HEPKABHA CHTYXKBA 3 JHKAPCHLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMHX y m. KHEBI
npos. Haait Ceitanunoi. 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Koa €JIPIOY 37079055

BUCHOBOK

Npo AKICTH BRE3EHOro B YKpaiuy Jikapehkoro zacody

25.07.2024 Ne 38162/24/26

TPUNJITKCAM® 5§ MI7/1,25 MI/10 MI”

(HAIMCUY B SHKAPCLROIO 30C0BY 31110 4 peccrpaniHinma HOCB e
TabaeTKH, BRPUTI NJAIBKOROI0 060J101K010, 110 5 /1,25 mre/10 sy no 30 tadaeror y
KouTeiinepi st Tadaeroxk; no 1 xoureiinepy juis Tadaerok y Kopobui 3 kaprony

(POPMA BHIVCKY. AOIYRANIA BT ARV I AKAPCHKOI0 3acody)
Homep peecrpauiituoro nocainuenns UA/13931/01/02 crpox uii pecerpauiiinoro noceiaciis HEOOMCICHHH
Cepin aixapeskoro 3acody Ne 745985 Kiznkicts BBcicHoro sikapeskoro sacody 26240

Bupodrnk Cepu'c (Ipnanis)) Innacrpic Jipu Ipnannis

(AAMCHY BAIIS BRPOBIHKD ATKAPCHKOIO 3UC00Y. KPATHa NOXOLKCHI )

Boesenio 8 Y kpaity Tosapucerso 3 06memen0l0 BLANOBIAIBLICTIO "( FEPR'C
© VKPATHA", inenr. xon: 33643340

(Baiiviervranng o ko, 3a CAPHOY wopiainol ocodi Ado npiasHiie. O 00 BarLROsi
PEs07 0COBH - DLANPHEMILEL T AHCILL NPOWIBALITIL 13 pot ‘crpaniFnndi omep oGiKoBsoT
RAPTRN MI@FHKD TOAATKIR 300 COPIA T HOMCD HaCHop L)

Mpotokon sizyasnuoro kouTpoao nin 25.07.2024 Ne 2499/7.

3a  pesyabraramu Ilcmxarmom KOHTPORKY  BCTAHOBACHO, WO aiskapehsuii - 3acio BBC3CHO B Yepainy 3
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fix 3aco0in,
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DocuSign Envelope ID: 81A3E50C-4BBD-4386-0A07-A285A7044753

SERVIER (IRELAND) INDUSTRIES LTD.

s ’@
L‘

T servien

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
- CEPTUDIKAT AKOCTI NKAPCLKOTO 3ACOBY

Name of the Manufacturer & Address /blazsa ra Servier (Ireland) lndusn ies L. td/(“epB € (Ipnaﬁmq)
aapeca BrHpoGHHKaA Inpactpic Jirg o

.

Moneylands, Gorey Road/Mawinew;s, lopeit
Poya,

Arklow/Aprnoy,
Co. Wicklow/Ko. Bixnoy,

Ireland/Ipnannis

Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Vipaina"

Haasa Ta agpeca iMnoprepa 41, Naberezhno-Khreshchatytska St./gya.
' : Halepesxno-Xpeuarinbra, 41

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

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapebkwii 2acid
APOIYKLLT, IO [TOCTAYACTECH

Pharmaceutical form/Jlikapeeka opya Film-coated tablets/Tabnerin, m\pnrl WIBKOBOK)
oB0sOHKOK

Name of the Product/Hazga nikapesxoro TRIPLIXAM® 5 mg/1,25 mg/10 mg/

sacoby TPATUUKCAM®B 5 me/1,25 mr/10 mr

Dosage/Cuna niv 5mg/1,.25 mg/10mg/ S se/1,25 mr/10 mr

Type and size of packaging/Bua ra posmip 30 tablets in the container for tablets; | container

YTIAKOBKH for tablets in the carton box/ no 30 taGneTox v

Kowrefinepi g rabnerok; no 1 korredinepy ans
Tabneror y kopobu 3 kaprony

Finished Product batch number/Cepis rotosora 745985
SiRapebkoro sacofy

Manufacturing date/[lara pupobuuursa 04 2024
Expiry date/Tepmin npuaarnocti 04 2027
Batch size/Kinexicts y cepii 26,240 Boxes/ynaxopox

Manufacturing Licence number/Homep niuensii M0O0068/00001
Ha BUPOOHULTBO

Registration Num‘)u/PcmTpaumm UA/13931/01/02
NOCHITICHYA

Servier freland) Indusiries LI, Moneylands Gorey Road. Arklow, CoWicklow, Ireland
Tel: +353 (3Y«402 20806 Fax: +353 (0) 402 20888
Dm\mrs Christian Bazantay (French). Christian Sauveur (French), Jobn Redmeond.
T Company regstered in Ireland No. 117246
fage 1l of6
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1geuign Envelope 1D: 906/\(5819~A862~{1F94»8688~11F72A1 BL34F

= SERVIER

SERVIERA(IREI]

AND) N\!DU ‘”'i 134 H J\I"‘D.

