AEPIKABHA CJIYKBA 3 JIKAPCHhKINX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KUEBI

npos. Hanii Ceitimuno, 3, 02099, ten. (042) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BUCHOBOK

Npo sikicTh BRE3eHOro B Y Kkpainy Jikapcebkoro 3acoby

24.06.2024 Ne 32384/24/26

NPEAYKTAJI® O 80 MI'
(nalimenysauns Aikapchkoro 3acofy SrigHo 3 peccTPaililin:M NOCRIINEHHIM )
Kancy/m npoJjionrosanol aii Tocpai no 80 mr, o 10 xancys y 6aicrepi; mo 3 6aicrepu y
Kopobui 3 KapTony
(dopma surnycky, 103yBANHA, BAA NAKYBaHHs TiKapCEKOro 3acoly)

Homep peecrpauiitnoro nocsimienns UA/17645/01/02 erpok aii peecrpauiitvoro nocsinvenns 30.08.2024
Cepis nikapcororo 3acoby Ne L.678A0923 KinbkicTs BBesenoro aikapcekoro sacoby 24048

Bupobunk 3AT ®dapmauestnuunii 3ason EI'IC, Vropuinna
(naiMenysanns supoOGruka NiKapCLKOro 3acoBy, KpaiHa NOXOKCHHS)

Bseseno n Vpaiuy TopapucTso 3 o6mexxenolo Bignosinanasuicrio "CEPB'€ YKPATHA",
inenT. wou: 33643340

(Hatimenysatns Ta xon 3a CAPTIOY opuananoi ocodu abo npissuuie, im's, no Garukosi (isuunoi
ocobu - nizmpuemus, 1i Micue NPOXMBAHHS TA peecTpauiluui HoMep 06iKOBOT KapTKK MTATHUKR
noaarkis aGo cepisa Ta woMep nacriopra)

Mpovokon sisyanbuoro kontponto sin 24.06.2024 N 2132/4.

3a  pesyapTaTaMd  AEPKABHOIO  KOHTDPOJIO BCTAHOBNEHO, 10 Jikapcekuit 3aci6  BBeseno B YipaiHy 3
AOTPHMAaHHSHA
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EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/ CEPTHR®IKAT SAROCTIJTKAPCBROIO 3ACORY
Reference method / Nocuaamms wa mevon: DTC_S006795_PF T CTR_53334 EN 1.0

Reference spreification’ Nocrnania na orewpisaios DTC_S006795_PF_N_SPE_S0580 EN 1.0

Nume of the Mutmfaetrer and Address / Haosa ta apecs supoumsa  EGIS Phavmaceuticals PLC, 1165, Budapest, Bokenyfoldi ut. 1 18320, Hungary/
AT Oupvavenriesit savox ECIC, 1165, m. Byaanenim, sya. Bexensdrenn, 18120,

Neme of Imporier and Address / Hasea ta gapeca tanoprepa

Which consignmerd of product is delivered /
Rzt npoaykull, 210 DOCTEACTRCH
Phurmacewtical forn 7 Hikspeska Gopma

Name of the Product / Hasea nizapensore sacody

Dosagu: / Cuna aif

Type and size of packaging / Bun 1 possip ynaxoskn

Yropiuan
Servier Ukmine LLOTOB "Ceps'c Yrpaina®

41, Naberezhno-Khreshehatytska St./aya. Habepexuo-Xpearuuska, 41

Kyiv, 04070/, Kiile, 09070, Ukraines Yapaina
Pharmacestival product/Mikapeskuit a6

Prolanged-release hard capsules § Kancyan npamonronauod i niepai

PREDUCTALD OD 80 mg / MIPEYKTA TS O 80 wr
i mg i 80 e
10 capsules in blister, 3 blisters in e carton box?
1o 10 xaneya y Giticrepi; no 3 Gnigrepn B xopofin % keprouy

Finished product batch number / Howmep cepii rotosers aisapessoro sacely LOTEADIZ3

Manufucturing dite / Jara sapalamirage
Expiry date / Teprin npasrHocti
Bateh size / Kinukiom y cepif

Manufacturing Licence mumber ¢ Howep niteusit ng sepofinugmo
Registration Number ! Peceipauiiisee nocs et

Date of analysis / flara aranisy

(19.2023.

09.2026.

