AEPHKABHA CIIYKBA 3 IIKAPCBKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KMEBI

nipos. Hanit Ceirnnunod, 3, 02099, e, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IIPIIOY 37079055

BUCHOBOK
Ipo sIKicTh BBeseHoOro B YKpaiHy Jikapesxoro 3acoby

28.12.2023 No 67838/23/26

HPEAYKTAJI® O 80 MIT

(naiisienysanns nikapeskoro 3acoy 3riTHO 3 PECCTPAIHHUM NOCBIANCHHAM)
Kalley i Hposaonrosanol gif reepi, o 80 mr; mo 10 wancyn y Guicrepi; no 3 6uricrepn y
xopobui 3 xaprony

(thopma BumycKy, HO3yBAMHS, BUA NAKYBAHHS JiKAPCHKOrO 3ac0BYy)

Homep peectpauitinoro nocsiguenws UA/17645/01/02 erpox mif peectpauiitnoro mocsimerns 30.08.2024

Cepls nixaperkoro sacoby Ne K923C0623 Kinuxicrs BBesenoro nikapeskoro sacody 23420
BupoSunk SAT Qapmanenrnanuii sapon BEI'IC, Yropmwna

(uaiiMery sanms supoGHiKa NikapesKoro 3acoby, kpaiHa NOXOKCHHS)

Beeserno B Vipalny Tosaprcreo 3 o6mexenoro sinnosigaasuicro "CEPB'E VYKPATHA",
inent. kon: 336433490

{ i-mmrenyuamm ta xox 3a CIPTIOY HOPHIPHOT 0coBu 260 ripisamute, iM's, 110 Garskosi Gisumunoi
ocoGu - mpHeMIL, 1 MiCUE MPORMBAHA T4 PecCTpariftuni HoMep 06iiKkoBoi KAPTKU MATHUKA
noparis abo Cepis Ta HOMEp nacnopTa)

[Tporokon sizyaneaore xowrpomo gin 28.12.2023 n 417472,

38 pEsyABTATAMM UEPAABHOTO KOMTPOMO BCTANOBAGHO, 110 Jikapoukuii 3aci6  sseseHo s Yrpainy 3
ACTPHMAHHSIM BAMOT 32KOHOAABCTBA LOKO 326E3NEHENHA AKOCTI JITKAPCLKHX 3ac061H.
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EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL FROBUCT! CEPTHRIKAT SKOCTI MKAPCLEOND IACOEY
Reference methed ¢ Tocsuarin wa-seron DTC_SHOGT98 PF T CTR_S3334_EN_1.0
Reforence speeification’ Mocumn ta onehisauabo; DTC_S006795_PF_N_SPE._SUSEL EN L0
Nume of the Manufacturer and Address ¢ Havea . agpeca supaduuia  EGIS Pharmarenticals FLE, 1165, Budapest, Bokenyfoldi ue. 118-120, Hungary/
AT Pupwavesmrantt susox EUIC, 1165, ., Byaamends, sy Bewerwdenni, 118- 124,

Name of Jnipoter and Address/ Hazsa T anpeca isnsjmepa

Which consignment of product is deliversd /

B POy kI, o noCmuaciscs
Pharmaseutical {ores ¢ likapenka hopna

Name of the Product  Hasea aixapeusoro 1oty
Dosage < Cana aif

Type and size of packaging / THs) 13 poasMip ynakonsy

Yropiuea
Servier Ukraine LLC/TOB "Cepa'c Yrpaita"

41, Nahererhno-Khreshehatyiska Sy, Halepenro-Xpemprinnge, 4

Roby, MOTOM, Knls, 0407, Ukraine’Y xpaina

Pharnaceutical produst! Jirapeskuit seeid

Profongod-release haed capsules Kaneyw nponsarosased i1 rwepu

PREDUCTALE OD 30 ang ¢ IPENYTAN®R GIL 80 M

B0 mg./ 80 mr

10 sapsules in blister; 3 blisters in the carlon box/
60 10 waneyn ¥ Snicrepl; o 3 Sricrepu & sopobd ¥ Keproay

Finistied product bateh number ¢ Hovep cepif cotonory Alkapeuiors sacoly K923C0623

Manufacturing date S Jura nupoluniirna
Expiry date £ Tepuin npragtaoe s
Batch sive / Kiwskicts y copil

Manutacturing Licence nusbes # Hosep alignsii wa mipudssttso
Registration Number ¢ Peccrpaibie nocniausnn

Date af analysis 7 Jlara angaty

(35.2023.
62026,
23 420 boxes ! yraskonox
HUM-EGIS
N UA/ 764501702
02.11.2023,

TESTS { TIOKAIHHK

REQUIREMENTS ! CTAHJIAPTH

RESULTS Y PEIY.JILTATH

Appesrsnce/ One

Average mass (mig) | Copeauy Muca (M)

Micrebialogical guility (skip test)

(Ph. £ur. 3.1.4., non-gqueous. preprration o
oral usel Mikpobivanrivns wucrora
(ebiprone Rrapebynanig)

(€ 514 aHenoani aixapeskl sacoln wos
PHEPORLTR TS JRETOCY BANRINY )

tdentification of drag substance
ExenTidircanis atiogol peaosmns

. Liguid chromatography {Ph. Bur, 2.2.29)/
Prapsssn sposarorpabia (PX) (€0 2.2.29)

- Indrared spectroscopy (dentification B)
{Ph. Bur, 2.2.24) / Indmiaseprons
crecrpocxkonis (Lenmddeaia B (€ 2.2.24)