Method reffTlocunariun Ha stemod:

DTC_S006593_PF_T_CTR_25543_EN_5.0
.,peufcanon nj/ﬂocu. ranies na crewupinaio: DIC .5'1)06593 PF N SPE 23()(}( EN 3.0

i

- TRIPLIXAM® 5 mg/1,25 mg,/]() mg/ TPHILIIKCAM® 5

S mr/1,25 mr/10 mr

Fe tmulat:on/diopm MOBANHSE

Film-coated tablets containing 5 mg ofpenndo[u il arginine, 1.25 mg of mdapwmtd«, and 10 mg of amlodipine /
TabTETKH, BEPUTI HIBKOBOIO ooououxom O MICTAT 5 s nepungonpuy aprivdey, inaanadiny 1.25 wr ta

avaomniay 10 Mr

Packaging Lot No/Cepin No:

745985

728146

Manufacturing Batch No/Bupobnnia gaprin Me:

I ESTSMOKAZHUKH

- STANDARDS/CTAHJIAPTH

RESULTS/
PE3YJILTATH

Appearance/Jonpingiii Burasg

Average mass (mg/unit) /Cepeans maca
{(Mrioamimnno)

Microbiological quality (skip
testing)/ Mixpobioaorimua wucrora {exiu-recr)
Lur. Ph(3.1.4)/ CO (51,4}

Tdentification of drug substances/
[aewradiranin airyny pevonim

S 9490-6, 5 1520 and A 1093 by LY
Meparompinty aprinin ( $ 9490-6), adnasis
(S 1320) ta amnomanin (A 1095) merozost PX

S 9490-6. 5 1520 angd A 1095 by TLC/
Hepungonpuay aprisin ( § 9490-6), injananis
(8 1520} ta axesmozginin (A 1093 meroaos TILX

Drug substances content (LC) (mg/unity/
Batier stisomnx peaonnn (PX) (rfoxuunumn)

*_

. ‘ L
Wiite, oblong, film-coated tablet engraved with o one
B

) S o o
face und == 3 on the other face /Tadnerka 611010 KosLopy,
AOBracTal POpaLL, BRPITA THHBKOBOI 0S0A0HKAL0, 3

Ve ) ST
THCHEH A 3 QLo Boxy Ta S5 3. ERLTITIEY

196,6 to 2172 (95 10 103 % of the theoretical mass of 206,9) /
REC196,6 40 217.2 (8 93 % 20 103 % g12 TeOPCTHHEOT MacH
206.9)

Total acrobic microbial count/3aruante Bicno acpobeny
mixpooprarizyis (TAMC)Y 5 10° CFU - 5 P KYO/r
Total combined yeastsimoulds count? arasmke HEAO
APDIIOKOBIX Ta Tltieeneriiy rpuGis (TYMC) < 10° CFUy/ -
< L KYON

Escherichia cofli: absence/l ¢/ - pisloyimi v 1 r

The ratio of the retention times ol each drug substanee peak
(59490, 5 1520 and A 1095) front the test solution and from the
reference solution nust be between (1,95 and 1.037 Bianowens
qacis YIPIMYRAHUA Lk K0scHoT vl pevormmm (S 9490-6,

S 1520 and A 1095) 20CTBKYRAHOIO POTUITHY T4 POIHMIY
NOPIRESIHES Mate CTaRoRITY 812 0,95 101,05

Main spots (5 9490-6, § 1520 and A 1093) idewtical in
position, colour and size for test and reference/Ocionni o
{S9490-6, § 1520 and A 1095) izeHTHYRI 38 HOAOKCHHAM,
KOTLOPOM T4 POIMIPON LS JOCTTKYBAHOIO POITHITY Ta
POTHHIY TIOPIBHLIS

(95 to 103 % of the theoretical content of each drug substance/
811 93 mo 103 % Bix reopeniitore BMICTY KOKUOT Ai0M01
PEYOBMIIH)

