aHaJizy skocti Michael Byrne/Mivgerms, Linne

80441 UKR1 V1 [ o A Page 5 of 6
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. o SERVIER (IRELAND) INDUSTRIES L1TD.
7 S
T senvila
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/
I1uM a 3acBinuyro, Wo HaBeneHa BULLE inopMallis € ZOCTORIPHOIO Ta TOUHO. L{10 cepiro
TPOIYKIIT Oy 10 BHPOGIEHO (BKIIOUAKOYM MTaKyBaHHS/MapKyBaHHs) Ta IIPOBEAEHO KOHTPOIb
il sIKOCTi Ha BHINE3a3HAYCHIH AUTBHULI Y NIOBHI BiAMOBIHOCTI 3 BUMOraMu GMP,
BCTAHOBJIEHAMH MICUEBHM PEryJIATOPHAM OPraHOM, a TAKOM BiAIIOBIAHO 0 cnenugikarii,
IO MICTATBCA y peecTpanitinoMy ocse. [TpoTokony BUPOGHULITES, HaKyBaHH#: Ta aHaJi3iB
GyJio mepernsHyTO Ta BCTAHOBNEHO BianoBixaicts GMP.

Date of batch release/[Tara sumycxy cepii 14/09/20

Name and Position/Title of person authorising the Batch Release/ NpisBumme Ta nocana/
3BAHHN 0co0M, SIKa BHAAA NO3BIN HA BHIIYCK cepil

[l Dr Blanaid Bowes, Qualified Person/ Biarnosinansua ocoba
[I Ms Christine Farrell, Qualified Person/ Bianosinansaa ocoba
[] Ms Ailbhe Wade, Qualified Person/ Bignosizansna oco6a
[¥” Ms Carmel Kinsella, Qualified Person/ Bignosizaisua ocoba

[] Ms Jenny Quinn, Qualified Person/ Blanosizatbsua ocoba

Signature/ ignme ____( ER, CDatefjlara: P C AT

Finished product batch number/ Homep cepii rorosoro nikapcekoro sacoBy: 311287

Servier (Ireland) Industrics LTD., Moneylands Garey Road, Arldow. CoWicklow, Ircland.
Tel: +333 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay {French), Christise Sauveur {French), John Redmond,
Company repistered in Ireland No. 117246




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

ByI. 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 AKICTH BBE3€HOI0 B Y KpaiHy JiKapchKoro 3acody

30.05.2022 Ne 20736/22/26

HOJINIPE/JI® API'THIH ®OPTE

(HaliMeHYBAaHHS TiKapchKOTO 3acoY 3TiHO 3 peecTpaliliEliM MOCRITIEHHAM)
TadJIeTKH, BKPHTI ILTIBKOBOK 000JI0HKO10, 10 S MI/1,25 Mr; o 30 TadeTok y KOHTeliHepi; mo
1 koHTeliHepy B KOPoOOIIi 3 KAPTOHY

{chopMa BIMYCKY, JO3YBAHHS, BILT MAKYBAKHA TKAPCHKOTO 32C06Y)
Homep peectpaniiinoro nocsimuenns UA/5650/01/02 crpok nii peecTpaniiinoro nocsimuenns HeoOMeKeHHIT
Cepis nikapcekero sacoby Ne 701745 KinbkicTh BBe3eHOIO Mikapchkoro 3acody 45027

BupobHuk Cepg'e (Ipnannig) Imgactpic JIta, Ipnagnig

{HallMeHYRaHHA BIIPOOHIIKA IKAPCHKOTO 3aC00Y, KpalHa TOXOIKEHH )

BreseHo B YKpaiHy ToBapucTBoO 3 00MexeHo010 BinmoBigaanHicTio "CEPB'E€ VKPAIHA",
iment. kox: 33643340

{HaltMeHYRaHEA Ta Ko 2a €JAPIIOY ophameEei ocodll afo mpizenme, iM'4, o BATEKOE] Qi3IrMHOI
©CcoOII - MiTOpIeMId, ii Miclle IPOKIIBAHHA Ta peccTpaliliHIIT HoMep 00-T1iK0BeI KapTKII ILTATHIKA
ICOATKIB 200 cepif TAa HOMep OACIIOpTa)

3a pe3ymbTaTAMH JEpKABHOIO KOHTPONI BCTAHOBIGHO, IO JNKApPCHKIN 3acid BBe3eHO B VEpaiHy 3

JAOTPHMAHHAM BIMOT 3aK0HOJaBCTBA MO0 3a0e31eueHHS AKOCT MKapChKIIX 3ac06iB.

HavampHHK Mukona XOJIOJEHKO

(HocamoRa 0co0a OpraHy AepKaRHOTO KOHIPOIO) (mimmre) {imimiamr Ta Opize1Olle)

MLIL



SERVIER (IRELAND) INDUSTRIES LTD.
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUOIKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Ha3zea Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnasiin)
agpeca UpobHHKA Iupacrpic Jta

Moneylands, Gorey Road/Maninenns, [opefi
Poyna,
Arklow/Apknoy,
Co. Wicklow/Ko. Biknoy,
Ireland/Iprannis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaiua"

Hasea Ta aapeca iMnoptepa 41, Naberezhno-Khreshchatytska St./sy,
HaGepesxno-XpewmaTtuiexa, 41

Kyiv, 04070/M. Kuis 04070
Ukraine/Ykpaina

Which Consignment of product is delivered/Bua Pharmaceutical Product/Jlikapcekuii 3acit
IpOAYKUIT, H0 NOCTAYAETRCS

Pharmaceutical form/Mixapceka gopma Film-coated tablets/TabneTku, BKpHTi M.IIBKOBOO
000JI0HKOW

Name of the Product/Hasea nikapcekoro NOLIPREL® ARGININE FORTE/

3acoly HOJIITIPEN® API'HIH ©OPTE

Dasage/Cuna aii S5mg/1,25 mg/ 5 wmr/l,25mr

Type and size of packaging/Buz Ta posmip 30 tablets in the container; 1 container in the

YIIAKOBKH carton box/ no 30 Tabnerok y koHTeiiHepi; no |

KoHTeliHepy B kopobLi 3 KapTOHY

Finished Product batch number/Cepist rotosoro 701745
nikapcekoro zacoby

Manufacturing date/ITata BapoGHUUTBA 04 2022
Expiry date/Tepmin npuparHocTi 04 2025
Batch size/Kinbkicts y cepil 45,027 Boxes/ymnakoBok

Manufacturing Licence number/Homep niuensii M00068/00001
Ha BUpOOHHLTRO

Registration Number/Peectpanuiiine UA/5650/01/02
[IOCBIMEHHA

Page | of 6

Servier (Treland) Indusiries LTD., Monevlands Gorey Road, Arklow, CoWicklow, [reland.
Tel: +333 (0) 402 20800 Fax: +353 (0) 402 20888
Drirectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246



SERVIER (IRELAND) INDUSTRIES LTD.

e
TTF SAVER

Method refITocunannn wa memod: DIC_S006590 PF_T_CTR_16229 EN 2.0
Specification ref/Iocusanns na cneyudbicaniro: DTC S006590 PF N SPE 25259 EN 1.0
NOLIPREL® ARGININE FORTE / HOJITPEJ® API'LIITH ®OPTE

Formulauonﬂllopwynmsaum
Film-coated tabluts containing 5 mg of psrindopril arginine and 1,25 mg of mdapauudd TabneTku, BKpHUTI

IUTiBK000 OBONICHKOIO, 0 MICTATH 5 MT NISPWHAONPHTY aprikiny Ta 1,25 Mr inaanamiay

Packaging Lot No/Cpin Ne: Manufacturing Batch No/BupoGrwa maprist Ne:
701745 690000 .
TESTSTIOKAZHHKW STANDARDS/CTAHJAPTH RESULTS/
o L. LEIYJILTATH |
White, rod-shaped, film-coated tablet Complies/ Bintoeinae

Appearance/ 3osuiImii BHOAA] 7
e ngraved with ¢ 3 on one face / Binoro

KONEOpY, AOBractoi $ropy TABMIETKY, BKpHTI
AIBEKORORK 00OIOHKOW, 3 THCHEHHAM «C I»
1 ogHoro Goky