Drug cubstance content (L.C)
(Pl Bor, 222,295 Kiawicue suinriconn
isoso¥ peanass s (X (€0 3,229y

Retated inipurities content (LY

(Ph. Bur. 2.2.29) /

Baler cynposinerx aesthier (FX):

(> 2.2.29)

Y234 (ienpurisy Oy {Tostiara )

Y235 (impurity DY (Mlnsimga £3)

Y E4S

Any otber related lnpurity ¢ Buier Gyag-sxof
AR CYIPIOBIAOT oMK

Sum-of refated Impuorities  3acaiessi saicy
LY NPOBLEHAN A0MIHIONR

Crange red cap primted with white Jogo angd "80°, sad white body vapsules size
2 cortaining spheerical white to almast white coated granules / Kanieyam possipy
I3 wopnyeost BUHOT0 ROORODY T RPHUIEUKOID ROMAPAHICIOMEPBOHOIG
RORLOPY, MO MiTATH humeial tpadis, supwcl oSonomwoe, Bore abo
MARMKE BLIBTD KOORDPY, 8 FTOTANGM KOMIEHITTR HRINMCox « 8y, RAHSCHIME
HA KPROIEY KBNCYIE SINIM SOpIBmom,

138 — 15Z(95-105 % of the theoretical muss of! ain veopenisot Macy
1449 mpd pr)

Total aesobic microhial eount / Jaranspe Yuco sepobuux Mikpoapraniisis
(TAMOY  10° CFUg ~ 107 KYOrr

Total combined yeasts/moulds count ¢ Jarsinne Suen JpIGuRoBIE
nniceremex rprbis (TYMC) £ 108 CFUE ~ 1P KY iy

Escherichita celi: absencel g - siacymier] r

The ratio of e redention tsey of the principal poak frons the 1688 solution kid
Ticun the referenee solution must be botvrecn 1.95 snd 1.05 £ Bigionemis
AR YIPHMYRINES OCHOBNOMD THES JOCH TRV BREQEY POIESEN T8 POTHIIY
AOPERMAINA TIOBHEEC AAX0MITHCR ¥ Mok 1,951,058

The positions wad intepsities of the absorption bands of e spectmem vbisined drg
conuordant with those of the drig substaswe reforcnee batel spectrum /
Toapmenya 18 [HTEHERIHOCT] CMYT INETHRIER TTPHMENONO CHUERTRY
ALAUIGBILE TORAN BA CTERTPE Copil CTIRMPTROTO 3paIky om0l peaoRiiun,

To0 - B mgoapsuled wrkancyay
(25165 % of the theoretien). content £ 51,4 TO0PETHHAGIO BMICEY)

SO %
£0,2%
0.2 %
<02 %

50,3 %

Complies / Bipposizar

£45,0

Positive ¢ Tloyyupng

Positive ¢ TToseriimn

T3

2,1 Yy
=01 %
<00 %
<01 %%

<0 %




PREDUCTALE OB 80 mg, prolonged-refepse hard capsules vomaining 20 mg of trimetazidine dihydrochloride £
HPEIYKTATE O 80 wr, gney i nposodrospiiof 58 Tsepst, mo yicoree 80 s pmserammsiy JHTTAPGX AOPI
Firished product bateh number ¢ Hossen vepit rorpnery aigapevicory aacoiy K923C0623

]

Uniformity of dosage units :
[Ph. Eur, 2.9.40 - Mass variation) ¢ i Nurmber
OnpipisicTh J30BAHY DIHENIN tested /
- Y i con ‘:,,"v
(€ 2.9.40) ?‘:ﬁfw mﬁ%’::;f; g | Aveeptance euiteren ¢ Kpierepit npuiissraocn
X ORI
OJEREEILL
[5] 10 AV 2130 ANV = 54
» ko ' AVETS0
[ [2’6; 075 8 < eack it/ wowsa oansng
a <15M
Bissolution {(UV) (%) Number fested
/Pl Bar. 2.9.3)¢ Possnsenne (V) Stae Krowricst
YD 2.9.3) Pin%nlu‘ HHOPOSYDAEMX Avteptance eriteria S Kpsrrepil npuituarhort
SOSDBAHUX
) QHHHHG
ut 4 1 /33 4 rosann L1 & No individual value lics autside & % w 38 % / Homme mindsiit: 18 %
DHAPBIIYICTREE THAUCHHA HE BHROMAT, 3a Mol §-28 max.dvake.: 20 %
i TEANACCPRIRC IHReHER 19 %
L2 +6 [12)  [Average of 12 usits (LEYE2Y lics within 8% w 28%
and 1o unit s move than 38% 7 Cepeane auagenss iy
12 omnrriun (L1 HL2Y SHRKONHTRCH B meskax ain 8% 1o
28 % 1 pemae ssomol osgbig Ginswe 38%
L3 =82 (24)  |Average of 24 units (LEFL24LAY Hes within 8% to
(X85, Mot soré than 2 units sre more than 38%. No
unil is more than 48% ¢ Cepense dnaveang i 24
oo (L+LIHLET snaxnasvecs & seskax win 8%
e 28%. e Giasue 2 oaninim Ginsie 3896, Hesue
FROHOT it Ginsae 48% .
at B h {39 8 rowine Ll i No individusd vale lies nutside 37% o 57% 7 #oaue minSin 45 %
|HGIHBTTY 70 HE SHAS R HE HHRO09TL 93 heoni 37~ maz./saKe.: 49 %
_ 5T MEABCEPERNC SHAICHIE: 46 %
12 6 (123 |Average of 12 units (L1+L2) lies within 37% to 7%
antl e unit s less than 27% or more than 67% ¢
fCepeane suaaenns 13 12 oumunus (LIHL23S
PRI B Memax sin 37% no 57% i somac
HOHOT oomneg Wennie 2736 abo Bl 67%
L3 +12 (247 |Average of 24 units (LI1+L2AL3Y Hes within 37 % 1o
ST 95, Not more than 2 units are bess than 27 S ar
imore thisn 57 %, No ot is Jess than 17 % or more
than T7 %6 ¢ Copenue shmuenny & 24 oinsin
(LAFLAFRE) snxcoiIses 8 Memax BiE 37% 10 57%.
He Siisine 2 oAU merme 27% sbo Siteme 67%,
Hesae seompol omind sepse 17% afio Sirsiue 77%
wi 24h 7 9a 24 rogunn L f Eiach unit i not fess than 7% He merne T3% rein.weis 2 87 9%
oot angsi max.SsaKe: Y2.%
5 e 3 ~ Ry A
i2 6 (13} |Avernge of 12 units (L1+1.2) is equal ¢ or greater RS dsi
[han 75% and no wnit is less than 55 % Cepeane
sancnsn 33 12 onauni (LEFL) mopismioc abo
Alinine TS%5 1 pemar w000l o e 63%
L3 12 (343 (Average of 24 units (LTHL24L3) s equal to or greater
Lhian T5%, no more than 2 units are less ton 65% asd
me unit is loss than 55% ¢ Cepeans auavenng i3 24
amurtie (L1=L2405) sophamor alio Hawe 75%, w:
insune 3 OmMHALL Meane: 65% | Hemae mao]
ORI Menmie 55%