8 9490-6 / Uepusapnpiay aprinin (S 9490-6): 4.75 10 5,235/
Bia 4,73 a0 525

S 1520/ Inaanastizn (S 15200 119 to 1,31 /8ia 1,19 a0 1,31

A 1093 7 Aot {A 1093): 9,50 10 10,50 7 8ix 9.50 20
10,50

Complies/Bianosinac

203 3mg/mr

*Skip Test - Not
Applicable
*SKip lest - Noi
Applicable
*Skig Test - Not
Applicable

Compiies/Bianoaisae

Camplies/Bianoniaae

S.05mglar
F22mghr
9.91mg/mr

*Skip test/Cxin recrysanns, Passes/Bianosizae, not applicable/te nposoauses

Servier (hreland) Industries LT
Tel:
IMirectors. Chestinn Bazantay {Frencho. Chirist

80040 UKR2 V1

Monevlaods Gore
333¢0) 402 20800 Fax

(03 407 20888
i Sauveir {Frencli).

Compeairy registered o refund No 117246

John Redimond

P Road, Arklow, Co Wiekles, Treland

Puge 2 of 6
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DocuSign Envelope ID: 81 A3E50C-4BBD-4386-9A07-A285A7D44753

ELAND) INDUSTRIES LTD.

Methed refiTlocununna na menod:

3

DTC_S006593_PF._ T _CTR_ 25543 - EN: 5.0
bpeuy:cmmn ref/ﬁoca AU HG ('newu[mmmm Dre. .9()(}6391 PF N SPE_ 2561 67EN 3.0

745985

Packaging Lot No./Cepist Nu:

728146

Manufacturing Bateh No./BupoSuiua napris No:

TESTSATOKAZHUKH

STANDARDS/CTAHIAPTH

RESULTS/
PE3VILTATH

Degradation products content (1.C) (% w/m})/
BAieT upoxyrRTin aerpazaudy (PX) (Y% ai)
Y 1473

59780

Y1474

Y32

Y33

Y 31

Y3k

Y 1743 :

Any other degradation products/ By.te-aki it
NPOSIVKTH A8 rpajagii

Toral content of degradation pr oducts Jaramud
BALICT NIPOAYK T ot ded!J,ll

Y36 (1.C Hmit test) Y 36 (PX, rparrani)
KOHTPOMS) (ppin)

Uniformity of dosage wnits for § 9490-6.
S 1520 and A 1095 (LCY Quunopianiérs
AGIDBIINY QUL
(8 9490-6). inaamaniny (S 1520) ta BB HY
(A 1098) veroson PX

| Bur, Plug 2.9,40) Cdy (2.9.40) .
Content uniformity (L.C): %/abel chaim /
Oauopianicrs ssicry Meroiion PX: % aig
3anBNeHOT KIALKOCH]

Amlodipine/ asuommis

Sl

52

P»rmdopn] dr"llllnb sult/ nepraaonpry aprisiv
St
82

Indapamide/lzanaviz
S
82

{1 UEPHEAOIPURY apriltiy

oS oo
W W s

Lo
(PR NS N

=

5 IACTA AV TA TA A A

<
>~

iA
=
o

A
[
<

<1200

AY « 150 %/AV < 15,0 %

AV = 150 %AV < 15,0%
075 M < cach it < 1.25 M/

0,78 M < koskna ofsums < 1,25 M

AV < IS0 YAV < 15,0 %

AV < 150 %AV < (S 0'

0.75 M < each mmg, 1.25 M/

0,75 M < ko o < 1,25 M

AV < 15.0 %AV < [5,0%

AV R 130 %AV < 150 %

0.75 M = cach unit = .25 ‘vI’

L75 M < koI nmmum 125 M

<0, 10 %
0.11%
<010 %
<Q, 10 %
<0.10 %
0.1 %
<010 % -
SIALAA
<010 %

0.22%

Complies/Bimonigae

i
tad

4.1

‘vt

Servier ¢

353 ((h 102 20800 Fax; 353 (01 402 20888

l)uu,um ( hostian 17.lzd!lld\ (Frenely. Christian Savvenr (I tcmh) John l\cdmmnd

80040 UKR2 VI

Company regisicredn Ireland No. 117246

Lrelandy Indusiries 170 Mooes lands Garey Road. Arklow Co Wicklow, Ireland. - -
Tol:

Page 3 of'n



DocuSign Env,élope iD: 81A3ESOC-4BBD-4336-9A07-A285A7D44753
IncuSign Enva}one. ID: SDBABB19-AB62 4FJ4-8688-11F7IA1RAILF

'SERVIER (IRELAND) INDUSTRIES 1TD.

