JEPXKABHA CJHYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitnarunot, 3, 02099, Ten. (044) 295-26-85
E-mail; dis.kyiv@dls.gov.ua, Kog EAPIIOY 37079055

BHCHOBOK
po fAKicTH BBezeHoro B YKpainy Jikapcskoro 3acoly

27.06.2024 Ne 33386/24/26

TPUILJIIKCAM® 5 MI/1,25 MI'/S M
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(HafiMenyBaHHA NiKapehkoTo 32000y SriHO 3 peccTpatifHUM NOCRIAYCHHAM)
TabaeTKn, BKPUTI NiBKoBOKW 06010HK00, 110 5 Mr/1,25 mr/S mr, no 30 TabneTok y
KOHTeliHepi an TabaeTok; no 1 koHTelinepu Jas TabaeTok Y kopobui 3 KapToHY

(dropma ruTIyCKY, J03YBANHSA, BUA MAKYBAHHA Nikapchkoro 3acoby)
Homep peecrpauifinoro noceimuerna UA/13929/01/02 erpox aif peectpauifinoro noceiavenra HeoOMeXEHW
Cepis nikapcekoro sacoby Ne 742974 KintkicTs BBezeHoro nikapcskoro acoty 28400

BupoGHuk Cepg'e (Ipnangia) Ingactpic Jita, Ipnanaia
(HaliMeHy BAHHA BMPOGHIKA NiKapeekoro 3acofy, kpalHa HOX0LKeHHA)

BaeseHo p Ykpainy TopapucTBo 3 06Mexkenoro sianosizansnicrio "CEPB'€ YKPAIHA",
inen. Kox: 33643340

(HalimeHyRarHs Ta xoa 33 CPTIOY opuravol ocofi abo ripisenme, iM'n, no Gatekoki diamanol
0eo6H - TANpHEMUS, ¥ Miclte NPOWHBAHNA Ta peccTpauifHrA Homep 06AikoBol KapTKH MiaTHIKA
nonatkie abo cepif Ta HOMEP NAcnopTa)

Iporokon Bisyamsiore koutposio six 27.06.2024 M 2197/9.

nikapcpkmii  3acif  BBeseHO B YKpaiHy C 3
dri nikapcekHx 3acobis.

32 pesynLTATAMK JACPXKABHOTO  KOHTPONIG  BCTAHOBICHO, LY
JAOTPHMAHHHAM BHMOT 3aKOHORABCTEA WLOAO0 3abesneveHna A

Wk 3ACO5/
(e aulﬁh‘“ ..4-f
B. 0. HauansyeEs H*f‘%
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Iean 3AABOPHUX
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SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUOIKAT AKOCTI NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Ha3zsa ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanuis)

azpeca BUPOOHHKA

Name of Importer and Address/
Hasea Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bun
HOPOAYKIil, IO IOCTAYAETHCS

Pharmaceutical form/Jlikapcska dpopma

Name of the Product/HasBa mikapcbkoro
3aco0y

Dosage/Cuna gii

Type and size of packaging/Bux ta po3mip
YIaKOBKH

Finished Product batch number/Cepist roroBoro
JIKAPCHKOTO 3ac00y

Manufacturing date//lata BupoOHHIITBA
Expiry date/TepMid npuaaTHOCTI
Batch size/Kinpkicts y cepil

Manufacturing Licence number/Homep minensii
Ha BUPOOHHULITBO

Registration Number/Peectparitine
MTOCBiTYEHHS

Servier (Ireland) Industnies LTD., Moneylands Gorey Road, Arklow, CoWi
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Dhrectors: Chrishan Bazantay (French}, Chnshan Sauveur (French), John R

Iapacrpic JItn

Moneylands, Gorey Road/Maninenns, ['opeit
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnanmis

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"

41, Naberezhno-Khreshchatytska St./Bym.
HabepexHno-Xpemarunpka, 41

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

Pharmaceutical Product/Jlikapcekuii 3aci6

Film-coated tablets/TabneTku, BKpUTI IUTIBKOBOO
000JI0HKOIO

TRIPLIXAM® 5 mg/1,25 mg/5 mg/
TPUTUTIKCAM® 5 mr/1,25 Mr/5 Mr

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

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 Tabnerok y
KOHTe#Hepi 11 TabNneTok; mo 1 KoHTeiHepy it
TabneToK y KopoOlli 3 KapToHYy

742974

04 2024

04 2027

28,400 Boxes/ymakoBok
MO00068/00001

UA/13929/01/02

Company registered in Ireland No. 117246
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Method ref/Ilocunanna na memoo: DITC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunaunus na cneyugixauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

TRIPLIXAM® 5 mg/1,25 mg/S mg / TPHUILJIIKCAM® 5 mr/1,25 mr/S Mr

Formulation/®opmy nioBannsi:

Film-coated tablets containing 5 mg of perindopril arginine, 1,25 mg of indapamide and 5 mg of amlodipine /
TabJIeTKH, BKPUTI IUTIBKOBOIO 0OOJIOHKOI0, IO MIiCTATh S MI' IEpHHIONIPUILY apTiHiHy, iHgamaminy 1,25 Mr ta

aMJIOJTUITIHY 5 MT

Packaging Lot No./Cepia Ne:

Manufacturing Batch No./Bupo6unya naprisi Ne:

742974 728261
TESTS/TIOKA3ZHHUKHA STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIBTATH

Appearance/3oBHilIHil BTN FL

White, oblong, film-coated tablet engraved with =’ on one

=2 . Complies/Bizmosinae
face and == = on the other face /TaGneTka 6imoro Komeopy,
noBractoi popMu, BKpHTa IUTIBKOBOIO 000IOHKOIO, 3
p =2

THCHEHHAM 4 3 offHOTO GOKY Ta = - 3 IHIIIOTO

Average mass (mg/unit) /Cepenns Maca 147,5 to 162,9 (95 to 105 % of the theoretical mass of 155,2) / 154.4mg/mr

(Mr/0THHNAIIO)

Microbiological quality (skip
testing)/Mixpo6iosnoriuna yncrora (ckin-rect)
Eur. Ph. (5.1.4) € (5.1.4)

Identification of drug substances/
Inendikanist 1il0uux peyoBHH

S 9490-6, S 1520 and A 1095 by LC/
Iepunaonpuny apriuin ( S 9490-6), inganamMix
(S 1520) ta ammomumin (A 1095) metomom PX

S 9490-6, S 1520 and A 1095 by TLC/
Meprnponpuny apriuin ( S 9490-6), inganamig
(S 1520) ta ammomumin (A 1095) metomom TIIX

Drug substances content (LC) (mg/unit)/
BwuicT pitounx peuosnn (PX) (Mr/ognHunio)

Big 147,5 mo 162,9 (8ix 95 % mo 105 % Bix TeopeTHyHOl Macu
155,2)

Total aerobic microbial count/3aransne 9ucio aepoSHHX
mikpoopranizmis (TAMC) < 10° CFU/g/ - < 10* KYO/r
Total combined yeasts/moulds count/3aransHe yncio
apixmxosnx Ta wiicenesnx rpu6is (TYMC) < 10> CFU/g/ -
<10°KYOIr

Escherichia coli: absence/1 g/ - Bincyriy 1 T

The ratio of the retention times of each drug substance peak

(S 9490, S 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ BinHonieHHs
YaciB yTPIMYBaHHA ITiKa KOXHOI Jir0uoi pedoBusH (S 9490-6,

S 1520 and A 1095) mocmipkyBaHOrO pO3UHHY Ta PO3UHHY
TOpIBHSIHHEA Mac cTanoBuTH Bix 0,95 o 1,05

Main spots (S 9490-6, S 1520 and A 1095) identical in
position, colour and size for test and reference/OcHoBHI uIAME
(S 9490-6, S 1520 and A 1095) ineHTHYHI 32 TOJOXKECHHAM,
KOJBOPOM T2 PO3MIpOM JUIS AOCIIKYBAHOTO PO3UHHY Ta
PO3UHHY HOPiBHAHHAL

(95 to 105 % of the theoretical content of each drug substance/
BiZ 95 1o 105 % Bix TEOPETHYHOTO BMICTY KOMXKHOI AIFOUO1
PESUOBHHM)

S 9490-6 / llepunmonpuny aprinin (S 9490-6): 4,75 to 5,25/
Big 4,75 mo 5,25

S 1520 / Ingamamiz (S 1520): 1,19 to 1,31/ Bix 1,19 mo 1,31
A 1095 / Amnomumin (A 1095): 4,75 to 5,25/ Bin 4,75 100 5,25

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

Complies/Bigmosinae

Complies/Bigmosinae

*Skip test/Ckin TectyBanHs, Passes/Bianosinae, not applicable/ne nmpoBoauscs

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

80050 UKR2 V1

Company registered in Ireland No. 117246
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Method ref/Ilocunannsn na memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannus na cneyugixauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepia Ne: Manufacturing Batch No./BupoGauya napris No:
742974 728261
TESTS/IIOKASHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJIBTATH

Degradation products content (LC) (% m/m)/
Bwmicr npoaykriB gerpamanii (PX) (% m/m)

Y 1473 <03 <0.10%
S 9780 <05 <0.10%
Y 1474 <03 <0.10%
Y32 <02 <0.10%
Y 33 <02 <0.10%
Y 31 <05 0.14%
Y 38 <05 <0.10%
Y 1745 <04 <0.10%
Any other degradation products/ Byap-sxi inmmi <02 <0.10%
IIPOIYKTH AeTpagarii

Total content of degradation products/ 3aranbuuii <20 0.14%
BMICT IPOIYKTIB Jierpajatii

Y 36 (LC limit test)/ Y 36 (PX, rpanmasmit <1200 Complies/BigmoBimae
KOHTpOIIB) (ppim)

Uniformity of dosage units for S 9490-6,

S 1520 and A 1095 (LC)/ Oanopianicts
J030BAHHX OJMHHIB I HEPHHIOIPUIY apTiHiHy
(S 9490-6), inpanmaminy (S 1520) Ta ammoguniny
(A 1095) metomom PX

Eur. Ph.( 2.9.40)/ €0 (2.9.40)

Content uniformity (LC): %/label claim /
OmmopianicTs BMicTy MeToznoMm PX: % Bin
3asgBIEHOI KLTBKOCTL

Amlodipine/ amoumin
.S1 AV <15.0 %/AV<15,0% 44
.82 AV <15.0%/AV<150%

0.75 M < each unit < 1.25 M/
0,75 M < koxHa oguHuIg < 1,25 M

Perindopril arginine salt/ nepuHzONpIIY apriHiH
.S1 AV <15.0 %/AV<150% 44
.S2 AV <15.0 %/AV<150%

0.75 M < each unit < 1.25 M/

0,75 M < koxHa oguHuIg < 1,25 M

Indapamide/Tnpanamin
.S1 AV <150 %/AV<150% 42
.S2 AV <15.0 %/AV<15,0%

0.75 M < each unit < 1.25 M/
0,75 M < xoxxua oguauid < 1,25 M

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, d T }(" T
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 JOKYD \EH
Directors: Christian Bazantay (French), Christian Sauveur (French), John Re
80050 UKR2 V1 Company registered in Ireland No. 117246
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Method ref/Ilocunanna na memoo: DITC S006593 PF T CTR 25543 EN 5.0

Specification ref/Ilocunannus na cneyugixauiro: DTC_S006593_PF _N_SPE_25606_EN_3.0

Packaging Lot No./Cepia Ne:

Manufacturing Batch No./Bupo6anua napris Ne:

742974 728261
TESTS/TIOKA3ZHUKH STANDARDS/CTAHIAPTU RESULTS/
PE3YJIbTATH
Dissolution LC (%)/Po3unnennsi (PX) (%): Indapamide/Tnxanamin
European Pharmacopoeia (2.9.3.)/€® (2.9.3.)
Q =75% at 45 min / Inpanamin (S 1520): Q = 75% 3a 45 xB.
Number tested/
Stage/ | JocaimxyBana Acceptance Criteria/Kpurepii Values for each Tablet/ 3nauenns g5 KoxkHOI TAGIETKH
Crapis | xiabkicTh NPUHHHATHOCTI 1 2 3 4 5 6 Mean
Cepegne
S1 6 Each unit is not less than 80 %/ Koxua 95 95 96 95 99 95 96

oauHKN He MeHine 80 %

S2 +6 (12) Average of 12 units (S1+82) is equal to
or greater than 75% and no unit is less
than 60%/ Cepenne 3HauenHs i3 12
omuuuIs (S1+S2) nopismioe a6o Ginbiue
75% i HeMae XKoJHOT OMMHHUII MEHIIIE

60%

S3 +12 24) Average of 24 units (S1+S2+83) is equal
to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepente 3HauenHs i3 24
omuuns (S1+S2+S3) nopiHioe abo
Ginmpine 75%, He OinpnIe 2 OTUHUID
MeHIe 60% i HeMae KOIHOI OJUHHITI
menmre 50%

Dissolution LC (%)/Po3unnennst (PX) (%):

European Pharmacopoeia (2.9.3.)/€® (2.9.3.)

Perindopril arginine/llepuanonpuiay aprinin

Q =75% at 15 min / llepunaonpuiy aprinin

(S 9490-6): Q = 75% 3a 15 x.

Number tested/
Stage | JocaimxyBana Acceptance Criteria/Kpurepii Values for each Tablet /3nauenns 1151 KOKHOI TA0JIETKH
Cranis | kinbkicTh TIpuiinaTaocti 1 2 3 4 5 6 Mean
Cepenne
S1 6 Each unit is not less than 80 %/ Koxnaa 104 101 103 105 105 103 103

oauHung He MeHie 80%.

S2 +6 (12) Average of 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepenne 3HaueHus i3 12 oquaub
(S1+S2) nopisHtoe abo 6inbIe 75% i
HEMAE XKOAHOI oguHuI MeHme 60%

S3 +12 24) Average of 24 units (S1+S82+83) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepenne 3HaueHHs i3 24 oquHUIb
(S1+S2+8S3) nopiBHioe abo Oinbire 75%, He
Ginpiue 2 omvaus MeHIIe 60% i Hemae
KOIHOL oguuMIl MeHme S0%

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

80050 UKR2 V1

Company registered in Ireland No. 117246
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Method ref/Ilocunannsa na memoo: DTC S006593 PF T CTR 25543 EN 5.0
Specification ref/Ilocunannus na cneyugixauiro: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bupognuua napris No:
742974 728261
Dissolution LC (%)/Pozunnenns (PX) (%): Amlodipine/AmMiaoaumin
European Pharmacopoeia (2.9.3 )/€® (2.9.3.)
Q =75% at 15 min / Amuropumin (A 1095): Q = 75% 3a 15 xs.
Number tested/
Stage | Mocaimkysana Acceptance Criteria/Kpurepii Values for each Tablet /3nauenns 1ist KOXKHOI TAGIETKH
Crapis | xiabkicTh NpUAHATHOCTI 1 2 3 4 5 6 Mean
Cepegne

S1 6 Each unit is not less than 80 %/ Koxna 100 102 105 101 104 99 102

OMMHHLS He MeHIe 80%.
S2 +6 (12) Average of 12 units (S1+S2) is equal to or

greater than 75% and no unit is less than

60%/ Cepenne 3HaueHH1 i3 12 oguHMIL

(S1+82) nopienroe abo Hinbmre 75% i

HEMAE KOAHOI oauHEuI MeHmre 60%
S3 +12 24) Average of 24 units (S1+82+83) is equal to

or greater than 75%, no more than 2 units

are less than 60% and no unit is less than

50%/ Cepenne 3naueHns i3 24 oquHUIb

(S1+S2+83) nopiBHioe abo Oinbire 75%, He

Ginpme 2 oavHub MeHnre 60% i HeMae

KOIHOL oguHMI MeHITe 50%

ANALYSIS / AHAJII3 : 31/05/2024
Batch accepted/Tlapris npuiinsTa
DocuSigned by:
: : Michal Byrme
Analytical Services Manager: . . _ saesTassBFCs 43‘1__ . :
MeHen:kep 1o KOHTPOJIIO TA AHAJI3Y AKOCTI Michael Byrne/Mixaess Bipae
Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wic
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John
80050 UKR2 V1 Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
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/

I{uM s 3acBimdyt0, 0 HaBeAEHa BUIIE iH(POPMAIIiA € JOCTOBIPHOIO Ta TOUHOI0. [fo cepiio
HnpoAyKii 6yno BupoOieHo (BKIIOYAr0UH ITaKyBaHHA/MapKyBaHHsA) Ta IPOBEICHO KOHTPOIb
i sIKOCTI Ha BHINE3a3HAYCHIN AUTHHUII Y TIOBHIN BiMOBiHOCTI 3 BUMoramMu GMP,
BCTaHOBJICHHMMY MICIIEBUM PETYJIATOPHHM OPraHOM, a TAKOXK BiJIIIOBIIHO 10 CrIeIM(piKarliid,
OI0 MICTATBCA y peecTpaiiHoMy 10Ccke. [IpoTokony BUpOOHUIITBA, TAKYBAHHS Ta aHANI3IB
OyJ10 IeperiIaHyTO Ta BCTAHOBJICHO BiAmnoBigHicTs GMP.

Date of batch release//lata Bumycky cepii 31/05/24

Name and Position/Title of person authorising the Batch Release/ IIpizBume Ta mocaxa/
3BAHHA 0C00H, IKAa BHAAJIA 103BiJ1 HA BUILYCK cepii

[1 Dr Blanaid Bowes, Qualified Person/ Biamorizansaa ocoba
[l Ms Ailbhe Wade, Qualified Person/ Bianorinansaa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Bignosigansna ocoba
[] Ms Jenny Quinn, Qualified Person/ Binnosinansaa ocoba

[{ Ms Niamh Ryan, Qualified Person/ Binosinansna oco6a

DocuSigned by:
Signature/ITixmmc @anlb—élya" Date/[lata: __ 31 may 2024
018FC6B610E3401...

Finished product batch number/ Homep cepii rotoBoro nikapcbkoro 3acoby: 742974

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland.
Tel: +353 (0) 402 20800 Fax: +353 (0} 402 20888
Dhrectors: Chrishan Bazantay (French), Chnshan Sauveur (French), John Redmond.
Company registered in Ireland No. 117246
Page 6 of 6



MEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y m. KHEBI

npoe. Hazii Ceiwmusor, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kox €IOPIIOY 37079055

BHUCHOBOK
Npo SIKiCTh BBE3€HOro B Yxpainy nikapcbkoro 3acoly

26.08.2024 Ne 43292/24/26

TPHIIJIIKCAM® 5 MI/1,25 MI'/5 MI"
(naliMenysanus nixapcbicoro 3acoby 3riuno 3 peecrpauittum NOCRiMeHHAM)
Ta0JICTKH, BKPHTI IJIIBKOB0JO 06os10HKO10, 10 5 Mr/1,25 mMr/5 mr, 110 30 tabaerox y
KoHTeHHepi Ast Tabserox; no 1 KOHTeiiHepy st TabiieTox y kopo6ui 3 KapTOHY
(dopma sunycky, nosysauus, eun NaKyBaHHs Nikapchkoro 3acoby)

Howmep peecrpauiiinoro nocsinuenns UA/13929/01/02 CTPOK A peecTpauiifHoro noceinueHns HEOOMEXKCHUIT

Cepia nikapcebkoro sacoby Ne 746954 Kinekicth BBe3enoro nikapcskoro 3aco6y 28480
Bupo6Huxk Cepg'e (IpraHui;f) Inpacrpic JItn, Ipnannis
(naiiMeHyBalHs BHPOGHHAKA JiKapCLKOTO 3aco0y, kpaiua NoXOmKeH S )
Baesero B Vkpainy Tosapucrso 3 o6mexenoro BinmosinansHicTIo "CEPB'E YKPATHA",
inenr. kox: 33643340

(nakiMenyparus Ta ko 3a €JIPTIOY FOprIsI0T 0cobu abo npissuie, imM's, no GaTbkosi (hizuunof
ocobu - nianpuemus, i Micue npoxusaxis ta peectpauiiinmii nomep 06nikoBOF KapTku nuaTHIKA
nonarkis aGo cepis Ta Homep nacriopra)

TIpoToxoa sizyansHoro kouTposmo six 26.08.2024 Ne 2878/10.

32  pesynsTaTaMM  [CPKAaBHOrO  KOHTPOIO BCTAHOBJIEHO, UWIO Jiikapcbkuit 3aci6 BBeseHo B Vkpaiuy 3

AOTPHMAHHAM BUMOr 3aKOHOAABCTBA LOAO 3a6€3MEYeHHS AKOCT] JliKapchK¥ ﬁcoﬁia‘
/
Havanuuk m% Muxona XOJIOIEHKO
s ;
RO OHTPONIO) (mmianuc) (iniuiany Ta npispuine)
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SERVIER (IRELAND) INDUSTRIES LTD.

R,
T SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUPIKAT AKOCTI NIKAPCbKOTrO 3ACOBY

Name of the Manufacturer & Address /Hazsa Ta Servier

ajipeca BUpoGHHKa

Name of Importer and Address/
Hassa ta agpeca imnoprepa

Which Consignment of product is delivered/Bua
TIPOAYKUIT, 110 MOCTaYaeThes

Pharmaceutical form/Jlikapcoka dopma

Name of the Product/Ha3spa Jikapcekoro
3aco0y

Dosage/Cuna it

Type and size of packaging/Buz ta posmip
YNaKoBKH

Finished Product batch number/Cepis rorosoro
NiKapcekoro 3acoby

Manufacturing date/[lata BUPOOHUILITBA
Expiry date/Tepmin npunarsocri
Batch size/Kinbkicts y cepii

Manufacturing Licence number/Homep nineusii
Ha BUPOOHULITBO

Registration Number/Peectpauiiine
NOCBiUEHHS

Servier (Ieeland) Tndustries

(Ireland) Industries Ltd/Ceps'e (Ipnangis)
Ianacrpic Jitn

Moneylands, Gorey Road/Maninenas, I' opei
Poyn,

Arklow/Apkiioy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Ceps'e Vkpaina"

41, Naberezhno-Khreshchatytska St./Byn.
Hab6epesxno-Xpewarunpka, 41

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

Pharmaceutical Product/Jlikapcokuii 3aci6

Film-coated tablets/Ta6nerku, BKPHUTI IIIBKOBOIO
o6os10HKOI0

TRIPLIXAM® 5 mg/1,25 mg/5 mg/
TPUIIIIKCAM® 5 mr/1,25 mr/S mr

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

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ no 30 Ta6nerok y
KOHTeHHepi 115 TabaeTok; 1o 1 KOHTEHHEpY ns
TabJIeTOK Y KOpo6Lj 3 KapTOHY

746954

07 2024

072027

28,480 Boxes/ynaxosok
M00068/00001

UA/13929/01/02

dy Arklow, CotWicklow Irelnd
with, Joln Redawond.
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Docusign Envelope ID: FFC4FF14-87E2-4C48-A2814CF7A934D69F

Docusign Envelope 1D: 8FC1B11B-5F50-421 A-839B-71184CE62376

SERVIER (IRELAND) INDUSTRIES LTD.