Average mass (mgy/Czpuans Mace (mr) | 88,4 to 97,6 (95 % to 105 % of th ;o1 stical 91.5mg /mMr
mass of 93 mg) 88,4 — 97,6 vr (95 % -105 %
Bil TEOPETHYHOT Mach 93 M)

Microbiological quality (skip testing) | Total sierobic microbial count (TAMCY *Skip T st - Not
European Pharmacopoeia (5./.4), non SaaueHa KUBKICTS awpoduex Baktepiit: < 10° Anplicable
aqueous preparations jor oral us / CFL/g /< 10*KYO/r
MikpoGiono: ixna yucrora (cxin-rect)} | Total combined yeasts moulds count
€sponeficeka Qapmaxones (3.1 4), (TYMC)/ 3aramsga xinskicts rpudis: < 107 *Skip Test - Not
Heandui np.napamit OA% NEPOpAILHOZ0 CEU/g /< 10°KYOir Applicab’
SACHOCY SaHHA Escherichia coli: absence/l g Bigcyra'y 1 r

*Skip Test - Not

Applicable

Identific;tion of drug substances/ The principal g raks (S 9490 and 5 1520) in Complizs/ Bi_mosimae

InenTuikamia AlloYNX peHosHH th. chromatogram obtained with the t.st
-$9490 and § 1520 by LC/ S 9490 eclton yen e A rontom that

3 of the principal peaks in the chrematogram
Seﬂmgl;{m) Ll obtaincd with th  reference solutior / Ocn_onai

mike (S 9490 12 8 1520) ma xpoMaTorpam!

JOCTIDKY.. AHOTO POFSHHY MAK0TH 9acH
YTPHMAHRA NOLIOH] A0 TAKMX A4 CCHOBHMX
miKin Ha xpoMaTorpaMi po3anHy HOPiBHANKS

* Skip fost/Creim Tecty ~HEa Pa- :«/Bignosimae, not spplicabl/ne nposonurc.

Servier {Ireland) Industries LTD., Moneylands Gorey Road, Arktow, Co Wicklow, Lrefand.
Tek +353 (0) 402 20800 Fnx- +351 (D) 402 20888
Dicectars: Christian Bazantay (French), Christisn Seuveur (French), Johin Redmond.
80441 UKR1 V1 Company registered in Ireland No. 117246 Page 2of6




SERVIER (IRELAND) INDUSTRIES LTD.

* e
T SERVEEN

Method refTlocunanrn na memod: DTC_S006590_PF T CTR 16229 EN 2.0
Specification ref/Illocunanns ra crexugiavio: DTC S006590 PF N SPE 25259 EN 1.8 i

NOLIPREL® ARGININE FORTE / HOJUIIPEJ® APTTHTH $OPTE

Fermulation/Dopmyaosauns;

Film-coated tzblets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Tabnery, BKpHTE

MAiBKOBOK 060IORKOI0, MO MICTATE S M I PUENONDIITY apriniay Ta 1,25 Mr ingamamigy

Packaging Lot No/Cepia Ne; Manufacturing Batch No/Brpoiaaaa napria Na:
701745 690000
TESTSMOKAZHHKH STANDARDS/CTAHIAPTH RESULTS/
PEIVJILTATH

~ 89490 and S 1520 by TLC/ S 9490
(meprmponpin) Ta § 1520 (iHnanamin)
MeToom THIX

Drug substances content (LC)
(mg/tablet) / Buict gilouux peuopHi
(PX) (vx/raf)

- 8 9490-6 (mepymnonpuny sprisin)

- S 1520 (inananiz)

Degradation products content (LC) (%
m/m) /[Bmict nponykTis perpagauii
(moMituox) (PX) (% m/m):

- 8 9780-1

-Y32

-Y33

-Y 31

-Y36

-Y38

= Any other degradation products/ Byms-
sk iHnIi mominmno

- Total content of degradation products/
3arameHa KUTEKICTE AoMimoK

Main spots (S 9490 and S 1520) identical
in position, colour and size for test and
reference / Ocrosri wmvn (S 9490 1a S
1520) ipeEmirani mo monoxeHto0,
KON&0pY i poaMipy It Jocnimyr: HOTO
3pA3Ky i IpasKy MOPIBATHHA

4,75t0 3,25 (95 % 10 105 % of the
theoretical content of 5 mg) /4,75 5,25

(95 % - 105 % in Teopermunoro smicty |

5wr)

1,19to 1,31 (95 % to 105 % of the
theoretical content of 1,25 mg)}/ 1,19 - .
1,31 {95 % - 105 % Bin Teopermamoro
BMicTY B 1,25 MI)

=075%
=02 %
<0,2%

' <05%

<0,5%
=05%
=0,2%

£1,5%

Complies/ Bianozinac

4.92mg/vr

1.24mg/vr

<0.10%
<0.10%
<0.10%
<0.10%
<0.10%
<0.10%
<0.10%

<0.10%

Servier (Ireland) Industries LTD., Moaeylunds Gorey Road, Arklew, Co Wickiow, Ereland,
Tel: +353 (0) 402 20800 Fax: +353 (D) 402 20838

Directors: Christian Bazantey (French), Christian Sauveur {Frenchj, John Redmond,
Company registered in Ireland No, 117246

30441 UKR] V1
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SERVIER (IRELAND) INDUSTRIES LTD.

Method refTIocunanrin na memod: DTC S006590 PF T CTR_16229 EN 2.0

_' Specification ref/Ilocunauns na cnequdixayio: DIC S006590 PF N SPE 25259 EN 1.0

NOLIPBEL’ ARGININE FORTE / HOJITITPEJT® APTTHTH $OPTE

Formulation/®opmMymoranusa;

¥ Film-coated tablets containing 5 mg of perindopril arginine and t,25 mg of indapamide/ Taonzrior, BKpuTi

» TL1iBKOBOK 06QAOHKOIO, NIO MICTATH 5 MI' I.PHHIOOpPHIY ApriHidy T2 1,25 Mr jsganamiy

Packaging Lat No./Cepin Ne: Manufacturing Batch No/Bupofiutiaa napria Ne:

T0L745 _ 690000 __ PE—
§ TESTSMIOKASHHKH STANDARDS/CTAHAAPTH -[ RESULTS/
i PEIYJIBTATH
s Uniformity of content for § 9490-6 and S 1520 | Stage/ :;mhfr tested/ f\ml"f;n“ tri_':'eriﬂ ]

(LC) (Vo/label claim)/ OanoplanicTe Croaln il puTep

AO30BAHHI OTHNHNL Aux S 9490-6 il;'::m o BERRNGD I

(mepuuaonprTy apriviny) Ta S 1520 sI 10 [ AVe15E™ [ <1

(irmanamigy) (PX) (%e »ix 3an. nenoi

KLTBXOCTE) o b s

European Pharmacopocir (2.9.40)/ €Bpor :Ackka 2 T 0{% Mlj':lﬁ:h ]

apuaxones (2.9.40) univroaHa oL <

125 ™

[ Dissolution (LC) f%) European Pharmacopovia

(2.9.3)! Pozauuenns (PX) (%) Enponciicika

Q=75%at 15 mir for S 9490-6/Q --75%3a
15 xsunun Ang S 9490-6 (noprrgenpuay

ApTiMiH)
Stagef
Craal:

apmaxonza (2 9.3)

Number tested/ I Acceptance criteria / Mean value
Klnuxicn: Kpuzepii Cepeatie tnatenus
Hocnimxysannx npuiinrTiocTi
ORMRMITH :
Each unit is not ler | 100
than 0 4 f Koxor
oaHHHUA He Meame §0
vercof 12 wts -l-
53] +6{12) (S48 s eqal oo,
l geuerthan 75 wdaoo I

| 81 6

unit s less than 60 %/
Cepemie 12 omam,
{51+52) bumane abo
mopinmoe 75 24
WOZHOT ¢ AHHI WeHIS
1 60%
yerzge of 2 unit
(S1+524+583) is equal to
orgre terthn 75 7 oo
maoce than 2 units Jr .
[ess th m 60+ and no
it is less thn 50 %
Cepemie 24 oqmztmie
(81+52483) Simme
aba popinzoe 75 v4, He
) Sinwme NpOX omHHMI
McHr e 60 % T
MOAMOT " TH v MeHIE
| 50 ]

s3 ~12 (24}

Servier {Ircland) Industries LT, Moneylands Gorey Road, Arklow, Co Wickley:, Ireland
Telt +353 (0} 402 20800 Fax: +353 (0) 402 20388
Directars; Chnistizn Bazantay (French), Chrstian Sawvewr (French}, John Redmond.