Bateh acoeplod’ Copin nprifusra




Lhercby declare that the abovementionad information is reliable and necurate. This bateh of products was manufactured {including packaging/fubeling) and it
kpuality control was made af e abovementioned site in-full compliance with the GMP reguirements provided by the focal repulatory awthority as wetl as eceording to
the specifications contained in the registration dossicy, Protocols of munufacture, packaging and analyses were reviewsd and GMP complinnes was established: T
4 JCHIYE, 040 HARCICHR BHINC Ipophats ¢ OCEONIPHOC 18 TOuNOR. Lo ceplio spoi(y kel §¥10 BRPOBCHD (BRIOMAICSH IAKY BEHHAMAPKYBAHUA) T8 SPORCIHC
POH P0IBT RROCTE B BIessmanein alnernd ¥ Nonail ROBIARNGT] 3 musoraMs GMP, BCIHONICHNMY MICHe R PREYASTOPHIE OITAEON, & TAROW BIAR0REIHO
o cueturbixanifi, o MicTRIRCS Y peectpaiiinony Aoube, LpoTorom enpBititu, BOKYRANNG T8 BARIE Gy Reper IANYIL 1] BCTARORICHD BhmoRTImicts GMP]

Date of bateh release £ Qo sy copil 5 P
IS e
Name and Positlow/Title of person authorising the Batch Release! Iipiuhie 13 nocafa) 3aiiun 0¢o6n, 8K8 BIGIEIE 109600 08 pityer

FEIRUTEE S 1 1

vepil

Dr. Lajos Kirtvélyessy, Quatified Person/YnonHopascrs ovudia
ﬁ,x_"‘y.' T Td _ ; 4 Ty
Sipnature Tianse: 55 Diterflga: st S F L “L ,,,) e i
s f B

Finishod product bustwh sumber Homep pepii roromero gikapesiore saeody! Ke23C0623

L



JEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npos. Haaii Caitanunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Koa CJIPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3CHOTO B YKpaily JiKapchKoro 3aco0y

17.07.2024 Ne 36442/24/26

NPEAYKTAJI® OJ1 80 MI'
(Hadimeuy satins fikapeskoro sacofy srizuw 3 PeCCTPRITHIIMM TOCKIAUCHINN)
Kancyau npojonrosanoi aii reepai o 80 mr, no 10 kancys y Guaicrepi; 1o 3 Gaicrepu y
Kopobui 3 KAapToHY
(popma BHIYCKY. JI03YBAHNSA, B ARYBAHIIA ATKAPCHKOTO 3acohy)

Howmep peectpaiiiiinoro nocsintenns UA/1 7645/01/02 crpok 1iT peccTpaniiinoro nocsinueHs 30.08.2024
Cepis nikapcskoro 3acoby Ne L693A1023 KinbkicTh BBeseHoro ikapehkoro acody 34920

Bupobunk 3AT dapmanesrudnnii 3apon ETC, Yropuimha
(uaitMeHy Banis BUPOGHHED SHKAPChROTO Jacofy. KPaia NOXQTRCHHS )

BseseHo B Ykpainy Topapucrso 3 00MCKEHOI0 piznosinaaniicrio "CEPB'€ YKPATHA",
a3 2
inent. kou: 33643340
(HaiMenyuais ta Ko/ 3a CAPIOY wopranoi 0coBI ado Npismie. ', to Garbkonsi (hiswinol
0COGH - TANPHEMLUA, 1T MICIE TPOAKBAII Ta PECCTPAifmi HOMCD OBATROBOT KAPTKH [IATHAKS
noJaTkin ado Cepis Ta HOMCp HacHpTa)

[1poTOKOA Bi3yaNbHOIO KOHTPOIIO Bilt 17.07.2024 N 2420/1.