" GERAVIER

Method ref/ITocunanna Ha memod: DTC_S006593_PI_ T _CTR_25543_EN_S. 0
Specification ref/Iocunatit 1 cn eyudixayiro: DTC_S0065 93 PF_N_SPE_25606_L N_3.0

TRIPLIXAM® 5 mg/1,25 mg/3 mg / TPATIITKCAM® 5 mr/1,25 mr/S mr

Formulation/DopMyTIOBAHHIL

Film-coated tablets containing 5 mg of perindopril arginine, 1,25 mg of indapamide and 5 mg of amlodipine /
TaBIeTKI, BKPHTI IUIBKOBOIO 0507101K010, O MICTATD 5 MI* [IEPHHIOIPILLY aprisity, inganamizy 1.25 Mrra
aMItouItiny 5 mr

Packaging Lot No./Cepis Ne: Manufacturing Batch No./Bupobnua maprist No:
746954 748532
TESTS/ITOKA3HUKH STANDARDS/CTAHIAPTH RESULTS/

PE3YJbTATH

Appeata nee/3osrimuii BUTILA 2%»

White, oblong, film-coated tablet engraved with on one
] 5 . -

. == 2 . . . Complies/Bianosiaac

face and = > on the other face /TaGnerka BINOro KOILOPY.

HOBracTol OpMIL, BKPUTA HAIRKOROIO 0BONOHKOIO, 3

THCHEHHAM /s onHoro Boky T SR “ -3 fHuioro
Average mass (mg/unit) /Cepenus maca 147.5 10 162,9 (93 10 105 % ol the theoretical mass of 133.2)/ 154, 8mg/mr
(MT/OIHUILEO) gis 147.3 no 162,9 (sint 93 % no 105 % giz TeopeTiiHOl MacH
155,2)
Microbiological quality (skip “Total acrobic microbial count/3aransHe WICTO acpoOHHX *Skip Test - Not
testing)/Mikpobiogoritmna HHCToTa (exin-TecT) MiKpOOPTaHI3MIB (TAMC) £ 10° CFU/ - < 1P RYVO/r Applicable
Eur. Ph. (5.1.4) € (5.1.4) 'I‘()'tul combined yeasts/moulds counl/.'iiu‘anhuc HHCTIO #$kip Test - Nat
APIKIKOBHX T nnicerenux rpHbis (TYMCO)Y £ 10% CFU/g/ - Applicable

< 10YKYOr

) ichi i ; : #Skip Test - Not
scherichia coli: absence/ 1 gf - BUICYTHLY [Ed kip Test - N

Applicable
Identification of drug substances/
Lrenmdiratis Aiiounx pevoBHit The ratio of the retention times of cach drug substance peak
S 9490-6, S 1520 and A 1095 by LC/ (S 9490, S 1520 and A 1095) from the test solution and from the Complics/Bignosizae
Iepungonpiury apritit ¢ S 9490-6), inganaMia reference solution must be between 0,95 and 1.05/ Bigrowens
(S 1520) ra angrozmtin (A 1093) MetogoM PX wacin yIpUMYBais friga kooKTTon gitouof pevosur (S 9490-0.
$ 1520 and A 1095) BOCALDRYBAHOTO POBUMIY T4 POFATHY
NOPIBHAHHA MAE CTAHORHTH 8ig 0.95 10 1,05
S 9490-6. S 1520 and A 1095 by TLC/ Main spots (S 9490-6, S 1520 and A 1093) identical in
Tleparnonpiuty aprisia ('S 9490-6), inanamin position, colour and size for test and reference/Qenonni mamit Complics/Bianosiae
(S 1520) ta amtopunin (A 1093) merogom TIIX | (S 9490-6,S 1520 and A 1095) igerrrnui 32 (I0JOREUHAM,
KONLOPOM Ta POIMIPOM ISt AOCHIPRYBAROTO POSTHIY Ta
POSUUHY TOPIBASHHS
Drug substances content (LC) (mg/unit)/ (95 to 105 % of the theoretical content of cach drug substance/
Basier pitounx pewosun (PX) M1/ OITHIEH) Bin 95 70 105 Y% Bil TEOPLTHIHOTO BMICTY KOAKIOT ATOUOT
PCUOBHIIL)
S 0490-6 / Tlcpummonpuny aprinii (S 9490-6): 4.75 to 525/
iz 4.75 50 5,25 5.13mg/Mr
S 1520 / Inpanamin (S 1520): 1,19 10 1,31/ 8in 1.19 a0 1,31 {.23ma/Mr
A 1095 / Assopmmin (A 1095): 4.75 10 5.25 / pig 4,75 a0 5.25 4.94mg/mr

*Skip test/Ckin TecTyBaHHs, Passes/Bixroninae, not applicable/tie MPOBOATIBCA

Servier (Ireland) ndustries | TD.. Moneylands Gorey Road. Arklow. Co Wicklow, freland.
Tel: 1353 () 402 20800 Fax: # 353 (0) 402 20888
Dircctors: Christian Bazantay (French). Christian Sauveur (French). John Redmond.
80050 UKR2 Vi Company registered in lreland No. 117246 Page 2 0f 6



Docusign Envelope ID: FFC4FF1 4-87E2-4C48-A2B1-4CF7A934D69F

Docusign Envelope ID: 8FC1B1 1B-5F50-421A-839B-71184CE62376

SERVIER (IRELAND) INDUSTRIES LTD.

F sEavicn

Method ref/ITocunanns na memoo: D TC_S006593_PF_T CTR 2554 3_EN 5.0
Specification ref/Ilocunannan na cneyudpirayio: DTC_S006593_PF_ N_SPE_25606_EN 3.0

Packaging Lot No./Cepist No: Manufacturing Batch No./Bupo6uuaa napris Ne:
746954 748532
TESTS/IIOKA3BHUKN STANDARDS/CTAHI[APTI/I RESULTS/
PE3YJIbTATHU

Degradation products content (LC) (Y% m/m)/
Baicr nponyseris gerpaganii (PX) (Yo m/m)

Y 1473 <03 <0.10 %
S 9780 <08 0.11%
Y 1474 <03 <0.10 %
Y 32 <0.2 <0.10 %
Y 33 <0.2 <0.10 %
Y 31 <05 0.15%
Y 38 <0,5 <0.10 %
Y 1745 <04 <0.10 %
Any other degradation products/ Bysb-ski inun <02 <0.10 %
IPOAYRT Jerpanattiy

Total content of degradation products/ Saranbuii <20 0.26 %
BMICT POAYKTIR Acrpaail

Y 36 (LC limit test/ Y 36 (PX. rpanusmiii <1200 Complies/Bimmonixac

KOHTPOIK) (ppm)

Uniformity of dosage units for § 9490-6,

S 1520 and A 1095 (LCY/ Oniopimticrs
AOIOBANUX OHHHIL VIR TICPHHAOHPHIY aprininy
(S 9490-6), inparamizy (S 1520) va AMITO/IAITHY
(A 1095) meTonom PX

Eur. Ph.( 2.9.40) €& (2.9.40)

Content wniformity (1.C): %/label claim /
Omuopimnicr, BMiCTY MeTosom PX: % sia
BAABIACHOT KUIBKOCT]

Amlodipine/ amuognnin

S AV < 150 %/AV < 15,0 % 25
.52 AV < 15.0 %/AV < 15.0 %

0.75 M < cach unit < 1.25 M/
0,75 M < kosua oppmmins <1,25M

Perindoprit arginine saly/ MEPUHAOTPUITY apridin

Sl AV < 15.0 %/AV < 15,0 % 4.7
.52 AV < 15.0 %AV < 15,0 %

0.75 M < cach unit < .25 M/
0,75 M < koxua oanmins < 1,25 M

Indapamide/Tuaarrantix

Sl AV <150 %AV < 15,0 % 1.7
.S2 AV 2 15.0 %/AV <150 %

0.75 M < each unit < 1,25 M/
0.75 M < koxHa ogununs < 1,25 M

Servier (freland) Industries 1 TD. Moneylands Gorey Road. Arklow. Co Wicklow, lreland.
Tl +333 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French). Christian Sauveur (French). John Redmond,
80050 UKR2 Vi Company registered in Ireland No. 117246 Page 3 of 6




Docusign Envelope 1D: FFC4FF14-87E2-4C48-AZB1-4CF7A934D69F

Docusign Envelope 1D: 8FC1B11B-5F50-421A-839B-711 84CE62376

" e

T sEavIER

QERVIER (IRELAND) INDUST RIES LTD.

-

Method ref/Tlocunanns na memod: DTC_S006
Specification ref/Hocunanns nd cnequdirayin: DTC_

593 PF_T_CTR_25543_EN_5.0
S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepist Ne:
746954

Manufacturing Batch No./BupodrmHa napris No:

748532

TESTS/TTOKA3HUKHA

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJIbTATH

Dissolution LC (%)/Pozaunenis (PX) (Yo):
European Pharmacopoeia (2. 9.3)/€d (2.9.3.)

Indapamide/Tnganamij

() = 75% at 43 min / Igamranin (S 1520): Q = 75% 3a 45 XB.

Number tested/

Stage/ | Jlocaixysana Acceptance Criteria/Kpurepii Values for each Tablet/ 3pauennsg A%a KoKHoL TROACTIY
Cragis | kiabricTs npuitnsrrnocti 1 2 3 4 5 6 Mean
Cepeane
Si 6 Fach unit is not less than 80 %/ Kowwa 100 98 100 98 100 98 99
ot me venute 80 %
S2 +0 (12) Average of 12 units (S1+52) is equal to
or greater than 75% and no unit is fess
than 60%/ Cepeare sHaueHHd v 12
onmsints (S1+S2) popismoc abo Sinbiue
75% i HeMac KOIHOT OJIHIE MEHTIE
60%
S3 +12 24) Average of 24 units (S1+S2+83) is equal

1o or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepeane 3HAUCHAR i3 24
opmu (S1+82+53) aopisnioe abo
Gisple 73%, re Butsiie 2 oHILL
setraie 60% i HeMac KoAoT oA Wi
wmene 50%

Dissolution LC (Yo )/Poszaunenist (PX) (%):
European Pharmacopocia (2.9.3.)/Cd (2.9.3)

Q = 75% at 15 min / Hepungonpuiy aprinis

Perindopril arginine/TTepunnonpity aprinin

(S9490-6): Q=75% 32 15 xB.

Number tested/
Jocnipxysana
KinbKiCTh

Stage
Cragis

Acceptance Criteria/Kpurepii
ITpnitasTocti

Values for each Tablet /3uauenns 118 KOAHOI TaBNETKH

2

3 4 5 0 Mecan

Cepejuc

Each unit is not less than 80 %/ Koxua
o ne mere 80%.

Sl 6

101

101

102 102 101

S2 +6 Average of 12 units (S1+52) is equal to or
greater than 75% and no unit is less than
60%/ Cepeane suavetts i3 12 ofnumh
(S1++82) nopisuioe abo Gisuie 75% i
HeMae xoauol oxruand Mene 60%

(12)

S3 +12 24) Average of 24 units (S1+82+83) is equal o
or greater than 75%, no morc than 2 units
are Jess than 60% and no unit is fess than
30%/ Cepeste 3nadenns i3 24 0AunHib
(S1+82+S3) nopisimoe abo Ginbilae 75%, we
Ginvwe 2 oaviuns Merwe 60% i nemae

woprol ogmriug meme 50%

Servier (Ireland) Industries 1T Maoneylands Gorey Road. Arklow. Co Wicklow, freland.

Tl 1353 (0) 402 20800 Fax: 1333 (0) 402 20888
Directors: Christian Bazantay (French). Christian S
Company registered in treland No. 1172406

80050 UKR2 V1

auveur (French). John Redmond.
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Docusign Envelope ID: FFC4FF14-87E2-4C48-A2B1-4CF7A934D69F

Docusign Envelope ID; 8FC1B11B-5F50-421A-839B-71184CE62376

[ER (IRELAND) INDUSTRIES

S LT

Method ref/Ilocunanns na memoo:

DTC_S006593_PF_T_CTR_25543 EN 5.0

Specification ref/ITocunanns na cneyupicayio: DTC_S0065 93_PF_N_SPE_25606_EN 3.0

Packaging Lot No./Cepin Ne:

746954

748532

Manufacturing Batch No./Bupo6unua naprist No:

Dissolution LC (%)/Possuncnus (PX) (%):
European Pharmacopoeia (2.9.3)/C® (2.9.3)

Amlodipine/ Amuomnnin

Q = 75% at 15 min / Amuommnin (A 1095): Q = 75% 3a 15 xn.

Number tested/
Stage | Jocaiuxynana Acceptance Criteria/Kpurepii Values for each Tablet 3uasenms as kool TabmeTion
Cragist | xinekiers npuiinsriocri 1 2 3 4 5 6 Mean
Cepenne
St 6 Each unit is not less than 80 %/ Kosxna 99 99 103 99 102 100 100
OJUIHNILA He Merwe 80%.
S2 +6 (12) Average ol 12 units (S1+S2) is equal to or
greater than 75% and no unit is less than
60%/ Cepeane suavenns i3 12 oppmnims
(S1+S2) nopinmoe aGo Ginpime 75% §
HEMAC KOAHOT 0 Mennre 60%
S3 +12 24) Average of 24 units (S1+82+83) is equal to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepennie snavenns i3 24 oxmmim,
(S1+52+S83) nopinnioe abo Ginnuie 75%. ne
Oisteurc 2 opuHie Merme 60% i HeMace
KOAHOT oMU MerIne 50%
ANALYSIS / AHAJII3 : 22/07/2024
Batch accepted/ITapris npuitusra
DocusSigned by:
: . Karen Hughes
Analytical Services Manager: g
. . 04757F 56242E46D... e
MCH(?}HKQP o KOHTPOJIIO Ta AHAII3Y AKOCTI Mlchael Byrne/lVlixaeJn Elpuc
PP'd on behalf of
Michael Byrne
Servier (Treland) Industries 111, Maoneylands Gorey Road. Arklow. Co Wicklow. Ireland,
Tel: #3353 (01402 20800 Fax: 1353 () 402 20888
Directors: Christian Bazantay (IFrench). Christian Sauveur (I'rench). John Redmond.
80050 UKR2 V1 Company registered in freland No. 117246 Page 5 of 6




Docusign Envelope 1D: FFCAFF14-87E2-4C48-A2B1-4CF7A934DBOF

s

TR SERVIER

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
at the abovementioned site in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

[{uM 51 3aCBinUYI0, 1O HABE/ICHA BUILE indopMmaLlist € JOCTOBIPHOIO T2 TOUHOIO. Lio cepito
npomykiii 6yno BupoGieHo (BKITIOHAOUU flaKyBaHHs/MapKyBaHHs1) Ta NPOBEACHO KOHTPOIL
il IKOCTI HA BHUILE3a3HAUEHiH [inbHULI y MOBHIH BifNOBiAHOCTI 3 BUMOTaMHU GMP,
BCTAHOBJICHUMM MICLIEBMM PEryIATOPHUM OPraHoM, a TaKoX pinnosizHo fo cneumdikani,
1O MIiCTATHCA Y PEECTPaLIiiHOMY JOCHE. [1poTokoy BUPOGHULITBA, MAKyBaHHA Ta aHanizis
6yJ10 MepersHyTo Ta BCTAHOB/ICHO gignosianicte GMP.

Date of batch release/[lara BUIycxy cepii 26/07/24

Name and Position/Title of person authorising the Batch Release/ Ilpispuume T2 nocana/
3BaHHS 0CO0M, SIKA BM/AJA 103BiJ HA BUOYCK cepii

[l Dr Blanaid Bowes, Qualified Person/ BinnosinansHa ocoba
[] Ms Ailbhe Wade, Qualified Person/ BinnosinansHa ocoba

K Ms Carmel Kinsella, Qualified Person/ Bianosinansna ocoba
[] Ms Jenny Quinn, Qualified Person/ BinnosizanbHa ocoba

[l Ms Niamh Ryan, Qualified Person/ Binnosinansta ocoba

DocuSigned by:

Signature/ITianuc (—éarmel KINSELLA Date/[lata: 28 21 2%

BAC04C348D1448D...

Finished product batch number/ Homep cepii roToBOro NikapcLKOro 3acoby: 746954

Servier (Jreland) Ing L CoWiekiov, Dreland,
Directors: Chrssion B
Company 14

Page 6 of 6
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JEPKABHA CJIYAKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hauii Ceitauunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dIls.gov.ua, Kon €APTIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3eHOro B Ykpainy JiikapebKroro 3acody

26.08.2024 Ne 43293/24/26

TPUNJIKCAM® 5 MI'/1,25 MI'/5S MI'

(HaktmMCHY BAHHSA JIKAPCLKOTO 3ac0BY 3TN0 3 peecrpallifinm nocBiLYeHsm)
TaGNeTKH, BKPUTI ILIIBKOBOIO 060/10HK010, 110 5 Mr/1,25 mr/5 mr, 1o 30 radierox 'y
KoHreitnepi Anst TabseTox; no 1 xoureiinepy Ast TaGJeTOK y Kopobui 3 KApTOHY

(opma BUITYCKY, 103y BAIHS, BUL TIAKY BAHHS NIKapCBKOro 3acoly)
Howmep peectpauiitioro nocsinenns UA/13929/01/02 crpox xil peectpauiitoro nocsijtickna HCOOMEeXEeHUH
Cepin nikapchkoro sacoby Ne 746959 Kinwkicts BeE3enoro sikapebkoro sacoby 44800

BupobauK Ceps'e (Ipnanzis) lapacrpic Jitn, Ipianzis
(HafmeHyBatEs BUpOGIMKA IiKapcbKoro 3acoly, KpaiHa HIOXOLKCHHS)

BeeseHo B Yxpainy TorapucTBo 3 00MEKEHOIO pignosinaaenicrio "CEPB'E YKPAIHA",
inenT. wox: 33643340

(naitmenysans a kog 32 €JIPTIOY topunimor ocobu abo npissuiie, iv'st, 1o Garsiosi Giznunol
0cabi - RIATIpUEMIS, T MiCLC IPOXMBAHI Ta peecrpauiitiuni Homep 00iKoBOT KAPTKH IIATHHKL
nonarkis aGo cepist Ta HOMCP NACOpTa)

TpoToken BisyanbHoro kontposio sin 26.08.2024 N 2878/11.

3a  pesysbraraMd  JIePKaBHOMO  KOHTPOJIO — BCTAHOBAEHO,  1UO nikapeskuit  3aci6  Bsesewo B Ypainy 3

. 2 :
JOTPHMAHHAM BrUMOT 33KOHO/ABCTBA OO saGesncuchus SxocTi Nikapgukux 3acobin.

o

Muxona XOJIOLEHKO

(nianuc) (iminiany Ta npissuE)

HavanpHuk

(rocanoBa o

/

A

P e ORe g

P EEH reong i







Docusign Envelope ID: 97F789C5-712F-4C75-ADDC-5E4AAD917BBB

o SERVIER (IRELAND) INDUSTRIES LTD.
A R

TR SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCbKOT O 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanzis)
azpeca BUpoOHHKA Inpacrpic Jitn

Moneylands, Gorey Road/Maninenns, ['opeit
Poyn,

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

Hassa Ta agpeca imnopTtepa 41, Naberezhno-K hreshchatytska St./Byn.
HabepexHo-Xpeluatyibka, 41

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

Which Consignment of product is delivered/Bux Pharmaceutical Product/Jlikapcbkuit 3aci®
NPOAYKUIi, L0 NOCTAYaETHC

Pharmaceutical form/Jlixapcbka dopma Film-coated tablets/TabneTku, BKpUTi M1iBKOBOIO
060JIOHKOIO

Name of the Product/Ha3ea nikapcbkoro TRIPLIXAM® 5 mg/1,25 mg/5 mg/

3aco0y TPUITTJIIKCAM® 5 mr/1,25 mr/5 mr

Dosage/Cuna nii 5 mg/1,25 mg/5 mg/ 5 mr/1,25 mr/5 mr

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

yMaKOBKH for tablets in the carton box/ no 30 TabneTok y

KoHTelHepi s Tabnerok; no 1 koHTeHHepy Wi
TabneTok y kopoOLi 3 KapTOHY

Finished Product batch number/Cepis rorosoro 746959
JliKapcbKoro 3acoly

Manufacturing date//lara BupoGHULTBA 07 2024
Expiry date/Tepmin npunatHocTi 07 2027
Batch size/KinbkicTs y cepil 44,800 Boxes/ynakoBok

Manufacturing Licence number/Homep niuensii  M00068/00001
Ha BUPOOHHULITBO

Registration Number/Peecrpauiiine UA/13929/01/02
MOCBI{UEHHS

Sepvier (Treland) Tadustng T30 CArdow, CoWicklow, Ireland,

Drrectors Chrostt clyy. Joho Redmond.
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Docusign Envelope ID: 97F789C5-712F-4C75-ADDC-5E4AADY17BBB

Docusign Envelope [D: 5FD2802E-76AA-4C7B-9141-F5D397E841BC

%

SERVIER (IRELAND) INDUSTRIE

g

i

LTD.

Method ref/Hocunanns na memod: DTC_S006593_PF_T_CTR 25543 L N_5.0
Specification ref/Tlocunanns na cneguipivaniro: DTC_S006593_PF_N_SPE_ 25606 _EN_3.0

TRIPLIXAM® 5 mg/1,25 mg/S mg / TPATIITKCAM® § mr/1,25 mMr/S mMr

Formulation/®opmyitosanus:

Film-coated tablets containing 5 mg of perindopril arginine, 1,25 mg of indapamide and 5 mg of amlodipine /
TaBNCTKIL, BKPHTI TUIBKOBOIO 0GONOMKOI0, 10O MICTATH 5 M IEPUHAONPIULY apriniuy, injanaminy 1,25 mrta

aMIOUINiNY S Mr

Packaging Lot No./Cepis Nu:

746959

748533

Manufacturing Batch No./BupoGuuta mapris Ne:

TESTS/IMOKA3ZHUKU

STANDARDS/CTAHOAPTHU

RESULTS/
PE3VJIBTATH

Appearance/3osnimuiii sHesin

Average mass (mg/unit) /Cepeanst maca
(Mr/ojEuILio)

Microbiological quality (skip
testing)/Mixpotionoritua ®ucrora (exin-recT)
Lur, Ph.(5.1.4)Y €D (3.1.4)

fdentification of drug substances/
Laerrmiratist girounx pevonun

S 9490-6.S 1520 and A 1095 by LC/
Tepuugonpiuty aprinin ( S 9490-6), inanamizx
(S 1520) ra anutognnin (A 1095) merogom PX

S 9490-0. S 1520 and A 1095 by T1.C/
Tlepumponpuny aprinin (S 9490-6), irnparamia
(S 1520) Ta asuroaning (A 1093) merogom THIX

Drug substances content (L.C) (mg/unit)/
Baicr gilounx peaonun (PX) (Mr/ounuuio)

TN

White, oblong. lilm-coated tablet engraved with =
R

on one

-

face and =1 42 on the other face /TaGaerka Ginoro koabopy.
JOBFACTOT hOPMIL BRPHTA NITRKOROIQ 0BOAONKOMW0. 3
THCHEHHIM 3 OANOTO DOKY Ta ™ - 3 iHILOTO

147.5 to 162.,9 (95 to 1035 % of the theoretical mass of 135.2)/
Bl 147.5 110 162.9 (8in 93 % no 103 % iz reopernunol Macu
155.2)

Total acrobic microbial count/3aransie uneao aepodumnx
Mixpoopranizmis (TAMC) % 10° CFU/Y - < 10TKVOr

Total combined yeasts/moulds count/3arannbue Yucao
Apikokosnx ta naicenenux rpuGis (FYMC) € 107 CIFU/g/ -

< 102 KYOnm

Escherichia coli: absence/1 ¢/ - Bigeymniy | v

T'he ratio of the retention times of cach drug substance peak

($ 9490, S 1520 and A 1093} from the test solution and from the
reference solution must be between 0,93 and 1.05/ Biarnowentist
wacis yrpuaryBaghs nika kornor aiowof pevonumi (S 9490-6.