24 048 boxes ¢ YRAROBOK
HUMEGIS ’

He UA 176450102
X1.062.2024,

TESTS / TOKAIHUKH

REQUIREMENTS / CTAHJIAPTH

RESULTS / PEIYJIRTATH)

Appearance { Ouue

M’ersge mass {mg) / Cepeanst macn (M7)

Microblological quality (skip test)

i, Bur, 5.1.4., non-agueous preparstion for
cral nse) !Sfﬁy.:puﬁln:mr.tium MHETOTR
Ceipuone punpolyBannny. L

K §.1.4 «Hepoasi nikapeski 3acoli an
KEPOPANBHONO JACTUCY BANUY)

Identiflcation of drug substance /
inescrsddkagin giovel pevoBni:

. Liquid cheomatography (Ph. Bur, 2.2.293
1%z xposaTorpatdis (PX) (€ 2.2.29)

. Infrarcd spectroscopy {identification B)
Ph. Bur, 2.2.24) 7 Indipavepsoni
nescrpockonia (inerrwpisania BY (€D 2.2.24)

Deug substance eontent (LC)
(Ph. Kur, 2.2.291 7 Kinvxione susnauenns
oot pesosnni (PN} (€0 2.2.29

Pi. Bur, 2229} /
wivy eynposizuax gostimon (PXp
Cr 2.2.29) '
| Y234 {imparity C) { ossitnxa C}
Y235 {impurity DY (Jlomuuka D)
Y145 ,
| Any other related Iinpurity ¢ Bricr Syai-axo¥
ol cynponigsol aoMiR
- Sui of related Tmpusities ¢ 3arampii ssict
Y pOBHAHER 0MIOR

clated Impuritics content (LC)
(]

Orumge vod cap printed with white lopo and "80", and white bady capsules size
2 containing spherical white o almost white costed gramules / Kencyan posuipy
2 3 wopuytoM GLIORD XOMEODY T3 KPMIEHROID ROMAPAINCBO-ICPBOHOIO
KOTROPY, MO MICTHTS chepiut rpasyiy, skprr oBoromkok, Biioro afo
MHE GLIOFO KONGORY, 3 A0remanDs koMeatl ra Haumeos «8iy, nasecenumn
HE RPHUCURY Kancy: i SLIHM COpEHION, .

138 - 152 (95-105 % of the thevretical mass off ain reoperHynol MacH
1449 mg/ mr) ) .

Total serobic microbial count ¢ Jaransue YHCs epoBHIX KIRPOOPT aREN R
(TAMO): £ 10° CFUfg - 10} KY O

Total combined yeasts'moulds count / 3arannng wieio APLRIKOBHX Ta
Iesicencrux Tpibin {TYMC): € 108 CFUg ~ 107 KYONT .
Escherickia coli; shsence/| g - slagyraicn/l ¢

The ratio of thie retention times of the principal peak from the test solution and
From the relerence solulion-mus be between 0.95 and 1.05 / Bianomenss
YACTY YTPHMYRBIHEE UCHDRNOI KR AOCTILCY BAHOTO (KITUHHY T2 POIUHNY
TIOPIBHARRS DOBHARO ANAROLITHER ¥ Mexax 0,95-1,05

The positions and intengities of ihe sbeorption bands of the speetrun phiained are
conpordant with those of the drug substaccs reference bateh spectrum /
TTOROAEHNS T8 IHTCHCHRHOCT CMYT DOTIBHRHNA OTPHMANOO SHEKTRY
BUATIOBIAEE TAKHM 1A chertpd cepil CTRMULAPTHOND 3patky eH0] pLioBiHA.

7647 - 84,0 mgeapsule’ MEEAICYY
£95-105 % of tha theonetion! content / 511 1€0pe NHOTD IMicTy)

£02%
502%
<0.2%

502%

<03 %

Complies / Bianosigsc

1410

Pusitive ¢ TToaTussHe

Positive / Tloanrene

<, 1 %
<0,1 %
<01 %
“Q1 %

<0, %

iffl’f?‘

ODama 11




PREDUCT AL® QD 80 mg, prolonged-release hand capsules containing 80 mg of trimetazidine diliydemchloride /
HPEJ YK TAIS O 80 we, ancyan sporonrosud aii Taepil, wo MicTRTL R0 MP TPHMCTEIRINEY JATIAPOXRDIL

Finished product batch knmber / Homep cepil ravonvrs bsapeskore 3ncoby LOTBAC923

Uniformity of dosage ualls

lthart 7594, no more than 2 units are léss thon 65% and.
Ity unit 15 less than 53% / Copesite sHasetns i 24
g (L AHL2HL) popisigor aBo Bimaie 75%, e
Kintime 2 ot veme 65% i esae sosod