Company registered u Irelsnd Mo, | L7246 Page 4 of &
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SERVIER (IRELAND) INDUSTRIES LTD.

Method refTlocunannn na memod: DTC S006390 PF T CTR_I6229 EN 2.0
Specification refTlocuraniz ra cnequixanin: DTC S006590 PF N SPE 25259 EN 1.4 [

NOLIPREL® ARGININE FORTE / HOTIIIPEJT® APTTHIH ®CPTE

Formulation/bopstynmpanua:

Film-coatad tablets containing § mg of perindopril arginine and 1,25 mg of indapamide/ Tabnetin, skputi
NiBKOBO OGONOAKCIO, IO MICTATS 5 MT MePHHIOUPHAY apTiniAy Ta 1,25 Mr innamaminy

Packaging Lot No./Copin Nu:
701745

590400

Manufacturing Batch No/Brpofruma napria Na:

TESTS/TIOKATHHEKH

STANDARDS/CTAH/IAPTH

RESULTS/
PEIY.ILTATH

Dapmaxonex (2.9.3;

=Eissolution (LC_} (?;) Emopcan Pharmacopocia
{2.9.3)f Pozunnenns (PX) (%) Ceponciiceka

PR——T)

Stage/ N

Q=75%at30minfor§ 1520/ Q=75%3a
30 xsumme A1 S 1520 (inganamim)

Craalx Kimsxicrr,
BOCIUTAYRAREX

OINENDE

pt: criteria /

Kpureph
npminATHecT

Mean value f
Cepeane 3naenuz

51 6

E: 2h unit is not less
than 80 5/ Komua
OJMHAFIA He MCHIIS
B0%

9t

822 +5(12)

53 +12 (24)

wernge of 12 units

(81+52) is equal to or
Jreaterthan 75 . Cand
0o unit is less thon 60
Yl Cepemyic 12
ozHHH (S [+52)
Gunme afo aopisuioe
75 41 mon oi
oIHH Merme 60 . ;

* He Simume qeox

Average of 24 units
(51+32+53) s equal
to or greaier than 75
/s, nC more than 2
units 4re less than 60
% and oo unit is [essg
than 50 .7/ Cepennie
24 paresue
(51+52+83) Guneome
atio gopisssoe 75 %,

OTHIEHITE MERITIX 60
% T3 AMOmHOT OFHEXI]
wcame 30 %%

ANALYSIS / AHATIT : 28/04/2022
Batch accepted/Yapris nmpuitara

Amnalytical Services Manager:
Menemxep no KOHTPOIIO TA anATizy AKOCTI

732

Servier (Irefand) Indusiries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland.

Tel. +343 (0) 402 20800 Fax +353 {0) 402 20888

Dnrectors: Christian Bazantay (French), Christian Sauveur {Freach), John Redmond.

80441 UKR1 Vi

Company registered in [reland No 117246

Michael Byrne/Mixaens Gipue
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SERVIER (IRELAND) INDUSTRIES LTD.
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[ hereby declar: 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 a-ithority 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 3ac3inqyw, {0 HaBeZleHa BHLIE iHQopMailid € AOCTORIPHOW Ta TouHoto. Lo cepiio
poAy KUl G110 BupobIeHO (BKTtoNaOM naKyBaHHHfmapKyBaHHﬂ) Ta NPOBEAEHO KOHTPOIb
if akocTi Ha BHINe3a3Ha4CeHil AINBHULI y TIOBHIH BiANOBiAHOCTI 3 BUMoramMu GMP,
BCTAHOBEHHMH MICUEBHM PETYIATOPHUM OPTAHOM, A TAKOX BIAMOBIAHO AC cueundikaui,
IO MiciThCa ¥ peecTpaliiiHoMy gocke. [IpoTokonyu BupoOHULITEA, TAKYBAHHA Ta aHANI3IB
Oyno neperniHyTo T4 BCTaHORIEHO BiAnoBiAHIcTE GMP.

Date of batch release/[ata punycky cepii 06/05/22

Name and Position/Title of person authorising the Batch Release/ [Ipizenine Ta mocaga/
3BaHAA 0C00H, SIKa BHJAIA 203BiJ HA BUOYCK cepil

[1 Dr Blanaid Bowes, Qualificd Person/ BianopinansHa ocofa
Ms Ailbhe Wade, Qualified Person/ Binnoeigansua ocofa
[ Ms Carmel Kinsella, Qualified Person/ BignosinaneHa ocofa

[ Ms Jenny Quinn, Qualified Person/ BianosinaneHa ocoba
Signature/TTigmuc M A'C Date/[{ara: _ ¢ Zz o SZéZ

Finished product batch number/ Homep cepii rotosoro nikapcekoro aacoby: 701745

Pag. 6 of 6

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland,
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland Ne. 117246
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SERVIER (IRELAND) INDUSTRIES L1y,

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI MKAPCLKOIO 3ACOBY

Name of the Manutacturer & Address /Hassa Ta Servier (Ireland) Industries Lwd/Cepr'e (Ipsauaia)

apeca sHpobHKa

Name of lmporter and Address/
Hassa Ta agpeca Imnoprepa

Which Consigniment of product is delivered/Buig
PO, YILLT, 1O MOCTAYAETHCH

Pharmaceutical forn/Jikapeska dopma

Name of the Product/Ilasea nixapcbroro
2acody

Dosage/Criza aiy
Type and size of packaging/Bux ta posmip
FUAKOBKE

Finished Product batch number/Cepist rotosoro
JHKAPCHKOrO 3ac08y

Manu factuting date/Jlarra supoSinersa

Expiry date/Tepatin npugartaocti

Batch size/Kinskicrs y cepif

Manufacturing Licence number/Homep niuensii
HA BHPOGHIILTBO

Registration Number/Peecrpaniiiue
TOCBITHCHHSI

It acrpic JTia

Moueylands. Gorey Road/Manisieus. Mopeli
Poyn,

Arklow/Apraoy,

Co. Wicklow/Ko. Bix:oy,

Ireland/Iprawuain

Servier Ukraine LLC/TOB "Ceps'e Ykpaiua"
41. Naberezlmo-Khreshchatytska St./yn.
HaGepexuo-Xpewathibra, 41

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

Pharmaceutical Product/JTikapcssuit 3acio

Film-coated tablets/Tadaeriu, prputi mainkosoio
OBQIIONKOI)

NOLIPRELE ARGININE FORTE/
HOJTITTPENI® APUIHIH DOPTE

Smg/t,25 mg/ 5 M/, 25mr

30 tablets in the container; | container in the
carton box/ nio 30 rafinerox y kowrelinepi: no |
KoRTefiHepy B Kopodui 3 kaprony

0750

03

0
2

022

e

Vi
N

025
668 Boxes/yrtakopox
MO0068/00001

U

UA/5650/01/02

ey Jreland) Taduesteies LT LN lonevlands Gorey Road, Arklow, CoWieklow, frelandd.
Tel +353 (0) 402 20804 Faw: =253 (0) 402 20885
Ditectors Cheistian Bazanrw (French). Chtistian Sauveur ' French’, fohn Redmand

Campany regstered i Jreland No. 1L

Lo e x[HCS

NG
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(IRELAND) INDUSTRIES LTD.