S 1320 and A 1093) A0CHERYBAHOTO POZUHHY T2 PO3UILHY
nopisustiHs Mae cranosuT Big 0.95 g0 1,05

Main spots (S 9490-0. S 1520 and A 1093) identical in
position, colour and size for test and reference/Ocutorui masmi
(S 9490-6, S 1320 and A 1095) ipewrnugi 3a 10K0KEHHAM,
KOJNLOPOM T2 POIMIPOM 313t AOCHIDKYBAHOTO POSMIHY Ta
POZUUIHY OPIBHAUHS

(95 10 103 % of the theoretical content of cach drug substance/
Bi 95 20 105 % BiX TEOPCTHUHOTO BMICTY KOWHOT TiTo40i
PCUOBILHIT)

S 9490-6 / Teprugonpuny aprinin (S 9490-6): 475 10 5.25/
nig 4.75 10 5,25

S 1320/ Inganamiz (S 1520): 1,19 10 1,31 /8ig 119 g0 1,31

A 1095/ Amnoannin (A 1095): 4.75 10 5.25 / 8ia 4,75 a0 5,25

Complies/Bianonijzac

154.2mg/mr

*Skip Test - Not
Applicable
*Skip Test - Not
Applicable
#Skip Test - Not
Applicable

Complics/Bignosizae

Complies/Bianosiaac

4.98mg/Nvr
{.22img/r
4.86mg/nr

“Skip test/Cxin Tectynanns, Passes/Bianosinae, not applicable/ue npososmscs

Servier (Ireland) Industries 1. TD. Monevlands Gorey Road. Arklow. Co Wicklow {refand.
Tel 1333 (01402

0800 Fax: 4353 (0) 402 20888

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

80050 UKR2 V1

Company registered in freland No, 1172:406
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Docusign Envelope ID; 97F789C5-712F-4C75-ADDC-5E4AAD917BBB

Docusign Envelope ID: 5FD2802E-76AA-4C7B-9141-F5D397E841BC

Method ref/TTocunanns na memoo: DTC _S006593 PF T CTR 25543 EN 5.0
Specification ref/Hocunanns na cnegudpicayio: DTC_S006593_PF N _SPE_25606_EN_3.0

Packaging Lot No./Cepin Nu: Manufacturing Batch No./Bupoouuva napris Ne:
746959 748533

TESTS/TIOKA3ZHHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIbTATH

Degradation products coutent (1.C) (% m/m)/
Baicr npopyrris gerpaganiy (PX) (% m/a)

Y 1473 <0.10 %
S 9780 0.11 %
Y 1474 <0.10 %
Y32 <0.10 %
Y 33 <0.10 %
Y 31 0.13%
Y 38 <010 %
Y 1745 <(.10 %

Any other degradation products/ Byas-ski i <110 %

NIPOAYKTI erpagatii

Total content of degradation products/ 3araibHuii <2.0 024 %
BMICT (IPOAYRTIR Aerpaani
Y 36 (LC limittesty Y 36 (PX, rpasusnii <1200 Complies/Binmonizac

KOHTPOIS) {ppim)

Uniformity of dosage units for S 9490-6,

S 1520 and A 1095 (1L.C)/ Oyuropianicts
JO3OBANUK OMUNIL XA TCPIHAOTIPUIY aprininy
(S 9490-6). inpananminy (S 1520) ta amsroanirivy
(A 1095) meronom PX

Lur, Ph( 2.9.40) €D (2.9.40)

Coutent uniformity (L.C): %/label claim /
Onnopiguicrs smicry merogom PX: % sig
JAABIEHOT KUIbKOCTI

Amlodipine/ amuojunin

Sl AV < IS0 %/AV < 15.0% 5.1
52 AV <150 %AV <150 %

0.75 M < cach unit < 1.25 M/
0,75 M < kosna opununns < 125 M

Perindopril arginine salt/ nepusaponpuay aprinis
Sl AV < 150 %AV < 15.0% 8.9
S2 AV < 15.0 %/AV <150 %

0.75 M = cach unit < 1.25 M/

0,75 M = koxHa ogunnig < 1,25 M

Indapamide/Tiaranis

S AV < 150 %/AV <150 % 35
.52 AV < [5.0 %AV <150 %

0.75 M < cach unit < 1.25 M/
0.75 M < goskHa opHuus < 1,25 M

Servier treland) idustries 1T, Monevlands Garey Road. Arklow. Co Wicklow, freland.
Teb: 1333 (1402 20800 Fax: £333 (0) 402 20888
Direetors; Christian Bazantay (French). Christian Sauveur {French). John Redmond.
80050 UKR2 V1 Company registered in lreland No, 117246 Page 3 of 6



Docusign Envelope ID: 97F789C5-712F-4C75-ADDC-5E4AADY17BBB

Docusign Envelope ID: 5FD2802E-76AA-4C7B-9141-F5D0397E841BC

GERVIES

SERVIER (IE

I

2‘«»%

LAND) I

NDUSTRIES LTD.

Method ref/Ilocunanns na memod: DTC_S006593_PF_T_ CTR 25543 EN_5.0
Specification ref/Ilocunanna na cneynixayiro: DTC_S0065 93 PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne:
746959

Manufacturing Batch No./Bapo0mua naprist No:

748533

TESTS/TTOKA3HUKHA

STANDARDS/CTAHIAPTH

RESULTS/
PE3YJBbBTATH

Dissolution LC (%)/Posuuncnns (PX) (Yo):
[uropean Pharmacopocia (2.9.3.)/€d (2.9.3.)

Iadapamide/Tnpanamiz

Q = 75% at 45 min / hyamain (8 1520): Q =75% 34 45 xB.

Number tested/

10 of greater than 73%, no more than 2
units are less than 60% and no anit is less
than 50%/ Cepeje anauenns i3 24
oamHmue (S1+S2+83) aopieutoe abo
Ginbire 75%, we Oinsine 2 OMIHMILL
senme 60% 1 nemac WoAHOT O
mene S0%

Stage/ | Hocaimxynana Acceptance Criteria/Kpurepit Values for each Tablet/ 3uaucnust s Kowuol Taduerku
Cragist | Kinbricrn upnEHsTHOCTI 1 2 3 4 5 6 Mean
Cepejic
St 6 Each unit is not less than 80 %/ Kowna 98 97 100 97 99 96 98
ouanis ne menite 80 %
52 +6 (12) Average ol 12 units (§1482) is cqual to
or greater than 75% and no unit is less
than 60%/ Cepeie shavenns iz 12
o (S1+82) nopisoe abo Ginbuie
75% i weMae KOAHOT OJIMHNIT MenTTe
60%
S3 +12 (24) Average of 24 units (S1+82+53) is cqual

uropea

Dissolution LC (% )/Pozauncuns (PX) (%):
n Pharmacopocia (2.9.3.)C'd (2.9.3.)

Q = 75% a( 15 min / Tlepungonpuay aprivin

Perindopril arginine/TTepungoupuiy aprinin

(S 9490-6): Q=75% 3a 15 xn.

Number tested/

or greater than 75%. no more than 2 units
are less than 60% and no unit is less than
S0%/ Cepee snadenns i3 24 oamnuig,

(S 1+S2+S3) sopismioe o Ginstue 75%. ne
Oineme 2 opuuie Mere 60% i nemac
KOHOT oanmIg menmre 30%

Stage | Hocrimxypana Acceptance Criteria/KpuTepii Values for each Tablet /3uasenis juis KoAn0i Tadseticn
Cragist | kigbriers Upnitusitnocti 1 2 3 4 R 6 Mean
Cepeane
Si 6 Each unit is not less than 80 %/ Koncua 99 103 100 102 99 98 100
ot re meuwe 80%.
2 +6 (12) Average ol 12 units (S1-+82) is equal 1o or
greater than 75% and no unit is less than
60%/ Cepestrie suaveuns i3 12 ouane
(S1+S2) nopisutoc abo Ginswie 75% 1
HEMAE KOANOT oAUl Meniue 60%
S3 412 (24) Average of 24 units (SHS2483) is equal W

Servier (Ireland) Industries [T, Monevlands Gorey Road. Arklow. Co Wicklow, freland.

80050 UKR2 V1

Tel 4333 (01402 20800 Fax: 1333 (0) 402 20888
Dircctors: Christian Bazantay (French), Christian Sagveur (French). John Redmond.

Company registered in Treland No. T172:46

Page 4 of 6




Docusign Envelope ID: 97F789C5-712F-4C75-ADDC-5E4AAD9178BBB

Docusign Envelope ID: 5FD2802E-76AA-4C7B-9141-F5D397E841BC

SERVIER (IRELAND) INDUSTRIES

LID.

Method ref/Tlocunanns na memood:

DTC _S006593 PF T _CTR 25543 _EN 5.0
Specification ref/Hocunanns na cnegudpicaeyiro: DTC_S006593_PF_N_SPE_25606_IEN_3.0

Packaging Lot No./Cepia Ne:
746959

Manufacturing Batch No./Bupotunya napTia Ne:

748533

Dissolution L.C (%) Pozwuuenus (PX) (%):
Luropean Pharmacopocia (2.9.3. )¢ (2.9.3.)

Amlodipine/Ansromnsin

Q= 75% at 15 min / Asoopanin (A 1095): Q = 75% 3a 15 xu.

Number tested/
Hocaimaynana
KiNLKiCTH

Stage

Crapist npuiinsrHocri

Aceeptance Criteria/Kpurepii

Yalues for cach Tablet /3nauenns st Kool TadreTikn

I 2

Mean
Cepenne

3 4 N 6

Si 6

Each unit is not less than 80 %/ Koxua 99 101
orrHs He Merte 80%.

100 99 97 97 99

S2 +0 (12)

Average of 12 units (S1+S2) is equal 10 or
greater than 75% and no unit is less than
60%/ Cepeane 3madenns i3 12 oamwaim,
(S1+82) zopinmoe abo Hisuine 75% i
HEMAC KOAHOT o Menue 60%

S3 +12 (24)

Average of 24 units (S1+82-+53) is equal to
or greater than 75%. no more than 2 units
are less than 60% and no unit is less than
50%/ Cepeane suaucnus i3 24 oanunu,
(S1482+83) nopirmtoe abo Ginmine 75%. ue
Binbinle 2 opuHie MeHme 60% i Hemac
AROAMOT QUM Men1Te 50%

ANALYSIS / AHAJI3 : 22/07/2024
Batch accepted/ITapris npuiinsTa

Analytical Services Manager:
Mene/ukep 10 KOHTPOJIIO TA AHATIZY SKOCTI

DocuSigned by:

PP'd on behalf of

Michael Byrne

Karen Hughes

~04757F56242E460... . —
Michael Byrne/Mixaeian bipue

Servier (Ireland) Industries 1T, Monevlands Gorey Road. Arklow. Co Wicklow, treland.

Tebr 353001402 20800 Fax: #3533 (0) 102 20888

Dircetors: Christian Bazantay (Freneh). Christian Sauveur (French). John Redmond.

80050 UKR2 VI

Company registered in Teeland No, 117246

Page S of 6




Docusign Envelope ID: 97F789C5-712F-4C75-ADDC-5E4AAD917BBB

SERVIER (JRELAND) INDUSTRIES LTD.

> SEAVIER

[ hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
at the abovementioned site in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

Llum 5 3acBinuyio, 10 HaBeaeHa BULLE iHPOpPMALLis € IOCTOBIPHOK Ta TOUHO. Llio cepito
npoaykuii 6yno BUPoGIEHO (BKITHOYAIOUH naKyBaHHs/MapKyBaHHs) Ta POBEIEHO KOHTPOIb
ii IKOCTi Ha BMILE3a3HAYEHIH NiNbHULI Y NOBHIM BiAMOBIAHOCTI 3 BUMOramMu GMP,
BCTAHOBJIEHMMHU MiCLEBHM PEryJIATOPHUM OPIaHOM, a TaKOX BiAMOBIAHO 10 cneumdikauii,
IO MICTATHCA Y peecTpauiiiHoMy nocke. [IpoTokonn BUpOOHHULTBA, MaKyBaHHs Ta aHanisis
6y70 nepernsHyTo Ta BCTaHOBNeHo BianosinHicts GMP.

Date of batch release/[lata sunycky cepii 26/07/24

Name and Position/Title of person authorising the Batch Release/ Ipi3sume Ta nocana/
3BaHHs 0c06H, KA BHAAAA 03Bl HA BUNYCK cepil

[1 Dr Blanaid Bowes, Qualified Person/ Binnosinanbta ocoba
[l Ms Ailbhe Wade, Qualified Person/ Bianosinanbxa ocoba

K Ms Carmel Kinsella, Qualified Person/ BinnosinaibHa ocoba
[1 Ms Jenny Quinn, Qualified Person/ Binnosinanbha ocoba

[] Ms Niamh Ryan, Qualified Person/ Binnosinansta ocoba

DocuSligned by:

Signature/[Tinnuc Qarme 1 KINSELLA Date/[laTa:

-~ BACQAC348014480...

26 July 2024

Finished product batch number/ Homep cepii roToBOro nikapcbkoro 3acoby. 746959

Page 6 of 6



Certificate Of Completion

Envelope Id: 97F789C5712F4C75ADDCSE4AADO178BB

Subject: 746959.pdf
Template:

Source Envelope:

Document Pages: 6

Certificate Pages: 1

AutoNav: Enabled

Envelopeld Stamping: Enabled

Signatures: 1
Initials: 0

Time Zone: (UTC+01:00) Brussels, Copenhagen, Madrid, Paris

Record Tracking

Status: Original
26 July 2024 | 11:40

Signer Events

Carmel KINSELLA
carmel kinsella@servier.com

Security Level: Email, Account Authentication
(None)

Electronic Record and Signature Disclosure:
Not Offered via DocuSign

In Person Signer Events
Editor Delivery Events
Agent Delivery Events
Intermediary Delivery Events
Certified Delivery Events
Carbon Copy Events
Witness Events

Notary Events

Envelope Summary Events

Envelope Sent
Certified Delivered
Signing Complete
Completed

Payment Events

Holder: Jessica CODD
jessica.codd@servier.com

Signature
DocuSigned by:
Garmel KINSELLA
e BACOAC 348D 14480

Signature Adoption: Pre-selected Style
Using IP Address; 93.107.43.172

Signature
Status
Status
Status
Status
Status
Signature
Signature

Status

Hashed/Encrypted
Security Checked
Security Checked
Security Checked

Status

DocuSign

Status: Completed

Envelope Originator:
Jessica CODD

50 RUE CARNOT
SURESNES, Cedex 92284
jessica.codd@servier.com
IP Address: 136.226.191.72

Location: DocuSign

Timestamp

Sent: 26 July 2024 | 11:41
Viewed: 26 July 2024 | 17:20
Signed: 26 July 2024 | 17:20

Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamps

26 July 2024 | 11:41
26 July 2024 | 17:20

26 July 2024 | 17:20
26 July 2024 | 17:20

Timestamps






Docusign Envelope ID: FOB4ADAA-BA4B-4EDE-859F-BE84FC123C4A

B i
ol
R

RS SERVIER

5/

SERVIER (IRELAND) INDUSTRIES LTD.

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIIKAPCbKOT O 3ACOBY

Name of the Manufacturer & Address /Hasra ta Servier (Ireland) Industries Ltd/Cepr'e (Ipnansis)

ajipeca BUpODHHUKA

Name of Importer and Address/

Haaea Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bux
NPOLYKILT, IT0 NOCTAYAETLCS

Pharmaceutical form/Jlikapceka Gopma

Name of the Product/Hazsa nikapcbkoro
3acofy

Dosage/Cuna naii

Type and size of packaging/Bux ta posmip
YIOAXORKH

Finished Product batch number/Cepis rorosoro
JIHKapCsKOro 3acoly

Manufacturing date/Jara sBupofHHITEA
Expiry date/Tepmin npuaardocti
Batch size/Kinsxicts y cepii

Manufacturing Licence number/Homep ninensii
Ha BUPOGHULTEO

Registration Number/Peccrpanijfine
TIOCBIIYCHHSA

S ozr reined) Industines LTD Roney
Tl =353 i
Darecton: Clwisting Bar

[nagacTpic Mty

Moneylands, Gorey Road/Maninenns, Nopeii
Poyax,

Arklow/Apxioy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnanmis

Servier Ukraine LLC/TOB "Cepgs'e Yipaina"

41, Naberezhno-Khreshchatytska St./eyn.
Habepexno-Xpewarninka, 41

Kyiv, 04070/M. Kuis, 04070
Ukraine/Yxpaiua

Pharmaceutical Product/Jlikapcekui 3aci

Film-coated tablets/TaGneTkn, BrpuTi INiBEOEOI0
0BOIIOHKO)

TRIPLIXAM® 5 mg/{,25 mg/S mg/
TPHUITTMKCAM® 5 mr/1,25 Mr/5 mr

5 mg/1,25 mg/3 mg/ 5 mr/1,25 Mr/5 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 rabmerox y
KoHTelHepl ans tabiieTok; no 1 kKoHTeHHepy Ana
Ta0NEeTOK ¥ KOpOoOLIl 3 KapTOHY

748294

08 2024

08 2027

45,674 Boxes/ynakoBok
MOG068/00001

UA/13929/01/02

AT W oy freland
o Jobn Fedmond,

Page 1 of 6

Py an 4034
2&8.012¢




Docusign Envelope ID: FIB4ADAA-BA4BAEDE-059F-6E84FC123C4A

Cocusign Envelope [D: CD9F4632-35CC-4184-9CA4-2BAD1T1AF4AFE

SERVIER (IRELAND) INDUSTRIES LT,

Mecthod ref/fTocunanns na memod: DTC S006593 PF T CTR 25543 EN 5.0
Specification refffocunanns na cnequdhirayito; DTC_S006593 PF N _SPE 25606 EN 3.0

TRIPLIXAM® 5 mg/1,25 mg/5 mg/ TPHILITKCAM® 5 mr/1,25 mr/5 mr

Formulation/®opyyaiopann:

Filmecoaled tablets containing 5 mg of perindopril arginine, 1,25 mg of indapamide and 5 mg of amiodipine /
TABACTKI, BEPHTI TUIBKOBOK 0GOIOHKCIO, WO MICTATL 5 MT NEpHIAOGPIIY aprifiny, iHramamigy 1,25 Mr Ta

AMIOJMITIHY 5 Mr

Packaging Lot No./Cepin Ne:

748294

728332

Manufacturing Batch No./Bupoduusa napria Ne:

TESTS/IIOKA3ZHHUKHA

STANDARDS/CTAHJAPTH

RESULTS/
PE3YJIBLTATH

Appearauce/3osuiwnii Brrsn

Average mass (mg/funit) /Cepenust smaca
(Mrioununn)

Microbislogical quality (skip
testing)/Mikpodioaorisna unerora (exinvrect)
Fur. Ph. (3. 1.4/ Cb (5 1.4

Ldentification of drug substances/
Luenidiamis 10Mux peyoBi

S 9490-6, 8 1520 aud A 1095 by LC/
Hepunaonpr:y apriniu { S 9490-6), ingamanei
(S 1320) 1a asoanmin (A 1095) merogom PX

S 9490-6, S 1320 and A 1095 by TLCY
Tepungonpriy aprismi { S 9490-6), iszanasin
(S 15200 ta axcrommuin (A 1095) metomom TIHIX

Drug substances content (LC) (mg/unit)/
BarieT aimunx peaosyn (PX) {mMi/onuumnm)

K™

White, oblong, film-coated tabletengraved with ™ on one
v

=27 > :
face and on the other face /TaGnerka 611010 KOIBOPY.

HOBFACTOl fIOPMH, BKPATa NAIBKOEBOI0 000I0HKOI0, 3

g =%
THCHEHHAM 3 oyuoro Soxy TaS— = -3 {Hwore
1475 te 1629 (95 to |05 % of the theoretical mass of 1552) ¢/
Bl 1475 no L62,9 {niy 95 % 10 105 % six reoperiunol MacH
155.2)

Total aerobic microbial count3aranpne yucno aepodbumx
Mikpoopranimis (TAMC) < 16° CFU/g/ - < 1P KY O/
Total combined yeasts/moulds count/3arainnue yncio
ApRTROBHX Ta mlicenesux rpubis (TYMC) < 107 CFU/y/ -
< 1P KYOfr

Esclierichia coli: absence/1 g/ - pincyrviy I r

The ratio of the retention times of cach drug substance peak

(S 9490, S 1520 and A 1G95) from the test solution and from the
reference solution must be between 0,95 and 1,05/ Biawmomicrnis
MACIB YIPUMYBAHIA 11IKA KOHHOT 10907 peHosuHy {S 9490-6,

S 1520 and A 1095} 10caieKYBAIIONO POTHHAY TA POIUIMY
TOPIBHAREA Mac cTanosuTi Bia 0.95 10 1,05

Main spots (S 9490-6, 5 1520 and A 1095) identical in
position, colour and size for test and reference/Oerosui 11nasn
(S 9490-6, S 1520 and A 1095) LeHTiiuml 2a MOROKESIIHAM,
KOTLOPOM Td POIMIPOM A7 ADCHIHEYBAOIG DA34ILY T4
POBUHEY HOPIBNALINS

(95 to 105 % of the theoeretical content of each drug substance/
Bim 93 20 103 % Bin TEOPETHUHOrG BMICTY KOXKHOT Aitoso]
PCUORKHE)

S 9490-6 / TMepunaorpuiy aprivid (S 9490-6): 4,73 te 5,25/
Bl 4.75 jgo 5,25

S 1520/ wpanasmizn (S 1520): 119 ta E31/ein 1,19 10 1,31

A 1095 7 Anaoamnin (A 1095): 47510 53.25 /Biad,75 0 525

Complics/Biimosinae

134, 6mgwr

=Skip Test - Not
Applicable

*Skip Test - Nat
Applicable

*Skip Test - Not
Applicable

Complics/Biuorizae

Complies/Biioosimae

5.04mg 'y
1. 23mgyr
4.93mg mr

Servier {reland) Industries LTD., Moneylands Gorey Road, arklow, Co Wicklow, lrefand.

