JEPCUIIKCITY KBA
AEP)KABHA CJVKBA 3 JIKAPCHKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHCBI

By bepesusikisceka, 29, Kuis, 02098, ren./axc: (044) 550-23-55, Ten. {044) 550-20-55
E-mail: dIs kyiv@dls.gov.ua,https://www.dls.cov ua. Kox €JIPTIOY 37079055

BHCHOBOK
PO AKiCTH BBe3enoro B Ykpainy JHKapCLKOro 3acoby

03.11.2020 Ne 59715/20/26

HOJIIIPEJI® BI-DOPTE
(naliMenyRanHs nixapcskoro 3aco6y 3rifHo 3 PEECTPALHHIM [1OCBIAYEHHAM)
TalJIeTKH, BKPHTI ILTIBKOB 010 00010HK010; 1o 30 Tadaerok Y xouTelnepi; o 1 koureitnepy s
Kopobui 3 KaproHy
(dopma eunycxy, nosysanns, peg TNaKyBaHH: TiKapCEKOTO 3acoby)

Homep peectpauiitroro nocsimuenns UA/10248/01/01 CTpox Aii peecTpaniiinoro moceimuenns HeOBMexXCH Uit
Cepis nixapeskoro zacofy Ne 311062 KinbxicTs BBe3enoro nikaperkoro sacody 44346

BupoGHux Ceps’e (Ipnannis) Inmactpic JIa, Ipnangpin

(naiimenyBauns BupoGamka nmikapeskoro saco6y, kpaina TIOX 0K CHHS)

Beeseno B Vipaiuy ToBapucerso 3 oﬁfnemeuom BianosiganaenicTio "CEPB'E€ YKPAIHA",
inent. won: 33643340

(matiMeHyBanHs Ta kO 33 EPTIOY opuanauoi ocobH abo npi3BHILe, iM'E, 0 GaTbkoR] pisrgnoi
ocobit - niAnpremus, 1 Micue TpoxHRAHEN Ta peecTpanifiuuii HoMep 06nixeRol KapTku wiaTHEKA
noparkis afo cepis Ta Homep Nacropra)

Hporoxon sisyansnoro xonrpono sin 03.11.2020 Ne 3328/6.

3a pesyneTaTtamu ACPHABHONO  KOHTPOMIO BCTAHOBIEHO, INO mikapchkuil 3acif BBeseno B Vxpainy 3
QlancTsa mono sabesneueHH AKOCT] NIKAPCHKIX 3acoBis,
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[ Muxona XOJIOJTEHKO

(minnuc) {ininiama Ta npizaume)
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SERVIER (IRELAND) iNDUSTRIES LID.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODuUCT/
CEPTU®IKAT AKOCTI IKAPCLKOT'O 3ACOBY

Name of the Manufacturer & Address /Haspa Ta Servier

ajpeca BUpOOHUKA

Name of Importer and Address/
Hasea ta agpeca imnoprepa

Which Consignment of product is delivered/Bu
POy KU, 1O [0CTAYAETHCS
Pharmaceutical form/Jlikapcrka dopma

Name of the Product/Hassa nikapcbkoro
3acofy

Dosage/Cuna nif

Type and size of packaging/Bux ta pozmip
YIAKOBKH

Finished Product batch number/Cepis roroBoro
TiKAPCEKOro 3ac06y

Manufacturing date/Jlara BupoGuuiTea
Expiry date/Tepmin npugatnocri
Batch size/Kinbkicts y cepif

Manufacturing Licence number/Homep ninensiy
Ha BUPOOHUIITRO

Registration Number/Peeccrpauiiine
NOCBIAYEHHS

Ak 2y~ PLHE g/

(Ireland) Industries Ltd/Ceps'e (Ipnanis)
InpacTpic Jtn

Moneylands, Gorey Road/Maninens, Iopeii
Poyn,

Arklow/Apxnoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnanis

Servier Ukraine LLC/TOB "Ceps'e Vipaiua"
41, Naberezhno-Khreshchatytska St./Byi1.
HabepexHo-Xperarunpka, 41

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

Pharmaceutical Product/Jlikaperkuii 3aci6

Film-coated tablets/Ta6neTku, BKPHTI [LTIBKOBOK
obononkoro

NOLIPREL® Bi-FORTE/HOJIIIPEJI® Bi-
OOPTE

10 mg/2,5mg /10 Mr/2,5 Mr

30 tablets in the container: 1 container in the
carton box/ no 30 tabnerok y KOHTElHepi; no |
KOHTEeHHepy B kopobui 3 kapTouy

311062

09 2020

09 2023

44,346 Boxes/ynakoBok
M00068/00001

UA/10248/01/01

’ Page lof &

Servier (reland) 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 No. 117246




Method ref/Ilocunanns na memoo: DT C §$006597 PF T CTR 1 7952 EN 3.0
Specification ref/Ilocunanns na cneyudpicauiro: DTC_S006597 PF N_SPE | 7953 EN 2.0
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NOLIPREL® BI-FORTE / HOJIIIPEJI® BI-OPTE

Formulation/®opmymosanusn:

Film-coated tablet containing 10 mg of perindopril

0005108K010, 1110 MicTATL 10 Mr NEPUHAOTIPUILY apriHiHy Ta 2,5 Mr iHganaMiny

arginine and 2,5 mg of indapamide/ TaGnetxu, BKPHTI [J1iBKOBOIO

Packaging Lot No./Cepis:
311062

288234

Manufacturing Batch No./BupoGuuua naprist Ne:

TESTS/ITOKA3ZHUKH

STANDARDS/CTAHJIAPTU

RESULTS/
PE3YJIbTATHU

Appearance/ 3oBnimmii Bursyg

: Average mass (mg)/Cepennst maca (mr)

Microbiological quality (skip testing)
European Pharmacopoeia (5.7 4), non-
aqueous preparations for oral use /
MikpoGionoriuna uncrora (BubBipkoBe
BHOPOGYBanHs)

Ceponetichka Gapmaxonies (5. 1.4),
HeBOOHI NIKAPCLIT 30¢06U 0N OPATLHO20
sacmocyeanns

'~ Identification of drug substances/
Inenrudixanin girounx pevosun:
-§ 9490 and S 1520 by L.C/
NEPUHIOIIPUN Ta IHAATIAMIL METOAOM
pinunuof xpomatorpadii (PX)

White, round film-coated tablet /
Tabnetka, BkpuTta nnipkoBoo
obononkoto, 6inoro konbopy, Kpyriol
dopmu

176,7 to 195,3 (95 % to 105 % of
theoretical mass of 186 mg)/ 176,7 —
195,3 (95-105 % sin Teoperuusol macu y
186 mr)

Total aerobic microbial count / 3aransua
KiNbKiCTh aepoGHUX MiKpoopranismis
(TAMC): < 10° CFU/g /< 10°KVO/r

Total combined yeasts/ moulds count /
3aranbha KinbKiCTh APHIIKOBUX Ta
nuiceneux rpubis (TYMC): < 107
CFU/g /< 10°KYO/r

Escherichia coli / Escherichia coli:
absence/1 g / BincyTHicTs/1 r

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 / Yacu yrpumarns
OCHOBHMX TMiKiB (IEPUHAONIPUITY Ta
iHanamiy) Ha xpomatorpami
AOCIIDKYBAHOIO PO3YUHY NOAIGH] 110
TAKUX AJIsl OCHOBHUX T1iKiB Ha
XPOMaTOrpami pO3UMHY HOPIBHSIHHS

* Skip fest/Cf(»i‘n"%écryBaHHﬂ, Passes/Binn

Complies/ Binnosigae

185.4mg /mr

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

Complies/ Bianosigae

10Binae, not applicable/ne nposomuecs

Servier {ireland) Industries 1TD.. Moneylands Gorey Road, Arklow, Co Wicklow, Ireland..

Tels 43

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

80330 UKRI V1 C

53 (0) 402 20800 Fax: +353 (0) 402 20888

ompany registered in freland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.
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Method ref/llocunanna na memoo: DTC S00659 7 PF T CTR 17952 EN 3.0 }
Specification ref/llocunannn na cnequgixauiro: DTC _S006597 PF N _SPE 17953 EN 2.0

Packaging Lot No./Cepis:
311062

288234

Manufacturing Batch No./Bupo6unua uaprisi Ne:

TESTS/TIOKA3ZHUKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJIIBTATH

- 59490 and S 1520 by TLC/
NEPUHIOTIPHII Ta IHAATIAMIN METOROM
ToHKoWwaposol xpomatorpadii (TIIX)

| Drug substances content (LC)

(mg/tablet) / Kinbkicne Bu3navenns
Aivouux pewornn (PX) (mr/Tabaerky):
- S 9490-6 /nepunnonpuny aprinin

- S 1520/ inpanamig

Degradation products content (LC) (%

m/m) / Bmicr npoaykris posmaay (PX)
(% m/m):

S 9780

Y 32

Y 33

Y 31

Y 36

Y 38

Any other degradation products/ Bmic
IHUIKX MpoayKTiB po3naLy

Total content of degradation products/
3aranbuuid BMiCT npoayKTiB posnany

Main spots (S 9490 and S 1520) identical
in position, colour and size for test and
reference / OchoBai mismu
(neputinonpuny Ta innanaminy)
IIEHTHYHI 38 MONOKEHHSM, KOJIBOPOM Ta
PO3MIPOM AT JIOCITi /DKYBAHOTO PO3YFtY
Ta PO3YUHY NOPIBHAHHSA

9,50 to 10,50 (95 % to 105 % of the
theoretical content of 10 mg) /
9,50 - 10,50 (95-105% Bin
TEOPETHYHOTO BMicTy B 10 mr)

2,380 2,62 (95 % to 105 % of the
theoretical content of 2,5 mg) /2,38 -
2,62 (95-1035 % Bin Teopernutoro
BMicTy B 2,5 mr)

<0.75
<02
<02
<0.5
<0.5
<05
<0.2

Complies/ Bianosinae

9.81mg/mr

2.43mg/mr

0.15%
<0.10%
<0.10%

0.12%
<0.10 %
<0.10%
<0.10%

0.27%

Servier (Ireland) Industries LTD.. Moneylands Gorey Road, Arklow, Co Wickiow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (03402 20888

Directors: Christian Bazantay (French). Christian Sauveur {French}, john Redmond.
Company registered in Ireland No. 117246

80330 UKRI V1
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunanns na memod: DTC S006597 PF T CTR 1 7952 EN 3.0
Specification ref/Ilocunanna na cneyugixauio: DTC _S00659 7 PF_N SPE 17953 EN 2.0

Packaging Lot No./Cepis: Manufacturing Batch No./Bupo6un4a napris Ne:
311062 288234
TESTS/TTOKA3ZHUKHU STANDARDS/CTAHJIAPTH RESULTS/
PE3VJIBTATH

Uniformity of dosage units for S 9490-6 and S | Stage/ Number tested/ | Acceptance criteria /

1520 (LC) (ol/o/label Ciaim)/ O}lHOpiHHich C'ra,uin Kinbkicrs AOH}’CT"Mi KpHTepi’l’

’ Hocainxkysanux
AO30BAHUX OAMUMLL /UIA IEPHHAONDATY TA | | onunwue -
inpanaminy (PX) (% sin 3asiBiienol KibKoCTi)

European Pharmacopoeia (2.9.40)/ S1 10 AV <15,0% 3.5
Esponeiiceka Papmaxones (2.9.40) 4.6

s2! +20 (30) AV <15,0%
0,75 M < each
unit/koxHa OJHUHHIIA
<125M

Dissolution (LC) (%) Eurébeafi \\ﬁﬂarmacopoeia Q =75% at 15 min for S 9490-6/ Q=75%3a
(2.9.3)/ Posumnenns (PX) (%) €pporeiichka 15 xB. g nepunonpuiy aprininy

®apmakones (2.9.3) Stage/ Number tested/ | Acceptance criteria / Mean Values
Cranin Kinsxkicrs Honycrumi kpurepii
Hocaimysanux
| oaunuue

Each unit is not less
S1 6 ¢ than 80% / Koxua
. onunung > 80%

Average of 12 units

$2? +6 (12) (S1+S2) is equal to or
greater than 75% and no
unit is less than 60%/
Cepeure 3rauenns 12
oxuHALs (S1+82) >
75%, i Hemac xoaHoT
oL < 60%
Average of 24 units
s3* +12 (24) (S1+82+83) is equal to
or greater than 75%, no
morg than 2 units are
less than 60% and no
unit is less than 50%/
Cepenuie sauens 24 1
oauuuup (S1+82-+83) =
75%, ue Giapine 2
OAMHKUE < 60%, ;-
HEMAE XKOJHOT OB Ui
< 50%

97

Servier reland) Industries LTD. Moneylands Gorey Reoad, Arklow, Co Wicklow, [reland.
Tl +353 €0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur {French), John Redmoncd.