Method ref/Wocunannx na smemod:  DTC_S0065 90_PF T CTR_16229 EN 2.0
Specification ref/locunanns na cnewuixauio: DIC S006590 PF N SPE 25259 EN 10

NOLIPREL® ARGININE FORTE / HOJIITPE1® APTTHIH ®OPTE

Formulation/®opstymiosarns;
Film-coated tablets containing 5 mg of p

IWIBKOROIO 0GQAOHKOI0, TIO MICTATD 5 MT" me

erindopril arginine and 1,25 mg of indapamide/ Tabnerku, sxpiri
pronpIIy aprininy ta 1,25 Mr inanamixy

Packaging Lot NoJ/Cepin No:
761750

690002

Wlanufacturing Batch No/BupoGusun };ia;)':in Na:

TESTS/MOKASHUKH

STANDARDS/CTAHAAPTH

RESULTS/
PEIYJILTATI

Appearance/ 3osnitaniit sucmmn

Average mass (mgy/Cepenns maca ()

Microbiological quality (skip testing)
Buropean Pharmacopoeia (5.1.4), non-
aqueous preparations for oral use /

| MixpoGionoriuna wuerora (cxtu-Tect)
Cuponeticska Dapsaxoues (5.1 4),
neaodni npenaparmu Oan nepopansrozo
SUCHOCYRANHSA

-

Identification of drug substances/
Tisewrnephuautn nirorunx pevosmn

- 89490 and § 1520 by LE/ § 9490
(nepruptonpan) Ta § 1520 (imananiz)
Merostom PX

White, rod-shaped, film-coated tmblet
engraved with ¢ 9 on one face / Binoro
Konsopy, hosracrol dopmu Tabrcriy, sxpuri
TULBKOBOIO 0BONOHKOIO, 3 THOHEHHSM « € 2%
3 OLHOTO GOy

88,4 10 97,6 (95 % to 105 % of theoretical
mass of 93 mg)/ 88,4 - 97,6 mr (95 % -105 %
Bin reoperimol macu 93 mr)

Total acrobic microbial count (TAMC)/
3aramsna KimxicTs aepofimx Gakrepiit: < 10
CFU/g 1 £ 1P KYO/r

Total combined yeasts/ moulds count
(TYMC)/ 3aranssa ximexicrs rpuin: £ 10?
CFU/lg /< 10°KYO/r

Escherichia coll! absence/] g/ sigeymiy | r

The principal pealcs (S 9490 and § 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 referencs solution / Ocxonui
mixer (S 9490 1a S 1520) na xpomaTorpasi
HOCHINICYBAHOTO POIMURY MAIOTE YACH
YIpHMasHs nofiout 1o TakHX A1 OCHOBHIX
niKiB 3a XPOMATOrpami pOsHy nopiBHsHs

* Skip test/Criu reorysauen, Passes/Bianosinae, not applicable/me nposommcs

Complies/ Bijmosigae

91.5mg Ivr

*Skip Test - Not
Applicable

*8kip Test « Not
Applicable

*Skip Test - Not
Applicable

Complics/ Bimmosinae

Servier (raland) Industrivg LTD., Muoaeylands Gorey Road, Arklow, Co Wicklow, Iroland.

Tel:

+353 (0) 402 20800 Lax: <353 (0) 402 20888

Divestors: Cherstn Barantay (Frengh), Clirfstion Sauveur (French), Joln Redmond.

80141 UKRL V1

Company registered in lreland No. | 17245
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SERVIER (IRELAND) INDUSTRIES LTD.

' Method refllocunanun na memoo; DIC S006590 Pr
, Specification refllTgcunanns wa cnerugisa

Sueinry

T_CIR 16229 EN 2.0
wiro: DIC 5006590 PF N SPE 35255 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIOIPEJ® APITHIH GOPTE

Formulation/dopstymosamis:

RN

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Tabnetiu, Brprri

DHIRKOBO 9BONOHKOLD, X0 MICTHT 5 My MEPHHAONPHILY aptininy 1a 1,25 mr immanasiny

3arannHa KinsxicTs noMinioK

Packaging Lot No./Cepis Na: Manufacturing Batch No./BrpoSnnua napvis Ne:
701750 690002
TESTSMOKAIHIKE STANDARDS/CTAHNAPTH RESULTS/
PESVIILTATH
- S 9490 and S 1520 by TLCY/ S 9490 Main spots (S 9490 and S 1520) identical Complics/ Biymosiae
(teprmorprn) Ta S 1520 (immaniamin) in position, colour and size for test and
Metoaom TIIX reference / Ocronui yurme (59490 12 8
1520) inerrrami o nonoweno,
KONBOpY i posmipy s focrimicypatioro
3pasky i apasky nopiersms
Drug substances content Lo f
(mg/tablet) / Bavier aivouix pesony
(PX) (sr/rad)
=5 949046 (nepmaoupty apriuis) 4,75t0 5,25 (95 % to 105 % of the 5.00mg/sr
theoretical content of § mg) /4,75 ~5,25
(95 % - 105 % six reopstmmoro BMicry
5 mr)
» 8 1520 (inpanamis) 1,190 1,31 (95 % to 105 % of the 1.22mg/mr
theoretical content of 1,25mg)/ 1,19 ~
1,31 (95 % « 105 % in TEOPEIHYHOrO
BMicTy B 1,25 Mr)
Degradation products content LCy (%
m/m) Buicr npopyieris Aerpapainiy
(momiwxox) (PX) (% a/im):
-8 9780-1 <0,75% <0.10%
-Y32 $02% <0,10%
~Y 33 <02% <0.10%
~Y 31 50,5% <0.10%
«Y 36 <0,5% <0.10%
-Y 38 <0,5% <0.10%
« Any other degradation products/ By~ £0,2% <0.10%
K], i momitgn
- Total content of degradation products/ <L5% <0.10%

Servier (Ireland) Industeios LT1,, Moneylands Gore
Tel: +353 (0) 402 20860 Fax: +333 (0) 402 20838

y Road, Arklow, Co Wicklow, [relayd

Dircetots: Christian Bazantay (French), Clistiun Sauveur (French), Jokn Redma L

80441 UKR1 V1

Company registered in Ireland No, | 17246
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Method reffflocunannn na smemod: DTC S006590_PF T CTR_16229 EN 2.0
Specification reffllocunanns np cneyudicayiv: DTC S006590 PF N SPE 25259 EN 1.0 '

NOLIPREL® ARGIN'!.'NE FORTE / HOJIMIPEJ® APIIHIH GOPTE

Formulation/®oparynwosamus:
Film-coated tablets conining 5 mg of perindopril arginine and 1 +25 mg of indapamide/ Tabnerxu, BKDIT]
IIBKOBOIO 08010HKOK, WO MiCTITh 5 MT 11¢ prHIONPIITY aprininy Ta 1,25 mr iHaamani;ry

Puckaging Lot NoJ/Cepis Ne: Manufacturing Batch No/BupoBmaa naprin Nev
750

701 690002
TESTS/TIOKASHUMKIL STANDARDS/CTABIAPTH RESULTS/

PEIYJILTATH |
Uniformity of content for S 9490.6 and S 1520 fgz«_/ g;lmbft tested/ '\mi’r‘;m“ °§*“f‘“/ !
(LC) (%/tabel elaim)/ Opuopinnicts il i iy e :
RO30BANRK 0nMXMHL st S 9490-6 ixﬁfﬁfﬁﬁw ‘im - _'.’_p:i ‘.m__méf ﬁ -
(mepusronpury apriminy) Ta § 1520 $i o TTTTTTRV S TR T
(inmartastiny) (PX) (% win sasmssenof i 34 |
KinskoeT) R E s R g - )
European Pharmacopocia (2.9.40)/ Ewnponciicrica o *2000) ,,",ﬁ féx‘_f_;a;,,
Dapataxorien (2.9.4() UDIVKOMI O

1,25 M

Dissolution (LCj'(%) Buropean l’li}im\acopoeia
(2.9.3)1 Posuunens (X} (%) Enporrericera

bupsiakorien (2.9.3) apriuin

Q=75 % at 15 nuin for S 9490-6/ G =75
15 s fum 8 9490.6 (rrepyanonpruny

% 3a

Stages
Cranin

Sl

Number tested/
Kinskicrs
Roemlwrynan iy

MU

6

Acceptanee criterts /
Kpurepit
apuitisriocy

Mean value /
Cepeane uanenus

Bach unit is not less
{hen 80 % / Koxua
OMEHEIA 0C Mennte §0
%

s2»

+6 (12)

Average of mm?g T

(§1-682) is equal to or
greater than 75 % and no
it is Jess than 60 %/
Copeane 12 o
(81482) Ginsme ado
ROpismac 75 % i
SKOJOT oxpisl setmire
0%

$3

+12 (24)

Avetage of 24 units

(S1+82483) is equal to
ar greater thon 75 %, no
more thun 2 unils are
Tess thur 60 % and no
unlt is less than 50 %/
Cepenue 24 opntiugs
(81+82+83) Ginsure
abo sopisioe 75 %, ue
Blanue muox oguume,
semuix 60 %
WOANOT oxmHuLi Mene
30 %

95

W Ereland) Iedustries LTD.. Moneylunds Gorey Roud,

k Tel: +353 (0) 402 20800 Fax: +353 (0) 102 20338
st Chrvistian Bazantay (Freneh). Christian Sauveur (Brench), Sohn Redmond.
3 Company registered in Ireland No. 1 17246

Atklew, Cu Wicklow, fralond,

Page 4 of 6
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SERVIER (IRELAND) INDUSTRIES LTD.