*Skip test/Ckin tecryBasus, Passes/Bianostiae, not applicable/He iiposoauscs

Tel; +353 (0Y 402 20800 Fax: - 333 (0) 402 20888
irectors: Christian Bazantay {Frenchy, Clristian Savveur (French), John Redmond,

80050 UKR2 V1

Company registered in freland No. 117246
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Docusign Envelope 1D: F9B4ADAA-BA4B-4EDE-G59F-6E84FC123C4A

Docusign Envelope IB: CDIF4632-35CC-4184-9CA4-2BAD171AF4FE

SERVIER (IRBELAND)Y INIL

STR

S 1T,

Method ref/lTocunranins na menod:

DTC 5006593 _PF T CTR_25543_EN 5.0
Specification ref/locunanns pa cnexupivaniie: DTC_S006593 PF N SPE 25606 _FEN 3.0

Packaging Lot No./Cepis Ne;

748294

728332

Manufacturing Batch No./Bupofinnua naprin Ne:

TESTSTIOKASHHKH STANDARDS/CTAHIAPTH

RESULTS/
PE3IYIBLTATH

KGIIPoiL} (ppun

(A 1085) metoaonm PX

sastaeHol wilsrocri
Amlodipine/ avzoaniin

Degradation products content {(LC) (% m/m)y/
Boricy npogayrris aerpagauii (PX) (% a/m)

Uniformity of dosage units for § 9490-6,

S 1320 and A 1095 {LCY OQamopigdicTs
TMOIOBANIX OARBIHILE JLIH ICPHAHIOTIPUITY apritiny
(5 9490-6), wnanawmizy (S 1520) va amnoumniny

Eur. Ph{2.9.40) € (2.9.40)
Conteat uniformity (LCY: %/label claim /
OmuopiamieTs pyiery serojon PX: % sl

Y 1473 <03
59780 <05
Y 1474 <03
Y 32 <02
Y 33 <02
Y31 <05
Y 3R =05
Y 1745 04
Any ather degradation produets/ Byan-smi imui =02
OPOIYETH Jerpaiauil

l'otal content of degradation products/ 3aransuusii <20
BMICT IPOIYRTIB ETPisui

Y36 (LC linnt test)” Y 30 {PX, rpanuunit <1200

<1 %
<010 %
<010 %
<110 %
<010 %
0.12%
<(h 10 %
<0.10 %
<010 %

0.12%

CompliesBianosizae

Sl AV < 150 %/AV <150 % 4.6
82 AV <150 %AV <150%

0.75 M < cach unit < 1 235 ©M/

0,75 M < gomua oA < 1,25 M
Perindopril arginine salty mepHigonpiny aprisid
51 AV < 15,0 %/AV < 15,0 % 59
52 AV <150 %AV £150%

075 M < eachunit < 1.25 M/

0,75 M < xowHa onmunud < 1,25 M
Indapamideslsaamaiz
St AV <150 %AV < 150% 4.2
.52 AV < 150 %/AV <150 %

0,75 M < cach wnit < 125 M/

0,75 M < xosxtia oo < 125 W

Servier (Ireland) Industrics LTD., Monevlands Gorey Road, Arklow, Co Wickiow, Ireland.
Tl 353 (0) 402 0806 Fux: +333 (03 402 20888
Directors: Christian Bazantay (French), Christian Souveuwr (Frenchy, John Redmond.
80050 UKR2 V1 Company segistered in reland No. 117246 Page 3 af 6




Docusign Envelope D FOB4ADAA-BA4B-4EDE-959F-6E8AFC123C4A

Docusign Envelope 1D CDIF4832-35CC-4194-8CA4-2BAD171AF4FE

SERVIER (IRELAND)Y INDUSTRILS LT,

Method refTlocunanns na memod: DTC 5006593 PF T CTR 25543 EN 5.0
Specification ref/Hocunanns na cneyndiixaniio: DTC_S006593_PF N _SPE 25606 EN 3.0

Packaging Lot No./Cepis No:

748294

728332

Manufacturing Batch No./Bupoduuua mapris Ne:

TESTSATOKA3HHUKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJILTATH

Dissolution LC (%o ) Posunnenns (PX) (%)
Lurupean Pharmacepocia (2.9.3 1/Cd (2.9.3.)

Indapamide/Innanasi

Q = 75% at 45 min/ Toaanasmian (8 1520); Q = 75% 3a 45 xn.

I Number tested/

to or greater than 75%, no more than 2
units are less than 60% and ne vnit is less
than 50%/ Cepesne sHavenns iz 24
OUHHHUL (S1+52+53) zopismee abo
Hinbuie 75%, nc Olablue 2 oanHmb
sremre 6(H4 1 nemac aonnol eannumi
MeHIme 5%

Stage/ | [locaimrysaia Acceptance Criteria/Kpnrepii Vaulues for each Tablet/ 3navenna 1aa kool radaerkn
Crajia : wiibKieTs HPHIHHATHOCTI I 2 3 4 5 6 Mean
| Cepeane
Sl 6 Each unit is not less than 80 %/ Koxua 98 o1 98 97 97 94 97
oannnua e menue $0 %
52 +6 (2) Average of 12 units (S1+82) is equal to
or greater than 75% and no unit is less
than 60%/ Cepente savensa 13 12
opuHnls (S1+82) nopisnoe abo Bimue
75% 1 HEMAE JKOAHOT OUHIHTI MCHTIS
60%
53 +12 (24) Average of 24 units (S1+82+83) is cqual

Bissolutien 1L.C (%o )/Pozurienns (PX) (%):
European Pharmacopoeia (2.9.3 V€@ (2,9.3 )

Q =75% at 15 min / Tlepunjonpuay apriain

Perindopril arginine/Tlepnuasipuay apriniun

(8 9490-6): Q = 75% 3a 15 xu.

Nember tested/

Stage | Jdecnimkyeana Acceptance Criteria/Kpnrepil Values for each Tablet /Zuauenny i wowiei Tabacrin
Cramia | winbricrs Mpuitisrrnocri 1 2 3 4 3 é \ Mean
[ Cepeguic
St 6 Each unit is not less than 80 %< Koxkua 102 96 101 99 101 101 E100
OAMHKLA He MeHuie 80%. '
s2 +0 (17 Average of 12 units (S1+52) 15 cqual 1o or
greater than 75% and no unit is less than
60%/ Cepeane snadenns s {2 ogunurs
{51+82) nopismoc abo dinsure 75% |
HEMAE KOANOT o meune 60%
53 Hi2 (23) Avcrage of 24 units (81+82+83) is equal to

or greater than 75%. no more than 2 units
are less than 60% and no unit s less than
50%/ CepeaHe 3HAYCHHA 13 24 0ANNRLT,
(S1£52+83) nopiemtoc abe Oinewice 75%, e
Siasure 2 oaMuHs sennre 60% | gemac
#OAH0T cAHHEU Menue 30%

Servier {(Ireland} Industrics LTD.. Moneylands Gorey Road. Arklow, Co Wicklow, lreland.

Telr =353 (0 402 20800 Faxe 333 (1) 402 20888
Directars: Christian Bazantay {French). Clristian Sauvear {(French), John Redmand.

80030 UKR2 V1

Company registerad in {refand No. 117246

Page 4 of 6




Docusign Envelope 10: FO9B4ADAA-BA4B-4EDE-859F -BES4FC123C4A

Cocusign Envelope 1D CD9F4632-35CC-4134-9CA4-2BAD171AF4FE

SERVIER (IRFELAND) INDUSTRIES 111

ERVEE

Method ref/Tloctnanus na memoo: DTC S006593_PF T CTR 25543 EN 5.0
Specification refffTocunanits wa cnequdhivaio: DTC_S006593 PF N SPE 25606 EN 3.0

Packagiﬁé Lot No./Cepiu Ne: .“Manufacturing Batch Nn./BnpoGlmli; napris N
748294 728332

Dissolution LC (%)/Poyannenns (PX) (%) Amlodipine/Asuonumin
European Pharmacopoeia (2,9.3)/C& (2.9.3.}
Q ="T5% at 15 min/ Asaonunin (A 1095): Q = 75% 3a 15 x&.

Number tested/ T
Stage | Jocaimkysana Acceptance Criteris/Kpnrepii Values for each Tablet /3uasenus 151 Koanol TadicTen
Crugin | Kidskicrs OpHHHATHOCT 1 2 3 4 3 6 Mean
Cepeanc
Sl & Each uvnit 1s not less than 80 %/ Koxma 97 97 96 96 9% 94 96
OTMEMOA He Meue 30%.

52 P46 (12) Average of 12 units (81+52) is equal to or
H greater than 75% and no unit is less than
60%/ Cepese anatenns i3 12 ojmnun
{S1+82) aopiruioc ado Gineme 75% |
HEeMac KON QjUiHIRD MeHINEG 6%

S3 w2 (2 Average ot 24 units {$§1+82+83) is ¢cqual to
or greater than 75%. no more than 2 units
are less than 60% and no unit is less than
50%/ Cepeltne suaueniy i3 24 oxunaip

| (S1+82+83} nopisume abo Gianwe 75%, ne
i Glsuie 2 0ANHEIE MeHie 60% [ neMae
SOzl oaMEsil Meume 50%

ANALYSIS/ AHATHI © 16/0%/2024
Batch accepted/Tlapris apuiinsra

DocuSigned by:

Michatl Py

Analytical Services Manager:
h¥% . 5 44EA7BBIZFCA43C g
Menesrep 110 KOHTPOIIO Ta AHANI3Y AKOCTI VMiichael Byrne/lVlixaesn bipie

Serveer (Ireland) Industries LTD., Moneviands Gorey Road, Arklow, Co Wicklow, reland,
Tel: 1333 (07 402 20800 Pax: ~3533 () 402 2088%
Hrectors: Chrishan Bazaniay (Frenchy, Christian Sauveyr (French), John Redmond,
80050 UKR2Z ¥1 Company registered in lretasd No, 117246 Page 5 of 6




Docusign Envelope ID: F9B4ADAA-BA4B-4EDE-959F-6E84FC123C4A

o,
= SERVIEH

SERVIER (IRELAND) INDUSTRIES LTD.

[ hereby declare that the abovementioned information is reliabie 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
regisiration dossier. Protocols of manufacture, packaging and analyses were reviewed and
(GMP compliance was established/

Huw st aaceigayro, Lo HaBeOeHa BHINE iHQOPMALf € ZOCTOBIPHO Ta ToUHOH. LIio cepito
npenyxuii 6yno supobneno (BKIIOYAIOUH NAKYBAHHL/MAPKYBAHHA) TA IPOBEAECHO KOHTPOIE
1l IKOCTt HA BHLUS3a3HAYEHIH AUEHUI ¥ NOBHIH BiAnorigrocTi 3 BuMoramun GMP,
BCTAHOBICHNMH MICLEBHM PCTYILITOPHIM OPTaHOM, a TAKOK BIAIOBLIHO 10 cneuudikarii,
N0 MIiCTATECS Y peecTpaniiinomy nocke. [IpoTokoaM BHPOOHUIITEA, NAKYBAHHA Ta AHANI3IB
Oyie [1eperngaHyTo Ta BCTAHOBIEHO BlATIOBIHICTE GMP,

Date of batch release//ara sunycky cepii 23/09/24

Name and Position/Title of person authorising the Batch Release/ Hpisenuie ta nocana/
ipanig ocoln, fiKa BUAaIA HO3BLT Ha BHIEYCK cepii

—

1 Dr Blanaid Bowes, Qualified Person/ Binosiganssa ocoba
]

Ms Ailbhe Wade, (Qualified Person/ Biznosinansna ocota

b

Ms Carmel Kinsella, Qualified Persor/ BianosinainbHa ocoda

—

Ms Jenny Quinn, Qualified Person/ Binnosinanena ocoda

[ —

Ms Niamh Ryan, Qualified Person/ Bizmosinannua ocofa

DocuSigned by:

Signature/Tlignue | Carmel KINSELLA Date//lara:

BAC04C343D14480...

23 september 2024

Finished product batch number/ Homep cepii rotosoro nikapcekoro sacoby: 748294

sepvienocreiands Indgneiiies
Tel. —

Divevters, Cleenian Ba

O oWicklow, relond

b, Talus Fedoisad,

wiay et Chyrsnn:

Company regssterad 1 Ireland Mo 117248

Page b of 6




64

AEPIKABHA CIIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMM y m. KHEBI

npoe. Hanii Ceitinuunoi, 3, 02099, ven. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOV 37079055

BHUCHOBOK
PO SIKICTHh BBE3CHOr0 B Y KpaiHy JiKapchKoro 3acody

07.11.2024 Ne 59166/24/26

TPHILJIIKCAM® 5 MIX'/1,25 MI'/5 MIC
(daiiMenynaitHs sikapebxore 3acoby Srigno 3 peecTpariiHUM DOCBIRMEHHAM)
TAGJETKH, BRPATI NXIBKOBOI0 060550HK010, 5 MK/1,25 pr/S mr; mo 30 Tabnerox y konTelnepi
st Tabaerox; no 1 xonrefinepy pas Tadsierox y xopooui 3 kapTouy
{(popma DHNYCKY, 103YBANNY, BUA NIAKYBAHHA NiKapeLkoro sacoby)

Homep peectpauifinoro moceizuenns UA/13929/01/02 crpox nii peectpauitinoro nocsintenss HEOOMEKEHHH
Cepin nirapckoro saceby Me 748294 KinexicTs BBE3€HOTO Nikapekkoro 3acoby 45674

BupoBuui Cepr'e (Ipnanaia) Inpacrpic Jita, Ipnangis
(nafissenynania pHpoGiHKa sikapchkoro 3aco0y, kpalia NOXOMKSINA)

ToBapHCTBO 3 0GMENeH0I0 BIAIOBIAAABIIICTIO "CEPB'€ YKPATHA",
inenr. xop: 33043340
(uatiMentynanus Ta xon 33 CIPTIOY jopuantnoi ocoln abo npispuiue, iM's, To Sarurosi Qismanol

ocobu - nignpueMus, i Micue npoxHpaliis Ta pecel pauiiinni HoMep oGnionol kap1ky MIaTHIKL
TIONATKIB a00 cepis T4 HoMep NACAopTA)

BreseHo B Ykpainy

Mporoxkon Bizyansuoro wontposmo sin 07.11.2024 X 3860/1.

3a  pe3yibTATAMH  JASPIKABHONG KOHTPONIO BCTAHOBNEHO, WO nikapcuxrit  3aci@  BoescHO B YKpAiHy 3
AOTPHMAHHIM BHMOr 3aKOHOJABCTEA LIOAO 3afeaneyeyHsa AKOCTi nilcay X 3ac06iB.

CETRA T

e T . S NN
abind Lt TMELL, R A /
At £

Hasamsnme /50 N E Muxona XOJIOIEHKO
ol I Pl L)
L =5 ek s e .
(noc:umsa.f?cbp’ﬁ opraﬁtﬂgc;fmanﬁor KOHTpOAIO) (niamic) (ininjann Ta ApisnRIE)

: AR,

PO RN I
,-.,5'!; % !




lHﬂﬁKABHA(UH@KEA3JHKAPCBKHXBACOBHB
7DXKOHTPOﬂH)&AHAPKOTHKANHin.KM€BI

1pos. Hauiy Csitnunoi, 3, 02099, ren. (044) 295-26-85
F-mail: dls.kyiv@d!s.gov.tm, Kon €11pP110v 37079055

BUCHOBOK

nposudchxnumenoro1;SﬁquﬁnyjﬂkapCbmoroaacoﬁy

16.10.2024 _ Ne 54121724726

TPUILTIIKCAM® 5 MT/ 1,25 MI'/5 MI"

(nabistenynanig AKAPCLKOTO 3acoly srigmo 3 pecerpanidinm noCBLAMe M)
TabueTin, Brpirri LIBKOBOIO obononKo10, 110 5 Arp/ 1,25 mr/3 mr no 30 TabJICTOR ¥
Koureilinepi piasn rabaeror; o 1 Konreduepy mst tabieror Y Kopobui 3 ka prony

(hopaa sunycxky, AOSYBAHNS, BUL NAKYBALNA JKAPCLKOTO 3ac00y)
Homep peccrpauiiinoro nocsimens UA/13929/01/02 CTPOK aii peecTpaniiinoro nocsinyens HeoBMexeH
Cepis nikapenkoro 3acofy Ne 748295 Kinskicrs saesenoro nikapeukoro sacoby 45440

BipoGuuk Cepr'e (Ipaauzis) acrpic Jlta, Ipnanais

(nalimenynanis BUPOGHHKD dikapebiorg 3acoBy, kpaig NOKOMKCHHN)

Baeseno i Vipaiiy Toeapuerso 3 oOMeskenoro Bianosinannuicrio "CEPB'E YKPAIHA",
irent. wou: 33643340
(nadiveuyanng Ta koy g CAPTIOY ropumrinot acosn ado npisBHLLK. M9, 110 darbrosi pisuyior
ocoh - AnpHeMus, 1 Micige TIPORMBAHKS TA pecerpanibiimij HOMep 00AiKOBOT Kapriy HAQTHHKY
noaarkin abo cepis ta HOMED nacnopra)

Mporokon sisyanuuore wonTposmo six 16.10.2024 N 3510/9.

3a  pesyantatamu ACPKABHOTO  KOHTPOMO  BeTanoneso, WO - stikapeukuit 3aci6  speseno Ypainy 3

AOTPHMAHHSAM puvor 3AKOHONABCTBA 11010 3a6e3neuenns skoeT] AKAPCHIIN 3aC00is.

Havasbnug

(rocanona ocoba oprmi . (nignue) (ininians ra npi3inuie)






Docusign Envelope ID: FBBC88ED-1DFC-4E40-A0B0-BC7E7EDDCA76

SERVIER (IRELAND) INDUSTRIES LTD.

i

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

Name of the Manufacturer & Address /Hassa Ta Servier

azipeca BUPOOHHKa

Name of Importer and Address/
HasBsa Ta agpeca imnopTepa

Which Consignment of product is delivered/Bun
NPOAYKILIi, O MOCTAYAETHCS

Pharmaceutical form/JTikapcska bopma

Name of the Product/Hasea nikapcekoro
3aco0y

Dosage/Cuna nii

Type and size of packaging/Buz ta po3smip
YTaKOBKH

Finished Product batch number/Cepis rotosoro
TiKapcekoro 3acoby

Manufacturing date/J{ata Bupo6uuuTRA
Expiry date/Tepmin npugathocri
Batch size/Kinbkicts y cepii

Manufacturing Licence number/Homep nineusii
Ha BUPOOHHUTBO

Registration Number/Peecrpauiiine
NIOCBIYEHHS

e 353 {03 402 20300 Fax:
Divectors: Christian Bazantay ()

seh) Chnstian Sauveue (F

(Ireland) Industries Ltd/Ceps'e (Ipnannis)
Inpactpic JItn

Moneylands, Gorey Road/Maninenns, Topeii
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnangisn

Servier Ukraine LLC/TOB "Ceps'e Vxpaina"
41, Naberezhno-Khreshchatytska St./sya.
Ha6epesxno-Xpermarnuska, 41

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

Pharmaceutical Product/JTikapcokuit 3aci6

Film-coated tablets/Ta6netku, BkpuTi m1iBKoBOIO
000JIOHKO0

TRIPLIXAM® 5 mg/1,25 mg/5 mg/
TPUITIIKCAM® 5 Mr/1,25 Mr/5 mr

5 mg/1,25 mg/5 mg/ 5 mr/1,25 Mr/5 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ o 30 Ta6nerok y
KOHTeHHepi a1 TabieTok; mo | KOHTeHHepy 11
TabeToK y Kopobui 3 kapToHy

748295

08 2024
08 2027

45,440 Boxes/ynakosok
M00068/00001

UA/13929/01/02

Seevier (hrefandy Industies LTD., Monevlands Gorev Road, Arklow, CoWicklow, Treland. Page 1 of 6

53(0) 402 20888
neh), John Redimond,

Company registered in lreland No. 117246
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Docusign Envelope [D: FBBCSSED-1DFC-4E40-A0BO-BC7ETEDDCATE

SERVIER (IREIL .

GEGVIER

Method ref/TTocunanna na memoo: DTC S006593__PF_T_CTR_25543__EN_5.0

Specification ref/Ilocunanna na cneyudixayin: DTC_S0065 93_PF_N__SPE_256()6_EN_3.()

TRIPLIXAM® 5 mg/1,25 mg/5 mg / TPUILIIKCAM® 5 mr/1,25 mr/5 Mr
Formulation/MopmyaioBaHHs:
Film-coated tablets containing 5 mg of perindopril arginine, 1,25 mg of indapamide and 5 mg of amlodipine /
TaGneTkH, BKPUTI MiBKOBOIO 00ONOHKOIO, O MICTSTB 5 M TIEPHHAOTIPHAY apriHiHy, impanamigy 1,25 MrTa
aMIOMITIHY 5 MT
Packaging Lot No./Cepis Ne: Manufacturing Batch No./BupoGuuya naprist Ne:
748295 728343
TESTSTIOKA3ZHUKHA STANDARDS/CTAHJIAPTH RESULTS/
PE3VILTATH
Appearance/3ouimniii B %23
White, oblong, film-coated tablet engraved with on one
=P . . Complies/Biutosiiac
face and == < on the other face /Tabnerka 6istoro KOALOPY,
AoBRACTOT IopMH, RKPUTA TUIBKOROID 0GONIOKKOI0, 3
E: Tt ]
mcnennan 3 oaHoro Goky Ta = 3 -3 iHwWoro
Average mass {mg/unit) /Cepeanst maca 147,510 162,9 (95 to 105 % of the theoretical mass of 155,2)/ 154 .4mg/mr
(mr/oguinuiio) pix 147,5 1o 162,9 (in 95 % no 105 % BijL TEOPETHUHIO! MACH
155,2)
Microbiological quality (skip Total aerobic microbial count/3aratbhe YUCIO aepotHux *Skip Test - Not
testing)/MikpoBiontorisua ducrora (cKin-Tect) wikpooprauismis (TAMC) s 10° CFU/g/ - < 10°KYO/r Applicable
Eur. Ph. (5.1.4)/ € (5.1.4) Total combined yeasts/moulds count/3aranue 41cio *Skip Test - Not
UpKIKOBHX Ta 1TiCeHeBUX rpHGiB (TYMC) < 102 CFU/g/ - Applicable
<102 .
Eslc;w:izlh(i)t/lrco/i' absence/1 g/ - sigeymhiy 11 “Bkip T.CSl - Not
T Applicable
Identification of drug substances/
LaenTudikanis gilounx pevonnn The ratio of the retention times of each drug substance peak
S 9490-6, S 1520 and A 1095 by LC/ (S 9490, S 1520 and A 1095) from the test solution and from the Complies/Bijroizae
Mepurzonpity aprifit S 9490-6), iHuaranin reference solution must be between 0,95 and 1,05/ BizHoweHHs
(S 1520) Ta amnopunin (A 1095) MeTozOM PX yaciB YTPHMYBAHNHS Mika KOXKHOT itooi pevosii (S 9490-6,
S 1520 and A 1095) AociipKyBaroro posuMIry Ta postuity
NOpiBHAHHS Ma€ CTAHOBUTH Bin 0,95 no 1,05
$9490-6, S 1520 and A 1095 by TL.C/ Main spots (S 9490-6, S 1520 and A 1095) identical in
I lepungonpuity aprinin (S 9490-6), injanamin position, colour and size for test and reference/OctoBHi TLIMH Complies/Bianosizac
(S 1520) Ta amaoaumnin (A 1095) merogom TUIX (S 9490-6, S 1520 and A 1095) {ICHTHUHI 32 TTOJIOKCHHAM,
KONBOPOM T4 PUIMIPOM [T AOCITIIKYBAROCO POHIHY Td
PO3UIHY 1OPIBHAHHS
Drug substances content (LC) (mg/unit)/ (95 to 105 % of the theoretical content of each drug substance/
Bwmicr aitounx petwosun (PX) (mr/oannnuio) Bi1 95 10 105 % BiA TEOPCTHYHONO BMICTY KOXHOI JTot01
PCUOBUHM)
S 9490-6 / Tlepunaonpuay aprinin (8 9490-6): 475105725/
Biz 4,75 no 5,25 5.10mg/nr
S 1520 / Inpanamia (S 1520): 1,19 to 1,31 /Bin 1,19 o 1,31 1.22mg/Mr
A 1095 / Amstoaumriin (A 1095): 4,75 to 5,25/ 8in 4,75 no 5,25 4.92mg/Mr

*Skip test/Ckin TecTyBaHHA, Passes/Binnosinae, not applicable/ne nposoanscs

Servier (lrcland) Industries LTD . Monevlands Gorey Road, Arklow, Co Wicklow, Treland.
Tal #3583 1) 4 000 Fax: #3533 (03 402 20883
Diccctors: Christian Bazaotay (Freneh) Christian Sauvenr (French). Joha Redmond.