Method rcyﬁ’ﬂocnﬁma-m H1a semod: b'[’(.’__ S006593_PF_T_CTR 25543 EN 5.0
Specification ref/Tlocuzanin wa cnewsdianin: DTC_ SO063 93 _PF_N SPE_25606 EN 3.0

Packaging Lot No/Cepin No: Manufacturing Batch No./Bupotunua napris Ne;
745985 ' 728146
TESTS/MTIOKAZHHKN STANDARDS/CTAHIAPTH | RESULTS/
) ‘ f PEIYILTATH
Dissolution LC (%)/Posmuena (PX) (%): [ndapamide/Tnganavia

Luropean Pharmiacopocia (2.9.3. 760 (2.9.3.) . .
i £ = 78% at 45 min / buaansvia (8 153200 Q = 73% 3a 45

Number tested/ ! )
Stage/ | locaiurysana Accepitance Criteria/Kpirre piy Values for each Tablet) Suavucuns wan komnol ataersn

Crazist | wizmxiern upsitHsrnocti 1 2 3 4 5 & [ Mean
’ ' Cepeanc

S1 [ Each unit is not less than 80 % Koxa 103 101 as 102 104 10 1ol
QLI e Mente $0 Yo

§2 +6 (12} Average ol 12 units ($1+52) is equal to
or greater than 75% and no unit s less
than 60%/ Cepeane suaucnst iy 12
o:autnls {($1452) avpismoe ado Giare
75% 1 HEMAC WOANOT DI MoHMse
60% )

$3 +12 (24 Average ol 24 units ($1+52+83) s cqual
w or greater than 75%, no mare than 2
units are fess than 60% and no unit is less
than 50%; Cepesne snadeny i3 24
oupus (ST+82+83) gopirmoe ado
Guamte 75%, we GLiLiTe 2 oML
atesmie 60% 1 sesac ®Roauoi onmNL
Mewe 30%

Dissolution LC (% )/Pozunucnus (PX) (Ya): Perindoprit arginine/llepumionpuay aprinin
European Pharmacopoeia (2.9.3, 76 293 :

Q = 75% at 15 min f Heprngoupnay aprinin (5 9490-6); Q = 75% 32 15 x.

Number fested/
Stage | Jocajuwrysiaua Aceeptance Criteria/Kpurepit Values for each Tablet 3uasenns aan womnof 1a6acicn

Cragin | giankicry Upuiinsinocri i 2 3 4 § 6 [ Mean
Cepeanc

St & Each unit is not less than 80 %/ Kok (106 949 99 102 108 102 102
QAHHBLR HE MeHme §0%,.
S2 +6 (12) Average of 12 units (S1+52) is equal to or

greater than 75% and no unit is less than
O0%/ Cepesme sgaenns i3 12 ommsm
(51+82) nopisinoc-ao Giapme 75% |
HEMAE JK0AHOT 0MBHII MeHIe 60%

53 +12 (24) Average of 24 units (S1+$2+83) is equal to

: o or greater than 75%, no more than 2 units
are fess than 60% and no unit is less than
50%/ Cepeanc suagennn i3 24 gauusne
(SEES2+83) nopinmor ado Ginswe 75%, ue
Ounmte 2 oaunmie atetie 60% 1 aeyae
HOHOT 0TI Meute S0%

Servierdreland) Industries LTD.. Moneyviands 6 ey Road Arklow. Co Wicklow frelanid
: Tel: 3Ly 402 20R00 Fax. #3353 (1) 402 20888
Dhrectors: Christian Bazantay (Freneh), Chnstian Sauveur {Frenchy: Jol Redmond
80040 UKR2 W1 . Company regisiered m frelond No. 117244 . Page 4 0f 6




DacuSign Envelope ID: 81A3E50C-4BBD-4386-9A07-A285A7D44753

locuSign Envelope ID: 9061\6819-AB¢32~4F94-8688-1 1F72A1B534F

SERVIER (IRELAND) INDUSTRIES LTD.

o
-
o,
S o

i
2 SERVIER

Method ref/Tlocunannn nva memod: D TC 5006593 PF_T_CTR_25543_EN_5.0
Specification ref/iTocunannn na enegupixaniio: D TC_S006593_PF_N_SPE_25606_EN 3.0

Packaging Lot No./Cepisi No: Manufacturing Batch No./Buposunua napris Ne:
745985 728146
Dissolution LC (%) Posunnenns {PX) (%) Amlodipine/Avaonanin

Lurepenn Pharmacopacia (2.9.3)€'® (2.9 3.)
Q= T5% at 18 min / Aswromenin (A 1095): O = 78% 12 15 xp.

