AEPKABHA CJAYXKBA 3 JIIKAPCbhKUX 3ACOBIB

npos. Hapii Ceimiuusori, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koi CJIPITOY 37079055

BUCHOBOK
Npo AKICTL BBE3eHOro B YKpainy JikapenKoro 3acody

05.06.2024 Ne 28896/24/26

HOJITPEJI® BI-0OPTE

(HaliMeHyY BAHHS NIKAPCLKOrO 3a¢00y 3riAH0 3 peccrpaiifiimM OCBLMCHEAM)
TabaeTKH, BRPUTI IIIBKOBO010 060/10HK010, 110 10 M1/2,5 mr; no 30 TaGuerok y konTeinepi, no
1 konreiinepy B Kopodui 3 KApTOHY

(hopma BHIYCKY. A03yBaIINA, BUL IAKYBAHHS JIHKAPCLKOro 3ac00y)

Homep peectpaiiiinoro nocsimuenns UA/10248/01/01 crpox Jii peccTpalliiHoro noceiMeHHs
HeoOMexeHuH

Cepis nikapcbkoro 3acoby Ne 744872 " Kinbkicts BBE3CHOro Jikapcekoro 3acoby 40640

Bupobuuk Cepn’e (Ipianais) lugactpic Jita, Ipnanuis
(HaiiMenypanns sUpoGHuKa JikapehKoro 3acoBy, Kpaila NOXOIKEHHA)

Tosapuctro 3 00Mesceno1o Bianosinamuicrio "CEPB'€ YKPATHA",
imeHT. xoa: 33643340 '

(uatimenysauns Ta xoa 38 CAPIOY wpransinol ocobi abo npissuie, iM's, 10 6arbkosi Pisnanol
ocobu - rijupreri, it Micie npoxcHBanis Ta pecctpaitiiinuli 1lomep 06AiKkoBOT KapTKH NiATHIKA
noatkin afo cepis Ta HOMEP HacnepTa)

Baeseno B Ykpainy

IpoToKo BisyaaLHOro KoHTpomo Bix 05.06.2024 Ne 1951/12.

3a pesylibTaTaMu IEPIKABHOTO KOHTPOJIO BCTAHOBIECHO, UIO JiKApChKUM 3aCi0 BBE3CHO B Vipaiuy 3
NOTPUMAHHAM BMMOT 3aKOHOAABCTBA LUOAO 3a0e31ICHeH s KO >P1 JTiKapchbKUX 3acobin: -

F IR 14

Muxona XOJIOAEHKO

(nizmc) (iniuiany Ta npissuize)

/6.1 20,







DocuSign Envelope ID: 7A3E5CBE-A9C3-4ED9-858A-9DB3ESFF34DC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NNIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Ha3sa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)

ajzipeca BUPOOHKUKA

Name of Importer and Address/

Hassa Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bun
NpoAyKUiT, L0 NOCTavacThCs

Pharmaceutical form/Jlikapchka gopma

Name of the Product/Ha3Ba nikapcskoro
3ac00y

Dosage/Cuna nif

Type and size of packaging/Bua ta posmip
YTaKOBKH

Finished Product batch number/Cepis rorosoro
JIiKapcBKOro 3acoby

Manufacturing date/[lata BupoGHuLTBA
Expiry date/Tepmin npunariocri
Batch size/Kinbkictb y cepii

Manufacturing Licence number/Homep niuensii
Ha BUPOOHHLITBO

Registration Number/Peectpauiiine
TMOCBiTUEHHS

Inpacrpic Jltn

Moneylands, Gorey Road/Maninenns, INopeit
Poyn,

Arklow/Apkuoy,

Co. Wicklow/Ko. BikJoy,

Ireland/Ipnawnmis

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"

41, Naberezhno-Khreshchatytska St./ys.
HabepexHo-XpelwaTuLbka, 41

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

Pharmaceutical Product/Jlikapcbkuit 3aci6

Film-coated tablets/TabneTku, BkpHTI M1iBKOBOIO
060JIOHKOIO

NOLIPREL® Bi-FORTE/HOJIIIPEJI® Bi-
©OOPTE

10 mg/2,5mg / 10 mr/2,5 mMr

30 tablets in the container; 1 container in the
carton box/ rio 30 Tabnerok y konrekiHepi; no 1
KOHTeHHepy B KOPOOL 3 KAPTOHY

744872

04 2024

04 2027

40,640 Boxes/ynakoBok
M000638/00001

UA/10248/01/01

CaWackiow, Ireland.
v, Folm Redoond,

Page 1 of &



DocuSign Envelope ID: 7A3E5CBE-AIC3-4EDY-858A-9DB3ESFF34DC

SERVIER (IRELAND) INDUSTRIES LTD.