3a  peaynkTaTaMi  ACPIKABHOTO  KOHTPOIIO  BCTAHOBICHO, WO nikapehbkuii 3acié  sBeseno B Ykpainy 3

JOTPUMAHHAM sumor 3aKOHONABCTBA (100 3a8e3NEUeH s SKOCT JHKapChKNX o0is.

Mukosna XOJIOIEHKO

(nime) (ininiaan ra npisguiie)
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EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/ CEPTH®IKAT HKOCTENIKAPCBKOINO 3ACOBY
Reference method / Tlocisanmm v ¥erox: DTC_S006795 PF T _CTR_S3334_EN_LO
Reference specitication’ Mocioanna gy onewndixaedior DTC_SI06795_PF_N_SPE_50380_EN_1.0
Name of the Manufacturer and Address / Hasna ta aapéci supofnixa  EGIS Pharmuccuticals PLC, 1165, Budapest, Bokenyfoldi ut. 118-820, Hungary/

Name of Importer and Address / Hasia 14 aapeca imnoprepo

Which consigament of product is delivered /
By npoaysinf, mo nocrasae e
Pharmaceuticsl form / Jlikapesra dhopra

Name of the Product / Hazsa dixapeesorg acoly

Dosage ! Casa aif

Type and size of packaging / Hiua ta poamip ynaxosxu

SAT dapnouestrunidl sepox BIIC, 1165, s Byaanewrt, sy Bexkensgenui, 118-120,
Yropuisna
Servier Ukrsine LLCTOB *Ceps'e Yrpaiua”
41, Nuberezhno-Khreshchatytsks St/eyn, Hadepeasio-Xpeutrrira, 41
Kyiv, 04070/, Kufa, 04070, UkraingVicpaina
Pharmaceutical productJlikapeskit wacid

Prolonged-refense hard capsules / Kancyam npososronnod il vaeps
PREDUCTALS OD B0 mg ¢ FIPEAYKTAJIR OJL 80 Mr
840 mg ¢ BO Mr
10 capsules in Blister, 3 blisters in the carton box/
ne L ey y Bnicrepi; no 3 GricTepr B KopoOId § sapromy

Finished product batch number / Hoxep cepil rotosoro mikspensoro sacody L6OIAT023

Manufactunng date ¢ flara pupolivsima
Expiry date / Tepmin npugariocti
Batch size / Kighxicte y copil

Manufacturing Licence number ¢ Hosep ninensil ga puposusiimo
Registration Number / Peoctpauiiine 10CRIINEHNR

Date of analysis / Jigra auanizy

10.2023.

10.2026.
34 920 boxes ! yaROBOK
HU-M-EGIS

Ne UASTTO45001:02
27052024,

Average mass (mg) / Cepenns macs ()

Microblological guality (sKip test)

Ph. Eur. 5.1.4., non-gqueous preparation for
oral use) MikpoGioneriung wicTors
Knubiprobe BUNpoSyRRANR)

Cb 514 «Henoi nixupesyd 1acolby an
COHOPATHHOTQ JALTOCYBAI)

Identification of drug substance [
Laewraddraznia LMoY praosinu;

. Liguid chromatogmphy (Ph. Eor, 2.2.29) ¢
Pimriia xposarorpaidis (PX) {CD 2.2.29)

 Infrared speceroscopy (identification B)
Ph. Eur. 22.24) ¢ Indpavicpaona
SnekTpoeKoenix {ixesrinbixavis B) (€ 2.2.24)

Drag subsisnce content (LO)
Ph, Bur, 2,229}/ Kinsxicne sRavadenis
lhioweT peassian (X} (€O 2.2.29)

Ph, Bur, 2.2.29) ¢
Baicr eynposianns aosimor {(PX)
€ 2.2.29

Flelated impurities content (147

TESTS 7 TOKAIHHKH REQUIREMENTS / CTAHJAPTH RESULTS / PE3YJILTATH
Appearance / e Orange red cap printed with white Topo and "8$0", and white body capsules size

2 containing spherical white (0 almost white coated granules / Kancymis posmipy Complies / Bignosigac
2 3 wopiycoM Giaor0 KONROPY TR KPHIIGUNGID [UMAPIHNCBO-CPROHOID
ROOPY, 110 MicTaTh cdeprani rpanyad, seputi ofomoukow, Stroro alia
safiswe GITOro KoMDY, 3 AORTTHIOM KOMIEAT 1A HRANHCeN «BU, HERECEHIMH
HE RPUHICRY Xancying GLIAM YOPHHION,

FAR — 52 (95-108 % of the theoretical mass off riz yeoprngHOl MacH

44,9 my/ Mr)

Total acrobic.mictobint count ¢ Juminne wHeno aepoBHIX MIKPOOPTaHIINIY
(TAMC): § 10° CFUp - LY KYO¥r -
Total combined yessts'moulds connt ! Jariiee HHEI0 JPIKDKOBNX Ta
rericesenx rprdin (TYMO): € L0? CFUig - 107 KYOir .
Excherichin colt: shsenee’d g ~ sigeyrmicrs/ ¢ -

1439

The ratio of the retention times of the principal peak from the test solution and Pagitive ¢ flosurunsg
from the reference solution must be between 0,95 and 1.05 / Bianouseuns
4ACID YTPHMYBAHHR DCHOBROID THXE JIDCTLDKY BAHOID POSUHEY T8 POIHHY
TOPIRNAINA HOUMHHO IHANOHHTHER. Y Meawiix 0,95-1.05