80050 UKR2 V1 Company registered in Treland No. 11 7246 Page 2 of 6




Docusign Envelope ID: FBBCB88ED-1DFC-4E40-A0B0-BC7E7EDDCA76

Method ref/ITocunannsa na memoo: DT C_S006593 PF_T_CTR_25543_EN 5.0
Specification ref/ITocunanns na cneyudpicayito: DT C_S006593_PF_N_SPE_25606_EN 3.0

Packaging Lot No./Cepis Ne: Manufacturing Batch No./Bupo6unua napris No:
748295 728343
TESTS/TIOKA3BHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJILTATH

Degradation products content (LC) (% m/m)/
BaticT npoxyxrin terpaauiy (PX) (%o mi/m)

Y 1473 <03 <0.10 %
S 9780 <05 <0.10 %
Y 1474 <03 <0.10 %
Y 32 <02 <0.10 %
Y 33 <02 <0.10 %
Y 31 <05 0.12%
Y 38 <05 <0.10 %
Y 1745 <04 <0.10 %
Any other degradation products/ Bynn-sixi i <022 <0.10 %
TIPOJYKTH lerpajtaitii

Total content of degradation products/ 3aranshuit <20 0.12%
BMICT TIPOAYKTIB Acrpanauii

Y 36 (LC limit test)/ Y 36 (PX, rpariunnii <1200 Complies/Bianogigae

KOHTPOIL) (ppm)

Uniformity of desage units for S 9490-6,

S 1520 and A 1095 (LCY/ OnnopignicTs
LO3OBARMX OHIHIL UIS EPHIOTIPAITY apriliny
(5 9490-6), innanaminy (S 1520) Ta amnopuniny
(A 1095) meTomom PX

Eur, Ph.( 2.9.40)/ €& (2.9.40)

Content uniformity (LC): %/label claim /
Oanopianicts Buiery Metonom PX: % sin
3aABJICHOT KINLKOCTI

Amlodipine/ amnomumin

S AV < 15.0 %/AV < 15,0 % 6.0
S2 AV <150 %W/AV < 150 %

0.75 M < each unit < 1,25 M/

0,75 M < koxna opunnus < 1,25 M

Perindopril arginine saly/ HCPUHAOTIPUILY aprinin
3 AV < 15.0 %/AV < 15,0 % 6.7
S2 AV < 15.0 %/AV < 15,0 %

0.75 M < each unit < 1.25 M/

0,75 M < xoxua ognmmus < 1,25 M

Indapamide/Tnnananis
Sl AV < 15.0 WAV < 15,0 % 59
82 AV <150 %/AV <150 %

0.75 M < each unit < 1,25 M/

0,75 M < koxna ognunus < 1,25 M

Servier Jreland; Industrics

LD Moneylands Gorey Road, Arklow, Co Wicklow, freland.

Tel: +333 10y 402 2 e 353 (0) 402 2088R
Pircctors: Christian Bazantay (Fr tan Sauvenr (French), Jotm Redmond.
80050 UKR2 V1 Cotmpany registered in Trctand No, 117246 Page 3 of 6



Docusign Envelope 1D: FBBCSSED-1DFC-4E40-AOBO-BC7E7EDDCA76

Method ref/TTocunanis Ha Memoo:
Specification ref/IIocunanni na cneyuixauio: DTC_S0065 93 _PF_N_SPE_25606_EN_3. 0

DTC S006593_PF_T_CTR_25543_EN_5.0

Packaging Lot No./Cepin Ne:

748295

Manufacturing Batch No./BupoGuuta napris Ne:

728343

TESTSMOKA3ZHHUKU

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJBTATH

Dissolution LC (%)/Posuanuenns (PX) ( o):
European Pharmacopoeia (2. 9.3)/€d (2.9.3)

Indapamide/Tnganamix

Q =75% at 45 min / Tnpanasi (8 1520): Q =75% 3a 45 xB.

Number tested/

Stage/ | Jocnimkysana Acceptance Criteria/Kpurepii Values for each Tablet/ 3natuennn st Kokn 0l TAGIETKI
Crapisn | KiabkicTh npuiinsTHOCTI 1 2 3 4 5 6 Mean
Cepeanc
Sl 6 Each unit is not less than 80 %/ Koxua 98 102 101 99 100 100 100
ot e senme 80 %
S2 +6 12) Average of [2 units (S1+52) is equal Lo
or greater than 75% and no unit is less
than 60%/ Cepeanic siavens i3 12
oy (S1+S2) mopistioe ado Ginvure
75% i nemae KOOl OJIMHIIL MeHTIe
60%
S3 +12 (24) Average of 24 units (S1+82+83) is equal

to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ Cepeane suauens i3 24
OAMHMLD (S1+82+83) nopisHioc a6o
Ginbiue 75%, ue Giapiue 2 oWIHKUL
Menile 60% i HeMae KO ILHOT OXUHKLI
mete 50%

Dissolution LC (%)/Posunucnus (PX) (%):

European Pharmacopoeia (2.9.3)/€D (2.9.3)

Q = 75% at 15 min / epumoupuiry aprinin

Perindopril arginine/ITepiugonpusty aprinin

(S 9490-6): Q =75% 3a 15 x8.

Number tested/

Stage | Jocainkysana Acceptance Criteria/Kputepii Values for each Tablet /[3uaqcuus ajst KoKIOT TADMETRI
Cranist | KisbKicrs M puitnsraocri 1 2 3 4 5 6 Mean
Cepeaue
N 6 Each unit is not less than 80 %/ Koxna 102 105 104 104 104 105 104
oMK He MeHie 80%.
52 +6 (12) Average of 12 units (S1+52) is equal to or

greater than 75% and no unit is fess than
60%/ Cepeic 3aucHus i3 12 0IMHULDL
(S1+82) popistoe abo Olibe 5% i
HreMac Kool ouuHuL Merine 60%

S3 +12 (24)

Avcrage of 24 units (S1+52+83) is cqual to
or greater than 75%, no more than 2 units
are less than 60% and no unit is less than
50%/ Cepeic 3HauCHHS i3 24 0AMHULL,
(S1+S2+83) nopimuoc abo Ginvuie 75%, ne
Ginvue 2 oguunub mene 60% i Hemae
ool oguemui meuwe 50%

80050 UKR2 V1

Servier (Jreland) Ind

Diccctars: Christian Bazantay (Fre

wstties LTD. Moneylands Gorey Road,

Tel:

333 () 402 20800 F #353 {0) 402 20888

Company cegistered in freland No. L7246

Arklow, Co Wickiow, Treland.

nchy, Christian Sauveus (Frenchy, Johm R cdmoend.

Page 4 of 6




Docusign Envelope ID: FBBC88ED-1DFC-4E40-A0B0-BC7ETEDDCA76

Method ref/ITocunannn na memod: DTC_S0065 93 PF T _CTR 25543 _EN_5.0
Specification ref/ITocunanna na cneyudixayio: DT C_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bupo6uuua naprist Ne:
748295 728343
Dissolution LC (%)/Posunnenus (PX) (%): Amlodipine/AMnogunin
European Pharmacopoeia (2.9.3,)/Cd (2.9.3, )
Q= T75% at 15 min/ Amitogunin (A 1095): Q =75% 3a 15 xs.
Number tested/
Stage | Hocaimkysana Acceptance Criteria/Kputepit Values for each Tablet Buauenus ans woxmuol Tabnericn
Cragin | kinokicrn npuitnsTnocTi 1 2 3 4 5 6 Mean
Cepeie

Sl 6 Each unit is not less than 80 %/ Koxna 97 102 98 99 99 100 99

OtMHHIL He MeHure 80%.
S2 +6 (12) Average of 12 units (S1+S2) is equal (o or

greater than 75% and no unit is less than

60%/ Cepeanc suavenst i3 12 ommmu

(S1+82) popirmoe abo Ginbwe 75% i

HeMac xoHol oauunLl Mene 60%
S3 +12 (24) Average of 24 units (S1+52+S3) is equal to

or greater than 75%, no more than 2 units

are less than 60% and no unit is less than

50%/ Cepenve snavenns i3 24 ogunmnun,

(S1+82+83) nopisnioe ado Gimsie 75%, ne

Gisbwe 2 opuumnus Menie 60% i nemac

HOUHOT OUMHULT Menwe 50%

ANALYSIS / AHAJ3 : 14/09/2024
Batch accepted/TTapris npuitasra
DocusSigned by:
Analytical Services Manager: ! M{'[L‘“LL bfyw’
. . T AZESTBRURECAAITT = N
Menezmcep no KOHTPOJIIO Ta ANAN3Y SIKOCTI MlCi]aei yrne/Mlxaem, Elpue
Servier (Ireland ) Industrios LTD., Moneylands Gorey Road. Arklow, Co Wicklow, Ireland.
Tell #3353 007 402 20800 Fax: #3533 (0) 402 20888
Dicectors: Christian Bazantay (Frencly), Christian Sauvenr {Frenchy. Jolhn Redmond,
80050 UKR2 V1 Company eogrstered n freland No, 117246 Page 5 of 6




Docusign Envelope ID: FBBCBBED-1DFC-4E40-A0B0-BC7TETEDDCAT76

SERVIER (IRELAND) INDUSTRIES LTD.

SERVIER

[ 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 4 3acBiquylo, L0 HaBeeHa BUILE iHopMmaLlist € J0CTOBIPHOIO Ta TOUHOIO. Lto cepito
npoaykuii 6yno BupobneHo (BKIIOUAIOUH [aKyBanHs/MapKyBaHHs) Ta IPOBELEHO KOHTPOIL
i IKOCTI HA BHILE3a3HAUEHIH AiNBHHULI Y TOBHIH BianosinHocTi 3 BuMoramu GMP,
BCTAHOBJIEHMMH MiCLIEBUM PETYJIATOPHUM OPraHOM, a TAKOX BiAIIOBIAHO A0 ciiendikaiiil,
1110 MIiCTATLCS Y peecTpalliifHoMy ocke. [IpoTokony BUPOGHWIITBA, TAKYBAHHS Ta aHaNli3iB
6yJ10 HEPEriaHyTO T BCTAHOBICHO Bimnosiguicts GMP.

Date of batch release/ata sumycky cepii 17/09/24

Name and Position/Title of person authorising the Batch Release/ Mpizuuie Ta nocapna/
3BaHHs 0coGH, AKA BUAANA J03BIJl HA BUMTYCK cepii

~—

] Dr Blanaid Bowes, Qualified Person/ Binnosigansua ocoba

] Ms Ailbhe Wade, Qualified Person/ Bianosinansia ocoba

Fas)]

K Ms Carmel Kinsella, Qualified Person/ Bianosifansua ocoba

[] Ms Jenny Quinn, Qualified Person/ Binnosiganena ocoba
]

[

Ms Niamh Ryan, Qualified Person/ Bianosizansha ocoba

DocuSigned by:

Signature/Tligmac| Carmel KINSELLA Date//TaTa:

BACD4C348D144B0...

17 september 2024

Finished product batch number/ Homep cepii roToBOro nikapckbKoro 3acoby: 748295

wklow, CoWicklow. treland, Page 6 of 6
122088

verteh), Johu Redmiond,

Sopvier (Irelandy Industiies LTD, Moneylands G
Telo 353 (0) 4072 20800 Fax: 133

Pirectors: Christian Bazantay (French), Christ
Compaoy tegistered i breland Noo LETRAG

1 Sauvewr




JNEPKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, tes. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €/IPTIOY 37079055

BUCHOBOK
Npo AKIiCTH BBE3EHOT0 B Y KpaiHy JiKapcbKoro 3acody

07.11.2024 Ne 59169/24/26

TPUILIIKCAM® 5 MI'/1,25 MI'/S MI

(aiMcHyBans nikapchbkoro 3acafy 3riHo 3 peecTpatifHiM NOCBIYCHHAM)
TabJIeTIKH, BKPUTi NJIiBKOBOI0 060/10HKOIO, 5 mr/1,25 mr/5 mr; mo 30 Tabseroxy KoHTeinepi
st Tabaerox; no 1 konTelinepy auist Ta0JCTOK y KopooOUi 3 KAPTOHY

(opma BHITYCKY, HOSYBARRS, BUIL NTAKYBARHA nikapebkoro sacoby)
Homep peectpauiiinoro nocinuens UA/] 3929/01/02 crpox mii peecTpauifHOro NoCRinIeH s HeoOMeKeHHH
Cepis nikapeskoro 3acofy Ne 750438 KinbkicTh BBeseroro Aikapcsioro sacoby 46080

Bupobunk Ceps'c (Ipnasugis) lngactpic Jtn, Ipnasmis
(naitmeHyBanHs BUpOGHHKa sikapenxoro 3acoly, kpaina FIOXOLDKCHHS)

TopapucTBO 3 0GMEKCHOI0 pinnosiganpuicrio "CEPB'E VKPATHA",

BreseHo B Ykpainy e, KO 33643340
(naiiMenyBaHiis T& KOA 33 CLIPTIOY topuauunol ocobu a6o npissuile, iM's, 1o Garproni diswunol
0cOBH - HiANpHEML, T Micle NPOKUBARHS Ta peecTpaifinii Homep 06iKOBOT KAPTKH MIATHUKA
nofaTkip 260 Cepis Ta HOMEp Macnopta) T

[poToKoJI Bi3yasbHONO KOHTPOSIO BiA 07.11.2024 Ne 3860/4.

3a pesynbTaTamH  ACPHKABHOIO KOHTPOJIIO  BCTAHOBJIEHO,  UIO nikapcekuii  3aci6  BBE3EHO B Vxpainy 3
JOTPHUMAHHAM sumor 3aKOHOAABCTBA ULON0 3a0e3MICHeHHs AKOCTi Wﬁcmnx 3ac00iB.

A ;
HavansHuk. \ ( '/ Muxosa XOJIOJEHKO
na t%oﬁq*dpf{ﬁ?jll'ep\'i;gan )1{'9 KOHTPOINO) (nianuc) (iniiany Ta npi3BALLE)

/ | 3%
! poE e i : e




Docusign Envelope ID: C45DE7BA-CA65-473E-ABE3-44951EBD9685

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NNIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Ha3ssa Ta Servier (Ireland) Industries Ltd/Ceps'c (Ipnanuis)
ajipeca BUpOOHUKa Innactpic Jlti

Moneylands, Gorey Road/Maninenns, INopeit
Poyn,

Arklow/Apxiioy,
Co. Wicklow/Ko. Bixnoy.
Ireland/Ipnannis
Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepg'e Ykpaina"

Hassa Ta afipeca imnopTepa 41, Naberezhno-Khreshchatytska St./Byn.
HaGepexno-Xpemaruibka, 41

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

Which Consignment of product is delivered/Bux Pharmaceutical Product/Jlikapcrkuii 3aci6
NPOIYKLii, 10 MOCTaYaeThCs

Pharmaceutical form/Jlikapceka hopma Film-coated tablets/TaGierkn, BKPHTI 1iBKOBOIO
060JIOHKOIO

Name of the Product/Ha3sa nikapcbkoro TRIPLIXAM® 5 mg/1,25 mg/5 mg/

3acoly TPUTUTIKCAM® 5 mr/1,25 mr/5 mr

Dosage/Cuma nit 5 mg/1,25 mg/5 mg/ 5 mr/1,25 mr/5 mr

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

yIaKoBKU for tablets in the carton box/ 110 30 rabnerox y

KOHTeHHep! wist TabneTok; Mo | KoHTehHepy Wi
TabneToK y kopobui 3 kapTouy

Finished Product batch number/Cepist roroporo 750438
nikapekKkoro 3acoby

Manufacturing date/[fata BupoOHuLITBA 09 2024
Expiry date/Tepmin ipuaaTHOCTI 09 2027
Batch size/Kinpkicts y cepil 46,080 Boxes/ynakoBok

Manufacturing Licence number/Homep niuensii M00068/00001
Ha BHpPOOHULTBO

Registration Number/Peectpauiiine UA/13929/01/02
MOCBII9CHHS

Sy

- 2
T O O -1,{;Z
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Docusign Envelope ID: CA5DE7BA-CA65-473E-ABE3-44951EBD9685

Docusign Envelope ID: BF7DODD1-2901-4B4B-BDCD-5DB18521D168

"
S
:

e

Method ref/TTocunanns na smemod: DTC _S006593_PF_T CTR 25543 LN 5.0
Specification ref/Ilocunanns na cuewudivanino: DTC_S006593_PF_N_SPE_25606_EN_3.0

TRIPLIXAM® 5 mg/1,25 mg/5 mg / TPUTLIIKCAM® 5 mr/1,25 mr/5 mr

Formulation/@opyyosanns:

Film-coated tablets containing 5 mg of perindopril arginine, 1.25 mg of indapamide and § mg of amlodipine /
TabiaeTIH, BKPUTI IIBKOBOK 0B0JOHKOI0, 10 MICTATL 5 MU CPHHIONPIILY apriginy, iHjanasigy 1,25 mrra

aMAOAMTIITY 5 MT

Packaging Lot No./Cepist Ne:

750438

752891

Manufacturing Batch No./Bupotuuaa naptia Nu

TESTSTIOKAZHUKMU

STANDARDS/CTAHIAPTHA

RESULTS/
PE3YJILTATI

Appearance/3osnimmii surisiia

Average mass (mg/unit) /Cepenug aaca
(Mr/oammuo)

Microbiological quality (skip
testing)/Mikpofiiosorinna gucrora (exin-rect)
Fur, Ph. (5.1.4)7 €D (5.1.4)

Identification of drug substances/
[ewrnginanisa Aiouux pedonnn

$9490-6, 5 1520 and A 1095 by LC/
Ulepungonpuny aprinin (§ 9490-6). inaanamiz
(S 1520) ta ammozuiin (A 1095) meronom PX

S 9490-6, S 1520 and A 1098 by TLC/
[Teputzonpuay aprinin (S 9490-0), ngaramiz
(S 1520) a amzoaunia (A 1095) merogom TUEX

Drug substances content (LC) (mg/unit)/
Buicr gitounx peaosnn (PX) (Mr/ogunnie)

"ff Tl

White, obl¢ on one

r film-coated tablet engraved with

)

face and == = on the other face /Taduerka S110r0 KOALOPY,
JOBTAcTOl POpMHM, BKPIITA (1IBKOBOW 0BONOHKOIO, 3
THCHEHHAN 7 3 0Horo HoKy T4 T -3 {HIOTO
147,510 162,9 (95 1o 105 % of the theoretical mass of 155.2)
Riz 147.5 10 162.9 (812 95 % 110 105 %o B TCOPCTHIAHOT MacH
155,2)

"Total aerobic microbial count/3arameie wneno aepodix
aixpooprauismis (TAMC) £ 10° CFUl - < T0FRY O/
Total combined yeasts/moulds count/Jaraibie YHEI0
Apbrapcortix a micencsux rprdis (TYMC) £ 107 CFUsgf -
S10PKY O

Escherichia coli: absence/] & - siacyrui y 11

The ratio of the retention times of each drug substance peak
(89490, § 1520 and A 1095) from the test solution and from the
reference solution must be between .95 and 1,05/ Bianowerin
qacin YIpHMYBaHIs KA KOKHOT firowof pedosii (S 9490-6,

S 1520 and A 1093) HOCHIPKYBAHOIO POUIINY T4 POSYHIY
nopirngHIg Mac cranoruTi 8in 0,95 o 1,05

Main spots (8 9490-6, § 1320 and A 1095) identical in
position, colour and size for (est and reference/Oenosni s
(S 9490-6, S 1520 and A 1095) {AcHTINHT 38 TIONOKCHHSN,
KOABLOPOM Ta PO3MIPOM JUTS JOCTAAKYBAHOIO POSUTIHY Ta
POSHITRY TOPIRHSAHIS

(95 1o 105 % of the theoretical content of each drug substancs
B4 95 710 103 % BULTCOPETHMRONO BMICTY KOKHOT 1010
PCROBHHI)

§ 94906 / Mepnugonpnay aprivin (8§ 9490-6): 4,75 to 5,25/
win 4,75 40 5,25

S 1520/ Tpmanania (S 1520): 1,19 10 131 /1 nia 1,19 no 131
A 1095 7 Avmopaniing (A 1095): 4,75 (0 5,25 /i 4.75 a0 5.23

Complies/Biarnosizac

| 54.6mgmr

*Skip Test - Not
Applicable .
#Skip Test - Not
Applicable

*Skip Test - Nol
Applicable

Complies/Bianosiaae

Complies/Biuosijgac

*Skip test/Crin Tecrysanis, Passes/Binnosinae, not applicable/ne nposoanses

tey (Tecland) Indusirics

Tel

TD. Moneylands Gorey Road, Arklow. Co Wicklow, Tre
307402 20800 Fax: #1333 {03400 20&KE

Pirectoes: Christian Bazantay (French), Christian Souveur (Frenchy, John Redmonsd

80050 UKR2 V1

vod i1t frelamd No, L7246

Company 1

Puge 2 of 6




Docusign Envelope ID: C45DE7BA-CAB5-473E-ABE3-44951EBD9685

Docusign Envelope 1D: BF7DODD1-2801-4B4B-BDCD-5DB18521D168

(IR

Method ref/Hocuaaiita na semoo:
Specification ref/ITocunanis na cneyudhixayiro: DT C_S006593_PF_N_SP

DTC S006593_PF_T_CTR_25543_EN_5.0
E 25606_EN_3.0

Packaging Lot No/Cepin Ne:
750438

Manufacturing Batch No./Bupoduuua papris Ne:

752891

TESTS/IIOKAZHUKU

STANDARDS/CTAHIAPTH

RESULTS/

PE3VJIBTATU

Degradation products content (LC) (% mi/m)/
Buict npoykTis gerpaganii (PX) (%o n/nr)
Y 1473

S 9780

Y 1474

Y 32

Y33

Y 31

Y 3R

Y 1745

Any other degradation products/ Bystb-ski in
HPOAYKTH Jerpananii

Total content of degradation products/ 3arasinHmi
BMICT HpOYKTIB Herpajanil

Y 36 (LC fimittest) Y 36 (PX, rpaHsurTH
KONTPONB) (ppm)

Uniformity of dosage units for § 9490-6,

S 1520 and A 1095 (LC) Qanopianicts
HOIORAIAS OANTAITL AA TIEpuIONpINY apriviny
(S 9490-6), inaanaminy (S 1520) 1a AMFOJHTIRY
(A 1095) werontonm PX

For. Ph( 2.9.40)/ CO (2.9.40)

Content uniformity (LC): Y/abel claim/
Onuopianicts sMiCTY MCTOA0M PX: % wij
3a8RNCHOT KITBKOCTI

Amlodiping/ astroatnin

S1

S2

Perindopril arginine sall/ nepuiionpusty aprivin
Sl
S‘)

IndapamidesTiaaimasiz
S
52

<1200

AV < 15,0 %/AV <

0.75 M < cach uni

< 15,0 %
15.0 %/AV < 15,0 %

0,75 M = koxha «‘):I.r:lirillﬂ <125M

AV < 15.0 %/AV 2 15,0 %

AV < 15.0 WAV %
0.75M =<

3.0 %o

it 1,25 Mé

0,78 M < kowna oanHms < 25 M

AV

0,75 M < kowna opannis < 125 M

<0.10 %
~0.10 %%
<010 %
<0.10 %
<().10 %

0.13%
<010 %
=0,10 %
<010 %

013 %

Complies/Binoninac

Telr

Dircetors: Christian Bazantay (

80050 UKR2 V1

Company 1eg

30y 40
tr

220800 ¥

wh), Christ
steved in Drefand No, 1726

v (reland) Industries LTD. Monevlands Gorey Road, Arkl

CA53 (0 d
ian Sauveur

ow. Co Wicklow, frs
&

yohy. John Redmoud
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Docusign Envelope ID: C45DE7BA-CA65-473E-ABE3-44951EBD9685

Docusign Envelope 1D: BF7D0ODD1-2901-4B4B-BDCD-5DB 185210168

Method ref/Hocunanua na semod: DTC S006393_PF_T_CTR_25543 LN 5.0
Specification ref/ITocunanns na cnenudicauio: DTC_S006593_PF_N_SPE 25606_EN_3.0

Packaging Lot No./Cepist Ne: Manufacturing Batch No./Bupofunaa naprise No:
750438 752891
TESTS/MTIOKAZHUKU STANDARDS/CTAHIAPTH RESULTS/
_ PE3VJILTA TH

Dissolution LC (%)/Poyaunenns (PX) (%): Indapamide/Titanania
European Pharmacaopoeia (2.9.3)/Cd (2.9.3)
Q = 75% at 45 min / banamiz (8§ 1520): Q == 75% 3a 45 xu.