T SERVIER

Method ref/Tocunannn na memoo:  DTC_ S006597 PF T _CTR_17952 EN_3.0
Specification ref/Ilocunanns na cneyugixauiio: D TC S006597_PF_N_SPE_17953_EN_2.0

NOLIPREL® BI-FORTE / HOJINPEJI" BI-®OPTE

Formulation/®opmMyiioBaHHs:
Film-coated tablet containing 10 mg of perindopril arginine and 2,5 mg of indapamide/ Ta6neTKH, BKPUTI WIIBKOBOTO
0BONOHKOI0, 110 MICTATH 10 MF IEpUHAOTPHITY aprininy Ta 2,5 Mr inpanaMizy

Packaging Lot No./Cepist: Manufacturing Batch No./Bupo6unua napris Ne:
744372 728530
TESTS/IIOKABHUKH STANDARDS/CTAHIAPTHU RESULTS/
PE3VILTATH
Appearance/ 3oBHinrHii B White, round film-coated tablet/ Complies/ Biaurosiyace

TabneTka, BKPIITA TUIIBKOBOW
06ononKo10, B110T0 KOTBOPY, KPYriol
hopmu

Average mass (mg)/Cepeans Maca (mr) | 176,70 195,3 (95 % to 105 % of 185.8mgfmr
theoretical mass of 186 mg)/ 176,7 -
195,3 (95-105 % BiJl TECOPETHYHOT MACH Y

186 mr)
Microbiological quality (skip testing) Total aerobic microbial count / 3aranbHa *Skip Test - Not Applicable
European Pharmacopoeia (3./.4), non- KiTbKICTh 2epoGHIX MIKPOOpTaHi3MiB
aqueous preparations for oral use / (TAMC): < 10°CFU/g /< 10°KYO/r
MikpoGioneriuna yucrora (subiprose
BUNPOOYBAHASA) Total combined yeasts/ moulds count / . )
€gponeliceka Papmaxones (5./.4), 3aranLua KUILKICTh JAPIHIBKOBIX T2 *Skip Test - Not Applicable
HeeoONnl AKAPCHKI 3aco0U OIS OPAABLHOZ0 | [IIICCHEBUX rpudis (TYMC): < 10°
3UCAIOCYBAHNS CFU/g /< 10°KYO/r
Escherichia co{i / Es'c'"17e1'ic/1ia coli: *Skip Test - Not Applicable
absence/l g/ sigeyrricts/1 r
Identification of drug substances/ The principal peaks (S 9490 and S [520) Complies/ Bignosiuac
InenTudikamist Jir0uuX pevoBun: in the chromatogram obtained with the
-$9490 and S 1520 by LC/ test solution have a retention time similar
TICPHUHAOIPHIT Ta iHAATIaMill METOLOM to that of the principal peaks in the
| pimurmoi xpomaTorpadii (PX) chromatogram obtained with the

reference solution / Hack yTpumaris
OCHOBHMX ITIKIRB (MEPHHIONPUIY Ta
iHamaMiy) Ha xpoMmaTorpami
JOCHIIPKYBAROO PO3YHHY TIONIOH] O
TAKHX U1 OCHOBHWX TIIKIB Ha
XPOMATOTPAMi POIUMHY NODIBHSHHS

» Skip test/Ckin TecTyBanms, Passes/Bignosizae, not applicable/ue nporoanBCs

Servier (rehand) Industries 17D, Moneylands Gorey Road. Arklow. Co Wicklow, breland.
Tel: +333 (0) 402 20800 Fax: +353(0) 402 20888
Dircctors. Christian Razantay (1'rench). Christian Sauveur (Frenchy. John Redmond
80330 UKR1 V1 Company registered in Treland No. 117246 Page 2 o' 6



= SERVIER

Docu€&ign Envelope ID: 7A3E50BE-AQC3-4EDQ-858A—9DB3E8FF34DC

SERVIER (IRF L/‘\N ”}} NE} JSTR Mﬁiff{.’ LTD.

Method ref/Ilocunannsa na memoo:

DTC_S006597_PF_T_CTR_17952_EN_3.0
Specification ref/Ilocunanna na cnewudpixayivo: DTC_S006597_PF_N_SPE_17953 EN_2.0

Packaging Lot No./Cepis:
744872

728530

Manufacturing Batch No./Bupo6uuua napris No; "

TESTSAIOKAZHUKHA

STANDARDS/CTAHJIAPTHU

RESULTS/
PE3VJIBLTATHI

-59490 and S 1520 by TLC/
TIEPUHIOTIPIIT Ta IHZATIAMIJT METOJIOM
TORKOWEPOBOT XpoMarorpadii (TIIX)

Drug substances content (LC)
(mg/tablet) / Kinpkicne susnauenns

Airouux pewopur (PX) (mr/rafaerky):