The positions and tueasitics of the absorption hards of the spectiem obtained arg
concordan with those of the drug substance ceference bateh spectrum ¢
[10A0KEHRS TH INTEHCHRROCTT CAYT TIOTRMANHEE TTPHMEBONO CHCKTY
BHINOBIAIE TR 1 CORKTPE LaPIY CTRHABPTHOTS SPRIKY JHH0M0T PEUOENIN,

Positive £ Hoswmusho

76,0 - 84,0 mg'oopsule’ Mptkancy ey

(95-10% % of the theoretical content / B FCOPCTHIHOND AMICTY) N

<h1 %%

. Y234 (impunity C¥ (Hlosimka C} <02%
- Y235 (impurity DY (Homimka D) <0,2% <1 %
Y148 o . ) <02 % <{,1 %
. Any other refated Impurity ¢ Buict fyearel | <59 0¢ <h1 %
jiniot cynpoBianw poMilikh ’
| Sum of elated bmpurities / Jarammawi BvieT | o5 304 <1 %
Ry BPRBIAHIN AOMILIDK T
1?;'“ {\‘i{! Dane 1T



PREDUCTAL® OD 80 mg, profongecd-relense hard caps
MPEEYKTASR O 80 My, KESYAH (poAcHTonanof i
Finlghed product bateh number ! Hoyep copll rozosors o

ules containing 80 me of rimetnzidine dibydrochloride /
THOPL, (O MICTATE BO MrrpHMETRIH Y AHCEAPOXOPHA
{ya penkoro sacefy LOOIAT023

Uniformity of dosage units

Pli. Eur, 2.9.40 - Mass variation) ¢ Mumber
OanepiatcTs J0IOBARNY ORHHIIE 'teslefi ¢
€8 2.9.40) ;;‘i%z; E*:;m’g;;:m Avoppanve critert / Kputepiy npuiirmoct
X A0BAKHN
OAHEKEL)
Ut 10 AV <1540 AV = 3,5
20 AV 5 154
u2 G0) 0,75 M < each unit { KOWHA DAHHHLA
¢ < 1.35M
Dissolution (UV) %) Number tested /
(Ph. Bur. 2.9.31/ Porunneuns (YP) Supe / Kinsricns
(€O 2.9.3) Pi;zsub BUIPOOYBANMN Acceptance sriteria / Kprepii npritsweanoeyi
i ADIDBEHKN
Dipnie
at 4 h/ a4 reaxny L1 & o idividual value lios outside 8 % to 28 % / oaue minin 22%
AHBLLY IRRE THAMCHHA HE BEXOANTS 38 apwd §-28 max./maKe,; 24 %
% mean‘eepeane snaseni: 23 %%
L2 +6 (1) verage of 12 units {L1+1.2) fics within 8% to 28%
ﬁnd 1O Undt i roore than 38% ¢ Cepeliuc skaaeums i3
12 oanns (L1+12) aaxomethen b mexkax aix 8% i«
28 % | newae smonsol oaunmn Siapme 38%
L3 412 (34)  |JAvermge of 24 units {L1+1L2+1.3) lies within 8% fo
3%, Not mare than 2 units are more than 3820, No
unit is nsore than 48% ¢ Cepeane mnauenna i3 24
st (1412413 AXOIHTIER B MCHEX Bl 8%
0 28%. He Gineuie 2 aumiuis Sinbug 38%. Hevae
aapol omna Gionae 48%
at & b/ aa 8 rojun Lt 6 N imdividual value fies outside 37% to 7% 7 Aloasne min.uin.: 48 %
| IMBEAYAIBHE SHAMCHNA HE WHADAWTE 38 M 37- max.mases 5O Y
57% meanfcepene Inasenur; 49 %
12 T (12)  JAverageof 12 units (L1+L2) lies within 37%6 10 37%
dand ne it i less than 27% or more thun 67% ¢
Cepenss JHavestA i3 12 ooy (LI4LD)
B HaX0AMTRCR B Mewcax BLg 379 n0 579 § vemac
connnt orueni edaee 27% abo Oinswe 67%
1.3 12 (24} jAverage of 24 wnits (LIHL2#L.3) ligs within 37 % 1o
57 %5, Nt muore than 2 umits are Jess than 27 % or
nore than 67 %, No unit is less than 17 % or maore
kivon 77 % ¢ Cepe/ne Hanenna i3 24 onuuuis
1L L3) ARaNQITLCH b Meaax 8L 3TH 0 5T%.
e Giapite 2 oamins Memme 27% ato Sianme 67%.
Hemae xomiof oammmu peynie 17% ao Glabie 175
iat 24h / 3 24 rogunn L1 ¢ Each unit is ot Iess than 75%  He vemme 75% nas min/Ming 87 %
ROGHNOT QAHHIIL max MaRe: 92 %
" o o ~ { 0,
3 T (17) IAverage of 13 units (L1+12) s equal to or preater meinicepeie InaseRu: 31 %
thun 75%% and na unit is foss than 65 %/ Cepeane
nauckna £ 12 oisanus (L1+4L2) nopienroc aba
Ginntue 78% i newae woauol oz et 3%
L3 12 (24} JAverage of 24 units {L1+1.2+1.3) i5 cqual to or greater
than 75%, no thore than 2 units are less than 65% and
o it s less than 559 7 Cepeaie anauenng i3 24
e (L1HL2+03) aopisae ufo Finnme 75%, we
Giithing 2 OHIE Mestie 65%% 1 neaar wosHoT
s sente 55%