Dt vense $5%

Fir. Bur, 2.9.40 - Mass vasiation} / Number
OAHOPEINICTE AOEIHUX SUHHNILL tested /
Cb 2.9.40) ?,:‘:5:1, n:n]];i;;;igm Acceptance criteri ¢ Kpnepil npsfisstnocti
% JOIOBARMN
OIHHALY
Ul 10 AV <1540 AV = 59
20 AVS150
i (‘3!3') (.75 M < cach unit /) Komna DS
” = 1.25M
Dissolution (UV) (Je): Number tested !
Ph. Eur. 2.4.3)/ Posunmennn (¥4 Stage / Kiawkicrs
€db 29.3) P ml;“;' enapolynanx Acoeptanoe eriteria  Kpmerepii npifaisaocTi
JOROBAHN
QUL
i d 11/ 3% 4 rOAMHR %] 6 Io individual vadue lies outside B % to 28 % / Hone min/sin.: 19 %
pﬂmmiwwulmc INAHLHLA 1Q BHROAHTE 38 Mesxi 828 max.vaxe.: 23 %o
% MERNCCPEANE JHasenns: 21 %)
L2 “6 (12)  [Average of 12 units {L1+12) les within 8% 0 28%
ind 0o unit is mmore then 38% / Cepemic anancrs 13
12 oammann (GIHL2)Y staxouTses B Homax Big 8% o
% 8% § nenae xoanoi oswsmui Gineme 38%
13 12 (24 [Average oF24 units (LI+L2+L3) bics within 8% to
. D&%, Not more than 2 units are more than 38%. No
bitiit is inove than 48%4 / Cepejine stavennd iz 24
b (LIHLIHLI} sraomrect & Mesax s 8%
~ uo 28%, He Sinne 2 omammun Gie 38%. Hemac
b0t opugoial Bimvire 48%
it 8 b/ 3a 8 rogun L1 & No mdividuat value tics outside 37% w 57% ¢ Koaue mnSuin,: 42 %
[AHBTTY AILHE ANAMEHHR HE BHXOIMTS 33 Meawsi 37- max.vake. 48 %
157% meanicepesi snaucnig; 44 56
L2 46 (12]  |Average of 12 units (L1+12) lics within 37% t0 57%
b no unit i Tess than- 27% or more than 6796/
KCepense stuusensn i3 12 oot (LI+LI)
BapoITICH B AeEax 514 37% a0 57% i nemac
boanoi oamung messe 27% abo S $7%
| 3 724y |Average of 24 units (L1412+L3) dies within 37 % @
57 95, Not tore tiar 2 unils are less than 27 % or
Imore thin 67 %, No unit is tess than 17 % or more
than 77 % ¢ Copense suadenia i3 24 oapsn
(11412453 ) saxoanTLe B Mok sia 3756 10 31%.
He Giawie 2 opumils Merae 27% afio Ginsue 67%.
Hesiae moien] oy meanre 1736 abo Simwe 77%
jat 23k /33 24 cojprny L} ) Baclt unit 13 not less than 75% ¢ He mesime T5% ans min i B3 %
kom0l ORI o max.fane,; 94 %
3 4 2,
2 T T Rverage of 12 umts (L1+L2) 15 oqual fo 07 greater meanieepcaHe sumeius: 89 3
Whan 75% aivd no unit i foss than 65 % Cepeane
hrauesnia 13 12 cuntoags (L1412} nopintsor abo
WSimuie 7596 | nense sonol onsmanl verae 65%
f3 w17 (24 |Aversge of 24 units (L1+1.2+E3) 15 equal to of preater

Batch eccepted! Cepta Nipahinra

+ Not detected = He ansmens, Not opplicatie = e rposo
Skips tesy - Not applicable ~ Bufiiprose sunpotyscinn - He HPOHODUIBEL

dsocs, Sip test - Passes = Bubiprose aunpubyeanis ~ Bionesidar, Alwentidg = Bidoywnvicme! | 2

o r:;xI—Q(“\'
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¥ horeby declare Giat the shovementioned Dfirmiating is relinble und accurete, Thisdatch of producis was manufactured (including packaging/labeling} and itg
kuality control was mady t the sbovementionsd site in full compliance with (e GMP roquirgments provided by e local regulatory authority a5 well as acconding i
ko specifications comtained in the registation dossier, Protoeels of manufactue, puckaging und analyses were reviewed and GMP complimnce was establishiod! 1T
4 SOCBLINYIO, ML HAREXEI BHIE |ROOPMALIK € JOTLORINHDIO T8 FORKOI, Llio cepis apojisail 5y:10 Brpobneno {BruoamH FAKY BEHAR MAPRY DRI} T APOBEIEH
koHTRON W ARGUT] Bt iRIatauenil bt ¥ noanifl pianosiasoot + siedaranu GMP, soranosneniim MICLIEBHM PETYIRTOPHHY OPFRHOM, & TAKOH B moRin0
{10 crcnudixatis, o MicTITRCS ¥ preeTpariBnoMy A0cke, FIpoToktan RUpOBUHILIA, IKYBARHK T3 aHENiats SY0 NEPErIgHYED T8 BOTRHODAEHD sinoBiamicT, GMP

Date of barck release / fata eurryesy cepil: — -
S e /w L

Narue and Podition/Title of person authorising the Batch Refeasw Hpispmue 1o wncajia/ ssanum ovobn, axa BILLLNS NOIRET HA Bunyek cepil s
Dr, Lajns Kirvélyessy, Qualified Persgn/Ynosiogakens ocofia Egls Pharmac euticals PLC 40,

4
/;:%Q/ o Budapest - Hungary W’ﬁ
% Date/lars: j ”’/‘r ’.... 2L T

4'/

Rigmature T Hanag

!

Finished product batch anmber? Hostep cepll roTesore Jikspessard 1acoby: LETRAOYZ3

DVaea /2