- 5 9490-6 /neprmnonpuiry aprioin

- S 1520/ inganamin

Degradation products content (LC) (%

m/m) [ Byicr nipoayxris posuany (PX)
(% m/n):
S 9780

Any other degradation products/ Baticr
THULIX TTPOAYKTIB pO3fiaLy

Total content of degradation products/
3aranpHuil BMICT FIPOAYKTIB posnaty

Main spots (S 9490 and S 1520) identical
in position, colour and size for test and
reference / OcHOBHI TIsIMM
(mepuHAOTpPHMITY TA [HIATAMILY)
LICHTHYHI 38 MOJIOXCHHSM, KOJILOPOM Ta
PO3KIPOM IUTSL AOCHIKYRAHOTO POIUHHY
Ta PO3UHHY NOPIBHIHHSA

9,50 to 10,50 (95 % to 105 % of the
theoretical content of 10 mg) /
9,50 — 10,50 (95-105% Bix
TEOPETHIHOTO BMIcTY B 10 Mr)

2,38 t0 2,62 (95 % to 105 % of the
theoretical content of 2,5 mg) /2,38 -
2,62 (95-105 % Biz TEOPETHYHOIO
BMICTY B 2,5 Mr)

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

IA
N

Complies/ Bixrosigae

9.88mg/mr

2.A3mg/Mr

0.14%
<0.10%
<0.10%
<0.10%
<0.10 % '
<0.10%
<0.10%

0.14%

Servier (freland) Industries 11D, Moneylands Gorey Road. Arklow. Co Wicklow, Ireland.
Tel: 353 (0) 402 20800 FFax: +353 (1) 402 20888

Directors: Christian Bazantay (French). Cheistian Savveur (French). Johi Redmond.
Company registered in reland No. 117246

80330 UKR1 Y1

Page 3 0l 6



DocuSign Envelope ID: 7A3E5CBE-A9C3-4ED9-858A-9DB3ESFF34DC

, SERVIER (IRELAND) INDUSTRIES LTD.

Method refTTocunanns na memod: DTC_ S006597 PF T _CTR_ 17952 EN_3.0
- Specification ref/Ilocunanns na cneyupixauiro: DTC_S006597_ PF N _SPE 17953 EN_2.0

Packaging Lot No./Cepist: Manufacturing Batch No./Bupo6uuyua maprist No:
744872 728530
TESTS/TMOKA3ZHUKHA STANDARDS/CTAHIAPTHA RESULTS/
PE3YJBTATH
Uniformity of dosage units for S 9490-6 and S Stage/ Number tested/ | Aceeptance criteria /
1520 (LC) (%/label claim)/ Optopianicrs Cragin ‘;"“"‘."‘?"“j Rouyerumi kpurepli
HocmKyBpanux
71030BAHMX OJMHIILb LIS HEPHHHONPHIY T4 JRE—
inpanaminy (PX) (Yo Bin 3asisjienoi Kiabkocti)
European Pharmacopoeia (2.9.40)/ S1 10 AV 5 15.0% 3.4
Epponeiicuka Gapmaxores (2.9.40) 3.9
sa! +20 (30) AV < 15.0%

0.75 M < each
unit/KoKHa OFHHHIA
<1.25M

Dissolution (LC) (%) European Pharmacopoeia | Q =75% at 15 min for S 9490-6/ Q = 75% 3a

(2.9.3)/ Pozaunennst (PX) (%) €sponeiicbra |5 XB. ANS TIEPRMACIIPIILY priHiny
dapmaxorest (2.9.3) Stage/ Number tested/ | Acceptance eriteria / Mean Values
. Crapis KinnkieTs Jenyerumi kpsrepil
JocnikyBanux
[ URLE
Zach unit is not less 95
Sl 6 than 80% / Kowua

oannus = 80%

Average of 12 units

CRE +6(12) (S1+82) is equal to or
greater than 75% and no
unit 1s tess than 60%/
Cepeanc sunadenns 12
onumuun (S1+82) =
75%. 1 HEMAC IKQAHOT
ommpul < 60%

Average of 24 units
S3? +12 (24) (S1+82+83) is equal to
or greater than 75%. no
more than 2 units arc
less than 60% and no
unit is less than 50%/
Cepenne sHadenus 24
MMM (S1+82+83) >
75%. He e 2
onunins < 60%, i
HEMIE FKOAIOT ONHHMI
< 50%

Servier (Irefand) Industries 1T1 ., Maoneylands Gorey Road. Arklow. Co Wicklow, freland.
Tel: +353 (0) 402 20800 Fa 353 (1) 402 20888
Dircetors: Christian Buazantay (French). Christian Sauveur (French). John Redmond
80330 UKR1 V1 Company registered in freland No, 117246 Page 4 of 6