80330 UKR1 V1 Company registered in Ireland Ne, 117246 . Page 4 of 6
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Method ref/TIlocunanusn na memod: DTC_ $006597 PF T CTR 17952 EN 3.0

Specification ref/Iocunanns na cnequepixayio: DTC 8006597 PF N _SPE 17953 EN 2.0

Packaging Lot No./Cepis:
311062

Manufacturing Batch No./Bupo6uunua napris Ne:
288234

TESTS/IIOKAZHUKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJIbTATHU

Dissolution (LC) (%) European Pharmacopoeia
(2.9.3)/ Pozunnennn (PX) (%) €Bponeiicbka
Dapmaxones (2.9.3)

Q =75% at 30 min for S 1520/ Q = 75% 3a 30
XB, JUlsl iHganaminy

Stage/
Cranisn

S1

Number tested/
Kiaskictn
BOCTiRYBAHHX
. OOWHMUL

Acceptance criteria /
HAonycrumi wpurepii

Mean Values

Each unit is not less
6 than 80% / Koxua
ouHuns > 80%

§22

s3°

Average of 12 units
(S1+82) is equal to or
greater than 75% and
no unit is less than
60%/ Cepenne
3HavenHs 12 ojunuik
(S1+82) > 75%, i
HeMae Xoavol
joammui<60% |

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%/
Cepeanc 3HauenHs 24
oguHulL (S1+82+S3)
> 75%, ue Giubuie 2
onuHUUb < 60%, i
HCMAE XKOAHOT
oauHuni < 50%

+6 (12)

-
+12 (24)

Analytical Services Manager:

Memnesxep o KonTpo.I0 T2 AHAJI3Y AKOCTI

servier (Irefand} Industries LTD..
Teb +353 (1

80330 UKR1 Vi

4022
Directors: Christian Bavantay (Frenchy, ¢
Company registored in iy

Moncyiands Gorey Road, Arkiow,
ax: 353 (0) 402 20888
ristinn Savveur (French). Jobn Redmond,

20800

i.

ANALYSIS / AHAJII3 : 25/09/2020

_Batch accepted/ITapris npuiinsra

NG AAN ) f
Mléh ael Byr nc/i\'llx‘te.ru. B,pn!“

Co Wicklow, Ireiand.

elend No, 117244 " Page 5 of 6




o SERVIER (IRELAND) INDUSTRIES LTD.

-

R gERviER
T hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made at
the abovementioned site in full compliance with the GMP requirements provided by the local
regulatory authority as well as according to the specifications contained in the registration
dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP
compliance was established/
Lum s 3aceindyio, o HaBeseHa BULLE iHGOPMALis € JOCTOBIPHOIO Ta TOUHO10. L{1o cepito
aponykuii 6ysio Bupo6iieno (BKIoUaouu I1aKyBaHHS/MapKyBaHH#) Ta POBEAEHO KOHTPOIb
11 AK0CTi Ha BUILE3a3HAYEH H AinbHML y noBHif BianosigHocTi 3 BumoramMu GMP,
BCTAHOBJICHMMHU MICLEBHM DEYJIATOPHHM OPIaHOM, a TakoX BilINOBIHO 110 cnenudikanii,
Lo MICTATBCA Y peecrpauiiinomy nocke. IpoTokonu BUPOOHHIITBA, NaKYBAaHHS Ta aHANII3iB
GyJ0 MepernsanyTo Ta BCTaHOBNIEHO BiAmoBiaHicTs GMP.

Date of batch release/[lata Bunycky cepii 29/09/20

Name and Position/Title of person authorising the Batch Release/ Ipissue ta nocana/
3BAHHA 0CO0H, IKa BHJANA 03BN Ha BHIIYCK cepil

[} Dr Blanaid Bowes, Qualified Person/ Bianosinansha oco6a
[1 Ms Christine Farrell, Qualified Person/ Binnosinansra ocoba
[} Ms Ailbhe Wade, Qualified Person/ Bignosinansha oco6a

[} Ms Carmel Kinsella, Qualified Person/ Bignorigansua ocoba

[] Ms Jenny Quinn, Qualified Person/ Biznosizansna ocoba

Signature/Tlinnuc (iénf { ‘M»i WY Date/ara: ./ * 2K

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 311062

Fag Zol'6

Servier (freland) Industeies 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 No. 117246




JEPCUIIKCITY KBA
AEP)KABHA CJVKBA 3 JIKAPCHKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHCBI

By bepesusikisceka, 29, Kuis, 02098, ren./axc: (044) 550-23-55, Ten. {044) 550-20-55
E-mail: dIs kyiv@dls.gov.ua,https://www.dls.cov ua. Kox €JIPTIOY 37079055

BHCHOBOK
PO AKiCTH BBe3enoro B Ykpainy JHKapCLKOro 3acoby

03.11.2020 Ne 59715/20/26

HOJIIIPEJI® BI-DOPTE
(naliMenyRanHs nixapcskoro 3aco6y 3rifHo 3 PEECTPALHHIM [1OCBIAYEHHAM)
TalJIeTKH, BKPHTI ILTIBKOB 010 00010HK010; 1o 30 Tadaerok Y xouTelnepi; o 1 koureitnepy s
Kopobui 3 KaproHy
(dopma eunycxy, nosysanns, peg TNaKyBaHH: TiKapCEKOTO 3acoby)

Homep peectpauiitroro nocsimuenns UA/10248/01/01 CTpox Aii peecTpaniiinoro moceimuenns HeOBMexXCH Uit
Cepis nixapeskoro zacofy Ne 311062 KinbxicTs BBe3enoro nikaperkoro sacody 44346

BupoGHux Ceps’e (Ipnannis) Inmactpic JIa, Ipnangpin

(naiimenyBauns BupoGamka nmikapeskoro saco6y, kpaina TIOX 0K CHHS)

Beeseno B Vipaiuy ToBapucerso 3 oﬁfnemeuom BianosiganaenicTio "CEPB'E€ YKPAIHA",
inent. won: 33643340

(matiMeHyBanHs Ta kO 33 EPTIOY opuanauoi ocobH abo npi3BHILe, iM'E, 0 GaTbkoR] pisrgnoi
ocobit - niAnpremus, 1 Micue TpoxHRAHEN Ta peecTpanifiuuii HoMep 06nixeRol KapTku wiaTHEKA
noparkis afo cepis Ta Homep Nacropra)

Hporoxon sisyansnoro xonrpono sin 03.11.2020 Ne 3328/6.

3a pesyneTaTtamu ACPHABHONO  KOHTPOMIO BCTAHOBIEHO, INO mikapchkuil 3acif BBeseno B Vxpainy 3
QlancTsa mono sabesneueHH AKOCT] NIKAPCHKIX 3acoBis,
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[ Muxona XOJIOJTEHKO

(minnuc) {ininiama Ta npizaume)
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SERVIER (IRELAND) iNDUSTRIES LID.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODuUCT/
CEPTU®IKAT AKOCTI IKAPCLKOT'O 3ACOBY

Name of the Manufacturer & Address /Haspa Ta Servier

ajpeca BUpOOHUKA

Name of Importer and Address/
Hasea ta agpeca imnoprepa

Which Consignment of product is delivered/Bu
POy KU, 1O [0CTAYAETHCS
Pharmaceutical form/Jlikapcrka dopma

Name of the Product/Hassa nikapcbkoro
3acofy

Dosage/Cuna nif

Type and size of packaging/Bux ta pozmip
YIAKOBKH

Finished Product batch number/Cepis roroBoro
TiKAPCEKOro 3ac06y

Manufacturing date/Jlara BupoGuuiTea
Expiry date/Tepmin npugatnocri
Batch size/Kinbkicts y cepif

Manufacturing Licence number/Homep ninensiy
Ha BUPOOHUIITRO

Registration Number/Peeccrpauiiine
NOCBIAYEHHS

Ak 2y~ PLHE g/

(Ireland) Industries Ltd/Ceps'e (Ipnanis)
InpacTpic Jtn

Moneylands, Gorey Road/Maninens, Iopeii
Poyn,

Arklow/Apxnoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnanis

Servier Ukraine LLC/TOB "Ceps'e Vipaiua"
41, Naberezhno-Khreshchatytska St./Byi1.
HabepexHo-Xperarunpka, 41

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

Pharmaceutical Product/Jlikaperkuii 3aci6

Film-coated tablets/Ta6neTku, BKPHTI [LTIBKOBOK
obononkoro

NOLIPREL® Bi-FORTE/HOJIIIPEJI® Bi-
OOPTE

10 mg/2,5mg /10 Mr/2,5 Mr

30 tablets in the container: 1 container in the
carton box/ no 30 tabnerok y KOHTElHepi; no |
KOHTEeHHepy B kopobui 3 kapTouy

311062

09 2020

09 2023

44,346 Boxes/ynakoBok
M00068/00001

UA/10248/01/01

’ Page lof &

Servier (reland) 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 No. 117246




Method ref/Ilocunanns na memoo: DT C §$006597 PF T CTR 1 7952 EN 3.0
Specification ref/Ilocunanns na cneyudpicauiro: DTC_S006597 PF N_SPE | 7953 EN 2.0
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NOLIPREL® BI-FORTE / HOJIIIPEJI® BI-OPTE

Formulation/®opmymosanusn:

Film-coated tablet containing 10 mg of perindopril

0005108K010, 1110 MicTATL 10 Mr NEPUHAOTIPUILY apriHiHy Ta 2,5 Mr iHganaMiny

arginine and 2,5 mg of indapamide/ TaGnetxu, BKPHTI [J1iBKOBOIO

Packaging Lot No./Cepis:
311062

288234

Manufacturing Batch No./BupoGuuua naprist Ne:

TESTS/ITOKA3ZHUKH

STANDARDS/CTAHJIAPTU

RESULTS/
PE3YJIbTATHU

Appearance/ 3oBnimmii Bursyg

: Average mass (mg)/Cepennst maca (mr)

Microbiological quality (skip testing)
European Pharmacopoeia (5.7 4), non-
aqueous preparations for oral use /
MikpoGionoriuna uncrora (BubBipkoBe
BHOPOGYBanHs)

Ceponetichka Gapmaxonies (5. 1.4),
HeBOOHI NIKAPCLIT 30¢06U 0N OPATLHO20
sacmocyeanns

'~ Identification of drug substances/
Inenrudixanin girounx pevosun:
-§ 9490 and S 1520 by L.C/
NEPUHIOIIPUN Ta IHAATIAMIL METOAOM
pinunuof xpomatorpadii (PX)

White, round film-coated tablet /
Tabnetka, BkpuTta nnipkoBoo
obononkoto, 6inoro konbopy, Kpyriol
dopmu

176,7 to 195,3 (95 % to 105 % of
theoretical mass of 186 mg)/ 176,7 —
195,3 (95-105 % sin Teoperuusol macu y
186 mr)

Total aerobic microbial count / 3aransua
KiNbKiCTh aepoGHUX MiKpoopranismis
(TAMC): < 10° CFU/g /< 10°KVO/r

Total combined yeasts/ moulds count /
3aranbha KinbKiCTh APHIIKOBUX Ta
nuiceneux rpubis (TYMC): < 107
CFU/g /< 10°KYO/r

Escherichia coli / Escherichia coli:
absence/1 g / BincyTHicTs/1 r

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 / Yacu yrpumarns
OCHOBHMX TMiKiB (IEPUHAONIPUITY Ta
iHanamiy) Ha xpomatorpami
AOCIIDKYBAHOIO PO3YUHY NOAIGH] 110
TAKUX AJIsl OCHOBHUX T1iKiB Ha
XPOMaTOrpami pO3UMHY HOPIBHSIHHS

* Skip fest/Cf(»i‘n"%écryBaHHﬂ, Passes/Binn

Complies/ Binnosigae

185.4mg /mr

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

Complies/ Bianosigae

10Binae, not applicable/ne nposomuecs

Servier {ireland) Industries 1TD.. Moneylands Gorey Road, Arklow, Co Wicklow, Ireland..