Merhod ref/llocunanns na stemaod: DIC
Specification ref/Ilocunannn pna cneludiirayin:

8006599_PF T_CTR_16229 EN 2.0
DIC 5006590 PF N _SPE 75259 EN 1.0

NOLIPREL® ARGININE FORTE / HOJIIIPEJ® APITHIH ®OPTE

hformulndon/(bopmymonamm:

Film-coated tablets containing 5 mg of perindopril arginine and 1,25 m
fLIIBKOBOK 0GONOHKO10, IO MICTHTH 5 MI [EPIHAOUPIY aprisiay Ta 1,25 Mr inga tlastizy

g of indapamide/ Tabneris, Bipyri

Packaging Lot NoJ/Cepist Nu;
701750

Manufacturing Bateh NoJ/Bipo6irra wapria Ne:
690002

T TESTS/TIOKASHIRY

STANDARDS/CTAHIAPTH

Dissolution (L.C) (%) European Pharmacopoeia
(2.9.3)1 Posunmennas (PX) (%) Esponeliceka

Q= 75% at 30 min for $ 1520/ Q =75 % sa
30 xmnmen ans § 1520 Gismnanami)

hapymarories (2.9.3) Stuge/

Craain

Number tested/ !
Kinnxicrs
ORY B Ay
_Ogilﬂ)lub

PE3YJILTATH

Aceeptanco eriterin /
Kyserepiy
upuituscnoesi

Mean vatue /
Cepenme nisuenga

81

6

Eacli unit is not less
than 80 % / Komua

OIHHIIAL e MeHIe
30 %

+6 (12)

Average of 12 units
{S14+82) i equal to or
greater than 73 % and
no unit is Jess than 60
%/ Cepopue 12
OHHHUL (S1+82)
Binsiue adio gopivnion
5% i wonnol

oMUl penute 60 % |

$3

+12 (24)

Average of 24 units
(S1+82+83) is equal
to or greater than 75
%4, n0 more than 2
units are less than 60
%6 and no unit is less
than 50 %/ Ceponae
24 oy
(S1+52+83) Ginpng
abo zopinmos 75 %,
e Ginewe goox
QAL Menurg 60
Yo T MOMKOT OueHHLG
Merme 50 %

==

ANALYSIS / AHAJS : 27/05/2022
Batch aceepted/Tlapris apritrsra

Analytical Services Manager:
Menemsep 0o Rouwrpoaso Ta ananizy skoceTi

Servier (Ireland) hidugtrios LTD,, Moneyiends Gorey Road, Arklow, Co W

w

o

e il
s
s

Michael By rue/Mixaens, B

Tel: =333 (0) 902 20300 Fax; ~353 (0 402 20388

Direwtors: Christian Bazantay (Frensh), Uhiistian Bauvenr (Freneh), Sfohn Redmoffy
Company regisiered in leelind No, 107240 /

80441 UKR} VI

feklow, frefp
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I'hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manutactured (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
registeation dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

L s sacsinuyio, wo nasesena srme iHhopmauls ¢ NOCTOBIPHOIO Ta TOUHOIO, [0 cepiro
NPOAYKUIT 8yno BHPOBAEHO (BKSOMAIONN NAKY BaHHA/MapKyBalis) Ta nposeeHo KOHTPOIL
1T akoCTi Ha BIWERA3HAYEHTR AinbHML| ¥ nosHii pianosiznocti 3 Bumoramu GMP,
BCTAHOBACHIMIT MICLIECBIM PELYNATOPHHM Opratom, a Takoxc BiAOBIAI0 10 cnewpikaniii,
WO MieTaATheN ¥ peecTpaniiinomy nocwe, lporokosnn BupoSuiuTaa, NaryBaHHEs Ta anasisis
Y210 nepersinyTo t BeTaHOBNCHO siauosigHictn GMP,

Date of bateh release//lata sinycKy cepii 30/05/22

Name and Position/Title of person anthorising the Bateh Release/ Hpiserime ta nocaga/
IBAHH ocofyy, swa BHARD JOIRLY 1a BUIYCR cepii ’

(1 DrBlanaid Bowes, Qualified Perso/ Binosigansna ocota

[1 Ms Ailbhe Wade, Qualified Person/ Bixnosinaiena ocoba

[+ Ms Carmel Kinsella, Qualified Person/ Bitnorinansua ocoba

[ Ms Jenny Quinn, Qualified Persor/ Bixmosinaneua ocoda

(1 Ms Niamh Ryan, Qualified Persor/ Bimnopinansma oco6a

[l Mrlvan Kcliy, Qualified Person/ Binnosinansia ocoda

Signature/l igmie ((/Z;"}‘)*‘[)F | TR e

Servaed (Ireland) Industnes LTI Moneylands Gorey Road. Arklow, CoVicklow, Treland
Tel: 353 (0) 462 20800 Fax +353 {0402 20888
Datecters: Christian Bazantay (French). Christian $auveus (French). Jobn Redmond
Carpany registered in Ireland No 117244

SERVIER (IRELANDY INDUSTRIES L1153,

Page 6 of 6
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HOEPAIIIKCITY 3KBA
HEPKABHA CIOYIKBA 3 JIKAPCHLKUX 3ACOBIB
TA KOHTPO.TYO 3A HAPKOTUKAMH y m. KHEBI

ByJ1. bepesnsaxienka, 29, Kuis, 02098, ten. (044) 295-26-85 ter. (044) 295-26-82
E-mail: dIs kyiv@dls.gov.ua,https://www.dls.gov,ua, Kon €IPTIOY 37079055

BHCHOBOK
DO SIKICTH BBE3CHOIO B Ykpainy nikapeskoro 3acody

04.12.2022 No 52624/22/26

HOJIIIIPEJI® APT'THIH ®OPTE

: (HattmeHyRaHHA MikapebKoro 3acoGy 3rijiHo 3 peecTpamiiinnm MOCBIAIEH HAM)
TaBJeTKH, BKPUTI IIIBKOBOIO 060101K010; 110 30 TaGneroK ¥ KouTeHHepi; no 1 KonTeiinepy y
Kopobui 3 kapTony

{bopma BUMyCcKy, M03yBaEIA, BMT TAKYBAHHI NKAPChKOro 3acoby}
Houep peecrpauiitzoro mocsizuenns UA/5650/01/02 CTPOK Aif peceTpauiifnore noceinyenus HEOOMeXKeHME
Cepis nikapebkoro 3acofy Ne 710197 KinbkicTs BRE3eHOTO MiKapcEKOro 3acoby 62000

Bupotnmk Ceps'e (Ipnannis) Ingacrpic Jta, Ipnanais
(maftMenyranns supoBbuuka NiKapokxOro sacody, KpaiHa MOX0JUKeHHS)

BBeleHo B YkpaiHy Tosapuerso 3 o6mesxenoio BianosinabHicTIo "CEPB'C YKPAIHA",
ident. koa: 33643340

(maiiMenynanng T ko 3a CAPTIOY ropuminol ocobu abo Npi3BUILE, iM'S, 10 BaThkosi hizuynor
0c0o0# - mianpuemun, i Micue NpoXUBAHES Ta peecTpauifinit nomep 061ikoR0T KapTKH MTatHIKa
nofaTkie abo cepis T Homep [ACTIOPTS)

3a  pesyneraTamu JICPKABHOT0  KOHTPOMI)  BCTAHOBJICHO, IO TiKapcbKHiL 3aciG  EBBezewo B Yxpainy 3
DOTPHMAHHAM eumor 3aKOHOAABCTEA WIONO 3abe3nevents 1kocTi TiKapchKHX 3acofin,

Havanenuk Muxkona XOJIOJAEHKO

(nocagosa ocofa oprauy gepxarioro KOHTpCMIo) (minmuc) (iniuianu Ta npizauie)

M.IT.
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SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTE NNIKAPCBLKOIO 3ACOBY