DocusSign Envelope ID: 7A3E5CBE-A9C3-4ED9-858A-9DB3ESFF34DC

SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunannan na memoo: DTC_S006597 PF T CTR 17952 EN 3.0
Specification ref/HHocunanns na cneyuixayiro: DTC S006597 PF N SPE 17953 EN 2.0

Packaging Lot No./Cepis:
744872

728530

Manufacturing Batch No./Bupo6unua napris Ne:

TESTSTIOKA3IIUKH

STANDARDS/CTAHIAPTHA

RESULTS/
PE3YJILTATH

Dissolution (LC) (%) European Pharmacopoeia
(2.9.3)/ Pozuammenust (PX) (%) €sponeiichka

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

XB. JUIA iHanaminy

Qapmakortest (2.9.3)

Acceptance eriteria /
Honycrnmi kpurepii

Mean Values

Each unit is not less
than 80% / Koxwa
ounrus = 80%

87

Average of 12 units
(S1+82) is equal to or
greater than 75% and
no unit is less than
60%/ Cepejrie
3HAUCHHS 12 OAuHULL
HEMAE KOIIHOT
ounnui < 60%

Stage/ Number tested/
Cranis Kinorkicts
JOCHIERY BAHKX
OIHHINL
Si 6
S22 +6(12)
$3° +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%/
Cepejae snadcHns 24
ouHms (S1+52+83)
2 75%, e Gistbime 2
oJtkkih < 60%. i
HEMae KOTHOT
o < 50%

ANALYSIS / AHATI3 : 03/05/2024
Batch accepted/ITapris npuitHsTa

Analytical Services Manager:

MCHCH)RC]) 10 ROHTPOJIIO Ta aﬂani3y AKOCTI

DocuSigned hy:

E(aren Hughes

= 04757F56242E46D. .

pP'd on

behalf of
Michael Byrne

Servier (Ireland) Industries 11D, Moneylands Gorey Road. Arklow. Co Wicklow, Ireland.

Tel: +333 (0) 402 20800 Fax: +353 {0) 402 20888

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

80330 UKRI VI

Company registered in lreland No. 117246

Michael Byrne/Mixaens bipue

Page S of' 6



ocuin Envelape 0: TABESCIE-AQC3-4EDS-858A-SDBIEEFFE4DC

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 reviewed and
GMP compliance was established/ '

LM 5 3aCBif4YIO, 110 HaBeleHa Bie iHdopmaLlis € LOCTOBIPHOIO T ToYHOKW. Llto cepito
npoaykuii 6ysno BupoGieHo (BKIYatoyy naKyBaHHs/MapKyBaHHs) Ta NPOBEAEHO KOHTPOJIb
i SKOCTI HA BHILE3Q3HAYEH H AinsHuL Y ToBHiit BianosimocTi 3 Bumoramit GMP,
BCTAHOBIEHMMHY MIiCLIEBHM PEryJISITOPHUM OPIaHOM, & TAKOK BIAMOBIAHO [0 Crenk@iKauii,
10 MiCTAITbCA Y peceTpauiiiiomy s10cke. [IpoToK0M BHPCOHIILTBA, NTaKyBaHHs Ta auanizis
Oy10.CperssHyTO Ta BCTAHOB/ICHO piarnovinnicts GMP.

Date of batch release/Jlara Buriycky cepii 07/05/24

Name and Position/Title of person autherising the Batch Release/ Ipizsuine Ta nocaaa/
3paHus 0coGH, SIKa BMAAJA JA03BIT HA BHAYCK cepil

[1 Dr Blanaid Bbwcs, Qualified Person/ Biuﬁoai)lzu]bua ocoba
(] Ms Ailbhe Wade, Qualified Person/ Binnosigankia ocoba

[l Ms Carmel Kinsella, Qualified Person/ Bimlosinanbi-{d ocoba
[] Ms Jenny Quinn, Qualified Person/ BinnosifanbHa ocoba

[l Ms Niamh Ryéh, Qualified Person/ Binnosinanbha ocoba

DocuSigned by:

Signature/Tliannc| Carmel KINSELLA Date/[lara: 07 May 2024

BAC04C348D144BD...

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 744872

Page 6 of 6
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DocuSign Envelope ID; 8D698992-1424-4BD7-BDR5-44F7D27BEBFO

%‘”RV F,Q (H’\ I A "\ID} IN i,ﬂ" 3 PRIES LTI

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCT! NIKAPCBKOIQ 3ACOBY

Name of the Manufacturer & Address /Hassa 1a Servier (Ireland) Industries Lul/Cepy'e (Ipaanmtis)

alpeci BHpodHKa lnaacpic Jra
Moneylands, Gorey RoadManinenas, Nopeit
Poyn,
Arklow/Apxioy,
Co. Wicklow/Ko. Bixaoy,
Ireland/tpmannia
Name ol Timporter and Address/ Servier Ukraine LLC/TOB "Cepr'e Vipaima"
Hassa Ta anpeca imnoptepa 41, Naberezhno-Khreshehatytska St./Byn.