Batch accepted? Cepia npuiinaT

* Mot detected = He ensanene, Not applicable = He npogedusacs, Skip test - Passes = Bubiprose sunpoieanns - Bidnog

idac, Absentily =~ Bidcymutcnm’ |2

/wM

Paeva I



& informatian is relisble and acewrate, This batch of products was manufactured (including packaging/labeling) and ilJ

uality contiol was made at the abovementioned site in full compliance with the GMP requirements provided by the local regulatory authority as well as according &
he specifications contained in the registration dossier. Protocols of manufeetune, paskaging and enalyses were reviewod and GMP compliance was establishod/ Linsg

SACHLTEH0, 10 HABGIHR BHINE TGOPMALIA £ BOCTOBIDHOID TR TOHOR. T4i0 cepiio npo;ayiatil G0 BUPOBACH) {BKIKHAIHH NOKYBARILEMAPKY BARHE) T8 HIBCACH
CONTPOM L AKOCT] HA BHILCIAYHEML A iAsHAL Y poRHIR Alanosiikoct 3 ensorasi GMP, BeTaHORICHIMA WICUEBIM PEryARTOPHHM OPTaKDA, B k0N BliNoRinno
o cremsbikmfi, 0o MicHTLes Y peceTpaitifinomy tocue. TipoTokoaH ARPODHNIIER, NAKY BEHIA T8 BRI SYI10 GCPLTIRIYTO T8 BUTUHORICHO aiimosizticTs GMP

Date of butch rebease | Jlars BrmycKy cepif: 7 G /6 ﬁ / WL

Name and Position/Title of person authorising the Batch Release/ Mphiute Ta nocans/ spanns ocofin, 4K8 BIILIR 10351 M3 BunyeK copil
Dr. Lajos Kortvélyessy, Qualified Persond¥ noassiacis oeoln

Sigtature TTimmne: / D sz_é Y Egis Pharmaceuticals PLC
7 &=

[ hereby declare that the abovementione

Budapest - Hungary

Finished product hatch number? Homep cepii notonore iapeskoro sacoly; £493A1023

jmﬂ.’/ v Pena 171






IIEP'}KABHA CJAYXKBA3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPK()TMKAMW y m. KW €Bl
npos. Hanif CaimauuHol, 3, 02099, Tes. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JPITOY 37079055

BUCHOBOK
paiiy JiKapehroro 3a¢00y

icTh BBE3CHO0 B AN

npo aK
14.08.2024 No 41349/24/20
MIPEJLY KTAJI® O/ 80 MI o
ALl HOCHAMCHHINM)

(nakisteny Baiid ATRAPCHKOTO 3ac00y IO 3 PECCT
npo.nm-{r(mauo'l' i reepl 1o 80 mr, no 10 xancyst 3 Gaicrepiy
Kopobui 3 KApTomy

O3 panig, B l'lal()’lia]”lsl

y Gaicrepi; 1o
[ —

KANCYJIH

(popma BHILYCKY, AKAPCLKOTO 3ac00y)

7645/01/02 ctpox all peect uesns 30.08.2024

Howmep pt:ecx‘pmxiﬁnm“o 1OCBI e HHA UA/ panifHoro [ocBi
oTb BBE3CHOLO JIIKAPCHEQTY sacoGy 29370

Ne L705B1123 Kisbki
aapos EIIC, Yropid

oGuUAKA JKApChROTO ancaby, kpaina rroxouRe )
nCEPB'C YKP ATHA",

Y

riapsnol

Cepis NiKapcLKOTQ 2acoly

3AT da MALECBTHHHIHA
(nadmenynpaiis Bl

Bupolruk
Topapuerso 3 0OMEKen0x Bi,{moBimmbnicn()
imer. KO 33643340

AHHY TA KOA 32 (I
& NpoERHBAL

noaarkin ab

OTIQY 10pHAYHO! oCcoBH abo TPIBHNIC, v, e Darsron! i
HENE pcwrpmxiifmnii HOMEP OB KOROT KAPTRI AQTH

o cepis va HoMep Jacnopra)

Brcaeno B Y kpainy

(naimerys
ocoGH - HiAnpHEMUA. 11 Mict

TIpoToKOs Bi3yalbHOrO KOHTPOJIO Bil 14.08.2024 N 2728/2.
wo  Aikapeskuit saci6 BBeseHO B Y kpaiuy 3
il sacobin.

p»

/

BCTAHOBJICHO,

AePIKaBHOTO KQHTPOIIO
eueHHs srocti ikap

OHORABCTBA oMo 3abe31

3a  pesysTaraMi
):xo'rpumau HAM BuMOr 3aK

Muxosa XOJIO JIEHKO

) (iuiudam T npisnHite)

(ripny

HauabBuK

L opr

{nocanona acodt




EGIS PHARMACEUTICALS v.C

CE-RTI'FICATION OF QUALITY PHARMACEUTICAL PRODUCT/ CEPTHOIKAT AKOCTE JIKAPCBKONO 3ACOBY
fefeeence method ! Tociaania HO METOL DTCWSO()(17!25_PF_’1"_C’|‘RW53334mEN_W 1.6
Reference specification: flocaniiid na creeubikanie: DTC“SOIJG‘.‘95«PFMNMSPE,_,SDSX(L AN

wame of the Manulasturer and Address ( Piasa Ta aApeca BHPOGHIKE ECIS Pharmaceuticals PLC L 165, Budopust, Bokeny obdi o F18-120, Hangpry!
3IAT dmpmmmsmumm amwop BTIC, 1165, m. By manen, BY. Bexeubdeant, 1 18120,
Y ROt