Name of the Manufacturer & Address /Hassa ta Servier (Irefand) Industries Ltd/Ceps'e (Ipnaunis)

ampeca BHpoOHIKA

Name of Importer and Address/
Hasea Ta agpeca imnoprepa

Which Consignment of product is delivered/Bun
POAYKYIY, IO HOCTAYAETECH

Pharmaceutical form/Jlixapcoka opma

Name of the Product/Haspa nikapcekoro
3acoby

Dosape/Cunna nif

Type and size of packaging/Bun ta po3aMip
YRAKOBKH

Finished Product batch number/Cepis rotosoro
TKapCHKOTO 3aC00y

Manufacturing date//lata BupoGuniTBa
Expiry date/Tepmin npunataocti
Batch size/Kinexicte y cepii

Manufacturing Licence number/Homep niueHzii
Ha BHPOOHHIITRO

Registration Number/Peccrpaniiiue
TMOCBITYeHHS

Inaacrpic Jltn

Moneylands, Gorey Road/Maninenns, [opei
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Ipnangis

Servier Ukraine LLC/TOB "Cepr'e Vipaina"

41, Naberezimo-Khreshchatytska St./syn.
Habepexno-Xpewmaruiipka, 41

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

Pharmaceutical Product//Tikapcskuit 3aci6

Film-coated tablets/Tatnerxu, skputi retiBRoEOIO
ofanonkoio

NOLIPREL® ARGININE FORTE/!
HOJIIPEN® APTIHIH @ COPTE

5mg/1,.25 mg/ 5 mr/1,25mr

30 tablets in the container; 1 container in the
carton box/ no 30 TadreTox ¥ koHTeliHepi; 110 |
KOHTERHEDY B kKOpoOLi 3 KapToHy

710197

09 2022

06 2025

62,000 Boxes/ynakorok
MO0068/00001

UA/5650/01/02
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Servier (Iretirad) Industries LTD., Moneylands Gorey Road, Arklow, CoWickiow, Ireland.
Tel: =333 (0) 402 20800 Fax: +353 {0) 402 20888
idrectors: Christian Buzantay (French), Christian Sauveur {French}, John Redmond.
Company registered in Ireland No, 117246
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_ SERVIER (IRELAND) INDUSTRIES LTD

*

Method refillocunanns na memod: DTC_S006590_PF_T_CTR_16229_EN_2.¢
Specification ref/Tlocunannn na cneyudizaito: DTC S006590 PF N SPE 25259 EN 1.0

NOLIPREL" ARGININE FORTE / HOJHIIPE/I® APTTHIH ®OPTE

Ml“ﬁ?ﬁfhﬁahfd;dpmynmmm:
Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ TaGreTxu, BKpUTI
TBKOBOO 000TORKO0, MIO MICTATS 5§ MT NEpuHIONpIILY aprikiny Ta 1,25 M iupanas iy

| Packaging Lot No./Cepis Ni: - Manufacturing Batch No./Bapoburwa napria Na:
710197 . 696272
TESTS/MTOKAZHUKHA STANDARDS/CTAHJIAPTH RESULTS/
PE3VIILTATH
Appearance/ 3ormimniii sarag White, rod-shaped, ilm-coaied tablet Complies/ Binnosinae
engraved with ¢ 2 on one face / Binoro
KONBOPY, XOBracTol dopar TabieTky, BrpuT
WIiBKOROIO OGONOHKOI0, 3 THCHEHHM <& 2 |
3 oftHoTO GOKY |
Average mass (mg)/Cepenns maca (mr) | 88,4 to 97,6 (95 % to 105 % of theoretical 91.5mg /mr
mass of 93 mg)/ 88,4 — 97,6 mMr (95 % -105 %
Bift TeopeTyaHOT Mack 93 Mr)
Microbiological quality (skip testing) Total aerobic microbial count (TAMC)/ *Skip Test - Not
Ewopean Pharmacopoeia (5.1.4), non- 3ararnsha KiTLKiCTE aepobrix Gakrepiit: < 10° Applicable
aqueous preparations for oral use / CFU/g /< 10° KVO/r
Mixpobiosoridna wnerora (exit-teet) | Total combined yeasts/ moulds count
(-“,‘Bpone_ﬁcmca Dapmarones (5.1.4), (TYMC) 3aramena kimbxiers rpubia: < 10 *Skip Test - Not
HEGOOKT Npenapamu ON% REPOPanLHO20 CFU/g /< WPKVO/r Applicable
3ACMOCY6aHHA Escherichia coli: absence/] g/ sipcyTHiy L T
*Skip Test - Not
Applicable
Identification of drug substances/ The principal peaks (S 9490 and 8 1520) in Complies/ Bimmoslzae
DenTrdixania giroamx pegorns the chromatogram obtained with the test
- 59490 and S 1520 by LC/ S 9490 solution have retention time similar to that
(epurnompmT) T2 S 1520 (inzanemi) of th.e principal peaks in the chro_matogram )
MEmHGH DX oi?tamed with the reference selution / Ocrosui
mitcn (S 9490 1a S 1520) na xpomaTorpami
HOCHUDKYBAHOTO POIHEY MAIOTE 9acH
YTPHMANAA TONIOR] KO TAKWX /IS OCHOBHEX |
NiKiB HA XPOMATOTPAMI POSUMEY NIODIRHAHEA

* Skip test/Cxin 1ecrysanus, Passes/Binnosizae, not applicable/ne nposomurca

Servier (Ireland) Indusiries L'TD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland
Tel: +353 (0) 402 20800 Fax: +353 {0) 402 20888 Y/
Dircctors: Christian Bazantay (French), Christian Sauveur (French), Tohn Redmond
30441 UKRI V1 Company tegistered in Ireland No. 117246 ;




W S
S

TS SERVIER

SERVIER (IREL

AND) INDUSTRIES LTD.

Method ref/Tlocunanns na memoo: DIC _S006590_PF_T_CTR_16229 EN 2.0
Specification ref/Thocunanna ng creyutpinayio: DTC S006590 PF N SPE 25259 EN 1.6

NOLIPREL® ARGININE FORTE / HOJIIPEJ® APTTHIH DOPTE
Formulation/®@opmynosanan:
Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Tabnerku, srputi
TL1iBKOBOK OGONOHKOK, N0 MiCTATE 5 Mr UCPHHAONPHAY apriHiHy Ta 1,25 Mr iHzanamigy
Packaging Lot No./Cepia Ne: Manafacturing Batch No./Bapobmiraa napris Nb:
710197 696272 o
TESTSTIOKAIHUKH] STANDARDS/CFAHAAPTH RESULTS/
PE3YJILTATH
- 89490 and S 1520 by TLC/ S 9490 Main spots (S 9490 and S 1520) identical Complies/ Bigmonigae
{mepurROIpHT) Ta S 1520 (immatramiz) in position, colour and size for test and
metopom THIX reference / Ocropni momn (S 9490 4 §
1520) igenrani no nonowxesnio,
KONEOPY 1 posMipy ANIA AOCTIEKYBaROro
3pasky | 3pasky nopisHIFHA
Drug sabstances content (LC)
(mg/tablet) / BmicT nivounx pPesoBUE
(PX) {(mMr/Tat)
- 8 9490-6 (neprmnonpuny apriniz) 47510 5,25 (95 % to 105 % of the 4.89mg/mr
theoretical content of 5 mg) /4,75 - 525
(95 % - 105 % sin TeopemaHOro BMicTy
5 mr)
- § 1520 (iupanamin) L1910 1,31 (95 % to 105 % of the 1.21mg/mr
theoretical content of 1,25 mg) / 1,19 —
1,31 (85 % - 105 % mix TEOpETHYHOIO
BMicTY B 1,25 Mr)
Degradation producis content {(LC) (% ’
m/im) /Buicr uponxykris aerpaganit
(nomimox) (PX) (% mvim):
-5 9780-1 <0,75% <0.10%
-Y32 £02% <0.10%
~Y 33 <0,2% <0.10%
-Y31 <0,5% <0.10%
-Y36 205% <0.10%
-Y 38 <0,5% <0.10%
- Any other degradation products/ Byns- <0,2% <0.10%
axi iR qoMimkes
- Total content of degradation products/ <13% <0,10%
JarampHa KiTbKICTE NoMilTOK

Servier (ircland) Industries L.TD,, Moncylands Gorey Road, Arklow, Co Wickiow, Iret
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20838 /
Directors: Christian Bazautay (French), Christian Sauvcur (French), Jobn Redmondj