Habepexno-Xpewatuibka, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaiua

Whicl Consignment of product is delivered/Buy Pharmaceutical Product/JHikapenriii 2acid
HPOAY KIRT, 1HO NOCTauaeTaes

Pharmaceutical form/Jlikaperka dopaa Film-coated tablets/Tabnerku. Brputi rniskosow
0B0A0HKMO

Name of the Product/Hassa nikapeskoro NOLIPREL&E Bi-FORTE/HOJI [PEJI® bi-

EHISe 1YY DOPTE

[Josave/Cuna nit 10 mg/2.5myg /10 Mr/2.5 yr

Type and size of packaging/Bun Ta posmip 30 tablets in the container; | container in the

S HEROBKH carton box/ no 30 TaGnerox y Konreivepi; no !

KOHTEHHEDPY B KOpoO1L 3 kapTony

Finished Product batch number/Cepia rotonoro 745570
JURAPCEROIO 38000y

Manufacturing date/Jlata BupoSumursa 05 2024
Expiry date/Tepmin npugarHocti 052027
Batch size/Kinbxicts y cepif 39,360 Boxes/yuaxosox

Manufacturing Licence number/Homep ninensii MOD068/0000
HA HIIP(JGIHHITBO

Registration Number/Peectpaniitie UA/L0248/01/01
MOCRIIYEHES

sevtiet (Treland) ndustiies LTD | Monevlands Gorey Road, Arklow, CoWacklow, Ireland
Teb #3523 (0) 402 20800 Fax, 4353 (D) 402 20833
Dnrectoss: Christian Bazantay (French’, Christian Sonveur (French, Yol Rednnd.
Company registered m Ireland Mo 117218
Page i of 6

/e ao /f?,

N7.62. 7% AY




DocuSign Envelope ID; 806599992-1424-4BD7-BDB5-44F T D2TBERF(

DacuSien Enveinpe 12 65C 10 EB8-DEYE-1968-00AE-E307 12050753

SERVIER (IRELAND) INDUSTRIES LT3,

|
f Method ref/Hocuaanus na vemod: DTC _S006597 PF T CTR 17952 EN 3.0
[

Specification reffllocunannn na cneudicani: DTC. 5'006397 PF_ '\’ SPE 1795 P EN 2

NOLIPREL®BI-FORTE / HOJITIPEA® BI-DOPTE

Formulation/®opmymosanm:

Film-coated tablet containing 10 mg of perindopril arginine and 2,5 mg of indapamide/ TadaeTxu, BEpHTE [LHBKOBOIO
080I0HKOIO, WO MicTirs |0 MT reprHIOIPINY apriviny Ta 2,5 Mr igganasiny

Packaging Lot No./Cepis:

Manufacturing Batch No/BupoGiua napTin N

743570 728568
TESTS/HHOKAZHHKH STANDARDS/CTAHIIAPTH RESULTS/

PESYJILTATH i

! Appearance/ Josnimmiit virasy White, round film-coated tablel / Conmplies/ Binrosiue i
Tatmerka, BrkpuTa MATBKOBOK 3

obononkoera, Gisoro konwopy, KPYIor .

: popmn ;
! ef
Average mass (ingy/Cepeanst maca (M) | 176,7 to 1953 (95 % to 103 % of 184, Fmg A ;
¢ [ theoretical mass of 186 mg)/ 1767 — ]
| 195,3(95-105 % nin TEOPETHYHOT MacH ¥
! 186 nir) :
‘ﬁ Microbiological quality (skip festing) Total aerobic microbial count 7 3aranena *Skip Test - Not Applicable

European Pharmacopoeia (5.7.4), non-

E aqueons preparations for oral use /
- Mixpodioaoriuna unerora (subiprosne

BRIPOTY BRI}

Cnponciichra Gapyakornes (5 1.4),
Heaadl Unapesrt sacobu 03 opatsiose
SUCHIOCVEUINY

Fentification of drug substances/
Laenrudivanisn ziouny pevopn:
-390 and S 1520 by LC/
UEPHHIOUPHA TA 1AM MSTO0M

| pLuHHOT XpoMaTorpadii (PX)

KUIBKICTE aepobHIX MIKpOopradisMis
(TAMC): < L0*CFU/g /s 10°KYO/r

Total combined yeasts/ moulds count /
3aransHa KULKICTL IPIAIEHOBIX T2
wrcerennx rpnbin (TYMO), < 17
CFUlg /< 10°KYOr