Nate of Importer and Address JTlsan T4 AEpECa IMTHIPTEpH Survier Uksaing LLCATOR “Cepr'e Yipdina”
41, Nabereehno-Khreshe hatytska SLIBYI Hafiepeaio- X peiTHLLHRE, 4
Kyiv, 04070/, Knin, (4070, UkrainedYkpaina

Which consignment of product is detivered £ Pharmaceuticsl pmduclfmmpcawun i

B eIl W nocyat BETHCH

Pharmaccutical form ¢ Jikapesxi dapmit Protonped-elease had capsutes | Kancyth poRONTOasi Al TRepad
Name of fhe Produst / Hasea RERAHCHKOND 3acily PREDUCTALR QD W mg! [TPEAYKTASIE QM ROy

Dosage § Cuaa il $0mp ¢ 80 mr

Type and stz of packaging ! B PoaAip ¥RBKOLH §0 capsules in blister, 3 biisters in the canon non/

» o 10 xouoyn Y Sajerepl; no 3 Gaiereph b ROPOTL S KapIOHY
Finished protuct bateh pumber ¢ Houep cepll FoToRero AixapebROra Jacely 170581123

Manuficturing date / Ja1a prpodnMITEa 11,2023,
fxpiry date/ Tepuis [pHATTROCT 11.2026.
Bateh size ! KigprivTs ¥ pepit 24 376 boxes ! YIARQROK
Manufaciuring Licence enmber ¢ Hostep et 12 REPODTHILTAO HU-M-BEGIS
Registration Nutsber 7 Pecerpuiiing NOCBIRMEHER Ne UA17645401:02
Date of analysis ¢ g Aoy 12.06.2024.
TESTS/ Il’(ﬂ)ﬂ_l:‘éjﬂl‘iliﬂ | REQUIREMENTS/ CTAHJAPTH RESULTS PEIYIBTATH
Appesrance ! Cone Orange red cap printed with white boga and "807, and white body capsules §i7e i

2 containing spherivat white to almost white conted pranules  Kancyan presapy Complies / Bianoplag
2 3 xoprycon Gioro KOBODY T KPHICHROR (IOMAPRHIERO-HEPBOHOTD
KOPROPY, (00 MIETHTH cdepusini Ppany . BRPHTE GHOAGHEOKE Giaorg a0
. DIOEG ROMBOPY, $IOTOTRITIM ORI TA Ao o809, 1l WCRTFHMH
Ml KPHIIEMKY BANCYIN BLANM HOPHIEION.

138 ~ 182 (95105 % of the \heoreticat mass of sia TROPCTHERNT MICH
1449 mg/ M

Tatal nerobie microbink count £ JaranbuE w0 ACPOfiHNX M ikpowpraninie
(TAMC): € 10° CFLig - 1P KV

Tota) cormbined yoasts'moulds count § 3aribHe HHCRG KHAGEIORHK 1 P
rancenenix rpdis (TYMCY £ 1Y CFlig - 107 K¥ (e

Exeherichia coli: shsence ) § - sy THicTs 1 1

Average mass (@) { Cepeans Maca (1) 144.8

Microblologleal quality {skip test)

P Eur, 5,14, non-aquedls preparation o7
pral usel Z&iikpaﬁimmriwa YHETOTR
5m|l‘:ipmmc s polysarrin}

tCKD 4.1.4 xHepoam Aliapteri 3RCOOH Ltk
BepOp LHOMG SACTOCY BRHUER)

i-!den:tif’uwtlon of drug substance/
Lresvntiauin 00T petioBNl

. Liguid clwomatography (Ph. Far. 2.2.29)¢
Piapna xplmﬂmrpmhia (X (C 2229

The rutio of the retention tiees of the pringipal peak from the 1est sobution and Positive 7 [TuauTusao
from the reference solution must be botweet (.05 and 103 ¢ BigIacis
i PITHMY BABEE HCHGEHDTT TR ADETGRYBAHOTD POUHNY T4 POAMIEY
FORIRRINARA ROBRINO SHAXQETHCH Y MEHAN 0.55-1,U5

The positions and intensities of the absarpeion hunds of the spestrun 0bta ined ard
cononrdant with thuse o f the drag substunce reference bateh spoctruny f
FloivaeHis T4 HTCHCHRHDET] SMYT DOUIBHLEIIA EPHMBNDID CEKTY
RIEDOBLIAE TAKKA 1D cneTpt eepli CTAIEETIOTO APIOKY MO0 U,

. Indrared speclioscopy (identification B} Pasitive ¢/ {ToaTHBHO

ph. Eor. 2.2.24) { Inpaucprost
ek Tpockanis { {nerepaixatin B){ED 2.2.24)

Drug substance content (LT}

{Ph, Eur. 4.2.29) f Kinsicne HWIHAMEHER 16,0 - 84,0 mgeupsalel MCRANEY Y

Lot peuonii (PX) (€5 2.2.29) {95-105 95 ol the heoectionl content { Bia TEQPRAITTADTE INITY 79,1
}Relatex] fmpuritics enntent (LC)
f?lx. Eur, 2.2.291 /
st tynposiaingy ToMimeR (X%
(b 2.2.29)
Y234 (mpurity CF (o C < {12 % <f}, b %o
Y235 (impurity DY Nowsirttica D) <02 % <h§ %
Y145 <UD % <t %
<ip b %

| Any other celated Tnspurity ¢ Basicr Gy ib-RROT
st Cyeposimd AOMLILER

Sum of related Impurities / 3af AL waeT
Y ITPORI I DK

)1 %

WM"WWMMNMNM oz

/{% et~ 200

P .d'"”
Ty Doana 111




PREDUCTAL® OD 88 migh prolonged-release hand capsules cantaining ¥ g of trimetaziding ditiydrochloride /
APEAYETAS O, 80 My, KOGy AN HpoICHTOsANIT i Tsepal, o WiCTATh SO A TRINCTR3HANIY ARTIAPORACPI
Finished product hatch number 7 Hosep cepif TOTIROLG AIKAPULROED sacnly LI0SBLIZS .