Tels 43

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

80330 UKRI V1 C

53 (0) 402 20800 Fax: +353 (0) 402 20888

ompany registered in freland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

N—— ey

Method ref/llocunanna na memoo: DTC S00659 7 PF T CTR 17952 EN 3.0 }
Specification ref/llocunannn na cnequgixauiro: DTC _S006597 PF N _SPE 17953 EN 2.0

Packaging Lot No./Cepis:
311062

288234

Manufacturing Batch No./Bupo6unua uaprisi Ne:

TESTS/TIOKA3ZHUKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJIIBTATH

- 59490 and S 1520 by TLC/
NEPUHIOTIPHII Ta IHAATIAMIN METOROM
ToHKoWwaposol xpomatorpadii (TIIX)

| Drug substances content (LC)

(mg/tablet) / Kinbkicne Bu3navenns
Aivouux pewornn (PX) (mr/Tabaerky):
- S 9490-6 /nepunnonpuny aprinin

- S 1520/ inpanamig

Degradation products content (LC) (%

m/m) / Bmicr npoaykris posmaay (PX)
(% m/m):

S 9780

Y 32

Y 33

Y 31

Y 36

Y 38

Any other degradation products/ Bmic
IHUIKX MpoayKTiB po3naLy

Total content of degradation products/
3aranbuuid BMiCT npoayKTiB posnany

Main spots (S 9490 and S 1520) identical
in position, colour and size for test and
reference / OchoBai mismu
(neputinonpuny Ta innanaminy)
IIEHTHYHI 38 MONOKEHHSM, KOJIBOPOM Ta
PO3MIPOM AT JIOCITi /DKYBAHOTO PO3YFtY
Ta PO3YUHY NOPIBHAHHSA

9,50 to 10,50 (95 % to 105 % of the
theoretical content of 10 mg) /
9,50 - 10,50 (95-105% Bin
TEOPETHYHOTO BMicTy B 10 mr)

2,380 2,62 (95 % to 105 % of the
theoretical content of 2,5 mg) /2,38 -
2,62 (95-1035 % Bin Teopernutoro
BMicTy B 2,5 mr)

<0.75
<02
<02
<0.5
<0.5
<05
<0.2

Complies/ Bianosinae

9.81mg/mr

2.43mg/mr

0.15%
<0.10%
<0.10%

0.12%
<0.10 %
<0.10%
<0.10%

0.27%

Servier (Ireland) Industries LTD.. Moneylands Gorey Road, Arklow, Co Wickiow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (03402 20888

Directors: Christian Bazantay (French). Christian Sauveur {French}, john Redmond.
Company registered in Ireland No. 117246

80330 UKRI V1
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunanns na memod: DTC S006597 PF T CTR 1 7952 EN 3.0
Specification ref/Ilocunanna na cneyugixauio: DTC _S00659 7 PF_N SPE 17953 EN 2.0

Packaging Lot No./Cepis: Manufacturing Batch No./Bupo6un4a napris Ne:
311062 288234
TESTS/TTOKA3ZHUKHU STANDARDS/CTAHJIAPTH RESULTS/
PE3VJIBTATH

Uniformity of dosage units for S 9490-6 and S | Stage/ Number tested/ | Acceptance criteria /

1520 (LC) (ol/o/label Ciaim)/ O}lHOpiHHich C'ra,uin Kinbkicrs AOH}’CT"Mi KpHTepi’l’

’ Hocainxkysanux
AO30BAHUX OAMUMLL /UIA IEPHHAONDATY TA | | onunwue -
inpanaminy (PX) (% sin 3asiBiienol KibKoCTi)

European Pharmacopoeia (2.9.40)/ S1 10 AV <15,0% 3.5
Esponeiiceka Papmaxones (2.9.40) 4.6

s2! +20 (30) AV <15,0%
0,75 M < each
unit/koxHa OJHUHHIIA
<125M

Dissolution (LC) (%) Eurébeafi \\ﬁﬂarmacopoeia Q =75% at 15 min for S 9490-6/ Q=75%3a
(2.9.3)/ Posumnenns (PX) (%) €pporeiichka 15 xB. g nepunonpuiy aprininy

®apmakones (2.9.3) Stage/ Number tested/ | Acceptance criteria / Mean Values
Cranin Kinsxkicrs Honycrumi kpurepii
Hocaimysanux
| oaunuue

Each unit is not less
S1 6 ¢ than 80% / Koxua
. onunung > 80%

Average of 12 units

$2? +6 (12) (S1+S2) is equal to or
greater than 75% and no
unit is less than 60%/
Cepeure 3rauenns 12
oxuHALs (S1+82) >
75%, i Hemac xoaHoT
oL < 60%
Average of 24 units
s3* +12 (24) (S1+82+83) is equal to
or greater than 75%, no
morg than 2 units are
less than 60% and no
unit is less than 50%/
Cepenuie sauens 24 1
oauuuup (S1+82-+83) =
75%, ue Giapine 2
OAMHKUE < 60%, ;-
HEMAE XKOJHOT OB Ui
< 50%

97

Servier reland) Industries LTD. Moneylands Gorey Reoad, Arklow, Co Wicklow, [reland.
Tl +353 €0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur {French), John Redmoncd.

80330 UKR1 V1 Company registered in Ireland Ne, 117246 . Page 4 of 6
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Method ref/TIlocunanusn na memod: DTC_ $006597 PF T CTR 17952 EN 3.0

Specification ref/Iocunanns na cnequepixayio: DTC 8006597 PF N _SPE 17953 EN 2.0

Packaging Lot No./Cepis:
311062

Manufacturing Batch No./Bupo6uunua napris Ne:
288234

TESTS/IIOKAZHUKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJIbTATHU

Dissolution (LC) (%) European Pharmacopoeia
(2.9.3)/ Pozunnennn (PX) (%) €Bponeiicbka
Dapmaxones (2.9.3)

Q =75% at 30 min for S 1520/ Q = 75% 3a 30
XB, JUlsl iHganaminy

Stage/
Cranisn

S1

Number tested/
Kiaskictn
BOCTiRYBAHHX
. OOWHMUL

Acceptance criteria /
HAonycrumi wpurepii

Mean Values

Each unit is not less
6 than 80% / Koxua
ouHuns > 80%

§22

s3°

Average of 12 units
(S1+82) is equal to or
greater than 75% and
no unit is less than
60%/ Cepenne
3HavenHs 12 ojunuik
(S1+82) > 75%, i
HeMae Xoavol
joammui<60% |

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%/
Cepeanc 3HauenHs 24
oguHulL (S1+82+S3)
> 75%, ue Giubuie 2
onuHUUb < 60%, i
HCMAE XKOAHOT
oauHuni < 50%

+6 (12)

-
+12 (24)

Analytical Services Manager:

Memnesxep o KonTpo.I0 T2 AHAJI3Y AKOCTI

servier (Irefand} Industries LTD..
Teb +353 (1

80330 UKR1 Vi

4022
Directors: Christian Bavantay (Frenchy, ¢
Company registored in iy

Moncyiands Gorey Road, Arkiow,
ax: 353 (0) 402 20888
ristinn Savveur (French). Jobn Redmond,

20800

i.

ANALYSIS / AHAJII3 : 25/09/2020

_Batch accepted/ITapris npuiinsra

NG AAN ) f
Mléh ael Byr nc/i\'llx‘te.ru. B,pn!“

Co Wicklow, Ireiand.

elend No, 117244 " Page 5 of 6




o SERVIER (IRELAND) INDUSTRIES LTD.

-

R gERviER
T hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made at
the abovementioned site in full compliance with the GMP requirements provided by the local
regulatory authority as well as according to the specifications contained in the registration
dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP
compliance was established/
Lum s 3aceindyio, o HaBeseHa BULLE iHGOPMALis € JOCTOBIPHOIO Ta TOUHO10. L{1o cepito
aponykuii 6ysio Bupo6iieno (BKIoUaouu I1aKyBaHHS/MapKyBaHH#) Ta POBEAEHO KOHTPOIb
11 AK0CTi Ha BUILE3a3HAYEH H AinbHML y noBHif BianosigHocTi 3 BumoramMu GMP,
BCTAHOBJICHMMHU MICLEBHM DEYJIATOPHHM OPIaHOM, a TakoX BilINOBIHO 110 cnenudikanii,
Lo MICTATBCA Y peecrpauiiinomy nocke. IpoTokonu BUPOOHHIITBA, NaKYBAaHHS Ta aHANII3iB
GyJ0 MepernsanyTo Ta BCTaHOBNIEHO BiAmoBiaHicTs GMP.

Date of batch release/[lata Bunycky cepii 29/09/20

Name and Position/Title of person authorising the Batch Release/ Ipissue ta nocana/
3BAHHA 0CO0H, IKa BHJANA 03BN Ha BHIIYCK cepil

[} Dr Blanaid Bowes, Qualified Person/ Bianosinansha oco6a
[1 Ms Christine Farrell, Qualified Person/ Binnosinansra ocoba
[} Ms Ailbhe Wade, Qualified Person/ Bignosinansha oco6a

[} Ms Carmel Kinsella, Qualified Person/ Bignorigansua ocoba

[] Ms Jenny Quinn, Qualified Person/ Biznosizansna ocoba

Signature/Tlinnuc (iénf { ‘M»i WY Date/ara: ./ * 2K

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 311062

Fag Zol'6

Servier (freland) Industeies 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 No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

=
T SERVER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUPIKAT AKOCTI IKAPCbKOro 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Litd/Cepr'e (Ipnanais)

anpeca BUpoOHHKA

Name of Importer and Address/
Hasea Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bua
TIPOAYKIi, IO TIOCTAYAETECS

Pharmaceutical form/Jlikapceka $opma

Name of the Product/Hassa  Jiikapcrxoro
3acoly

Dosage/Cuna nii

Type and size of packaging/Bug ta posmip
YIaKOBKH

Finished Product batch number/Cepis rorosoro
nikapcbkoro 3acoly

Manufacturing date/Zlara BnpoGHHITBA
Expiry date/Tepmin npugatHocTi
Batch size/Kinbkicts y cepit

Manufacturing Licence number/Homep niuensii
Ha BUpoOHUNTBO

Registration Number/Peectpaniiine
NoCBiAYEHHS

Servier (Ireland) [ndustries LTD,, Moneylands Gorey Road, Acklow, CoWicklow, Ireland, =%, *
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 :
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.