80441 UKR1 V1 Company regisiered in Ireland No. 117246




SERVIER (IRELAND) INDUSTRIES LTD.
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Method ref/Ilocunannn na memod: DTC_S006590 PF_T CTR 16229 EN 2.0
Specification refTlocaaanna na cheiuivain: DTC SO06590 PF N SPE 25259 EN L0

NOLIPREL® ARGININE FORTE / HOJOOPEJ® APTIHIH ©OPTE

Formulation/®opmyniopamm:
Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ TaGnetxku, BrpuTi
ILIBKOBOIO 0G0NOHKOK, (10 MICTATS § MI fepuHIonpiy apriginy 13 1,25 Mr ingaoamiay

Packaging Lot No./Cepist Ne: Manufacturing Batch No/Bapobemua oajyris N
710197 o 696272 _ ) . o
TESTSMOKAZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PEIYJILTATH
Unifarmity of content for S 9490-6 and § 1520 ?;:EE{ ;}lmmb;r tested/ Accepltcaﬂce criteria /
{LC) (%/label claim)/ OauopinuicTs i BKICTL paTCpU
AO30BARAX OQABU NG /(18 S 9490-6 '3:::2:38 = HRRRauGcy
(neprHnoTpIUTy aprininy) Ta § 1520 ] 10 AV < 150% ’ 6 T
(inpanamizy) (PX) (% sia sassrenoi -
KiapkoeTi) i 20 : V< 15,00, :
European Pharmacopoeia (2.9.40)/ €sponsiiceka N R 0?5’ f,[lfi‘eaﬁh
Gapmaxones (2.9.40) ‘ UNit/KOAHA ONHHILL <
L25 M

Dissolution (L.C) (%) European Pharmacopoeia | Q=75 % at 15 min for S 9490-6/ Q=75%za

{2.9.3}{ Posunnenns (PX) (%) Cpporneiicrka 15 xuwmn o S 9490-6 (neprrmzonpumy
bapmakones (2.9.3) Aprivin)

Stage/ | Number tested/ ; Acceptance criteria/ Mean value /

Cragis Kinpxiern i Kpurepii i Cepexuc saaqenny
HAocaipsynanux | npeinATOOCT]
DABRIBLL

Each unit is not less .99 4
S1 6 than 80 % / Ko
ORHHMEW He Mommme 80
%

Average of 12 units
g2 +6 (12) {81452} is equal to or :
greater than 75 % and no !
unitisless than 60 %/ :
Cepenze 12 ommmm
(81+82) Ginsure abo
nopisinoe 75 % i
MKOFHO! OFMEML Merne
0%
Average of 24 ynils
§3? +12 (24) {S1+32+53) is equal to
or greater than 75 %, no
more than 2 units are
less than 60 % and no
unijt is less than 50 %/
Cepenue 24 ompsnm
{81+52+53) 6Liwime
a6o aopiswoe 75 %, Be
GUTbile ABOX OAHMHILE
’ menmux 60 % ta
i HOHHOL OAHHILY MEHILE
| 50 %

Servier (Irefand) Industrics LTD., Moneylands Gorey Road, Arkiow, Co Wicklow, Irel
Tek +353 (0) 402 20800 Fax; -+353 (0) 402 20883 F
Directors: Christian Bazantay {French), Christian Sauveur (French). John Redmondy
80441 UKR]1 V1 Company registered in ireland No. 117246 /
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/TTocunanns na memod; DIC S006590 PF_T_CTR_ 16229 EN 2.0
Specification refiflocunannn na cnegudisain: DTC S006590 PF N SPE 25259 EN L0

NOLIPREL® ARGININE FORTE / HOJIITPEJT® API'TUIH ®OPTE

Formulation/@opMy.I0BaHHS;
Film-coated tablets containing 5 mg of perindopril arginine and 1,25 mg of indapamide/ Ta6erxy, BKpyT

ILTiBKOBCIO 0GCAOHKOK, MO MICTATE 5 Mr HepHEACHpHITY aprigisy ta 1,25 Mr innanaminy

Packaging Lot No./Cepig Ne: Manufacturing Batch No./Bapotaiua napris Ne:
710197 696272

TESTSTIOKAZHHKH STANDARDS/CTATIIAPTH RESULTS/
PESYJILTATA

Dissolution (L.C) (%) European Pharmacopoeia | Q = 75% at 30 min for S 1520/ Q=75%3a
(2.9.3) Pozanrenns (PX) (%) €aponelicska 30 xeunen nax S 1520 (insanavia)
Qapmaxornes (2.9.3) Stage/ Number tested/ | Accepance triteria / Mesan value /
Crapin KinugicTs Kprrepii Cepenne 3paienns

AoenimRyBaEEX opuiBITHOCTI
OOHHHOSL

Each umit is not Jess 33
S1 [ than 80 % / Koxaa
QIHHMI He MeHlie
80 %

Average of 12 umnits
|2 +6(12) S+ isequal wor |
preater than 75 % and
110 unit is ess than 60
%/ Cepenne 12 ‘
oamaane (S1+852)
Gimsure 250 fopismoe
75 % i moapol
CIEHHLE Menme 60 %
Average of 24 units
§3 +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 %/ Cepenne
| 24 ommnmin
(S1+82+53) Ginsime
. a6o gopinmroc 75 %,
| me Gimsre pBox
| OMHIIE MEHINMX 60
| % T2 wonnoi o
| sere 50 %

ANALYSIS / AHAIIS : 22/10/2022

Batch accepted/ITaprin npuiinsma

Analytical Services Manager: " / T
Menemie] 110 KOHTPOJIIO Ta aRAJIIY AKOCTI Michael Byrne/¥ixaenn Bipue

Directors: Christian Bazanotay {French), Christian Sauveur {French), John Redmorid 4
80441 UKR1 V1 Company registered in Ireland Mo, 117246 i
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SERVIER (IRELAND) IN DUSTRUiS ITD

[ 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/

LliM s 3acsijtayro, Ue Hase/eHa Bawe iHdOpMANis € JOCTOBPHOIO Ta TOUHOO. o cepito
npopykuii 6yno gupo@neno (BKI09a04H TTAKYBaHHS/MAPKyBaHHA) TA [IPOBEJIEHO KOHTPOb
iT AKoCTi Ha BUILE3asHAYSHIH AlmbrM ¥ MoBHiA BigooBigHOCTI 3 BUMeraMu GMP,
BCTAHORJICHHMY MiCUEBHM PETYAATOPHHM OPIaHOM, A TAKOXK BIATIOBIHO 40 ceundrixalii,
1O MICTATECH Y peecTpailiiHoMy focke. FpoTokenn BUpoGHNITES, NaKyBaHHR Ta aHanizis
Byno nepernsHyTO Ta BCTAHOBIEHO BiANOBIAHICTs GMP.

Date of batch release/I{ara Bunycky cepii 27/10/22

Name and Position/Title of person authorising the Batch Release/ IT pizBHue Ta nocaga/
3BaHAA 0Co0M, AK2 BHIANA 203R11 HA BHNYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bianosinansua ocoGa
{1 Ms Ailbhe Wade, Qualified Person/ Bignorinansxa ocoba

] Ms Carmel Kinsella, Qualified Person/ Biznopigansua ocoda
{1 Ms Jenny Quinn, Qualified Person/ Binnosinanena ocoba

H~ Ms Niamh Ryan, Qualified Person/ Bignosizansaa ocofa

(I MrIvan Kelly, Qualified Person/ Binnosizanesa ocoba

Signature/THanne (/;7?5; ,m'lf\\a.«\ ; Date/Jara: _ Z9hoia L

Finished product batch number/ Homep cepil roroBore nikapekkoro sacoby: 710187
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Servier (Treland) Industries LTD., Moneylands Gorey Road. Arklow. CoWicklow, [reland.
Tel: +353 (0) 402 20800 Pax: +353 (0) 402 20888
Directors: Christian Barantay (French), Christian Sauveur (French), John Redmond.
Company registered in [reland No. 117246
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JAEPKABHA CJIYVKBA 3 TIKAPCHKHX 3ACOBIB
TA KOHTPOJIKO 3A HAPKOTHKAMH y m. KHEBI

BYN. Bepeanakinceka, 29, Knin, 02098, ren, (044) 295-26-85 Ten. (044) 205-26-82
E-mail: dis kyiv@dls.gov.ua, Kon CAPTIOY 37079055