Number fested/

Stage | Hoeaimxynana Aceeptance Criteria/Kpnrepii Values for each Tablet Suaveuns s koun ol Tadasrsn
Cragin | winxicrs apuiiaariocti i 2 3 4 5 6 Mean

Cepeane
§1 6 Each unit is not less thain 80 %/ Kok 107 107 102 108 109 106 106

OIHHLN He Merte S0%.

S2 +6 {12 Average of 12 units (S1+82) 1s equal to or
-| greater than 75% and no unit is less than
60%/ Cepenne savenna s 12 oguni
($1+32) aopisinoc abo Gimne 75% i
HEMAE HOAROT Quuual Menure 60%

83 +12 {24) Average of 24 units (S1+$2+53) is caual 1o
' or greater than 75%, no more than 2 units
are tess than 60% and 1o unit is less than
50%/ Cepenne snaucsuy i3 24 omung,
(ST+S24$3) aopimmoe abo Gixmine 75%. ne
Olupie 2 ot Merme 60% i nevae
SKOMHOT ORI Mestre 50%

ANALYSIS 7 AHAJIZ : 30/05/2024
Batch accepted/ITaprin npyitasra

DocuSigned by:
Analytical Services Manager: ‘ Wp&l :
Mene/uep 0 KORTPONI® Ta aRAIIZY SIROCTI Michael Byrne/Mixacan Bipue

Servier (reland) Indusiries LT, Monevlands Gorey Road, Arklow, Co Wicklow, lrefand
Teb #3383 (0) 402 20800 Fax: 1335 (403 402 20888
Divectors: Chistian Bacantay (French, Christian Sauvenr (Frenchy, John Rednwond ‘
80040 UKR2 V1 E : Company regisiered in Ireland No 117246 Pige 5 0f'6
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lzn2 1 81/\'* 5OC -4BBD-4386- 9A07-/\285/\7 D44753

[ hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quaiity contral 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 mdnuf%luw packaging and analyses were reviewed and
GMP wmphdnce was established/ ;

Ly s 3acpizuyio, 0 HaBegeHa BHILE indopmalis rwuomprm»o Ta Toyneio. Lo cepio
npoaykilil Syao BupobieHo (BRIKuaoUR maxy nmum/mpx\, BAMHA) Ta POBEACHO KOHTPOSIL
i akocti na sutesasHadeniit AlnHUL Y nosnii Bianesingocri 3 sumorass GMP,
BOTHHOBICHMMH MICLCBHM PErY/IATOPHUM OPratoM, 4 TAXOK BiANORIANO 10 ».fl"ll!l(})leluH
HIO MICTATBCA v peecTpaifinomy nocke. [porokon sy POGHEITEA, NAKYBAHNS T4 AHATIdD
Oy o nepu*mm TO T4 BOTAHOBAENO BignonimHicrs GMP.

Date of batch release/Mara puvery cepii 26/06/24

Name and Position/Title of person authorising the Batch Rc.c ase/ Hpiseume ra nocasa/
IBaIHs 0cobH, HKA BHAANR Aomm HA BHITYOR copif

[]. Dr Blanaid Bowes, Qualified Person/ Bixnosinansua ocoba

[1 Ms Ailbhe Wade, Qualified Person/ Bignosinasssa ocoGa

[] Ms Carmel Kinsella, Qualified Person/ B)mmm,mm:u\ oeoda

[] MsJenny Quinn, Qualified Person/ Bisnosizanuua ocoda

K Ms Niam h Ryan, Qual.iﬁed Persnn/ :Bi,;.mo Bifanbua ocoda
DocuSigred by:

Signature/[Tiarmie | Niamh Rvan

018FC6B610E3401.

Finished product batch number/ Homep cepii roTosoro nikapcwroro 3acoby; 745985

Servier (Treland) Industres LID., Mogeylands Gorey Road, Arklow, CoWicklaw, reland
Teb +35% (€) 1072 20200 Fax- ""33 (1) 402 20888
Darectors: Chusstian Bazantay (French), Chestian Sauveur (French), John Redniond,
Company registerad i Ireland Mo, 117246

bbR‘VI R (‘EMW LAND) I I’\IDU‘S] Rl E LI I)
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