Ingacrpic JItn

Moneylands, Gorey Road/Maninenas, Topeit
Poyx,

Arklow/Apiioy,

Co. Wicklow/Ko. Bikioy,

Ireland/Tpnanpin

Servier Ukraine LLC/TOB "Ceps'e Ykpaina”
41, Naberezhno-Khreshchatytska St./ayn.
HaGepexmo-Xpematuueka, 41

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

Pharmaceutical Product/JTikapcskwit 3aci6

Film-coated tablets/TaGnerku, Bxputi naiskoroko
0DONOHKOIO

NOLIPREL® Bi-FORTE/HOJIIMPEI® Bi-
GOPTE

10 mg/2,5mg / 10 mr/2,5 Mr

30 tablets in the container; 1 container in the
carton box/ o 30 Tabnerok y xouteHnepi; no 1
xoHTeHHEPY B KOPOOI 3 KAPTOHY

311741

092020

09 2023

44,427 Boxes/ynaKkoBoK
M00068/00001

UA/10248/01/01

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

== SERVIER

Method ref/Ilocunannn na memod: DTC S006597 PF T CTR 17952 EN 3.0
Specification ref/Ilocunannn Ha cneumpmamlo DIC 8006597 PF N / SPE_ 17953 ' EN 2.0

NOLIPREL? BI-FORTE /HOJ]IHPEJI%I-@OPTE

Formulation/@opmymoBanus:
Film-coated tablet contammg 10 mg of perindopril arginine and 2,5 mg of 1ndapam1de/ Tabnerky, BKPUTI MITBKOBOIO
060JI0HKOIO, IO MicTATs 10 Mr nepunponpuy aprininy ta 2,5 Mr inaanaminy

Packaging Lot No./Cepis: Manufacturing Batch No./BupoGuuua napris Ne:
I 311741 288235
TESTSTTOKAZHHKHA STANDARDS/CTAHIAPTHA - RESULTS/
, PE3YJI£>TATH
Appearance/ 3opriumili Burnsa White, round film-coated tablet / [ Complies/ Binrosizae

Tafnerxa, BkpHTa WIiBKOBOIO
oboioHKoI0, 6inoro KonLopy, Kpyraol

Gopmu

Average mass (mg)/Cepenust maca (mr) | 176,7 to 195,3 (95 % to 105 % of 184.5mg /mr
theoretical mass of 186 mg)/ 176,7 —
195,3 (95-105 % Bix TeopeTHuHol Mack y

186 mr)
Microbiological quality (skip testing) Total aerobic microbial count / 3aransHa *Skip Test - Not Applicable
European Pharmacopoeia (3. 1.4}, non- KineKicTs acpobrux Mikpoopranismin
aqueous preparations for oral use / | (TAMC): < 10°CFU/g /< 10°KYO/r
MikpoGionoriana ynerora (BnGipxose
BHIIPOGyBaHH) Total combined yeasts/ moulds count / ) s
€Esponeficoka Papmaxores (5.1.4), BaraisHa KimbKiCTs APDKIKOBHX Ta *Skip Test - Not Applicable
HeBOOHI nixapceki 3acobu O OpaTbHo20 | nicenenux rpubis (TYMC): < 10?
3acmocyeanns CFU/g /<10°KYO/r
Escherichia coli / Escherichia colj: *L: . oy
absence/l g / Biacyrricts/1 1 Skip Test - Not Applicable
Identification of drug substances/ The principal peaks (S 9490 and S 1520) Complies/ Bixnogigac
IxenTndikanis airoanx pegosun: in the chromatogram obtained with the
- 59490 and S 1520 by LC/ test solution have a retention time similar
NIEPUHAOMPHA Ta iHZANaMIZ METOAOM to that of the principal peaks inthe
pinunHOI xpoMarorpadii (PX) chromatogram obtained with the

reference solution / Yacu yrpumants
OCHOBHHX ITiKiB- (nepurzonputy Ta
iHZanamigy) Ha xpomarorpami
IOCNiAKYBAHOTO POIUHHY HOAIOHI 10
TAKHX JUIA OCHOBHHX THKIE Ha
XPOMATOTpaMi PO3YUHY MOPIBHAHHS

» Skip test/Cxin Tectysanns, Passes/Bianosinae, not applicable/se nposoauecs

Servier (Ireland) Industrics LTD., Moneylands Gorey Road, Atklow; Co Wicklow, Irelandv
Tel: +353 (0) 402 20800 Fax; +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
80330 UKR1 V1 Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannn na memoo: DTC S006597 PF T CTR 17952 EN 3.0
Specification ref/Ilocunanns na cneyuicauio: DTC_S006597 PF_N SPE 17953 EN 2.0

Packaging Lot No./Cepis:

Manufacturing Batch No./Bupouaua naprist Ne:

311741 288235
TESTSTIOKA3ZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJbTATH
- 89490 and S 1520 by TLC/ Main spots (S 9490 and S 1520) identical Complies/ Bianosigae
NCPHHIOTIPHI Ta iHZanamig MeToaoM in position, colour and size for test and
ToHKowapoBoi xpomarorpadii (TIIX) reference / OcHOBHI TUIsAMK
(nepuHponpuny Ta iHAaNaMiay)
VIEHTHUHI 32 TIONOKEHHAM, KOTBOPOM Ta
PO3MIpOM U1 AOCIIIDKYBAHOTO PO3UHHY
T8 PO3UUHY TIOPIBHSHHSI
Drug substances content (LC)
(mg/tablet) / KinvkicHe BH3HAYEHHS
Airouux peuoBnn (PX) (mr/Tabuerxy): |
- S 9490-6 /nepunponpuny aprisin 9,50 to 10,50 (95 % to 105 % of the 9.85mg/mr
theoretical content of 10 mg) /
9.50~10,50 (95-105% Bia
TEOPETHYHOTO BMiCTY B 10 M)
- 8 1520/ inganamiz 2,3810 2,62 (95 % to 105 % of the 2.44mg/mr
theoretical content of 2,5 mg) /2,38 —
12,62 (95-105 % Bix TeopeTHHOrO
BMIcCTY B 2,5 Mr)
Degradation products content (LC) (%
m/m) [ Bmicr nponykris posnaay (PX)
(% mim):
$ 9780 <0.75 0.14%
Y 32 <0.2 <0.10%
Y 33 <0.2 <0.10%
Y 31 <0.5 0.15%
Y 36 <0.5 <0.10%
Y 38 <05 0.12%
Any other degradation products/ Bmicr <0.2 <0.10%
iHLIMX OpoAYKTIB po3naxy
Total content of degradation products/ <15
3araneHuil BMICT NPOAYKTIB po3nagy

Servier (Irelund) Industrics LTD., Moneylands Gorey Road, Arklow, Co Wicklow. Tretand, ‘ N

Tel: +353 (0} 40220800 Fax: +353 (03402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.

80330 UKRI V1 Company registered in Ireland No, 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

*ﬂﬁgéﬁum

=" SERVIER

Method ref/Ilocunanna na memoo:

DTIC 8006597 PF T CTR 17952 EN 3.0
Specification ref/Ilocunanna na cneuuq)ucaum. DIC S006597 PF N SPE_ 1 7953 EN 2.0

Packaging Lot No./Cepis:
311741

Manufacturing Batch No./Bupoﬁﬂnqa uame Ne:

288235

TESTS/TTOKASHAKH

STANDARDS/CTAHJAPTH

RESULTS/
PE3YJILTATH |

Uniformity of dosage units for S 9490-6 and S
1520 (LC) (%/1abel claim)/ OquopixnicTs
A030BAHAX OAHHHIEL JJIA NEPHAZOTIPAIY TA
inpanamigy (PX) (% Bin 3asBaenol kinskocri)
| Evropean Pharmacopoeia (2.9.40)/

{| €sponeticeka Papmaxones (2.9.40)

Stage/
Craaig

| Number tested/
KinbKicn

OXHNAIL

Jocrimmysannx

Acceptance crﬁerla /
Hdonycrumi kpurepil

S1

10

AV <15,0%

40
3.6

+20 (30)

AV <15,0%
0,75 M < each

£1,25M

unit/koxHa onuHrUIs

Dissolution (L.C) (%) European Pharmacopocia

(2.9.3)/ Pozumnenns (PX) (%) €pponelicska
|| Papmakones (2.9.3)

Q=75%at 15minfor S 9
15 xB.. a5

490-6/ Q = 75%3a

NEPUHIONPHITY apTiHiHY

Stage/
Cragin

Number tested/
Kinskiers
Aocnizmxysannx
OAHHALE:

Acceptance criteria /
Homycrimi kpurepiy

‘Mean Values

S1

6

Each unit is not less
than 80%/ Koxna
opunnig > 80%

82?

+6 (12)

Average of 12 utits
{81+82) isequal to or
greater than 75% and no
unit is Toss than 60%/
Cepcane anatcnia 12
ounnnupn (S1+82) >

| 75%, i Hemae xoaHOT

oaunL <60%

96

s3°

+12 (24)

Average of 24 units,

|- (S1+82+83) is cqual to

or:greater than 75%, no
more than 2 units are
less than 60% and no
unit is lcss than 50%/
Cepeaue saaMcnus 24

T5%, ne Gmsmczf»y @

NEMACIHKOUNOT o;guﬁmgx

Servier (Ireland) Industries 111, Moneylands Gorey Road, Arklaw, Co Wicklow, Irela

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

Directors: Christian Bazantay (French), Cheistiun Sauveur (French), John Redmond.
Company tcgistered in Ircland No, 117246

80330 UKR1 V1

Page 1/1

oA (S1 +S2+S3Vf
onMuMILh < 60%, F45 oSy

<50% SR b

i




=

=SERvien

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunanna wa memod: DTC_S006597 PF T CTR_ 17952 EN 3.0
Specification ref/ITocunanun na cneumﬁmamm. DTC .5'006597 PF N SPE_ 17953 ' EN 2.0

Packaging Lot No./Cepis:
311741

288235

Manufacturing Batch No./Bapo6anua napris Ne:

TESTSMIOKAIHUKH

STANDARDS/CTAHJAPTH

RESULTS/
PE3YJIBTATH

Dissolution (LC) (%) European Pharmacopoeia
(2.9.3)/ Pozunnenns (PX) (%) €sponeiictka
Mapmakones (2.9.3)

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

XB. JU1s iHaanamMiny

Stage/
Cragis

Number tested/
Kinskicts
AOCHITMYBAHHX

_OaMHANS

Acceptance criteria /
Jonyctami kpatepit

Mean Values

81 6

Each unit is not Tess
than 8§0% / KoxHi
oaunuua > 80%

§2? +6 (12)

Average of 12 units
{S1+82) is cqual to or
greatorthan 75% and
no unit is:less than
60%/ Cepeane
3HaucHHA |2 ognuuns
(S1+82) > 75%, i
nemee KoAHOT
oauHuUi < 60%

85

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 thian 50%/

Cepejuie anaueina 24
oaumiue (S1+S2-+53)
> 75%; uc Ginpme 2
omuaNtE < 60%, i
ueMace KoNnoi
onuunui < 50%

it

ANALYSIS / AHATI3 +25/09/2020
Batch accepted/Tlapris npuiinstra

Analytical Services Manager:

Menemiep no xoHTpPoOMO T ANANI3Y AKOCTI

Servigr (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Ca Wicklow, Treland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazaatay (French), Christian Sauveur {French), John Redmond.
Company registered in freland No. 117246

80330 UKRI1 V1

Page 1/1
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SERVIER (IRELAND) INDUSTRIES LTD.

1 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 rcwewed and GMP
compliance was established/

1TuM 5 3acBiR9yto, (MO HaBeAeHa BHINE iHpopmanis e NocToripHOIO Ta TouHow. Lo cepiio
npoayxuil 6y10 BUpoG/eHO (BKIIOYAIOUH N1aKy BAHHA/MapKy BaHHS) T8 POBEAEHO KOHTPONE
il axocTi Ha BHIUE3asHaueHIR OiNBHWLI Y TOBRIN BinNOBinHOCT 3 BUMOoramu GMP,
BCTAHOBNEHAMH MICHEBHM PETYASTOPHUM OPraHOM, & TAKOX BIANOBiNHO 10 crenubikanil,
O MiCTATLCA Y peecTpauiifHoMy Aocke. [TpoTokoay BUpoGHHITEA, MAKYBAHKA Ta AHATI3IB
Oyno nepernaHyTo Ta BCTaHOBNEHO BimmoBianicTs GMP.