BHCHOBOK
npo SKiCTHL BBE3eHOr0 B YKpainy JMikapcsKoro 3acoby

06.04.2023 Ne 16298/23/26

HOJIMNPEJI® APTTHIH ©®OPTE

(HafMeHyBania Aikapcexone 3acody IriIH0 3 peecTpauifim nocsiaeHns)
Tabaerkn, BepuTi naiskosoio obosronkoio; no 30 TabaeTok v KouTelHepi; no 1 KouTelnepy
¥y kopobui 3 kapTony

{opsa memyexy, JOIYBANNE, B AKYBIHHE JIKAPCLEOTO Tacoby)
Homep peccrpaniimoro nocsimenns UA/S650/01/02 crpok aii peectpauifinere nocsiavenns HeoOMexenmii
Cepix nixapeskoro sacoby Ne 716195 Kinekicts mecscoro nikapeskore sacoby 24130

BupoGmig Ceps'c (Ipnanain) Ingacrpic Jita, Ipnawais

(Hafimenysanna mepodaiea nikapeskoro Mooly, KpalHa NOXOTHEHAL )

Brcscho B Yxpainy Torapuereo 3 obmexenow sianosinansuicrio "CEPB'E
VKPATHA", inenr. won: 33643340

(nafidemysasns Ta kog 3 CIPTNOY wpwawmol ocobu abo npisenme, iw's, no Garsxosi
dinranod ocobu - mignpeesig, T vicne nposiaiis Ta pecerpaniiinid nowep ofnikonol
KAPTEH [ISTHHES 01ATKIE a50 COpin T2 HOMEP NACTopTa)

33 pelyIRTATAMHM IePAABHONG KOHTROMK BCTAHORNEHD, W6 Aikapeekil  3acib  meeseno 8 Yepainy 3
ACTPHMAHHAM sinvor jakononascTsa mono sabeineuenns akocm sikapessux mcobin,

HavansHuk Murona XOJNOIOEHKO

(nocanosa ocofa Oprany JEPEARNOTD KONTRIO] (nianuc) (iniiaTy Ta npisnmE)

ML.IT.




1
DocuSign Envelope ID: AF87BDBE-8B0E-4970-8ECS-BTD2013DITOC |
|
!
|

SERVIER (IRELAND) INDUSTRIES LTD.

I
|
|
CERTIFICATION OF QUALITY PHARMACEUTICAL PRI#I'.'ILICT;"
CEPTHDIKAT AKOCTI NIKAPCBHOIO 3!.!:05#

Mame of the Mamufacturer & Address MHassa ta Servier (lreland) Tndustries' Lid/Cepn'e {Ipaanain)
anpeca upobuska Innactpic frta
Moneylands, Gorey Ruad.-'!plan inenms, Copedt
Poyn, ,
Arklow/Aprnoy, |
Co. Wicklow/Ko, Biknoy, |
Ireland/ Ipnannis i

Mame of Importer and Address/ Servier Ukraine LLC.ITDBI 'Cepn e Vipaina®
Haipa Ta anpeca MnopTepa 41, Nahcrcth-lf.hrcshnhitymh St./myn.
Habepexuo-Xpenaramsa, 41
Kyiv, 04070/, Kxis, 04070
UkraineVepaina iF

Which Congignment of product is delivered/Bua Pharmaceutical Product/Jlikapesxsh saci
NPOIYENIT, IO NOCTAYSETLCA |

Pharmaceutical form/Jlixaperka dopaa Film-coated tablets/T aﬁncﬁm BKPHTI MIIBKOBOK
ofononko

Name of the Product/Hasea mkapcsxoro NOLIPRELE ARGININE! FDRTEJ'

zacofy HOJMPE® APTTHIH 'ﬂIIDPTE

Dosage/Cana mi Smg/1, 25 mg/ 5 sr/l 25N

Type and size of packaging/Bua ta pozsip 30 tablets in the mmainenjl container in the

YIAKOERH carton box/ no 30 TaGnerok y xonTeiinepi; no 1
KoHTeiiHepy B kopodir 3 up'muy

Finished Product batch number/Cepis roronoro 716195
MEAPCRKOTD 38000y

Manofacturing date/[lata sapobHHITES 09 2022 I
Expiry date/Tepuin npugarnocti 09 2025 I
Batch size/Kimskicts y cepil 24,130 Boxes/ynaxosok i
Manufacturing Licence numberHomep ninensii MOMGEO0001 |
Wi BHPObHHUTBO |
Registration Number/PeccTparifne LUASS650/01/02 |
MOCBIAYEHHA

Semvier (Ueland) Industies LTD.. Mooeylinds Gerey Road, Arklow, CoWhecklow, Leland.
Tel: =353 (0) 402 Y0800 Fax +353 (0) 402 20888 |
Dueciors: Chnsican Bazantay (French), Chnstian Samveur (Freach), .nh Fedinond
Company registered m Ireland No. 1172246
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SERVIER (IRELAND) INDUSTRIES LTD

w 2 T Sy —
e
e e
Method refTlocunanns e memod: DTC S006590 PF T CTR 16229 EN 2.0 i
ification refllocwranns na : DTC 5006590 PF N SPE 25159 EN 1.0 |
NOLIPREL® ARGININE FORTE | HOJINPET® APTIHIH ®OPTE
Formulation/Mopwy.nohanng:
Film-coated tablets Wmmmg 5 mg of perindopril arginine and 1,25 mtofmdaplmndcf TabncTiH, BEpHTI
MIBKOBON CO0IOHKD, WO MICTETE Slﬂ'll.tp.lll.'l.l:lllpll.ri’}f apriminy 1a 1,25 Mr inganami BTy
Packaging Lot NoJCeplu Ne: hhnmcmhgmmwmmprhm
716195 i TR
TESTSMOKAIHHEH S'I‘ANDAM&"L‘I‘AMAF‘“I [ RESULTS/
PEIYJILTATH
Asncarance’ Soanhuiil White, rod-shaped, film-coated tablet | Complies/Bignosinac
S—— engraved with € 3 on one face / Binoro
TN BKORCE O5ANOMINKD, 3 THCHEHMOS « & Jn |
3 oamero Goxy |
Average mass (mgh'Cepenns maca (mr) | 88,4 10 97,6 (95 % o 105 % of theoretical 91.8mg /ur
mass of 93 mg)/ BB.4 = 97,6 mr (95 % -105 %
i Teopemao] MAcH 93 Mr) |
Microbiological quality (skip testing) | Total acrobic microbial eount (TAMC)Y I *Skip Test - Not
European Pharmacopoeia (5.7.4), non- | 3aramma ximxicts acpofmx Gaxrepiii: < 10° | Applicable
aqueous preparations for oral use / CFUig /< 10° KYO/r
MixpoSioaorizea smerora (cxdn-TecT) | Total combined yeasts/ moulds count
Esponciicea Gapmixones (3.7.4), (TYMC) 3aram.sa ximsicn, rpesis: < 107 *Skip Test - Not
nesodwd npenapamu da nepopassho2e | CFUMg /< 10PKYOr Applicable
STCMOCYVSINHA Escherichia coli: absence/] g/ sincymumiy 1 1
*Skap Test - Not
Applicable
[dentifeation of btances/ T‘Mpmmpﬂpﬂh{SN?ﬂlﬂdSlﬂﬂ}ln Complies/ Blmmosime
-§9490 and § 1520 by LC/ S 9490 WPF‘m?mmm
(seprnaonp) ™ § 1520 (aaaom62) | Ghagined with the reference solution / Ocuoni
s o mike (5 9490 Ta 5 1520) ua xposeamorpasd
ROCTIUKYBAHOND POFTHITY MAKITS TACH
YIpEHMAHEN MORIGH] 10 TRXFX AR OCHOBHIX
mixie 1A RPOMITOrpaM] POYSMEY NOpIiRHTHHY

= Skip test/Crcin Tecrynanns, PassesBimmosizac, not applicable/ne nposommcs

*/'_i =

Servier (Ireiand) Indusmies LTD. Moncylands Gorey Read, Arklow, Co Wicklow, Ireland.
Tel. +353 (0} 402 20800 Faor: +353 (0) 402 NARE
Dhrectors: Christan Bazantay {French), Eﬁ'll'h.lnS-nhr{Fﬂddl]. Jokn Redimond.
0441 UKR1 V1 Company reghiiered in troland No. 11 7246



http://www.tcpdf.org