*Skip Test - Not Applicable

Escherichin ;c){'i/ ESC_]Jei'ic/Im coli: *Skip Test - Not Applicable
absence/l g/ sigcyTHicTs/1

The principal peaks (S 9490 and S 1520) Complies/ Bianosigae
in the chromatogram obtained with the
test sofution have a retention time similar
to that of the principal peaks in the |
chromatogram obtained with the
reference solution / Uacit yrpusaens
CCHOBINX TIKIE (TIEPHHAONpUTY Ta
IHanasiny} Ha xposarorpasd
HOCHLLKYBAROIO POUHAY NOMGHL g0 |
TAKKY [T OCHOBIHX NiKiB Ha
XPONATOIDAMI POIYIIEY DOPIBIA LS |

= SKip test/Creltr recTybanms, Passes/Binnorijac, not applicable/ue NPOBOANBEA

Servie Chreland Tndustrics LT, Monevlands Gorey Road, Arkiow, Co Wacktow | Treland

Tel:

330 UKRLI VY

P33 (00402 20800 Fa
Dizeviors: Christian Bazantay (French), Chri,

353 40) A2 20855
an Sawveur (Fronehn, Johs Rednund.
Company registered in lreland Na. 1172146 Page 2ot e




Cucu&ign Enavelop:

T FERVIER

DocuSign Envelope ID: 8D599992-1424-4BD7-BDB5-44F7TD27BERFQ

D 6BCICBBS-DBYE-4968-00AE -E3071205C753

SERVIER (IRELAND) INDUSTRIES LTD.

Method reffllocunannn na memod: DTC_S006597 PF T _CTR 17852 EN 3.0

Specification ref/llocunannn na cnewupirayio: DTC_ SO0659 97 PF N_SPE_ 17953 EN 20

! Packngiug Lot No./Cepist:
745570

728568

Manufacturing Batch No./BupoGira napris \e:

TESTSTIOKA3BHKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3VILTATH

P - 59490 and S 1520 by TLC/
| NCPREONPIT T HAANaMIA MeTOKOM
- Tonxeraposol xposatorpadit (TILX)

¢ Drrug substances content (LC)
i (mgitablet) / Kinnkicite susuagerns
| penopun (PX) (ml/raﬁncucy)‘

|- 5 94900 /epunionyyny aprigin
i

- S 182407 Bictarasny

Degradation products content (LC) (%
m/m}{ Buier npoaywkris posragy (PX)
(% w/u:
59780

Y32

Y 33
L aal
1 Y36

Y 3%
Any other degradation produets/ Baricr
THILKX NPOIYKIE posiagy
i Totul content of degradation products/
3aranbiii BMICT IPOIYKTIR postiay

Main spots (S 9490 and S 1320) identical
in position, colour and size for test and
reference / QcroBHI LM
(nepHHatoNpHILY Ta THAATAMIZY)
i,ﬂCHTI‘[Lﬂ-ii 30 TIOTOKEHESIM, Konhopo_\r Ta
PO3MIPOM A HOCIDKYBAHOTO POsuMEY
Ta POSUHHY HOPISHAHHA

9,50 to 10,50 (95 % to 103 % of the
theoretical content of 10 mg) /
9,50 - 10,50 (95-103% win
TEOPETHUHOID Baicty B 10 M)

2,38 10 2,62 (95 % to 105 % of the
theoretical content of 2,3 mgy/ 2,38 -
2,62 (95-103 % sia Teoperyuunoro
eMicTy 8 2,5 M1

ih

IA A ITA IACEA 1A A
cooooSo
B Lh LR U 5O b

1A
n

Complies/ Bignosi e

9. 85/ vy

247mg/in

<5 10%
<0,10%
0.13%
<(.10%
<(.10 %
0,1 0%
<=().17%

(3.30%

Servier (Irefand) Indesties LTD., Moneylands Gorey Road, Arkiow, Co Wicklow, Trefand,

Telr #5353 (01 402 20800 Vax: +333 (8; 407
Directors: Christian Bazantay (French), Christian Ssuseur (Fres

80330 UKRI Vi

RN

Cumpany regiserad in leeland No. 117746

wh), John Redimond,

Page 3 of'6




DocuSign Envelope 1D: 8D699992-1424-4BD7-BDB5-44F 7D27BEBFO

B Envelops D 800 1CBBS-DEYE -4088-39AE-E3071205C752

SERVIER (IRELAND) INDUSTRIES LT13.