Date of batch release/[lara sunycky cepii 05/10/20

Name and Position/Title of person authorising the Batch Release/ [Ipissuiie ta nocama/
3BaHHS 0cobu, AKa BuAaNa J03BLI Ha BANYCcK cepil

[] DrBlanaid Bowes, Qualified Person/ Bignmosigansua ocofa
[1 Ms Christine Farrell, Qualified Person/ Bignosiganbia ocoba
[1 Ms Ailbhe Wade, Qualified Person/ Bianosigansta ocofa
[3*Ms Carmel Kinsella, Qualified Person/ Bignosiganpua ocofa
[1 Ms Jenny Quinn, Qualified Person/ BignosigantHa ocoba

Signature/Mianuc ﬁmdg ) \ug@ Date/flara: ASIO0

Finished product batch number/ Homep cepii rotosoro nikapcekoro sacoby: 311741

Tek: +353 (0) 402 20800 Fax; +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sayveur (French), John Redmond.
Company registered in Ireland No. 117246
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JIEPYIKCITY XBA
JEPXKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOEIB
TA KOHTPOJIXO 3A HAPKOTHKAMM y M. KHEBI

ByA. Bepesnskincexa, 29, Kuis, 02098, Ten/Gake: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua https://www.dls.gov.ua, Kon EJIPITIOY 37079055

BUCHOBOK
PO AKICTH BBE3eHOro B YKpainy Jikapcskoro 3acoby

03.11.2020 Ne 59716/20/26

HOJITIPEJ® BI-DOPTE,

(uaitMerry BaHHA Jikapchxoro 3aco0y 3rigHo 3 peecTpauiiinuy nocaiavennIM)
TabueTicH, BKpHTi ILTiBK0BOI0 060.10HK010; 0 30 Tabnerok y KoHTeiiHepi; no 1 koureiinepy B
KopoOIi 3 KApTORY

(hopma BHIMyCKy, AO3YBAHES, BI NAKYBRHHA MKAPCLEOTO 3acoby)
Homep peectpauiitroro nocsimientn UUA/10248/01/01 crpox nii peectpauilinoro nocsimersa HeOGMeKeHIEH
Cepia nikapcexoro zacoby Ne 311741 KinbkicTs BBe3CHOrO Jikapchkoro 3acofy 44427

Bupo6mix Ceps’e (Ipnannis) Innactpic Jira, Ipnangis

(nalimMenynanna BHPOGHHKA Nikapcexoro acaby, kpaina NOXOIKEHRA)

Beeseno B Vipaliy TopapucTBo 3 06meskenoro Binnosinansnicrio "CEPB'C YKPATHA",
ineur. xon: 33643340

(naiiMenyBarms Ta ko 38 €IPTIOY lopumuanol ocobu abo npiznmume, iM's, 110 OaTsKoB] Piauunol
ocoby - manpuemng, it micne NIpOAKUBAHHAA T8 peecTpauiitunit somep o61ikoBoT KAPTEHW IATHHKR
nozaris abo cepis Ta HOMEp NacnopTa)

Hporoxoen sisyansuoro xourposo eix 03.11.2020 Ne 3328/7.

32 pesynETRTAMH JIEpREBHOTO KORTPON:O BCTAHORNEHO, IO MiKapchkWM 3aci6 BeseHO B Vxpainy s
AOTPHMAHHAM pusiiraiSrogas (APCHKIX 38C06iB.

Muxona XOJIOJEHKO

(iniuians Ta npissuie)

Page 1/1




JIEPHUTKCITYAKBA
HEPHKABHA CAYKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KUEBI

VL Bepesuakincrka, 29, Kuie, 02098, Ten. (044) 295-26-85 e, (044} 295-26-82
E-mail: dis.kyiv@dis.gov.ua,hitps://wwow.dls.gov.ua, Koa EJIPIIOY 37079055

BHCHOROX
HpO FKICTH BBE3eHOT0 B Y Kpainy RixvapesKkoro 3aeoby

26.08.2621 Mo 48130/21/26

HOJIIPE/® BI-POFTE

{EadimenyBaELs HiKApELROTO 23206y 2TIM0 3 peacTpaHHHIM TOCBiAHEHEAM)
TabaeTxy, BKpUTI NainKoesels sbesoniere; mo 30 Taiserox y Konveiiuepi; o 1 KOB’TQHHEP}' B
Kopobni 3 KapToRy

{(hopma BulyCSy, AOSYRAEEHA, BUI RAKYBANUS AIKAPCHKOTO 3acaby}
Homep pecerpanifinors nocairenst UA/10248/01/01 erpox ajl peccTpauifinoro mocsiprieniia geobMexeHnit
Cepis nikepeskoro sacoby M 322899 ' ICinsxicTs ABeaeHOro Nikapenxoro 2acoby 34320

Bupofusr Cepr’e (Ipnaunis) Ianactpic JI1a, Ipnauais

{matiMeypannas enpelinpke nikapeskore 3acoly, kpaita nmoqmaﬁa}

Beezetio B Ypainy TeBapueTso 3 obMexenomn pinmosifamsnicTie "CERPB'E YKPAIHA",
inent. wen: 33643340

(RaliMcayBatuA Ta ko 38 CAPTIOY wpwimyRel ocotu abe nplamue, iv'a, no Gatsxosi dismtHol
acobis - niatupaenns, T MCIR FPORMRANEA T2 peectpatl ittt noMep obniranol xa]nm RATHHRR
ROAATKIB afio CEPi% T4 HOMSP NACOPTA)

Tiporowoa sisyansrore sorrpome ein 26.08.2021 M 2875/2.

3a pesvinTataMW  ASPRARBHOTG KOHTPOLG BCTEHORACHO, MO nigapewkyil  3aci6 peeseno B ¥rpainy 3
jmTpIimaHHﬂM BEMOP 2AKOHOEARCTRA MOAO0 RafeaneTerys sxoacTi Nikapesrux 2acobis.

Muons XCHOIEHKO

(riuian: Ta npizsune)
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SERVIER (IRELAND) INDUSTRIES LTD.
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI AIKAPCLKOID 3ACORBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Lid/Ceps'e (Ipnauais)

agpeca BrupobHnKa

Name of Importer and Address/
Hasea Ta agpeca iMnopTepa

Which Consignment of preduct is delivered/Bup
OPOAYKUII, 1110 TOCTAYAETRCH

Pharmacentical form/Jlikapcenka iopma

Name of the Product/Haisa aiKapceroro
3acofy

Dosage/Cuna aii

Type and size of packaging/Bua 12 pomip
YIIAKOBKH

Finished Product batch number/Cepia roTogsore
nixapesxoro 3acoby

Manufacturing date/ [{ata smpobHuIITEA
Expiry date/Tepmin BpRAaTHOCTI
Baich size/KimskicTs ¥ cepil

Manufacturing Licence number/Homep aineusii
Ha BHpCCRALTEO

Registration Number/PeeeTpanifing
ROCBiDISHEA

Servier (freland) Tndusities LTO., Gorey Rond, Arklow. Co Wickiow. Republic of lecland, vV id FIR)

inpactpic Jith,

Moneylands, Gorey Road/Maninetins, Tope#
Pova,

Arklow/Aprnoy,

Co. Wicklow/Ko. Bixnoy,

Ireland/Ipaannin

Servier Ukraine LLC/TOB "Cepa'e Yrpalna"

41, Naberezhno-Khreshchatytska St/sya,
HafSepemmo-XpeiiaTinnKa, 41

Kyiv, 04070/m. Kuie, 4070
Ukraine/Yepaina

Pharmaceutical Product/Jlikapceiuit 3acif

Filin-coated tablets/ TabneTuu. BrprT ANIRKNAGIO
oBononiKown

NOLIPREL® Bi-FORTEMHOJINPE/® Bi-
DOPTE

10 mgf2,5mg / 10 mv2,5 mr

30 tablets in the container; 1 container in the
carton box/ no 30 TaGneTox v xouTeddepi; nio |
kouTeliEepy B kopodili 2 KapTOHY

322899

05 2021

05 2024

34,320 Boxes/ymaxosok
MO0068/00001

UA/10248/01/81

i
Pagze fob b

Tel: +353 (0} 402 20800 Fux: +353 () 402 20888
Directors: Christian Bazantay (Fiench), Picrre Venesque (Freoch), Johu Redmand
Company registered in Irgland No. 117246



SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/flocunaenn na memod: DTC S066597 PF T CTR i7952 EN 3.0
Specification reffflocunanns na cnenndivanito: DYC_S006587 PF_N_SPE_17953 EN 2.9

NOLIPREL? BI-FORTE / HOJAMIPEJ® BI-©OPTE

Formulation/®opmyrisosanns:

Filin-coated tablet containing 10 mg of perindopril arginine and 2,5 mg of indapamide/ Tadnetku, BEPHUTI TAIRKOBOI)
oBOROHKO, P MicTaTe 10 Mr nepuHfONpIIY apTidiEy T2 2,5 MI iuganamisy

Packaging Lot No./Cepia:
322899

307723

Manufacturing Bateh No./Bupobruna napria Na:

TESTSMIOKATHNMKL

STANDARDS/ICTAHAAPTIA

RESULTS/
PEIYJLTATH

Appearance/ Joenimuii BUTASSR

Average mass (mg)/Cepeaus maca (M)

Microbielogical quality (skip testing)
Europcan Pharmacopocia (5. 1.4), non-
aquecus prepavations for oral use /
MixpoGionorivga unerora (REdiprone
eunpolysanng)

Crponeicska Mapmaxcned (3. 1.4),
#e6o0R | nixapeori 3pcoby Oan opanerozo
3GCMOCYBUHHA

Identification of drug substances/
Inenrndiinatin goMKus peuonan:
-8 9490 and § 1520 by LC/
OePUHAOTIPIT T2 IHAANAMIT MCTOROM
pinuuroil xponmartorpapii (PX)

White, roumd film-coated tablet /
Tabnerra, BKPUTA TUTRKOBOIO
oborioHKo, GiAcTo ROAROPY, KPYITOl

thopwu

176,710 195,3 (95 % to 105 % of
theoratical mass of 186 mg)/ 176,7 -
195,3 (95-105 % pig TeopeTHYHOT Macn y
186 mr)

Total acrobic microbial count / 3aransua
KinpKieTs aepoGHUX MIKpOOPTaHi3MiB
(TAMC): < 10° CFU/g /< 10° KYO/r

Total combined yeasts/ moulds count /
Saransta KINBKICTS APIKHKOBHX TA
naicereni rpubis (TYMC): < 107
CFU/g /< 10PKYO/Ir

Escherichia coli / Escherichia coli:
absence/l g/ gimcytnicTs/1 1

The principal peaks (8 9490 and 8 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 / Yacn yTpumamms
CEHOBHMX MIKIB (MEPHHAODPIUTY T2
inpanamimy) Ha xpoMaTOTPaMi
HOCHIDRYBAHOTO POSUMHY MoRISHL NS
TAKYX /IS OCHOBHEX MIKie Ha
XPOMATOCPaMI PORUMHY MOPIBHAHEHA

Complies/ Binnosizaac

184.1mg fMr

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*8kip Test - Not Applicable

Complies/ Bianosizae

# Skip test/Ciin TecTyBanns, Passes/Bianosinae, not applicable/sie mporoauscs

Servier {iretand) Industries LTD.. Moreylands CGorey Road, Arklow, Co Wicklow. Iizland % ¢ e

Tel: +353 (0} 402 20800 Fax: +353 (0) 402 208238

Ditectors: Christian Bazantay (French), Chrisiian Sauveur (French), John Redmond Ten e
Compuny regisiered in Ireland No. 117246

80330 UIKR1 Vi
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SERVIER (IRELAND) INDUSTRIES LTD.

Method reffffocunanus na memod: BDTC 8606597 PF_T_CTR 17952 EN 3.0
Specification ref/Ilacunana ua cacuudinain: DTC_S006597 PF N SPE 17953 EN 2.0

Packaging Lot No./Cepis: Manufacturing Bateh No./Bupobuita napris M:
322899 307723
TESTSATOKAZHHKH STANDARDS/ICTAHIAPTH RESULTS/
PE3YJABLTATH

-8 9490 and 8 1520 by TLC/
NepUHOONPHUN Ta inAaNamijl METOAOM
ToHKOWaporol xpoMarorpadii (TILX)

Drug snbstances centent (LC)
(mg/tablet) / Kinnkicae Buznascang
aiounx pevopnn (FX) (mr/TaGneriy):

Main spois (8 9490 and 8 1520} identical
in position, colour and size for tast and
reference / Ocnosdi finamn
{nepuagONpUNY Ta iHAATBMILY)
iAesTIHl 22 NORCKSHIISM, KONLOPOM T2
posMipan 418 SOCHIMKYBAHOTO POZUMHY
T4 POSHHHY NOPIBHSHHSA

Complies/ Binnosizae

- § 9490-6 /mepunponpuay apriix 9,50 to 10,50 (95 %o 105 % of the 9.85mg/Mr
theoretical content of 10 mg) / ’
9,50 — 10,50 (95-105% Big
TEOPETUHHMOr0 BMieTy 8 10 Mr)
-8 1520/ innananis 2,38 10 2,62 (95 % to 105 % of the 2.43mg/Mr
theoretical content of 2,5 mg) / 2,38 — '
2,62 (95-105 % BiA TeopeTUMHOIO
emicty B 2,5 Mr)
Degradation products conteat (LC) (%
mv/m) [ Bmicr npogyxrie posnaay (PX)
{% nsfagh:
8 9780 <0.75 <0.10%
¥ 32 <02 <0.10%
Y 33 <02 <0.10%
Y 31 <0.5 <0.10%
Y 36 <0.5 <0.190 %
Y 38 <05 <0.19%
Any other degradation products/ Bmier <02 <0.10%
HIIWX POKYKTIB pONaAY
Total content of degradation products/ <15 <0.10%
Saranpkuii BMICT NPOAYKTIE RO3NBAY [S]
o Ch A
; iy
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireiand. - o .;:E i
Tel: +353 (0) 402 20800 Fax: +353 {0) 402 20833 ) A

Dirzetors: Christian Bazantoy (French). Clristian Sauveur {French), John Redmond
Compaty registered in frefand No. 117246

80330 UKRI1 ¥i




SERVIER (IRELAND) INDUSTRIES L1D.