Number tested/
Stage/ | Jocrixysana Aceeptance Criteria/Kpurepii Values for cach Tablet/ navcnas j1an kool Tadjerku
Cragis | wlagieTs npHitngTHOCTI 1 2 3 4 ‘ 3 6 Mcan
¢
FTEE T e e

199

(¥

oL e Menie &0 %

S2 M (] Average of 12 units (S1482) is cqual to
or greater than 75% and no unit is less
than 60%/ Cepejic suauctay i3 2
o {S1+82) opismoe abo Giroule
75% | HeMae sKOAHOT ONHHUL MeHIe
60%

Avcrage of 24 units (SE+82+83) is equal
to or greater than 75%, no more than 2
units are less than 60% and no unitis fess
than 50%;¢ Cepeane snavenus i3 2
o (S1-4+82+83) nopisioc ado
Binnine 75%. ne Simnine 2 ONHHUTL
merie 60% 1 nemac kool o
Mettre S0%

w
(5%
[
o
w
s

Dissolution LC (Y )/Posumnenus (PX) (%): Perindopril arginine/Uepuugonpuay aprinin
European Pharmacopoeia (2.9.3)/C® (2.9.3.)

Q= 75% at [3 min/ Viepmuzonpuay aprivin (S 9490-6): Q = 75% 3a 1S x8.

Number tested/
Stage | Hocaimrynana Acceptance Criteria/Kpuwrepil Vatues for each Tablet /3uaicinst juis kowenol tafiaercy
Cragist | wlanbricTs [Ipuwimsiraocri i 2 3 4 5 6 Mean
Cepeane

Si 6 Each unitis not less than 80 %/ Koaia 101 97 101 96" 199 97 99
otus we mente 80%.
S2 o (12) Average of 12 units (ST+82) is equal to or

greater than 75% and no unit is fess than
60%/ Cepeanc apaucunst i3 (2 oauiniL

.

(S1-+82) xopismoc ado Sinpure 75% i
Hema woAHOT oAt Merme 60%

$3 12 (24) Average of 24 units (S1+82+83) is equal ©
ar greater than 75%. no more than 2 units
are less than 60% and no unit is less than
50%/ Cepeane araucuns i3 24 0,
($1+82+83) nopisioe abo Biswie 7%, ne
Gispute 2 oannnun Menme 60% i nemac
AONHOT oJHUIL Mente 50%

T Wickiow, fre

ics LT Moneylands Gor
A3 00) 4072 20800 Fax:

3(0) 402 JORKR
r (Frenchy, John Redmond
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Docusign Envelope ID: C45DE7BA-CA65-473E-ABE3-44951EBDI685

Docusign Envelope ID: BF7DODD 1-2801-4B4B-BDCD-5DB18521D168

A
!

(IRELAI

i

Method ref/Hocunarin na smenoo:

DTC 8006593 _PF T _CTR_25543_EN_5.0

Specification ref/Ilocunanus na cnewudicanito: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepist No:

750438

752891

Manufacturing Batch No./Bupobimaa napris No:

Dissolution LC (% )/Pozumnenus (PX) (%):
European Pharmacopoeia (2.9.3.)/Cd (2.9.3.)

Number tested/

Q = 78% at 15 min / Assognnin (A 1095): Q = 75%

Amlodipine/Amnoanuin

34 15 xn.

Stage | jlocaiwysana Acceptance Criteria/Kpurepii Values for each Tablet 3navicionst st womsiol vadacericn
Cragist | ®ighricrs APIGHITHOCTI 1 2 3 4 5 6 Mean
Cepese
NI 6 Each unit is not less than 80 %/ Koxia 97 95 98 26 9R 96 96
o He Mere 80%.
S2 +0 (2 Average of 12 units (S1+82) is equal to or
greater than 75% and no unit is less than
60%/ Cepeane snauenms i3 12 oxuum,
(S1+82) aopistoc abo Biupure 75% i
HEMAC KOIHOT OJIMHIL Menine 60%
S3 L2 (24) Average of 24 units (S1+82+83) is equal to
or greater than 75%, no more than 2 units
are Jess than 60% and no unit is less than
50%/ Cepejre suadenns 3 24 UL
(S1+ S?.s $3) sopinaoe ado Bianure 75%, ne
BIALIIE 2 0ANHKIL MeHte 60% i nemae
AOABOT oMHNLE Mente 50%
ANALYSIS 7/ AHAJTIZ . 09/10/2024
Batch accepted/Tlapria npnituira
~=DocuSigned by:
Ivtical Services M ﬂhduul,ﬁﬁmmb
Analviics LT SR CTE
Analytical Services Manager: CAESTEGIBFCAA3E —
Menerep 10 KOITPOJII0 T2 aajiidy sikocTi Michael Byrnc/\/lnd,: 16 bipue
CArkiow. Co Wieldow.
- 03 20KRR
Directors: Christian Bazantay (F unch) Christian ”x\m W snehy, John Redmond
80050 UKR2 V1 Company registercd i Irefand No. 17246 Page 5 of 6




Docusign Envelope ID: C45DE7BA-CA65-473E-ABE3-44951EBD9685
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I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
at the abovementioned site in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

LluM s 3aCBiAYYIO, 110 HABEAEHa BULIE IHPOPMALLif € TOCTORIPHOIO Ta TOUHOIO. LlI0 cepito
Mpo/ayKuii 6y0 BUpoBIeHOo (BKIIFOYAI0UH MaKyBaHHs/MapPKYBAHHSA) Ta IPOBE/ICHO KOHTPOIL
ii TKOCTI Ha BUIIC3a3HAYEHIN JIILHUIL Y TTOBHIH BIAMOBIMHOCTI 3 BUMOTAMH GMP,
BCTAMOBJICHUMH MiCUCBUM PETYJISTOPHIM OPraroM, a TAKOX BiAMOBIANO IO crietmikaLii,
o MicTsThes y peecTpaniiinomy nocke. TlpoTokony BHPOGHHIITEA, TAKYBANIIs Ta aNai3in
6yNo nepersisHyTo Ta BCTaHoBieHo Bianosiauicth GMP.

Date of batch release/Jara Bﬁnyéky cepi;f 10/10/24

Name and Position/Title of person authorising the Batch Release/ Ilpizsuine Ta nocana/
3panus 0cofu, IKa BUAAJA J03Bid Ha BUITyCK cepil

Dr Blanaid Bowes, Qualified Person/ Binmosizansiia ocoba

l

[] Ms Ailbhe Wade, Qualified Person/ Binnosinanbna ocoba

[] Ms Carmel Kinsella, Qualified Person/ Bixnosinansna ocoba
l

Ms Jenny Quinn, Qualified Person/ Binnosinaisna ocoba

R Ms Niamh Ryan, Qualified Person/ Binnosizansna oco6a
~DocuSigned by:

Signature/TTignuc Niamh Ryan Date/]laTa:

018FCBBG10E3401 .

10 october 2024

Finished product batch number/ Homep cepii rotooro nikapcekoro sacoby: 750438

Page 6 of 6
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JEPKABHA CIYXXEA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMHM y m. KHEBI
npos. Haait Ceitnmunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPITOY 37079055

BUCHOBOK

Npo AKICTh BBE3¢HOro B YKpainy jikapcbkoro 3aco0y

29.01.2025 No 3984/25/26

TPUTIJIIKCAM® 5 MI/1,25 MI'/S MI'

(naliMeny s aikapeskoro 3acply 3riiHo 3 pu‘:cl'péu.tii’mum nocriuCHinIM)
Ta0NeTKN, BRPHTI LIBKOBOIO 000/10HK010, 110 5 Mr/1,25 Mr/S mrs no 30 rabueror y
KouTeitepi Aan raduerok; no 1 koureiinepy ans TadjeTork y Kopodui 3 kaprouy

((popma wiTyCcKy, AOBY BAHHS, BRI NAKYBAIHIS JIKAPCHLKOIO 33c00y)
Howmep peectpauiiinoro nocsiauenin UA/13929/01/02 crpok aii peectpauiiinore nocsinyerns HeoOMekeHn
Cepis nikapeskoro 3acoby Ne 754734 KinbkicTs BRE3CHOrO NiKapehkoro sacody 45200

BrpoGni Cepn'c (Ipnanais) Inpacrpic Jlty, Ipnannis

(HaiimeuyBanits BHpOSHHES JiKAPCHKOro 3acoby. KPaTHa NOXo/AHKCHHs)

Boeseno B Ykpaiuy Tosapucrso 3 o6mekenow sianosinansnicrio "CEPB'E YKPAIHA",
inen, won: 33643340

(adisenypanis 1a ko 3a CAPTOY opuisnol ocolu ado npisskime. iv's. 1o Garbroni Gizmanol
0COBH - HLANPHEMLLA, 1T MiCILe NPORKBANES T2 PeCCTpaiiitumnii nosep oGATKOBOT KaPTrI IIATHHKY
BoARTKIs ab0 Cepis ra HoMep Tacnopta)

Mpotoxon sisyansuoro kowrposio vin 29.01.2025 N 21 8/01.10-25/8.

32 pesynbTaTaMid  ACPKABHOIO  KOHTPOMO —BCTAHOBAGHO, 1O  Jikapewkidi  sacid  speseno s Yipainy 3
. . » » ¢ } .
JOTPHMAHHSIM BUMOT 3aKOHOAABCTBA WOAO 3a6esreueiiiin AKoCTI lew(;c:,xux 3acobis.

HauansHuk Mukona XOJIOJAEHKO
(nocanosa ocofi’l’ }p)pi:: (ify ;1Qf§_;>é<:\ JHOLO I8 i ‘ {rianuc) (initdanu ra npisswie)







Docusign Envelope ID: 264E4953-0B4B-4B79-8D08-4AD68F88AA4C

SERVIER

CERTIFICATION OF QUALITY
CEPTU®DIKAT AKOCTI

.

PHARMACEUTICAL PRODUCT/
NIKAPCbKOIO 3ACOBbY

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

anpeca BUpOOHUKA

Name of Importer and Address/

HasBa Ta agpeca imnoprepa

Which Consignment of product is delivered/Buz
MPOJIYKILT, IO HOCTAYAETHCS

Pharmaceutical form/Jlikapceka opma

Name of the Product/Hasga nikapcekoro
3acoby

Dosage/Cuia nit

Type and size of packaging/Bun ta po3mip
YMaKkoBKH

Finished Product batch number/Cepist roToBoro
JKapCBKOTO 3ac00y

Manufacturing date/Iata BupoOHUIITBa
Expiry date/Tepmin ripugarHocTi
Batch size/KinskicTs y cepii

Manufacturing Licence number/Homep ninensii
Ha BUPOOHHUTBO

Registration Number/Peecrpaniiine
TIOCBIqUCHHS

Tnpacrpic JItn

Moneylands, Gorey Road/Maninenns, ['opeit
Poyn,

Arklow/Apiuioy,

Co. Wicklow/Ko. Biknoy,

Treland/Tpnannist

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"
41, Naberezhno-Khreshchatytska St./yi.
Ha6epexuo-Xpemwarnupka, 41

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

Pharmaceutical Product/Jlikapcekuii 3aci6

Film-coated tablets/TabneTku, BKpHTI TIIIBKOBOIO
00OJIOHKOI0

TRIPLIXAM® 5 mg/1,25 mg/5 mg/
TPUTUTIKCAM® 5 mr/1,25 mr/5 mr

5 mg/1,25 mg/5 mg/ 5 mr/1,25 Mr/5 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ 1o 30 rabuieTox y
KoHTeHHepi a7t TabneTok; mo 1 koHTeHHepy s
TabeToK y KopoOLi 3 KapTOHY

754734

112024

112027

45,999 Boxes/ynakoBok
M00068/00001

UA/13929/01/02

| - > PagelofG
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Docusign Envelope ID: 264E4953-0B4B-4B79-8D08-4AD68F88AA4C

Docusign Envelope 1D: F3340D76-35D9-4F64-BC2C-50FF496A1960

Method ref/Hocunanns na memood:

DTC S006593_PF T CTR 25543 EN_5.0
Specification ref/liocunanus na enequipicaniro: DTC S006393_PF N _SPE _25606_EN 3.0

~ TRIPLIXAM® 5 mg/1,25 mg/5 mg / TPUTLIIKCAM® 5 mr/1,25 mr/5 mr

Formulation/®opmyinonanis:

Film-coated tablets containing 5 mg of perindopril arginine, 1,25 mg of indapamide and 5 mg of amlodipine /
TabIeTKI, BRPATI THHBKOBOI 000JOHKOI0, 10 MICTSTL 5 MI FICPMHAONPHIY apridiny, iHpanaMixy 1,25 mrta

Z]Z\'I.!'](),Jllﬂl_iﬂy SwMr

Packaging Lot No/Cepis No:

754734

728397

Manufacturing Bateh No./Bupobunuwa napris Ne:

TESTS/TTOKA3ZHNKH

STANDARDS/CTAHJAPTH

RESULTS/
PEIYNLTATH

Appearance/3onniummiit g

Average mass (mg/unit) /Cepejnst maca
(Mr/oamme)

Micrabiological yuality (skip
testing)/Mikpobiojorisa sanerora (eni-rect)
Fur, Ph. (514 €D (5.1.4)

Identification of drug substances/
[newrndiranis qirounx pevopnn

$9490-6. 8 1520 and A 1095 by LC/
Ulepurgotpuny aprinin (S 9490-6), inpanamiz
(S 15200 ta amaounin (A 1095) Merozom PX

S 9490-6,S 1520 and A 1095 by TLC/
Heprigonpuny aprinin (S 9490-6), inaanavia
(S 15200 ta ammojuria (A 1095) merogom THIX

Drug substances content (L.C) (mg/unit)/
Baticr airounx pevosun (PX) (Mr/oanunmio)

]

onone

White, oblong, film-coated tablet engraved with

face and == < on the other face /Tabuerka 8in0ro KoHLOPY,
JOBFACTOT (POPMHM, BRKPHTA IIBKOROIO 00ONOHKOIO. 3

==

-y .

THCHCHHSIM 3 0Horo Hoxy ra = -3 (Inmoro
147,510 162.9 (95 to 105 % of the theoretical mass of 155,2)/
Biz 147.5 10 162.9 (812 95 % a0 105 % six reoperniol Macn
155,2)

Total acrobic microbial connt/3aransie uneno acpoduux
ikpooprauizmis (TAMC) € 10° CFU/Y/ - £ L0 KYO/r
Total combined yeasts/moulds count/3arampue wue:o
Apicapkorix Ta wiicenennx rpubdis (TYMC) € 10 CFU/g/ -
S KYOir

Escherichia coli: absence/l g/ - pigeyrniy 1 r

The ratio of the retention times of each drug substance peak

(S 9490, S 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ Bimnowenist
HACin YIPUMYBAIMS 11iKa KoskHOT f2irouol pedostiu (S 9490-6,

S 1520 and A 1095) 20CHUKYBAHOIO POIUINY TA PO3ULHTY
TOPIRESHIA Mae CTaBORITH 8i7 0,95 no 1,05

Main spots (S 9490-6. S 1520 and A 1095) identical in
position, colour and size for test and reference/Ocuopyi masnn
(S 9490-0, S 1520 and A 1095) {ACHTHIHT 234 TIONOKCHHSM,
KOALOPOM T POIMIPOM JIs TOCTIEKYBAHONO POSUTINY Ta
POFHIY NTOPIBHAHNS

{95 to 105 9% of the theoretical content of cach drug substance/
B 95 710 103 % BLLTCOPETHRHOTO BMICTY KOKHOT Ji10U01
PCHOBHHN)

S 9490-6 / Tleprwonpoay aprinin (S 9490-6): 4,75 10 5.25 1
Bia 4,75 3o 5,25

S 1520/ Iprantamizn (S 1320): 1,19 1o 131 7 win 1,19 no 1,31

A 1095 7/ Anaopmmrin (A 1095): 4,75 10 5,25 7 8in 4.75 jo0 5.23

Complies/Bimonizae

153 3mg/r

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test~ Not
Applicable

Complics/Bianosizae

Complics/Biriosizac

4.94mg/vr
1.22mg/Mr

*Skip test/Cxin Tectysanus, Passes/Bimmosinae, not applicable/ne nposomses

Sevvier (Tretand) Industn

Iircctors: Christian

80050 UKR2 V1

S

IR0y 4072 20300 HERRC R R A
Jazantay (French), Christian Sauveur (7
npany registerad i Irefand No, 117246

ORR&
nely, John Redmowd.

Cou

s LD Moneylands Gorey Road, Arklow. Co Wicklow, Treland
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Docusign Envelope ID: 264E4953-0B4B-4B79-8D08-4AD68F88AA4C

Docusign Envelope ID: F3340D76-35D9-4F64-BC2C-50FF496A196D

Method ref/lTocunanua na aemod:

DTC S006593_PF T CTR 25543 _EN_5.0
Specification vef/Hocunanus na cnequdhivayito: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepin Ne:

754734

M’mlufacturihg Batch No./Bupobaaa naprin Ne:

728397

TESTS/MTIOKA3ZHUKU

STANDARDS/CTAHIIAPTH

RESULTS/
PE3YJBTATHU

Degradation products content (LC) (% m/m)/
Buier nponykris gerpagauii (PX) (Y m/a1)
Y 1473

S 9780

Y 1474

Y32

Y 33

Y 31

Y 3R

Y 1745

Any other degradation products? byzb-ai inuti
IPOAYKTI Aerpaganii

Total content of degradation products/ 3aranmimii
BMICT HPONYKTIB Jerpaganil

Y 36 (LC limit test)/ Y 36 (PX, rpasyannit
KOWTPOIH) {ppm)

Uniformity of dosage units for § 9490-6,

S 1520 and A 1095 (LCY Oanopianictn,
AO3OBANUX GANUKIL JUE TICPHIIONPILLY aprininy
(S 9490-0), inpanaminy (S 1520) ra ammomuniy
(A 1095) Meroaom PX

Eur. Pho( 2.9.40)/ €O (2.9.40)

Content uniformity (1.C): %/label claim/
Oxanopianicrs BMicTy MeTozoM PX: % wia
JAABICHOT KITBROCT]

Amlodipine/ anmonnin

%20

<1200

<0.10 %
<0.10 %
<010 %
<0.10%
<0.10 %
0.14%

<0.10 %
<010 %%
<0.10 %

0.14 %

Complics/Binmosizac

St AV < 15.0 %0/AV < 150 % 31
.82 AV 15,0 %

0.75 M < cach unit < 1,258 M/

0,75 M =< gosira oxmnnus < 1,25 M
Perindopril arginine salt? viepuzonpinty apriniy
Sl AV < 15.0 %/AV 15,0 % 6.1
S2 AV < 15.0 %/AV < 150 %

0.75 M < cach unit < 1.25 M/

0,75 M < komna ommis < 1,25 M
Indapamide/funananmiz
S AV = 15,0 %AV < 15,0 % 2.4
S2 AV < 15.0 90/AV < 15,0 %

0.75 M < each unit < 1.25 M/

0,75 M < komaa ojrmus < 1,25 M

Tel 3 (0) 402 20800 ¢
Directacs: Christian Bazantay (French). Christian Sauveur sneh), John Redmond.
80050 UKR2 V1 Company registered in frefand No, (17246 Page 3 0f 6




Docusign Envelope ID: 264E4953-0B4B-4B79-8D08-4AD68F88AA4C

Docusign Envelope 1D: F3340D76-35D9-4F64-BC2C-50FF496A196D

Method vef/Hocunannn ug memoo:  DTC_S006593_PF T _CTR_25543_EN_5.0
Specification ref/Tlocunanuns na cneyudicanio: DTC_S006593_PF_N_SPE_25606_EN_3.0

Packaging Lot No./Cepist No: Manufactaring Batch No./Bupo®mraa naprist Ne:

754734 728397

 TESTS/IMOKA3HUKU STANDARDS/CTAHIAPTH RESULTS/
PE3YJILTATH

Disselution L.C (Y)Y Posunnewns (PX) (%): Indapamide/Taananin
Furopean Pharmacopocia (2.9.3)/Cd (2.9.3)
Q = 75% at 45 min / Tapanamix (8 1320): Q = 75% 3a 45 xn.

Number tested/
Stage/ | Hoexrxyrnana Aceeptance Criteria/Kpurepiv Values for cach Tablet/ 3uaucnns jpan koxnol Tabacrku

Crajin | KiapkicTs fpuiHgTHOCTI 1 2 3 4 5 6 Mean
Cepenne

Bach unitis not less than 80 %/ Kowna | 97 97 97 95 98 196 97
o ve mentue 80 %

§i

52 6 (12) Average of 12 units (S1-+82) is equal to
or greater than 75% and no unit is less
than 60%/ Cepeanie snavenns iz 12
QUKL (S1+82) aepisiioe abo Gisplne
75% 1 1eatae JKOAHOT OATINIII MEHIIE
60%

S3 +12 (24) Average of 24 units (S1+S2-+83) is cqual
to or greater than 75%, no more than 2
units are less than 60% and no unit is less
than 50%/ C'epeane snavenus i3 24
o (SIS 3) Aopisrmoc Ao
Sumine 75%. He Sinntie 2 oAnHuih
mente 60% 1 Hemae wopuol onun

metme S0%

Dissolution LC (Y )/Posutenna (PX) (%): Perindopril arginine/ITepungonpiay aprinin
European Pharmacopoceia (2.9.3)/C'®% (2.9.3)

Q = T75% at £5 min/ Mepmoupnay apriniin (5 9490-6): Q= T75% 3a 15 xp.
Number tested/
Stage | Hocaikyrana Acceptance Criteria/Kpurepii Values for each Tablet /3nauenus juis xoxuol radacrn
Cragisn | kiankicTs [puitnsrrnocri i 2 3 4 5 6 Mean
Cepeiue
St 6 LFach unit is not less than 80 %%/ Ko 104 100 104 99 105 104 103
o s we mMerwe 80%.