Method ref/Hocuranig na memod:  DTC_S006597_PF_ T CTR 17952 EN 3.0
| Specification ref/llocurannn na cneyudivayino: D TC_S006597_PF_N_SPE_17953 EN 2.0

i e
Packaging Lot No./Cepin: Manufacturing Batch No./Bupofuuria napris Ne: ;
745370 728568

TESTS/MOKAZHUKU STANDARDS/CTAHIAPTH RESULTS/
PE3YILTATH
Uniformity of dosage units for § 9490-6 and § | Stage/ Number tested/ | Acceptance criteria /

& L0/ ATl kol S Cranis Kiunkicts Alouyerind wpnrepit
1520 (L.CY {%o/label claim) Onnopiamicts i
AOTOBAHWN O L 051 REHEFA0EPIILY Ta [
faamaminy (PX) (% sij asipienal RiabrocTi) R 7
Curopean Phanmacopocia (2.9.40)/ Sl 10 AV £ 15.0% 3.8 !
Cuporsiicuia thapaasones (2.9,40) i 29 ‘

7! +20 (30) AV <130w

0,75 M < each
UNitEoMKIE QzmInius
<125 M l

Dissolution (LC) (%) Luropean Pharmacopoeia | Q = 75% at 15 min for S 0490-6/ Q= 75% 31

(2.9.3) Pornunennst (PX) (%) Esponeiicnka I3 XB. 14 USPHIIONPILAY 4pridiny ; L !

Dapragencs (2. 9.3) Stuge/ Number tested/ | Acceptance eriferia / [ Mean Valnes
Crain Kiangiemn Aouyeraf wprrepil

Hocaipmysannx |

AR

Euch unir is not tess
M G than 80% / Koxua
oHHHNg > 80%

Average of 12 unils
520 +6 (12 (ST82) i3 equal 10 or
greater Han 73% and oo
unit is less than 60%/
Cepeanc suaveny (2
L (SH82) >
3% 1 nemae Kool
ogHHsUl < 600, ——
Ascrage of 24 units h
$3% F12 (24 (S1+82+83) is equal 1o '
ot greater than 7520, no ’
more than 2 units are
less than 60% and no
unit s l2ss than 50757
| Cepeitize swatenun 24 ;
| OMUHIG (5 1+82+83) = I
T3%0. ve dinte 2
i OFHEIEL < 60%, |
I HEMAC SKOAOT QI :
30 J

i
|
;
T — F— =2 £ LS L & -
i
i
i
f

Servien Ureland) Indusiries LTD., Monevlands Gorey Road. Acklow, Co Wicklow, Ireland
Tel: +353 ((h 402 20800 Fax: +3313 (0) 402 208858
Directors: Christinn Bazantay (French), Christian Sauvew {Freuch), Tohn Redimod,
80338 UIKRE v1 Company registered in Ireland Na. [ 17246 Page d4 ol o




DocuSign Envelope 8D699992-1424-4BD7-BDB5-44F7D27BERFQ

Ervaiogs [0 600 1CBBS-DAYE4S6B-90AE-E3071205C753

SERVIER (IRELAND) INDUSTRIES 1T

Method ref/Tlocuaanrs na emd:
Specification ref/Hocitanna na uremnf)rmuu.ra brc .5006397 PrE_ N SPE_I7933_ EN 2.0

DTC_S006597 PF_T _CTR 17952 EN_3.0

S|

r’ﬁckagin_g Lot .Z\’a.chpis;:
745570

Manufacturing Bateh No/Bupodunia napris Ne:
728568

TESTSMOKAZHHU K

RESULTS/
PE3Y.IbTATH

STANDARDS/CTAHAAPTH

Dissolution (L.C) (%) European Pharmacopoeia
(2.8.3)f Posunmennst (PX) (%) Eeponeiicpka
Papsaxoucy 12.9.3)

Q=75% at 30 min for § 1520/ Q = 75% =a 30

XB. jU14 iHAauaminy

Number tested/ | Aceepiance eriterin / Menn Values

Kiabricin Honyerumi kpirepdy
AOCATLGRYBAI NN i

ALY |
Each unit i3 vot less
£ than 8G75
[ENHTT I

Seage/
Crazin

BN I :
- Ri)sy

S1

Average of 12 units
(S1+52) is cqual to or
greater than 75% and
NG AL less than
B Clopesne
sranerust 12 o,
(81+82) 2 73%.1
FIRMAC FHKOAHOT
oauHnyl < 0%
Average of 24 units
(SE+82-+83) is equal
1o or greater than
73%, 10 more than 2
units are less than
80% and ne unir s
{exg thun 50%
Ceperie snavens 34 ;
o (S1:82-83) b
2 75%, ye Slapure 2 ;
S < 60,
HEMAC AOUHOT
CoHHnu < 30%

+6¢12)

$3° +12(24)

ANALYSIS / AHAJLS : 04/07/2024
Batch accepted/Ilapris npuiiaat

Analytical Services Manager:

Mesexep o KONTPOAIO Ta anaily skocri

Servier {Lreland Industries L1, < Mloneylands Gorey R( ad, Arklow,
#3530 402 20800 Fay: +

Tek

~=DocuSignes y:

Miclarl Lt

IRt PY- T T e Ty,

Michael Byrne/Mixaear Bipue

Co Wichlow, Irofard

(07 4072 2isas

Direatars: Christian Bazantay {(French), Christian Sapveur (Frenciz), John edmond

SO0 URRE VY

Company regisie:

i eland No, 117246 Page S o




DocuSign Envelope [D: 80D699992-1424-4BD7-BDB5-44F7D27BEBFQ

SERVIER (IRELAND) INDUSTRIES LT,

f heveby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its qualily 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/

Ut o saceiauyio, uto Haseaena sue indopmaiis e AOCTOBIPHOIO Ta Tounow. Lo cepiio
POy RUIT 0yi10 BUpodneno (Brmoualoy TIAKY BAHHA/MAPKYBAHHS) TA NPOBEACHO KOHTPOJIL
T UKOCTI L2 BHAIC3A3HAYSHIH A IsHHL ¥ TIOBHIH BIATIORIAHOCTI 3 BHAMOraMH GMP,
BCTAHOBIEHIMH MICUSBUM PErYISTOPHUM OPrafos, & Takow BLAIOBIAHO 10 cnetMdikanii,
(MO MiceiThed Y peectpauniliHony aocse. TpoToko:n BAPOOHMUTEA, NAKYBAHHA T a1A313(R
GAII0 IEPErTIAIYTO Ta BCTAHOBICHO BiANOBLAHICTD GMP.

Date of bateh refease/[jata sunycxy cepii 05/07/24

Name and Position/Title of person authorising the Bateh Release/ IIpissmuie 1a noeas/
SBALMS OCOOH, KA BIIAIA A03BLT M BUNYCK cepil

[] DrBlanaid Bowes, Qualified Person/ Bianosigansia ocoba

1 Ms Ailbhe Wade, Qualified Person/ Binnosinaisna ocofa

W Ms Carmel Kinsella, Qualified Person/ Bignorinantua ocoda

1 Ms Jenny Quinn, Qualified Person/ BianosinannHa ocoda

[l Ms Niamh Ryan, Qualified Person/ Bianosigansua ocoda
DecuSigned by:

Signature/tTiamue | Carmel KINSELLA Date/JTara: 0> uly 2024

BAC04C348D144BD

Finished product batch number/ Homep cepii rotosoro nikapcokors zacoBy: 745570

Sorvier (freland) Industries LTD, Monevlands Gorey Read, Arklow, CoWickiow, Ireland
Tel: =343 (0) 402 20800 Fux: +353 (0) 402 20888
Dhrectors: Clusstin Bazantay (French), Chaistian Sauveur (French), John Redinond
Company regsstered in Ireland No. 117316
Page G ol G




AEPJKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y M. KHEBI

npoe. Hanii Ceitnaunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog CJIPTIOY 37079055

BUCHOBOK
PO HKICTh BBE3EHOI0 B YKpaihy Jikapcebkoro 3aco0y

01.08.2024 Ne 39401/24/26

HOJUIPEJ® BI-GOPTE

{natiriesy BaHES NiKapCLKOTO 3ac08y 3rifHO 3 peecTpaniitnmm TIOCBILYEHHSAM)
TadaeTn, BKpHT ILTIBROBOFO o6ostonKo10; 1o 30 rabneTor y KoHTelHepi; o 1 kouTeiinepy
B KOPOOHi 3 KapToHy

{(opma punycky, fo3yEants, Bz TNakyBaHHA NikapceKoro sacofy)
Homep peectpanifinoro nocsinuenns UA/10248/01/01 CTPOK AIf peecTpaLifioro nocsifuedss HEOBME e LT
Cepix nikaperxoro saceBy Ne 743570 Kinekicrs sesenoro nikapeskoro saco6y 39360

Bupobuunk Cepn’e (Ipnannis) Inmactpic Jitx, Ipmaris
(natimeryeanns supodHuka nikapcrKoro 3acoby, kpaiua TTOXOIANCRIIHA )

Beeseno B Vpairy TosapHeTRo 3 06MexeH0I0 BiNNOBITAIBHICTIO YCEPR'C
YKPAIHA", inenr. xox: 33643340
{(maiiMenysanns Ta ko4 3a CAPIIOV OpHARYHOT 0c00n abo npissuule, Ia's, no Sarukoki

disninof ocobi - ninnpuenmus, if micue NpOMHBAKHR Ta PEECTPALIHAME Homep 0B8RI BOT
KapTKH NIIATHHKS ToxaTxin aBo cepis Ta Homep nmacnepra)

ITporokon sisyansuoro konrpose sig 01.08.2024 N 2579/7.

3acié Boeseno B Yipaluy 3

Mukona XOJIOAEHKO

(miamuc) {iriuiann Ta npisenuie)
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