Method ref/flocunanns ne memod: DTC 5006597 PF_ T CTR_17952 EN 3.0
Specification ref/fiocunanusn na crequicayiro: DTC 8006597 PF N SPE_17953 EN 2.0

Packaging Lot No./Cepia:

Manufacturing Bateh No./Bapofauna naptia N:

322899 307723
TESTSMOKASHHKM STANDARDS/CTAHIAPTH RESULTS/
PESYJILTATH
Uniformity of dosage units for 8 9496-6 and 8 Stage/ Number fested/ Aceeptanc!: eriteria /
1520 (1L.C) (%/label elaim) Oauopinsicts \ Ceasa ﬁ;’;ﬂ;ﬁ;ﬁam Aonyernai wputepdt
A00BARMX OANHKED /i NEPAHAONPHIY Ta P o
inganaminy (PX) (% Big 3asenenol Kinbkoerti)
European Pharmacopoeia (2.9.40)/ 81 10 AV 2 15.0% 2.6
Cepongciicsia Dapmakonies (2.9.40) 43
.82 +20 (30) AV < 15,0%

0,75 M < each
unit"m'&ma QNMHHIIA
=1,25M

Itissolution {L.C) (%) European Pharmacopoeia
(2.9.3)/ Pazannenng (PX) (%) Coponciicrra
Dapmarones (2.9.3)

Q=T75%at 15minfor S 2

15 x8. And nepAHAOTIPUNY

490-6/ Q =75% 3a

apriHiny

Stage/
Cyania

Number tested/
Kiaswierns
Hopcnigmysanni
ORIHHNLB

Acceptance criteria /
Honyerumi kpurepii

Si

Each unit is noi less
than B0% / Komxna

. oauauL = 80%

Average of 12 uniis
{(81+82) is equal to or
greater than 75% and no
vnit is less than 60%/
Cepenye adayenns 12
onHiue (31182} 2
5%, i HeMae WonHe!
ogpat <60%

Mean Valu;:;

83

+12(4)

Averagpe of 24 upits
(S1ERZ+-831 ig egqual 1o
or grédier than 75%, no
morg than 2 unils are
trss than 60% and no
untl is less than 50%/
Cepenne snavenas 24

T75%, tie Biasuie 3 .-
OZHHHUL < 60%, 1
HEMAT woaHol onagl
< 50%

Servier (Irelandy (ndusiries L TDL. Meneylands Gorey Road, Arkiew, Co Wigkiow, Irelunu,
Tel; =353 (0) 402 20800 Fax: +353 (0) 402 208838
Dircetors: Christinn Bazantay (Freach), Cliristian Sauseur (French), fohn Redmend.

80330 UKR1 V1

Company registered in Ireland Ma, 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method reffffocunanis na memod: DTC 85006597 PF T CTR_17952 EN 3.0 l
Specification ref/Tiocurannn na cneundicanio: DFC_S006597 PF N SPE 17953 EN 2.0 ‘

Packaging Lot Neo./Cepia: Manufacturing Baich No./BupnOarua naptia Ne:
322899 307723
TESTSMOKAZHUKHA STANDARDS/CTAHIAPTH RESULTS/
PEIY ALTATH |

Dissolution {(L.C) (%) European Pharmacopoeia
(2.9.3)/ Posnnmennn (PX) (%) Erporeticrxa
Dapvaxories (2.9.3)

G ="75%at 30 min for § 1520/ Q = 75% 3a 30
XB. [J14 iHpauaMioy

Stagef Number tested/
Crapis KinekicTs
LOCHINMYBAMIX
Saunaue
81 ]
§2* +6 (12}
§3° +12 (24

Aeceptance criteria/ |

Jdoayernmi xpuTepii

Each uni: is not less

than §0% / Kowua
aauur = 80%

Average o7 12 units
(81+82) is equal to or
geeater than 75% and
no unit is less than
60%/ Cepenue
agageHia 12 eammnns
(SL+82) > 73%. i
HEMAE MOIHO
onuuMi < 60%

Average of 24 units
(S1+852+83) is equal
1o or greater than
5%, no more than 2
units are less than
60% and no unit is
less than 30%/
Cepennc snatehia 24
oauMHuLe (31+52+83)
= 75%, e Ginbwe 2
OAUHRUE < 650%, i
HEMAE ®HoaHel
oantmLi < 50%

Menn Values

ANALYSTS / AHAJIIS : 04/06/2021

Baich aceepted/[lapris npuifista

Anmalytical Services Manager:

Meme:xep 16 KOUTROJIO T2 AHAMBY FKROCT

2P A

Michae] B}gfﬂc:'].\’i‘iwréh‘n Bipne

Servier frelandy [ndustries 171 Moneylands Corey Road. Arklow. Co W 6o [
Tel. 1353 ¢ 402 20800 Fax: + 353 10) 402 208K
LHeectors: € bristiun Bazantay (French) Chrstian Sauveur (Frenchy, Tohn Kol

30330 UKRI ¥1i

Compuny regestered i [reiand Mo, 117246

"Page s of 6



SERVIER (IRELAND) INDUSTRIES LTD.

*
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T bersby declare that the abovementioned information is reliable and accurate, This bateh of
products was manufactured (including packaging/labeling) and its quality control was made a1
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 registratian
dossier, Protoesls of manufacture, packaging and analyses were reviewed and GMP
compliance was ¢stablished/

1iunM 2 saceigdgyro, o naregena sukie indopMaiis ¢ Aocropiproio Ta Touno. Lo cepiro .
npoayrigl 6yne supobneno (BLNOTA0YR NEKYBARHI/MAPKYBAHES ) T2 TPORSIEHO KOUTPONE il
AKOCT] Ha BHIUe3AsHaueRif gineusnil v HoBHIH aignosiazHocTi 2 BuMoramn GMP,
ECTEROBICHAME MiCLEBAM PeTYIATCOHHM OPTEHOM, & TAKoW, BIINOBiANG B0 cieLEnhikami,
mie MicTATECA ¥ peccTpatiifiHomy Aocee. [ipoTokony BupcOUMITTES, akyBakHs T2 aHanisis
6yno neperAAHYTO Ta BETAHORISHO BiaTCR AHicTe GMP.

Date of bateh rvelease/Tlara sunyciy cepil 11/06/21

Name and Position/Title of person anthorising the Bateh Release/ Hpizauyme va nocapa/
2BAHEA CCofi, AKA BBAALA O03RIN 12 BREMYCK cepil

[1 D Blanaid Bowes, Qualified Person/ Bignosiransua acoba

{1 Ms Ailbhe Wade, Qualified Person/Bignosiganesa ocoba

[ Ms Carmel Kinsella, Qualified Person/ Bignosifancra ocoba

[1 Ms Jenny Quinn, Qualified Person/ Bianoeinantha ccoba ,

Signature/Tliamuc _C_&mrﬁl&m@— Date/Hara: A2iC2121

Finished product batch number/ Homep cepii rotoeoro siikapcekafo sacoby: 322899

apge & ol I
Servier {Ireland) industries L1D., Gorey Road, Arklow, Ce Wicklow, chub]xc of Irekrr, Y 4 kﬂ-g b

Tal: +353 (0) 402 20800 Fox: +353 (0) 4032 2038R
Directors; Christian Dazantay {French), Pieme Veneosque (Frenchn), Jokn Redinvad,
Company registered in {reland No. 117246



: HAEPKINKCIYIKBA
AEPKABHA CJIYKEA 3 ] IKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH ya. KHEBI
By, bepesiaincsia, 29, Kui, 02098, ren. (044) 295-26.85 Teu, (O44) 295-26-82
E-mail; disgkyiv@;dis’.gw.un,m;pﬁ dwww.dls gov.ua, Kog CAPTIOY 37079055

BHCHOBOK
npo ARicTs BBe3CHOrO B Yrpainy aikapenkoro zacoly

15.08.2022 Ne 32127122126

HOJAHIPEJI® BI-OOPTE
{makbweiey T RR— By WD S precTpigiing ORI )
rabaericn, skpui naisxonoio ofoaonko; no 30 rabaeror ¥ wowreitnepis no 1 Koureiepn o
wopobi 2 Raprony

(5o mUIYCKy, A03ymann, fing UAKYRAHIR HKAPELRODO HIC0BY)

Hosep peectpanitinoro moenipens Uasto24smio1 LTpor Al pecerpaniiinoro nocainuemis Heobaexeni

Cepin aixapenxoro sacoly Ne 7017583 Kimskicrs muesenoro aikapeskoro sncody 26479
Bupoduk Cepn'e (Ipnangin) litpactpic iy, Ipgasin
{ratbscnyintna mpelimix fixapeeroro Heoby, kpaiia noxoamenis)
Baeeno n Vepainy Tosapucrso 3 o6yewenoio sianoninaasnicrio "CEPR'C YKPATHA",
inenr, xour 33643340

Craiissenyson ta xog m C/PIIOY ool ecoln 860 iphsmme, ist'e, ne Garvxoni Qineool
veeln ~ nipires, 17 sicne lpommRa 18 peecypanilinil noseep oGaixonor KSPTRN AT TN
fogarxis abo cepia ta vomep NACHOPTa)

3n pesyacratam ACPRDBHOTO  KONIPOMIO  BOTAMONICHO, ino Alkaperknli  ciS  weeseno » Yepainy 3
AOTPHMATHAM nimor suxonoasserna MO0 3ABEAIEHCHIS AKOCTI BiKapeLKIX 1c0Gis.

Hauanunug Muxona XONOJEHKO
{rocazons veoda oprany Aepaanioro EUNpoao) {nizne) . fikininam 1o npissume) -

M.,

r»"/}’ UL tf&fﬁ%"w}"ﬂ Ceo A O AR



SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT, /
CEPTUPIKAT RKOCTI JIKAPCBKOTO 3ACOBY

Name of the Manufacturer & Address Hazsa 1 Servier (Ireland) Industries LIV Cepa'e {Ipranaiz)
anpee mpodinmxa Bmerpie Hyn
Moneylands, Garey Road/Maninenas, Topei
Poya,
Arklow/Aprsioy,
Co. Wicklow/Ko. Bixaoy,
lreland/Tpasnia
Name of Importer and Address/ Servier Ukeaine LLC/TOR "Cepa'e Yipain®

Hassa ra anpeca mnopreps 41, Nabereshno-K treshehatylska Sttayn,
HaGepewio-X peupTHigka, 41

Kyiv, 0407040, Kuta, 04070
Ukraine/Vpaing
Which Cousignment of product js deliversd/Bug Pharmiaceutical Produetlixapesrndt saciG
HpoayRU, 1o nocTavae R

Pharmaceutical form/Tikapena dopua Film-coated tablets/TaGrerion, brpirsi mrisxonoio
CRONKOK

Name of the Product/Hasna Mgapekkory NOLIPREL® Bi-FORTEMHOMMPEN® G-

acoby GOPTE

Dosage/Cras aiy 10 mg2.5mg 7 10 sr72.8 wr

Type and sive of packaping/Bus a poavip 30 tablets in the container; 1 contiainer in the

pait T carton box! 0o 30 vabuerox ¥ wonreliuepi; no |

Kourefiuepy o kopoliyj 3 Kaprowy
Finished Product bateh number/Cepit rorosore 701753

TRAPCRROTD 0By

Manufacturing date/lars py bt Tea 05 2022

Expiry date/Tepuin aprETioT 052025

Bateh size/Kinnxicm y copit 44,559 Boxes/vrmxonox
Manufacturing Licence nurber/Homep minesii  MODOSZ/00001

03 Hpobrr TG

Registration Num ber/Peecrpaniitue UAN0248/01/01
nocyiauen s

Senvver (reland) Tndustries 1T Mooedads Gorey Read, Arklow, CoWicklow, treband,
Tel: +353 (0) 402 20800 Fax: +353 Oy 20888
Divresors: Chiustian Bazsoiay (Freack), Chisstim Saovenr {French), Joks Redmond.
Centmny registered i Treland No. 11 1248
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SERVIER (IRELAND) INDUSTRIES LTD.