S2 6 (12) Average of 12 units (S1482) is equal to or

greater than 75% and no unit is less than
00%/ Cepeanie smavenns i3 12 oanuiin
;

(S1+82) gopisnroe ado Oinbie 75% 1
HEMac KOoT o smerme 60%

S3 el (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
S0%7 Cepeane snavennst 13 24 o,
(S1+82+83) aopisutoc abo Gmwiue 75%. ne
Qinbie 2 o, Menure 60% 1 vemac
SHOMHOT oM seHe 50%

Sevvier (Ireland) Indusivics LD, Moneylands Gorey Road, Arklow, Co Wicklow, Treland.
Toli #3553 (0) 402 20300 Fax: 340y 402 20888
Directors: Christian Bazantay (I'r nehy, John Redmond

80050 UKR2 Vi Company 11
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Docusign Envelope 1D: 264E4953-0B4B-4B79-8D08-4AD68F88AA4C

Docusign Envelope 1D: F3340D76-35D9-4F64-BC2C-50FF496A196D

Method ref/ITocunanis na stemoo:

DTC _S006593_PF T CTR_25543 EN_5.0
Specification ref/ITocunanus na cnequdpixaio: DTC_S006593_PF_N_SPE_25 606_EN_3.0

.

Packaging Lot No./Cepist Ne:

754734

Manufacturing Batch No./BupoGupua napria Ne:

728397

Dissolution LC (%)/Posuuncans (PX) (%):
European Phanmacopoeia (2.9.3.)/CD (2.9.3.)

Amlodipine/Astaoannin

Q = 75% at 15 min / Asrojuiin (A 1095): Q = 75% 1a 15 xB.

Number tested/
Hoecaijxysana
KiILKICTE

Stage
Cragist

Acceptance Criteria/Kpurepil
ripuitnsrrnocTi

Values for each Tablet /3uadenus s KOKIOT TabaeTy

1

5

Mean
Cepeaug

3 4 5 6

Each unit is not less than 80 %/ Kosxia 98
ot He Merue 80%.

99

98 97 100 99 98

S2 6 (12)

Average of 12 units (S1+82) is equal to or
greater than 75% and no unit is less than
60%/ Cepeanc siadenrst is 12 oxumnth
(S1-+82) sopistioe abo Ginwie 75% i
HEMAC KOABOT OauHuIL Merie 60%

S3 AE2 (24)

(S14+87

ave Jess thaa 60

Average of 24 units (SH+82+-83) is cqual to
or greater than 75%, no more than 2 units

"% and no uanit is less than
30%/ Cepeaue snadeHas i3 24 oAUHMIL

3) slopisuioc ado Bixntue 75%, ne
BisnlIe 2 OJAUHUIT, Menute 60% i nemac
00T oauunil Mene 50%

ANALYSIS / AHAJI3 © 20/12/2024
Batch accepted/ITaprig ripuitusra

Analytical Services Manager:

MenejrKep 1o KOWTpoJio Ta agajisy sikocTi

Signed by:

Michael Byrne

44E5TBEUBFCA423C...
Michael Byrne/Mixaeunn bipue

80050 UKR2 V1

Company rog

od m lrefand No, 1172

16
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Oocusign Enveiope 1D: 264E4853-0B48-4B79-8D08-4AD68F88AA4C

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
at the abovementioned site in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compllance was established/

nM s 3acBinuyro, O HaBeAeHa BULUE iH(opMaris € JIOCTOBipHO}O Ta Toynoro. Lo cepiio
npoxyxuii 6yn0 BUpoGIEHO (BKIIOUATOUH NAKYBaHHA/MAPKYBaHHS) Ta IPOBEAEHO KOHTPOIb
il sicoCTi Ha BULIE3a3HAYCHIH JINBLHULG Y HOBHIH BinOBIgHOCTT 3 BUMoraMu GMP,
BCTaHOBNIEHUMU MiCLEBHM PEryIsITOPHHM OPraHoM, a TAKOX BiAMORI A0 10 crenmdirauii,
IO MICTATBLCS Y peecTpatiinomMy gocske. [TpoTokonu BUpOBHULITEA, MAKYBAHNS Ta aHaTi3iR
6y10 neperisHyTo Ta BCTaHOBIeHO BianosianicT, GMP.

Date of batch release/dara Bunycry cepii 31/12/24

Name and Position/Title of person authorising the Batch Release/ IIpizsumie Ta nocana/
3BaHHg 0c00H, IKa BHIATA 03BIJI HA BUMYCK cepil

(] Dr Blanaid Bowes, Qualified Person/ Bignosinansua oco6a
[] Ms Ailbhe Wade, Qualified Person/ Bignosinansaa ocoba

[1 Ms Carmel Kinsella, Qualified Person/ Binnosinansia ocoba
¥ Ms Niamh Ryan, Qualified Person/ Bignosigannua ocoba

-~~~ DocuSigned by:

Signature/ITixnuc ( Niamh_Ryan

018FCEBE10E3401..

Date/)laTa:3l December 2024

Finished product batch number/ Homep cepii rotoBoro nikapckkoro sacoby: 754734
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JIEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI

npos. Hazii Ciranuiiof, 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
PO AKICTHL BBE3CHOTO B YKpaiHy /1iKapCLKOro 3aco0ly

29.01.2025 Ne 3983/25/26

TPUTIJIIKCAM® 5 MI'/1,25 MI'/5 MI'

(nafintenyBanis Aikapenkoro 3acoly 3tiio 3 PCCCTPAIFHIAM HOCBUMCHIN)
TadJIeTKH, BKPITI IWIIBKOBOIO obosonKeio, no 5 mr/1,25 Mr/S mr 1o 30 rabaeror y
Kourreiinepi As TadJeToK; 110 1 kowreiiuepy st TadJICTOK Y ropobui 3 kKaprony

((I)OPMH BHITYCKY. [l():}yliﬂll”)]. Bl l]ﬁf('\'ﬂanllﬂ }liKup(:hk()l‘() 'iﬂC()())‘)
Homep peectpauiittoro nocsinuenns UA/] 3929/01/02 crpok aii peecTpaifiHoro 1oCsiaeHHs 1eoOMeKEHHH
Cepis nikapcsxoro sacoby Ne 754733 KinbkicTs BBE3E1OFO NiKapehkoro sacoby 26094

BupoSruk Ceps'c (Ipnanais) Inpacrpic JIta, Ipnauis

(HaiMeny BaKHs BUPOOHHKS AiKapeLROro 3ac0By, Kpaita NoXo/KeH )

BeseHo B Y Kpainy TopapueTBo 3 00MEKEN0I0 BIANOBIIAILHICTIO "CEPB'C YKPATHA",
inenT. wom: 33643340 B

(qaiMenyBatiig Ta Koa 3a CJIPIIOY 1opuantiioi ocodu ado fIpispiLe, iM's. 1o Garbkoni dhiznuiol
0cobM - nianpueMUA, 1T MiCLe NPWKHBANHA T2 peectpaiiitnnii nomep 06 AIKOBOT KAPTKH TURTHHKA
noAaTKIR 460 Cepist Ta HoMEP nacnopTa)

[poTOKOA Bi3yAILHOFO KOHTPOAIO il 29.01.2025 Ne 218/01.10-25/7.

33 pesysibTaTAMH  ACPNKABHOIO  KOHTPOMIO BCTAHOBAGHO. O MiKapCbkMil  sacid  mreclno B Yrpaivy 3

JOTPUMAaHHAM BUMOF 3aKOHOAABCTIA (OO 3a0e3neuenis akocTi nimpc;/xﬁnx 3aco0is.

Mukona XOJTOAEHKO

(rianwuce) (iniuians ra npissne)

(nocanosa ocoGSrras iy hepoldi p‘ugj‘@v
~ R e,

o
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Docusign Envelope ID: A1B11 EFD-54E0-42F9-A3B4-DB3EE155A6D0

BYIER

SERVIER (IRELAND) |

INDH

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®DIKAT AKOCTI NIKAPCbKOTO 3ACOBY

Name of the Manufacturer & Address /Hasga Ta
ajipeca BUpOOHHKa

Name of Importer and Address/

Haasa Ta agpeca imnoptepa

Which Consignment of product is delivered/Bun
TPOAYKIIT, IO MTOCTAYAETHCS

Pharmaceutical form/Jlikapceka dpopma

Name of the Product/HasBa nikapcbKoro
3aco0y

Dosage/Cuna xii

Type and size of packaging/Bux Ta po3Mip
YIAKOBKH

Finished Product batch number/Cepis roToBOro
niKapchbKoTo 3ac00y

Manufacturing date/{ara BupoOHHIITBA
Expiry date/Tepmi npuaaTHOCTI
Batch size/Kinbkictb y cepii

Manufacturing Licence number/Homep nineHsii
Ha BHPOOHHIITBO

Registration Number/Peecrpaniiine
MOCBITUEHHA

Servier (Ireland) Industries Ltd/Cepr'c (Ipnanmis)
Tnpactpic JItn

Moneylands, Gorey Road/Maninenns, Topeit
Poyx,

Arklow/Apxnoy,

Co. Wicklow/Ko. Bixinoy,

Treland/Tpranmis

Servier Ukraine LLC/TOB "Cepg'e YkpaiHa"
41, Naberezhno-Khreshchatytska St./sy.
Hab6epexno-XpewarHibka, 41

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

Pharmaceutical Product/Jlikapcrkuit 3aci6

Film-coated tablets/Ta6nerkn, BKPHTI TUIIBKOBOIO
00ONOHKOI0

TRIPLIXAM® 5 mg/1,25 mg/5 mg/
TPUTUIIKCAM® 5 mr/1,25 mMr/5 Mr

5 mg/1,25 mg/5 mg/ 5 mr/1,25 Mr/5 mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ 1o 30 Tabnerok y
KoHTeHHepi Anst TabNeTok; 1o 1 KOHTEHHEpY s
TabneToK y KopoOlli 3 KapTOHY

754733

112024

112027

26,694 Boxes/ynakoBoK
M00068/00001

UA/13929/01/02

Page 1 of 6
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Docusign Envelope ID: A1B11EFD-54E0-42F9-A3B4-DB3EE1 55A6D0

Docusign Envelope ID:; 2F4164C1-D36A-4634-839B-3DFEI8B552BF

Method ref/Hocunanna na semod: D TC_S006593_PF T CTR 25 543 EN 5.0
Specification vef/lTocunannn na cnewupicaniio: DTC_S006593_ PF_N_SPE_25606_EN 3.0

TRIPLIXAM® 5 mg/1,25 mg/5 mg / TPUTIITKCAM® 5 mr/1,25 mr/5 mr

Formulation/®opmymosannn:

OMITOJAMITIHY 5 Mmr

Film-coated tablets containing 5 mg of perindopril arginine,
'l‘zl().f'ic’rKH, BK])MTi I'Ij'IiBl\’OBOIO O()OIIOHI\’OIO, 1O MICTATE 3

1.25 mg of indapamide and § mg of amlodipine /
MU IEPHHAOTIPAILY apriniwy, iHganaMiny 1,25 mr 1a

Packag

754733

ging Lot No./Cepist Ne:

728394

Manufacturing Batch No./Bupotunaa reaprist Ne:

TESTSTIOKA3ZHUKH

STANDARDS/CTAHJAPTH

RESULTS/

Appearance/3osuiuntiit Brrasy

Average mass (mg/unit) /Cepeins saca
(sr/oammnus)

Microbiological quality (skip
testingy/Mikpobiosoriuma uncrora (eKin-Tect)
Eur. Ph. (5.0.4)/ €D (5.1.4)

Identification of drug substances/
Lrewrndirmis mironnx pesopin

S 9490-6. § 1320 and A 1095 by LC/
Hepunaonpuny aprivin ( § 9490-6), inaanamig
(S 1520) ta anrozuin (A 1095) Mmeromom PX

S 9490-6, S 1520 and A 1095 by TLC/
Hepuizonpuny aprinin (S 9490-6), inganawmia
(5 1520) ra amaoammin (A 1095} serogom THIX

Drug substances content (LC) (mg/unit)/
Batier aivounx peqonin (PX) (vr/oaunnmeo)

?/”'A"\
Tilm-coated tablet engraved with

White, oblor on one

" 24 e o
face and 5= = on the other face /Tadierka Ginoro KOILOPY,

AOBPACTOT OPMU, BRPITA THIBKOBOIO 06ONGHKOI. 3

o,

M S
Kooy s

TUCHCIHANM 3 OAB0I0 GOIC)” T4 = =5 il]ll!()l'()
147,510 1629 (95 10 105 % of the theoretical mass of [55.2)/
BiA 47,5 10 1629 (8iz1 95 % 210 105 % pin TCOPCTIHINOT MacH
155,2)

Total aerobic microbial count/3arasne uncio acpodiux
Mikpooprauismis (TAMC) < 10} CEU/Y/ - S LOPRYOir
Total combined veasts/moulds count/3aransiie dicno
APPIZOKORIX Ta mticenesux rputis (TYMC) < 10° CFU/ -
S0P RYOir

Escherichia coli: absence?] g/ - Blacyraiy | r

The ratio of the retention times of cach drug substance peak
(59490, S 1320 and A 1093) from the test solution and trom the
reference solution must be between 0,95 and 1.05/ Bizouenus
HACIB YTPHMYBAHIS 1TiKa KOKHOT 1i10u07 pevosium (S 9490-6,

S 1520 and A 1095) AOCHIIEKYBAHOIO POITHITY Ta PO3YIHY
TOPIBTAHAA MAC CTAHORITH BiX 0,95 10 1,05

Main spots (S 9490-6, S 13520 and A 1095) identical in
position, colowr and size for test and reference/Ocnoni LI
(S 9490-6, § 1520 and A 1095) incwrinami 2a TONOKCHHM,
ROALOPOM T4 POSMIPOM L8 AOCHLKYRAHOIO PO3UTIHY Ta
POIUIHY TOPIBHS L

(9510 105 % of the theoretical content of cach drug substance/
B 93 1o 103 % Bix TCOPETHMHOIO BMICTY KOWHOT jifouol
PCHOBHTIN)

S 9490-6 / Uepnugorpuay aprinin (S 9490-0): 4,75 to 5,25/
#ii 4,75 10 5,23

S 1520/ Drganantiz (S 1520%: 1,19 to 1,31 / oi 1,19 70 1,31

A TO95 7 Amaoumin (A 1095): 4,75 (o 5,25 7 min 473 5o 5.25

PE3VJIBTATH |
Complics/Bixnonizae
153.6mgiar

*Skip Test - Passes
*Skip Test - Passes

*SKip Test - Passes

Complics/Bianoriae

Complics/Bianosizac

4.97mg/yr
[.23mg/vr
4.90mg/mr

*Skip test/Cxin reerypanis, Passes/ Bianonizae, not applicable/ne IIPOBOJHBCH

Seevier (Treland) Industrics LT, Moneylands Gurey Road, Arkiow., Co Wicklow, Treland,

e

(0) 402 20800 Fas:

383 (0) 402 2088%

Dircetors: Cheistian Bazantay (French). Christian Sauveur (Frenchy, John Redmond.

80050 UKR2 vi

Company registered i reland No. 117246

Puage 2 of 6



Docusign Envelope 1D: A

1B11EFD-54E0-42F9-A3B4-DB3EE1 55A6D0

Docusign Envelope 1D: 2F416401-D36A-4634-8398-3DFE388552BF

Method ref/Hocunannsa na memoo: DTC 8006593 _PF_ T CTR_25543_EN_5.0 5
Specification ref/Hocunanii na enenudpixayiro: DTC_S0065 93 PF_N_SPE_25 606_EN_3.0 J

Packaging Lot No./Cepin Ne:

754733

728394

Manufacturing Batch No/Bupodnuua naprist Ne:

TESTS/IMOKAZHUKH

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJbLTATH

Degradation products content (LC) (% m/m)/
Buicr npojtyxTiB gerpaganit ( PX) (Yo m/n1)
Y 1473

S 9780

Y 1474

Y 32

Y 33

Y 31

Y 38

Y 1745

Any other degradation products/ Byzm-stxi i
APOAYKTH Acrpasaul

Total content of degradation products/ Jarannhnit
BAMICT TIPOAYKTIB JCrpatatti

Y 36 (LC limit test) Y 36 (PX, rparHuHL
KOWTPONB) (Ppm)

Uniformity of dosage units for § 9490-6,
S 1520 and A 1095 (LCY Qunopimnicts

HOIOBAHAR OUUNHL AT TICPHIIONPTY ’Llpl'il[illy

(S 9490-6), fnpaaminy (8 1520) ta AMIOMITIHY
(A 1095) meronom PX

Fur, Ph 2.9.40)/ €D (2.9.40)

Content uniformity (LC): %/abel claim/
Oanopiauicrh BMICTY MCTOIOM PX: % wix
sagnnenol KiapkocTi

Amlodipine/ annonunis

S1

52

Pevindopril arginine salt! nepstraonpity aprinin
Si
S2

Indapamide/Tugarmaniz
.Sl
52

<20

<1200

0.75M

AV <

AV < 15.0 %/AV 2150 %
AV < 15.0 %/AV < 15,0 %
cach unit < 1.25 M/
0,75 M < ROKBA OHIHALS <

AV < 15.0 Y/AV = 15,0 %

5.0 2%/AV £ 15,0 %

0.75 M < cach unit < 1.25 M/

0,75 M < KOKHA OLHHOLS = 1,25M

AV < 15.0 %AV < 15,0 %

AV < 15.0 Y%/AV £ 15,0 Y

0.75 M < cach unit < 1.25 M/

0,75 M < KoykHa MU < |25 M

1,25M

<(0.10 %
<0.10%
<0,10 %
<0.10 %
<0.10 %
0.14 %
«<0.10 %
<010 %
<0.10 %

(.14 %

Complies/Bizmoniiac

(94
(3]

4.0

Gervies (Ireland) Industrics LTD., NMoncylands
Tels #473
Directors: Christian Bas

80050 UKR2 V1

0) 40"

Company 1oy

0300 § 3{0) diy IRRK
Y. Christian Saveur { -onchy, John Redmoud.
ered in Iroland No. 117246

Gorey Read, Arklow. Co Wicklow, freland.

Page 3 of 6




Docusign Envelope ID: A1B11EFD-54E0-42F9-A3B4-DB3EE155A6D0

Docusign Envelope 1D: 2F4164C1-D36A-4634-839B-3DFE38B55REF

Method ref/llocunannn nu stemod: D TC_S006593 PF T CTR 2554 3 EN 5.0
Specification ref/Iocuranus na cnenugpicanizo: DTC_S006593 PF_N_SPE_25606_EN 3.0

Packaging Lot N()./(:,;C[Jiﬂ No: Manufactaring Batch No./Bu poﬁmrn;:.l naprist No: B

| 754733 728394 -

TESTS/NMOKA3SHUKU STANDARDS/CTAHJIAPTU RESULTS/
PE3YIIBT,

|
]

™

Dissolution .C (“/{,)/[;(;3'111ncumr (PX) (%): Indapamide/Tipanansin
European Pharmacopocia (2. 9.3)/€h (2.9.3)
Q= 75%, at 45 min / Lgranasia (S 1520): Q = 73% 3a 45 xn.

Number tested/

Stage/ | Hociaaynana Acceptance Criteria/Kpurepii Values for each Tablet/ 3uascnus 11 KOsHOT Tabdiericn N
wiankicrn upHiustrHocTi 1 2 3 4 1 5 6 ( Mean
st % Each unit is not less than 80 %/ Komna 95 99 93 97 199 9% |97
‘ o ne Menute 80 % - l
52 +6 (1) Average of 12 units (S1-+82) is equal to

or greater than 75% and no unit is less
than 60%/ Cepenne siauenns is (2
oAb (S1+82) gopintmoe abo Gisnie
75% 1 nesae xoanot oannHui Merre
60%

/
/

S3 il 2 (24) [ Average of 24 units (1497 S3)is equal
Lo or greater than 75%, no more than 2
units are less than 60% and no unit is Jess
than S0%/ Cepexne smavens iy 24
omHmI (S1-+82+83) popisntoc ado
Bisntie 75%. e Simme 2 oprmnig,
senie 60% i nesae swoguoi O
Mmenue 50%
Dissolution L.C (% )/Posunnenrs (PX) (%): Perindopril arginine/Mepunionpiry aprivin

Ewropean Pharmacopocia (293D (293

Number tested/

Stage | Hoerimxyrana Acceptance Critevia/Kpurrepi Values for each Tabl
Cragist | kismicrs Npuiusrnocri 1 T2 3 4 5 6 Mean
Cepeane
S1 a Each unit is not less than 80 %/ Kowria 94 o8& 100 100 101 100 99
QiU we menie §0%.
S2 L6 (12) Average of 12 units (S1+82) is cqual to or

greater than 75% and no unit is Jess than
60%7 Cepeatic smavemn is 12 QUMM
(S1+82) mopismioc ato Ginpine 75% i
HEMAE IROANOT oM Menme 60%

S3 .2 (24) Average of 24 units (S1+82-+83) is cqual 1o
or greater than 75%. no more than 2 units
are less than 60% and ne unit is less than
50%:; Cepeane snavcung iz 24 (G
(S1+82+83) nopivuioc aGo Giswue 75%, ne
Sinbiie 2 omunys Menme 60% i nemac
HOAHOT 0K MeHIe 50%

refand) Industrics LTD. Monevlands Gorey Road, Arkdow. Co Wicklow, Ireland.
Tel: =383 ¢0) 4072 20800 Fax: +3573 (04 JREK
Dircctors: Cheistian Buzanay (French), Christian Sauveur (Frenchy, John Redmond.

80050 UKR2 VI Company registeved m freland No. 117246 Page 4 of 6




Docusign Envelope ID: A1B11EFD-54E0-42F9-A3B4-DB3EE155A6D0

Docusign Envelope 1D: 2F4164C1- D36A-4634-839B-3DFE38B552BF

Method ref/Hlocunania na ymentoo: DTC S006593_PF_T_CTR_ 25543 _EN_5.0 1
Specification ref/Hocunanns na cneyuixaio: I)T( S0065 93 I’I' N_SPE_25606_EN_3.0 l

| Packaging Lot No./Cepist Ne: 1 Manufacturing Bateh No./Bupobnua paptin Ne:
754733 1 728394
Dissolution LC (% )/Pozunuenns (PX) (Yo): Amlodipine/Antmopunin

European Pharmacopocia (2.9.3)/€D (2.9.3.)
Q = 75% at 15 niin / Anurojuiin (A 1095): Q =75% 1a 15 XB.

Number tested/
Stage | Mocuijukysana Acceptance Criteria/Kpurepil Values for cach Tablet /. {umlcmm SIS KOURITOY TAalIe Ty
Crafist | Kinbricrs upuitnsrnocti 1 2 3 4 |5 6 Mean

Cepejie

S 6 Each unit is not less than 80 %/ Kowua 9% 101 96 99 101 98 99
omnnng ve Mentie 80%.

S2 +6 (12) Average of 12 units (§1+82) is equal to or
greater than 75% and no unit is less than
GO%/ Cepeane sHau e 3 12 opununs
(81-+82) popisuoe abo Gisite 75% i
HEMae KOT0T 0 MeHure 60%

S3 +12 (24) Average of 24 units (S1182+83) is equal to
or greater than 75%, no more than 2 units
ave Jess than 60% and no unit is less than
S0%/ UIC 3HAMEHES 13 24 OJUIHMILL
($1482+83) nopiwwioc abo Simsuie 75%, He
Sinbuie 2 onwnuun, Menure 60% i nemae
scoanof o menwe 50%

ANALYSIS / AHAJIT3 © 09/12/2024
Batch accepted/Tapria npuiinsrd

Signed by:
Michael Byrae
Analytical Services Manager: P———
MemejKep 110 KOITPOIIO Ta aHamizy AKOCTI Michael Byrne/Mixaenn bipne

Servier (Tecland) Indust

Tel:
Directors: Christian B3 ¥

80050 UKR2 V1 Company lx.gl.%lU\.d i chiund No. 1 :’346 Page 5 of 6

cs L ID Moneylands Gorey Ros wl, Arkl . (n Wicklow, Treland.