BEBNER

Method refTocu

2 3]

DIC_s006597_PF_ T_CTR 17952 EN 3.0
Specification refillocunanns ng eneugdixayln: DT S006597_ PF N SPE 1 7953 EN 2.0

NOLIPREL® BI-FORTE / HOJTIIPEL® B-2OPTE

Formulation/®apseymona ms:

Film-coated tablet containing 10 g of perindopeil ergining and 2.5

oBoROIRo0, 6 Micexn, 10 ur feprusaipiay sprinli 1u 2,5 ser iyganaminy

mg of indapamide/ Tabnerxar, BXpT mninxonom

Packaging Lot NoJ/Cepiu; Manufsctoring Bateh No/Bapobum maprein N
TSR €30843
TESTSMIOKASHHKH STANDARDS/ICTANIAPTH RESULTS!
PEIYNBTATH
Appearance/ Joanimuriid suruua White, round film-coated tablet/ Complits/ Binnosigae
Tabmersa, sxpurs rrisxonom
obonomrow, Sinore xomopy, wpyInel
foprane
Average mass (mgVCepenng maca (1) | 176,710 1953 (95 % to 105 % of 1853mg M
theoretical mass of 186 mpy 176,7 -
195,3 (95105 % nin reopemmano! soen ¥
186 M0}
Micrubiological quality (skip testing) | Total acrubic microbial count / 3aramsia *5kip Test - Not Applicable
Turopean Pharmacopocia (5.1,4), nor- Kimexicrs aepolunx Mispooprariisin
AW preparations for oval ure / {TAMC): S 10'CFUg /€ 10V KY Oy
Mixpotilosoriama snerors {(subipxone
sunpobysanm} Total combined yeasts! moulds count / . i
Eapc;:’o:ym Lapmaxoncs (5.1.4), Sarass mﬁgnmmm 1 *Skip Test - Not Applicable
inewadnd alxapensl sacolu Our opatswox aniceneanx rpubin (FYMC): < 102
Jacmocysaor CFUR 15107 KYO/r
Escherichia coli / Escherichia coll: #Skip Test- Not Applicablo
absenee/t g/ slneymicnd] ¢ TR
Ideatification of drug substancey/ “The principal peaks (S 9490 and § 1520) Complies’ Binnoaiaac
Inewrndinania nhowwx pesonnu: in the chromatogram obtained with the
~$94%0 and § 1520 by 1L.C/ test solution have 2 retertion time simikar
DCPRAGOUPRA T INARIAMIA MeTOZOM to that of the principal peaks in the
plammol xposarorpadiy (FX) chromatogram oblained with the
reference sotution / Yacn
cnomne nixis (neprngonpiry ta
innarmsdny) na XpoMaTOrpani
ACRIUEYBIHOTO POITRTY DOMIGHT Ro
TAXKX JULK OCHOBIN frixis 1

Xpomarorpasi poviuny nopissimg

*+ Skip test/Crin Tecrynamus, PassesBlanoninae, not applicable/ue Dponosracs

Servier (rohind) Indosgies LID, M

Memeylands Gorey
Tel: #3153 (0) 402 20300 Fanc +353 (90 472 20853

80330 UKRL Vi

Company tegiviored in Trabaad Mo 119246

Reond, Arklow, Co Wicklow, Irebad
Dirscton: Christiva Barantry (Freech), Christian Syavenr (Freoeh), Joha Redond,
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HEPXITTKCIYXBA
AEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

By/, Bepesusakircrka, 29, Kuie, 02098, ten, (044) 295-26-85 Ten, (044) 295-26-82
E-mail: dls.kyivi@dls.gov.ua,htips://www.dls.gov.ua, Kog € IPI1OY 37079055

BHCHOBOK
Mpo AKICTH BBE3€HOT0 B YKPAiIHY JiKapchLKOro 3acody

04.12.2022 Ne 52617/22/26

HOJIMMPEJI® BI-POPTE

(naiiMenyRanma MKrapchKoro 33000y 3rIM0 3 peecTpariitniny NOCRUTIEIMISM }
TadJeTKH, BKPHTI IJIIBKOBOK 000/10HK010; 110 30 TabeToK y KOHTeliHepi; mo 1 KoHTeiiHepy B
KOpoOLi 3 KAPTOHY

{thopMa BHIYCKY, J03YBaHHA, BHI MAKYBAHHA NKapCRKOTO 3aco0y)
Howmep peecrpamiitnoro nocsimaerna UA/10248/01/01 crpoxk aii peectpanifinoro nocsinuenns HEOOMEKEHUH
Cepig mikapcekoro sacody M 710757 KinsKkicTh BBe3eHOTO TiKapebkoro sacoby 14000

BrpoGunk Cepr’e (Ipmanmig) lupactpic Jlta, Ipnangia

{raitMenryranns sUpodHHKA NIKAPCRKOTO 3ac0by, kpailia moxoaxemnis)

Beeseno B Yipainy ToBapueTBO 3 00MexkeHo10 BinnosizaabHicTio "CEPB'E VKPAIHA",
irenT. kon: 33043340

{maitmenryranns Ta kon 3a CJIPTIOY ropumwunoi ocobn abo npizeunie, iv's, mo SaTeroRI Qiznanoi
0COOH - MZNpHeMUZ, (Tl Miclle IPOWUBAHHA Ta peecTpatiifHiit HoMep obNiKoBOT KAPTKH MNATHHKA
nogaTkie afo cepif Ta HOMEp NacmopTa)

32 pelyNbTATAMH Jep/KaBHOTO KOHTPOIWr BCTAHOBIEHO, IO JiKapckkHH zacid BBeseHe B YKpaiHy 3

JAOTPHMAHHSAM bprMoT 3aK0HOJABCTBA MO0 3a0e3MeTeHHA AKOCTI MKapehKUX 3acobip.

Hauansuuk Murona XOJOJEHKO

{noca1ona ocoba oprany Mepwaniiora KONTPOIO) {mi;mac) {nniTia Ty Ta piseEg)

ML.IL.
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SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUPIKAT AKOCTI NIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /klaszsa Ta Servier (Ireland) Industries Ltd/Ceps'e {Ipnannis)

anpeca BUpOOHMKE

Name of Importer and Address/

Haaea Ta agpeca imnoptepa

Which Consignment of product is delivered/Bug
MpoayKLUii, L0 MoCTaYaeTses

Pharmaceutical form/JTikapceka gopma

Name of the Product/Hazpa nikapcskoro
3acoly

Dosage/Cuna ail

Type and size of packaging/Bua 1a po3mip
YTaKOBKH

Finished Product batch number/Cepis rotosoro
NiKapcskoro zacody

Manufacturing date//[ata BupoSHIITRA

Expiry date/Tepmin npunatHocTi

Batch size/KiaskicTe y cepii

Manutacturing Licence number/Howmep miuensil
Ha BHpoOHHUTBO

Registration Number/Pcectpaniiine
MOCBiAUeHHS

[naactpic Jlta

Moneylands. Gorey Road/Manineunz. lope#t
Poya,

Arklow/Apxnoy,

Co. Wicklow/Ko. Bixnoy,

Ireland/ipiansis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"
41, Naberezhno-Khreshchatytska St./syn.
Habepexuo-Xpewaruuska, 41

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

Pharmaceutical Product/Jlikapceruit 3acit

Film-coated tablets/TadneTxu, xpuri 11IBKOBOLO
GO0TOHKQ

NOLIPREL® Bi-FORTE/HOJHIPEN® bi-
DOOPTE

10 mg/2,5mg /10 Mr/2,5 MT

30 tablets in the container; 1 container in the
carton box/ mo 3¢ radnerok y kourednepi; no 1
KOHTeHepY B KOpodUI 3 KAPTOHY

710757

102022

10 2025

14,000 Boxes/ynakoBox
MO0068/00001

UA/0248/01/01

Servier (freland} Industies LTD .. Moaevlands Gorey Road. Arklow, CoWicklow, kreland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Chnstian Bazantay (French). Chnistian Sauwvenr (French). Joho Redmond.
Company registered 1o Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannn na memoo: DTC S006597 PF T CTR 17952 EN 3.0
Specification ref/Ilocunannn na cneyudrixayiro: DTC 8006597 PF N SPE 17953 EN 2.0

NOLIPREL? BI-FORTE / HOJIUIPEJI® BI-@OPTE

Formulation/@opmyniorasuat

Film-coated tablet containing 10 mg of perindopril arginine and 2,5 mg of indapamide/ TaOneTkA, BKPHTL IDIBKOBOI
0bomoEK00, Mo MicTATE 10 Mr HepBHAONpKIY apriuidy 1a 2,5 Mr infamanimy

Packaging Lot No./Cepix: Manufacturing Batch No./BupoGnuta napris Ne:
710757 685793
TESTS/IMOKA3IHHUKHT STANDARDS/CTAHIAPTH RESULTS/
PE3YJLTATH

Appearance/ 3opHiIHIA BHIAD

Average mass (mg)/Cepeans Maca (Mr)

Microbiological quality (skip testing)
European Pharmacopoeta (3.1.4), non-
aqueous preparations for oral use /
Mixpofioaorians ynerora (BHbipxose
BUNPOGYBAHHN)

€rponeiicexa Dapmarones (5.4.4),
nesodui tixapceki 360t On8 0paAbHOZO
3ACHOCYSaRHA

Identification of drug substances/
InenTRdikanisa Kil0UHAX PeYCBHH:
-8594%0 and S 1520 by LC/
ASPHUAOTIPAN TA [HEANAMIA METOAOM
piausgoi xpomatorpadii (PX)

White, round film-coated tablet /
TabmerTxa, BXpETA GIIBKOBOIO
ofonoHKOK, GINOTO KOMROPY, KPYITIo
bopn

176,7 to 1953 (95 % to 105 % of
theoretical mass of 186 mg)/ 176,7 —
195,3 (95-105 % sig TeopeTHaHO] Macu y
186 1)

Total aerobic microbial count / 3aram.ua
KLTBKICTE aepobHNX MIKPOOpraniIMis
(TAMC): £ 10°CFU/g / < 10°KYO/r

Total combined yeasts/ moulds count /
3araneHa KULKICTE APIH(IAOBHX TA
micenepwx rpubis (TYMC): < 102
CFU/g /<10°KYOir

Escherichia coli / Escherichia coli:
absence/1 g/ pincyrHicTs/1 I

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 / Yack yTprMansg
OCHOBHHX MiXie (IICPHHIONPAIY T
ignanaMiny} ga xpomarorpami
ROCTiMKYBAHOTO PO3TAHY TORIOHI 1o
TAKHX JUI% OCHOBHMX IKIB Ha
XPOMBTOTPAMI pUsHIHY NOPIBHAHKEA

Complies/ Bimnosizae

184.9mg /mT

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

Complies/ Bignosigae

* Skip test/Cxin TecTyBarwd, Passes/Biznosigae, not applicable/e nposomrBes

Servier {Tretand) Industries LTT., Moneylands Gorey Road, Arklow, Co Wickiow, Ircland.
Tel; +353 (0) 402 20800 Fax: +353 () 402 20888
Direvtors: Christian Bagantay (French), Christian Sauvewr (French), John Redmond.

80330 UKR1 V1

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

Method ref/Ilocunannn na memoo: DTC S006597 PF T CTR 17952 EN 3.0
Specification ref/Ilocunannn na cneyudrixayiro: DTC 8006597 PF N SPE 17953 EN 2.0

NOLIPREL? BI-FORTE / HOJIUIPEJI® BI-@OPTE

Formulation/@opmyniorasuat

Film-coated tablet containing 10 mg of perindopril arginine and 2,5 mg of indapamide/ TaOneTkA, BKPHTL IDIBKOBOI
0bomoEK00, Mo MicTATE 10 Mr HepBHAONpKIY apriuidy 1a 2,5 Mr infamanimy

Packaging Lot No./Cepix: Manufacturing Batch No./BupoGnuta napris Ne:
710757 685793
TESTS/IMOKA3IHHUKHT STANDARDS/CTAHIAPTH RESULTS/
PE3YJLTATH

Appearance/ 3opHiIHIA BHIAD

Average mass (mg)/Cepeans Maca (Mr)

Microbiological quality (skip testing)
European Pharmacopoeta (3.1.4), non-
aqueous preparations for oral use /
Mixpofioaorians ynerora (BHbipxose
BUNPOGYBAHHN)

€rponeiicexa Dapmarones (5.4.4),
nesodui tixapceki 360t On8 0paAbHOZO
3ACHOCYSaRHA

Identification of drug substances/
InenTRdikanisa Kil0UHAX PeYCBHH:
-8594%0 and S 1520 by LC/
ASPHUAOTIPAN TA [HEANAMIA METOAOM
piausgoi xpomatorpadii (PX)

White, round film-coated tablet /
TabmerTxa, BXpETA GIIBKOBOIO
ofonoHKOK, GINOTO KOMROPY, KPYITIo
bopn

176,7 to 1953 (95 % to 105 % of
theoretical mass of 186 mg)/ 176,7 —
195,3 (95-105 % sig TeopeTHaHO] Macu y
186 1)

Total aerobic microbial count / 3aram.ua
KLTBKICTE aepobHNX MIKPOOpraniIMis
(TAMC): £ 10°CFU/g / < 10°KYO/r

Total combined yeasts/ moulds count /
3araneHa KULKICTE APIH(IAOBHX TA
micenepwx rpubis (TYMC): < 102
CFU/g /<10°KYOir

Escherichia coli / Escherichia coli:
absence/1 g/ pincyrHicTs/1 I

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 / Yack yTprMansg
OCHOBHHX MiXie (IICPHHIONPAIY T
ignanaMiny} ga xpomarorpami
ROCTiMKYBAHOTO PO3TAHY TORIOHI 1o
TAKHX JUI% OCHOBHMX IKIB Ha
XPOMBTOTPAMI pUsHIHY NOPIBHAHKEA

Complies/ Bimnosizae

184.9mg /mT

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

Complies/ Bignosigae

* Skip test/Cxin TecTyBarwd, Passes/Biznosigae, not applicable/e nposomrBes

Servier {Tretand) Industries LTT., Moneylands Gorey Road, Arklow, Co Wickiow, Ircland.
Tel; +353 (0) 402 20800 Fax: +353 () 402 20888
Direvtors: Christian Bagantay (French), Christian Sauvewr (French), John Redmond.

80330 UKR1 V1

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

—r SERVER

Method ref/Tlocunanns na memoo: DTC_S006597 PF T CIR_ 17952 EN 3.0
Specification ref/llocunanus Hacneuuquaqm DTC S006597 PF N _SPE_ 17953  EN 2.0

Packaging Lot No/Cepin: Manufacturing Batch No/Bapofrrqa napria Ne:
710757 689793
TESTSTOKAZHAKA STANDARDS/CTAHJAPTH RESULTS/
PFEIYJILTATH
- 59490 and S 1520 by TLC/ Main spots (S 9490 and S 1520) identical Complies/ Bigmosinae
UEPHBJONPHI T4 IHIANAMIE METOZOM in position, colour and size for test and
TORKOApoBol xpoMartorpadil (THIX) reference / OcrosHi WMH
(nepuHmOIpHTY Ta IxHgATAMITY)
iAeHTHYIHI 32 NOTOXCHAAM, KOIECPAM TA
PO3MIDOM AJIA KXOCIIIAYRAHOIO POFIMHY
Ta PO3YHHY TIOPIRESHAS
Drug substances content (1L.C)
{mg/tablet} / Kimnxicue uznanennn
ai09Hx peyonnH (PX) (Mr/Tanerxy):
- § 9490-6 /nepurnompHIy aprinin 9,50 to 10,50 (95 % to 105 % of the 9.96mg/Mr
theoretical content of 10 mg) /
9,50 — 10,56 (95-105% Bin
TEOPETHIHOTO BMICTY B 10 Mr)
- S 1520/ ingamamin 2,38 to 2,62 (95 % to 105 % of the 2.44mg/nvr
theoretical content 0f 2,5 mg) /2,38 —
2,62 (95-105 % Bix TeopeTirmoro
BMICTY B 2,5 MT)
Degradation products content (L.C) (%
m/m) { Bmict mponyxTie ponany (PX)
(% mm);
S 9780 =0.75 <0.10%
Y32 =02 <0.10%
Y 33 <0.2 <0.10%
Y 3l <05 0.10%
Y36 =05 <0.10 %
Y 38 <05 <0.10%
Auy other degradation products/ Buicr <02 <0.10%
1HIIMX OPOAYKTIB PO3nATY
Total content of degradation products/ <15 0.10%

SATAIHLHEH BMICT IPOIYKTIB DOIIALY

Servier (freland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, lreland.
Tel: +333 (0) 402 20400 Fax: +353 (0) 402 20388

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

80336 UKRI V1

Company regmstered in {reland No. [ 17246
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SERVIER (IRELAND) INDUSTRIES LTD.

F senveR

Methed ref/llocunannn na memod: DTC S006597 PF T CTR_17952 EN 3.0
Specification ref/Ilocunanus ua cneyudicanivo: DTC_S006597_PF N SPE 17953 EN_2.0

Packaging Lot No./Cepia: Manufacturing Batch No/Bapofnnua napria Ne:
76757 689793
TESTSTTOKAIHUKH STANDARDS/CTAHIAPTH RESULTS/
PEIYILTATH
Uniformity of dosage units for § 9490-6 and § | Stuge/ Number tested/ | Acceptance criteria /
1520 (LC) (%/iabel claim)/ Oxmopimuicts SR R e
A030BAHMX ONHHHATE A)18 DEPHEAOTPATY T2 JR—
inganasigy (PX) (% Bin 3anBaen0¥ kinexocTi) B
European Pharmacopoeia (2.9.40)/ 51 0 AV <15,0% 43
Esponeiicrka Oapmakones (2.9.40) 3.7
52! +20 (30) AV £15,0%
0,75 M < each
UNit/KOMHA OFELHITL
=123 M
Dissolution (L.C) (%) European Pharmacopoeia | Q =75% at 15 min for S 9490-6/ Q = 75% 3a
{2.9.3)! Pozanuennn {PX) (%) Esponeiicexa 13 xB. JUT% IEpHHAONPRITY aprininy o
Dapmaxones (2.9.3} Stage/ Number tested/ | Acceptance criteria / Mean Values
Cragia Kintxicts HMooycrawi xprrepil
Hocnipsysauux
ONEEEN: !
Bach unit is not lcss
51 & than 80°% / Koxaa
omuauLa > 80%
B Average of 12 units 196
g2 +6(12) {S1+582} is equal 50 or
greater than 75% and no
unit is less than 60%/
Cepeans tmagerus 12
opEmIn (31+52) =
T5%, | HeMac womuol
L oIl < 60% ]
Avetage of 24 units
s +12(24) (81+82+53) is equal to

or greater than 75%, no
more than 2 units are
less than 6G% and no
unit is lcss than 50%/
Cepepue 3AaYeHHA 24
ommEHTE (SI+52+83) =
75%, de Gincme 2
oaumns < 60%, i
HeMaE HOAR0T AL
< 50%

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

Tel: +353 {{) 402 20800 Fax: +353 (Q) 402 20588

Directors: Christisn Bazantay (Freach), Christtan Sauveur (Freoch). John Redmond.
Cumpany registered in Ireland No. 117246

80330 UKR1 V1
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SERVIER (IRELAND) INDUSTRIES LTD.

* .
Fsmveen

Method ref/llocunanns na memod: DTC_S006597 PF T _CTR_17952_EN 3.0
Specification reffIlocunanus na cnequ@mmm DTC_ S006597 PF N SPE_ 17953  EN 2.0

Packaging Lot No./Cepia: Manufactoring Batch No/Bapo6uuaa oapris Nu:
710757 689793
TESTSAIOKASHHKH STANDARDS/CTAHJAPTHA RESULTS/
PEIYJILTATH
Dissolution (L.C) (%) European Pharmacopoeia | Q = 75% at 30 min for S 1520/ Q = 75% 32 30
(2.9.3)/ Pozamrnenns (PX) (%) Ceponeiiceka AEB. T4 {HIATaMITY
Dapmaxones (2.9.3) Stage/ Number tested/ | Acceptance criteria/ |  Mean Vales
Crania Kimnxicrs. HonycrrMi KpRTEPil
AoCHITXYBAHNL
AINHAIL
Each unit is not less
s1 6 than B0% / Koxzra
owrnma > §0%
Average of 12 unils 80
g2 +6(12) {S1+52) is equal to or
greater than 75% and
ne unit is less thag
60%/ Cepenne
3HAYCHES 12 o/HEML
(S1+82) > 75%, i
HeMae AKOAHOT
oxeuL] < 60%
Average of 24 units
833 +12 (24) (51+82483) is equal
to or greater than
753%, no more than 2
units are less than
0% and ne unit is
less than 50%/
Cepenne spagenny 24
ommmTs (S1+52+S3)
> 73%, Be fimsme 2
ofrHHUb < §0%, 1
HEMae KoaHol
opHuI < 50%
ANALYSIS / AHAJIS : 26/10/2022
Batch accepted/ITapria nprifrsTa
Analytical Services Manager: /@_\
Meneaxep mo KOHETPOI0 Ta apATIlY AxocTi Michael Byrne/Mixaens Bipne
Servier {Ireland) [ndusiries LTD., Moneylands Gorey Road, Arkiow, Co Wicklaw, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Direciors: Christiae Bazantay (French), Christian Sauveur (French), John Redmond.
86330 UKR1 V1 Company registered in Ireland No. 117246 Page 3of 6




. i SERVIER ({IRELAND) INDUSTRIES LTD.
T s -

[ 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/

Lyrm g 3acBinvyto, wo HaBedeHa BUlTe iHpOpMaLis € 0CTOBIPHOIO Ta Touzoo. Lo cepiro
npodykuii Gyno BupobNeHo (BK/IOYAKOYY NaKyBaHHA/MAPKYRAHHA) T2 NPOBEAEHO KOHTPOb
Ti gKocTi Ha BEIWe3a3HadeHiil QiMLHUL ¥ DOBHIK BlanosinHOCTI 3 BEMoramy GMP,
BCTAHOBJICHHMiI MICLIEBUM PETYNATOPHHM OPraHOM, a TAKOK BiITOBIIHE 0 cneuudikaniii,
100 MICTATBCS ¥ peecTpallifiHomy nocke. [[poToxonH BHpoBHKITEA, MAKYBAHHS Ta aHANI31B
6y:10 NEpETNAHYTO Ta BCTAHOBAEHO RiAMOBINHICTE GMP.

Date of batch release/Jlata sunycky cepif 28/10/22

Name and Position/Title of person authorising the Batch Release/ IIpizanme 1a nocana/
3BAHHA 0co6U, AKA BNAZAS J03BLT HAa BHIYCK cepii

[] Dr Blanaid Bowes, Qualified Person/ Bignogizaisua ocoba
[1 Ms Ailbhe Wade, Qualified Persory BignosinansHa ocoba

[] Ms Carmel Kinselta, Qualified Person/ BiznosiganeHa ocofa
[] MsJenny Quinn, Qualified Persory BinnosinaneHa oceba

[1 ™MsNiamh Ryan, Qualified Person/ Bigrmosiganona ocofa
\H/Mr Ivan Kelly, Qualified Person/ Bianosigansna ocoba

Signature/TTignuc /] /\(A.“i/\_) Date/Jlara: 1‘6\10\11—

Finished preduct batch number/ Homep cepii rotosero nikapcekore aacoby: 710757

Servier (leland) Industries LTD.. Moneylands Gorey Road, Atldew. CoWicklow_ Ireland.
Tel: +333 (0) 402 20800 Fax: +353 (0) 402 20888
Dhrectors: Chnstian Bazantay (French), Chnstian Sanveur (French), John Redmond.
Company regisiered in Ireland No 117246
Page 6of 6


http://www.tcpdf.org