Docusign Envelope ID: A1B11EFD-54EO—42F9-ABB4—DBBEE155AGDO

I'hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
at the abovementioned site in full compliance with the GMP requirements provided by the
local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and
GMP compliance was established/

LM 51 3acsinuyro, o HaBenena Buie inopmalis € T0CTOBIPHOIO Ta TOUHOIO. Lo cepiro
nponyxuii 6yno BupobneHo (BIouaioun MaKyBaHHS/MaPKyBaHHs) Ta IPOBELEHO KOHTPONE
1T AKOCTI Ha BUINEC3a3HAYCH i HUTBHALI Y TIOBHIH BiAMoBiIHOCT] 3 Bumoramu GMP,
BCTAHOBJIEHHUMY MiCLUEBUM PErYIISITOPHIM OPTaHOM, & TAKOYK BIZMOBIANO f10 crienmdikawii,
WO MICTATBLCS Y PEECTPAMIHOMY KOChE. [Tporoxomu BUpoGHUITEA, MaKyBanHs Ta ananisia
Gyno neperisayTo Ta BCTaHOBNEHO Bignosiguicts GMP.

Date of batch release/IJara BUTIycKy cepii 17/12/24

Name and Position/Title of person authorising the Batch Release/ Ipi3Buue ra nocana/
3BAHHS 0CO0H, sIKa BUAANA 103BLT Ha BHIYCK cepii -

[] Dr Blanaid Bowes, Qualified Person/ Binnorizaneua oco6a
[] Ms Ailbhe Wade, Qualified Person/ Bianosinansua ocoGa

M Ms Carmel Kinsella, Qualified Person/ Bignosizansua oco6a
[l Ms Niamh Ryan, Qualified Person/ Bianosinansna ocoba

BocuSigned by:

Signature/ITinnuc | Carmel KINSELLA Date/J{ata; _17 December 2024

BAC04C3480144B0.

Finished product batch number/ Homep cepii roTosoro nikapcekoro 3acoby: 754733

Page 6 of 6
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Docusign Envelope ID; 1DBB2200-6BAD<48CE-80C9-DCD34ADDR25E

i

SERVIER (IRELAND) INDUSTRIES LTD.

= BERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHU®IKAT AKOCTI /IIKAPCLKOT O 3ACOBY

Name of the Manufacturer & Address /Hazea Ta Servier

appeca rupobHuka

Name of Importer and Address/

Hasea Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bux
IPCAYKIIL, IO 0CTAYACTECT

Pharmaceutical form/JTixapeska (ropma

Name of the Product/Hazga TIKAPCHKOTo
3acoly

Dosage/Cuna pii

Type and size of packaging/Bun 1a pozuip
YHaKUBKH

Finished Product batch number/Cepin rorozoro
TKAPCHKOTO 3ac06y

Manufacturing date/ITara BHpPOGHMIITEA
Expiry date/Tepmin npunarnocti
Batch size/Kinsxicts y cepii

Manufacturing Licence number/Homep ninensij
1a BEpOOHHITEO

Registration Number/Peecrpauiitue
MOCBI I Te HHA

(Ireland) Industries Ltd/Cepr'e (Ipnamnis)
Iunactpic JMrn

Moneylands, Gorey Road/Maninenaz, opei
Poyn,

Arklow/Apxkunoy,

Co. Wicklow/Ko. Bixmoy,

Ireland/Ipnanpis

Servier Ukraine LLC/TOB "Cepr'e Ykpaia"
41, Naberezhno-Khreshchatytska St./Byn.
HaGepesxuo-Xpewaruuska, 41

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

Pharmaceutical Product/Jlixapcskuii 3aci6

Film-coated tablets/TaGneTky, BKDHTI TUIBKOBOIO
obomoHKoIo

TRIPLIXAM® 5 mg/1,25 mg/5 mg/
TPATITIKCAM® 5 mr/1,25 mr/5 mr

5mg/1,25 mg/5 mg/ 5 mr/1,25 Mr/S mr

30 tablets in the container for tablets; 1 container
for tablets in the carton box/ mo 30 TaBrerox v
KOHTCHEEp! j1a Tabnerox; o 1 KOHTEHHepyY 15
TabNeToK y Kopobui 3 kapTony

759589

02 2025

02 2028

23,440 Boxes/yuakorox
MO0068/00001

UA/13929/01/02

Servier {(Ireland) Industries LT Llopevlands Gorey Road, Arklow, CoWicklow. Ireland
Tel: ~353 (0) 402 20300 Fax. +333 (0) 402 20888
Drrecrers: Clirtstian Bazaatay (F rench), Chntstian Sawveur {Frenchy. John Redmond,
Commpany registered m Ireland No. 117746

(3 A0
2 J. 6% Jj/
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Docusign Envelope 1D; 1D3B2200-6BAD48CE-80C9-DCD34ADDB25E

Dacusign Envelope ID: BBSGCD3A-41EE-4CA3-AT8B-4782C15C6FDT

SERVIER (IRELAND) INDUSTRIES LTD.

F Method refTTociains na stemoo:
‘ Specification ref/ITocunaiis na cneudire

DTC_S006593_PF_T_CTR 25543 EN 5.0
wito: DTC_S006593_PF_N_SPE_25606 EN 3.0

TRIPLIXAM® 5 mg/1,25 mg/5 mg/ TPHILIIKCAM® 5 mMr/1,25 mr/S mr ?

Formulation/®opyiyniosanns:

Film-coated tablets containing 5 mg of perindopril arginine, |
TaBACTKIL BRPHT] ITIEKOBOIO ODOMIOHKOIO, 10 MICTATE 5 Mr I

AMAOIUITIHY 5 MI

125 mg of indapamide and 5 mg of amlodipine / ;
CPHHIOUPHITY ApriHiny, inaamaminy 1,25 MT ra :

Packaging Lot No./Cepist Ne: 1

759589

741392

Manufacturing Batch No./BupoGima napris Ne:

TESTS/NMNOKABHHUKA

STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJIBTATH

Appearanee/3osniuniii snrmsig

Average mass (mg/unit) /Cepeies saca
(ur/p.onnm)

Microbiolagical quality (skip
testing)/Minposionoriams uncrora (cKin-recT)
Fur. Ph.(5.1.4)7 € (5.1.4)

Identifieation of drug substances/
Ltenrndiraain sireunx penosin

S 9490-6, 5 1520 and A 1095 by LC/
Tlepunzonpiny aprinin ( S 9490-6}, inrananmiz
(S 1520) 12 ascroannin (A 1695) merosi0m PX

5 9490-6, 8 1520 and A 1095 by TLC/
Heprmionprny aprinin (S 9490-6), lHanaMin
(5 1520} ta amzoanniv (A 1095} metozom THIX

Drug substances content (LC)} (mg/unit)/
By aieaux pevonnn (PX) (mrifomnmurn)

T o,

White, oblang, film-coated tablet engraved with - on one
——a

, =2 - .
face and == on the other face /TaGnerka Ginoro KOILOPY,
AoBractol GopyMi, BKpHTA MAIBKORCIC 060NOHKOIO, 3

2 —_= E
THCHEHHIM 2 0A1ore HOKy Ta == - 3 Ioro
147,510 162,9(95 10 105 % of the theoretical mass of 155,2)/
Bix 1475 1o 162,9 (Bix 95 % a0 105 % pin TCOPETHHHOT asacH
155.2)

Total aerobic microbial count3arantie @ucio aepodIMXx
Mikpoapranizuis (TAMC) < 103 CFUMy/ - < 10°KYOr
Total combined yeasts/moulds count/3aransie dncio
APIKIUKOBHX T8 TIICEIeRIK rpmtin (IYMC) < 102 CFU/g/ -
<1 KYOIr

Escherichio coli: absence/| ¢/ - BificyTiiy | r

The ratio of the retention times of each drug substance peak

(S 9490, 8 1520 and A 1095) from the test solution and from the
reference solution must be between 0,95 and 1,05/ Bignotuenus
HACIB YIPUMYBAHLS TiKa Kool Ailoyol pevosnam (S 9490-0,

S 1520 and A 1095) HOCHUGEYBAHOIO POIUIHY T2 POZUHHY
MOPIBHSHES MAC CTAHOBHT BiZ 0.95 10 1,05

Main spots (S 9490-6, S 1520 and A 1095) identical in
position, colour and size for test and refercnce/Ocronui masi
(8 9490-6, 3 1520 and A 1095) ineurnusi 3a HONGKENIIIM,
KONLOPOM Ta PEIMIPOM /DI AOCAITKYEAHOrD pPo3dHHY TA
PO3UHITY NODIBRAIM

(95 to 105 % of the theoretical content of sach drug substance/
Bim 93 a0 103 % pig Teopersuioro BMICTY KCxHOL Hironof
petoBiHM)

S 9490-6 / Hepuraonpuay apridiu (S 9490-6): 4,75 to 5,25 /
Big 4,75 a0 5,25

81520/ Innanamia (S 1520): 1,19 to 1,31 / 3in 1,19 a0 1,31
A 1095 f Amnozenin (A [095): 4,75 to 525/ 8ia 4,75 1o 5.25

Complies/Biamoninae

154. 7mg/ur

*Skip Test - Not
Applicable
*Skip Test - Not ;

Applicable
*Skip Test - Not
Applicable

Complies/Bignonizac

Complies/Biznosigac

4.94mg/yr
1. 24mgfur
4.90mg/vr

*Skip test/Criu recrysams, Passes/Binnosiaae, not applicable/ne IIPOBOAMHBCA

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

Tel: #3353 (01402 20800 Fax: +353 () 402 20888
Dircerars: Christian Razantay (French). Christian Sauveur (Frenchy, John Redmand.

80030 UKR2 V1

Company registered in Deland No. 117246
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Docusign Envelope ID: 1DBB2200-6BAD-48CE-80C9-DCD34ADDRISE

Dacusign Envetope ID: BB8GCD3A-41EE-4CA3-A78B-4782C15C6FD7

Method reffTlocunanns na semod: D TC_S006593_PF_T CTR 25543 E N_5.0
Specification refTlocunanus na cenudpivaniio: DTC_S006593_PF N SPE 25 606_EN 3.0

Packaging Lot No./Cepis No: - Manufacturing Batch No./Bupo6umna napria Ne:
759589 741392
TESTS/TTOKAZHUKH STANDARDS/CTAHIAPTH RESULTS/
PE3YJIBLTATH

Degradation products content (LCY (% m/m)/
Bariet uponywris gerpazauii (PX) (% st/vr)
Y 1473 =03 <0.10%
S 9780 <05 013 %
Y 1474 <03 <0.10 %
Y 32 =02 <(1.10 %
Y 33 <02 <0.10%
Y 31 =0,5 3.15%
Y 38 <05 <0.10%
Y 1745 <04 <1.10%
Any other degradation products/ Byng-axi inui <02 <(.10 %
NPOAYKTH Zerpajauii
Total content of degradation products! 3aranuimii <20 0.28%
BMICT MPOAYKTES Merpagauii
Y 36(LC limit test) Y 36 (PX, rpmuranmii <1200 Complies/Biamorigae
KOHTPO:s) (ppin)
Uniformity of desage units for § 9490-6,
S 1520 and A 1095 {LCY Ganopiauicrs
ADIOBARHY STHRUME [ BCPHIIORPILLY apridiny
(5 9490-6}, inzanaminy (5 1520) 12 amncauniny
(A 1093 meToaon PX
Lur. Plu{ 2.9.40)/ €D (2.9.40)
Content uniformity (LCh: %ilabel claim /
Omirepineicrn syicry merogom PX: % BIJL
3AAKICHOT KinnKoo
Amlodipine’ ascioguniy
S AV < T5.0 %AV < 150% 39
.52 AV Z 150 %/AV £15,0%

0.75 M < each unit < 1.25 M/

0,75 M < xkorkita oamumna < 1,25 M
Perindopril arginine salt/ TCPINLAORPHNY aprinin
Sl AV 150 %/AV < 150 % 3.5
52 AV 150 %/AV < 15,0%

0.75 M < each unit < | .25 M/

0,73 M < xomua oquins <125M
Indapamide/Ingamanmin
St AV <150 %/AV < 150% 4.4
82 AV <150 %AV < 150%

(.75 M < eack unit < 1,25 M/

0,75 M < xoxna oziisis =125 M

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wickliow, Ireland
Tel: #3352 (0) 402 20800 Fax: 1353 (0) 402 2088%
Directors: Christian Bazantay {Freach). Christian Saaveur (French), Jehn Redmond.
80050 UKR2 VI Company registered in [reland No. 117246 Page 3 of 6




Cocusign Envelope |D: 10BB2200-6BAD-48CE-80C9-DCD34ADDRBISE

LCocusign Envelope 1D: BBBBCD3A-41EE-4CA3-ATBB-4782015C6FD7

= servian

SERVIER (IRELAND) INDUSTRIES LTD.

Method refTlocunanna na vemoo: D TC 5006593 PF T CTR 25 343 EN 5.0
Specification ref/llocunanna na cnenudhianiio: DTC_SH06593 PF N SPE_25606 EN 3.0

Packaging Lot No./Cepis No:
759589

741392

Manufacturing Batch No./Brpodunaa napris Ne:

TESTS/ITOKA3ZHUKH

STANDARDS/CTAHJJAPTH

RESULTS/
PEIYALTATH

Dissolution LC (% )/Po3us et (PX) (%)
European Pharmacopocia (2.9.3.)/€ ¢ (293}

Indapamide/Tuaanaasiy

Q =75% at 45 min / Tunanami (81520): Q =75% 3a 45 xn.

Nimber tested/
Jocrimkysana
KiAbkicTL

Stage/
Crazin

Acceptance Criteria/Kpurepii
HPIHATIOCT

Values for each Tablet/ Ixavemis TUTH KOKHOT TUBI0TICH

1

2 3 4

5

0 Mean
Cepesuc

Si 6

Each unit is not less than §0 %7 Ko
OLBHHUA e menire 30 %

99

98 98 97

100

59 9

82 +0

am

Average of 12 units (S1+82) is cqual o
or greater than 75% and no unit 15 less
than 60%/ Cepenne suavenns iz 12
ofimHk {$1482) Aopiamoe 260 Gimre
75% 1 Hemae skoMHOT ONHA Mele
66G%

3 +12 (24)

Average of 24 units (S1+82+83) is cqual
to or greater than 75%, no more than 2
vnits are less than 60" and no unit is less
than 50%/ Cepeye suadenns is 24
omumitus (S1+52+483) mopisnioe ato
Sinsbute 75%, e Ginpuze 2 OAHHHLL
senine 60% i nenac swoanol OTHHHIL
MeHuie 50%

Dissolution LC (% )/ Posumtennn {(PX) (%)
Luropean Pharmacopoeia (2.9.3.)€d (29.3)

Perindopril arginine/Tlepwuponpany aprinin

Q=75% at 15 min / Tepsinenpuay aprinia

Number tested/
Aocaiayrama
KinkRicT:

Siage
Crajiig

Acceptance Criteria/Kpurepii
Hpuiinatoocri

Values for cach Tablet /3uauenns TS KOWRHOT Talbacrkn

1

2 3 4

5

6 Mean
Cepeane

Each unit is not less than 80 %/ Kosxa
OQUMHALA te MewTire 80%.

104

100 104

99

101

+6

(13

Average of 12 units (SI1+82) is cqual o or
greater than 75% and no unit is less than
60%/ Cepenne 3nawenns is 12 omsumL
{S1+82) aopisnioc ado Ginture 75% i
HEMAE HOAHOT OTHINU Mennte 60%

112 (24

Average of 24 units (S1+82+83) is equal fo
or greater than 75%, no maorc than 2 units
are less than 60% and no unit is less than
50%/ Cepenne saaverins i3 24 onmumnms
(S1-H82+83) nopiemioe a6o Sinmme 75%, ue
Gistniic 2 OAMHATL Menue 50% i Hemac
HOLHOT oaHHNU] MeHe 0%

Servier (Ireiand) Industries LTD., Moneylands Gorey Road., Arklow, Co Wickiow, Ireland
Tel: =332 (01202 208060 Fax: +333 (0} 402 20888

Directors: Christian Bazantay (French). Christian Sauveur (F

80056 UKR2 V1

rench), John Redmond.

Company registered in Ireland No. 117246

Page 4 of 6




EERVIESR

Docusign Envelape 10; 1DBB2200-6BAD-48CE-80C9-BCD34ADGAZSE

Docusign Envelope |D: BBE6CD3A-41 EE-4CA3-A78B-4782C15C6FD7

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Hocunanns na siemod:  DTC_S0065 93 PF T _CTR 25543 EN 5.0

Specification ref/llocuraniin na cnenudixarino: DTC_S006593_PF_N_SPE_25606 EN 3.0

Packaging Lot No./Cepist Ne:

759589

741392

Disselution L.C (% ¥ Poz cuns (PX) (%)
European Pharmacopocia (2.9.3 /€D {2.9.3)

Amlodipine/Asronmuin

Q="75% at 15 min / Astmoaunin (A 1095): Q = 75% 3a 15 x.

or greater than 75%. no more than 2 ynits
are less than 60% and no unit is fess than
50%/ Cepenne anauenus i3 24 ommimun
{81-+82+S3) nopienioe abo Ginbme 75%, e
Ginpirre 2 oaunmue Menme 60% | geaae
AOAHOT OIAHEHI MeHIIe 50%,

Number tested/
Stage | Focaimawysana Aceeptance Criterfa/Kpirrepii Values for each Tablet Buauennst s wosmo] TabIeTRH
Critgisr | winbicTs BPHARSATHOCT] 1 2 3 4 5 6 Mean
Cepertc

Si 0 Each unit is not less than 0 %/ Komaa 98 96 96 g5 97 57 97

OAHKIA [1e Meunre $0%.
2 e (12) Average of 12 units (§1+52) is equai to or
greater than 75%, and no unit is less than
00%/ Cepeane 2navenns i3 12 OAHHNILE
(S1+82) nopirnroc ato Gimie 75% i
] HEMAE KOALOT ORHHNLI Menme 60%
S3 ! (24hH Average of 24 units (S1+82+83) is equal to

ANALYSIS/ AHAJIZ : 20/03/2025
Batch accepted/IIaprin upnitnsia

Analytical Services Manager:
Menecep e kourposio Ta AHATNY STKOCT]

Signed by:
Micdael Borne
- 44ES7BEUBFCA43C.. —o
Michael Byrne/Mixaenn Bipue

Servier {Irelandy Indusiies LTD Moneylands Gorey Road, Arklow, Co Wicklow, Irefand.
Tel: =353 (0) 402 20800 Fax: +3353 0y 402 20888

800S0 UKR2 VI

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

Puge 5 of 6




Docusign Envelope ID: 1D382200-6BA0-48CE-80G9-DCD34ADDE25E

T T
—

TEE SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made
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/

Ll 5 3acBinuyio, mio napencua sume 1HpOPMALIS € JOCTOBIPHOO T4 TOYHOIO. [Tio cepiro
npeayxuii 6yno supobneno (Bkiouacun NaKyBaHHS/MAPKYBAHRHA) T4 IPOBEIEHO KOHTPORD
T AKOCTI Ha BULIe3a3HaYeniii IINBHHLI ¥ NOBHIH BIAMOBIAHOCTI 3 BUAOTAMH GMP,
BCTAHOBTEHNMH MICUEBHM PETYISTOPHHM OPTAHOM, 2 TAKOWK BIMOBIZKO JI0 cretudrkanii,
1O MICTATECS Y PCECTPaniiiioMy 4OCKE. [TpoTokomm supoSuuTE], NaKyBaHHA Ta aHANIZIR
6yI10 MeperIHyTo Ta BETAHOBICHO BIATORHICTE GMP.

Date of batch release//laTa BHMIIYCKY cepil 21/03/25

Name and Position/Title of person authorising the Batch Release/ Ilpizemme ta nocaaa/
IBAUHA 0cobu, ska BUIAI2 103BI Ha BHNyCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bianosinansna oco6a
[I Ms Ailbhe Wade, Qualified Person/ Binnoriganena ocofa
[l Ms Carmel Kinsella, Qualified Person/ Biamoeiganena ocoba

M Ms Niamh Ryan, Qualified Person/ Binnosigansia oco6a

DocuSigned by:

Signature/Tlinnue | Niamh Ryan Date/Hara;

O18FCEB610E3401 .,

21 March 2025

Finished product batch number/ Homep cepii roteroro nikapebkoro 3acoby: 759589

servier (freland) Industries LTD., Wenevlands Gorey Road. Arklow. CoWicklow. Teland,
Tel: =233 (03402 20800 Fax: +353 (01402 20838
Dhrectors: Cliristian Bazantay (French), Christian Sauveur (Freuch). John Redmiond.
Company registered in Freland No. 117246
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AEPIKABHA CJYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y m. KUEBI

npos. Hagit Ceivawuioi, 3. 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kop CAPIIOY 37079055

BUCHOBOK
Npo AKICTL BBE3EHOrO B YRpainy JHKAPCHKOTO 32c00y

21.04,2025 Ne 20003/25/26

TPUONIKCAM® Smr/1.25mr/Smr

(tiaFfiMeHy DA NiKapCLKOro 3acoly sriano 3 pecerpauiiinms NOCHIAHCHHAM )
TAGJICTICH, BRKDITI NIBKOBOIO obononKkoeio, S M1/1,25 mr/S mry no 30 rabaerox y wonreifnepi
s TadateTox: no | KonTetinepy aas tabsaeroi y kopobui 3 Kaprony

(thopMa BHITYCRY. AGIYBAILS, BHA N2KYBAIIA ATRAPCHKO O saco0y)
Homep pecerpauiiisoro nocsiguensa UA/13929/01/02 CTPOX All peecTpailifi Horo ocritucHHn HEOOMEIKEH 1
Cepin nikapebkoro sacoby No 759589 KisibkicTs Bheseroro aikapeskoro sacoby 23440

BHpoGink Ceps'e (Ipnanyis) lugacrpic Jita, Ipnanuis
{haisenysanus uMpodivKka NiKAPCLKOrG 3a¢o0y. Kpuing noxomme i)

Boeseno s Yxpainy Tosapreriso 3 06mescenoro sinnosizansnicrio "CEPB'C
YKPAITHA", inen, won: 33643340

(HaBmesnysanis Ta kou za JPIIOY IpHAHMHOT 0cob1 a0 npizsuule, in'e, 1o GarsKoni
thizmstiol ocobm - mianpresus, T Mictue rpoxUBanns T peceTpauifiunii nomep obaikonof
KADTIH NAATHWKA (T0AaTKIB afo cepis Ta nomep nacnepra)

Itpotoxon Bisyaneuoro konrpomio sin 21.04.2025 Ne 1274/01.10-25/9.

34 pesynbTaTaMH  ASPEKABHOIO KOMTPOMO BCTAHOBACHO. U0 nikapcbkni 3aci6  meeleHo B Yepainy 3

AOTPHMAHHAM pUMOT 3aK0HOAUBCTEE 100 safesneuents AkoCTi likapchenx 3acofin,

Mukona XOJIOAFEHKO

(1innme) (fnitian Ta npizanne)
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