Uniformity of dusage upits
Bl Eur, 2.9.40 - Miss variation} ! Nunber
0.6 pLANICTL A03OBRIHE DI LG tested !
S 2.9.40) ?}E:%;; ml:::r‘;g;::t:-m Accepianc criteria | Kpiriepis rpimRTHoeT]
} X ACO0REHIEK
_____ DAL e —
- TAvEMS e AV = 52
-0 AV < 1A
. [35} 0495 M < eich unit ¢ KOBHE DJIIEHLE
’ <125 M
Dissotution (UY) (5o) Nurher tested ¢
(Ph. Eur, 28.3) ¢ Popnnenun (YO Stage / KitigicT
(e 2.9.3) l’i;agla;. BHIPIIYBAEINR Aceeplance criteria ¢ Kporeepil npumm‘mcri
ACIOTBHHS
R ——— (A
at 4 i/ 3a 4 roawen 1.1 [ No individual value lies outside § vh o 38 %/ Home mim it 21 %
M I AT He AHABHHR fl& BHYOJEL 33 aowi B-28 max. e 33 %
% MeAnCOpE A0 SHIMCHIE 22 %
( L2 1o (121 |Average of 12 units (LT+L2y fics within ¥% to 28%
i o wnit is more o 3§% ¢ Ceprans SHCHIE i
\ 12 oy (Li+L2Y AFRNOLHTRCH B MORAR nit 8% 2
4 %, | HOMEE AONHAT o Giastue 38%0 o
L3 12 (24 jAversge of 24 umits (L L2 L3) lies within $% to
8%, Not more than 2 \its arc more than 3855, o
| it is more than 48% / Copense secine 13 24
t AT (1.J+L2+L;3} AHELXO M THCR B MCALY Wi 8% i
| 10 8%, He Ginpue 2 0BHIHIL Airpaee 38%6, Hewer \
o i ool G Binuue 48% " I
at b faa B oreasw E L3 G Mo individual valoe ies utsde 3% tn 51% Hoane min M % Wl
I (EAMDIYAIRHE THAMCHHUE HE BB 2a wewi 37 max.arc. 47 % |
i 70 eandCEREINT SHAUCHNA 46
& 1.2 5 (13 |Average of 12 units (L. 1+12) lies WD 37%% b ST% !
amd no unit is less than 379 or morc than 67% ¢
\ CEpeIUIC SHANCHIN in 12 cumrenin (L1 L
HANCIHTIGH B MCH@N B 37% 0 57% i fesag
i O/HOT QRN MEHIUE 27% b OLinuse H7% ..
R T [Averngs of 24 units (L1+LI+L3} lies within 37 % 10
i 57 96, Nat e Gan 2 it ave less than 27 B ur
nore than 67 %, No wit i less than 17 %0 o1 more
(an 77 % / Cepenpe SRAHERIA i 24 0AHNNOE
‘.LH-LZHJ) SO THCH B MERAR i 37%% no ST,
} e Gimpmie 2 QUHIHLL MEWILC 7%, afo Hiapie 6770
R et 16 300001 QEHAGHILMCHING 17% afe Ginsiue T1% P
at 24h § 9 24 rogUHE L1 t ol anit 5 nat fess then 759 ¢ He mewdie T% min. /s, 87 %
RO BRI max. ke 92 %
] UICRICEPEAHE SENCHIA %
1 L2 o (12)  |Avempe of 12 units {112} is ol & o7 greater mCaR/CEpE AN SO 52
i e 75% and no wnit is 1oss thap 65 % ¢ Ceplais
| pauena 13 12 pauint (LI+L2Y anpintior abo
{ e Giasine TA% 1 Henae woAH0T DG MEIE (5%
L3 avernpge of 24 (its (L1+L24L3) is egual to or greater
i Va 15%, e nere UEn 2 units ane fess than 6385 and
i % o unit i less than $5% 7 Cepennd quasetitia 13 24
{ SUERALE (],,H-LZ-&LJ § SPIHIOT afia Blwie 75%, e
! Gisthie 2 QRHIEIL wenue 65% i nesac POk
[ — amoatl yee $5% I ] e pm—
léﬁi.sWwﬁm&wmw””mww — S——

# Not detectod ~ He pHRSICHO. Sof applicuble = He npaaaduzoch, Skip test - Passes = Bugiprose BUNPOEYRINAR - Bidnosioae, Ahsenig pideysmsivore {2

Skipe test - Noi applivable = Bufiproee GUAROOYEBIA = He nposnduinck

st S o e —

MM»WWWMMWWMM

f"f"j) ) Dosrrns I




gt

t herelyy declare that he abwvi
wality coitid was made nl the dhovementionsd site i full compliunce with the OMEP T
fthe specifmminns contiined i the fepisttation dassior, Protocols of manufaciung, e
JACHLTIYO, 1O Hithe, 10 A BRIHC Pidiopamitix ¢ AoTiOBIpHOI ratounmo. b
cnvrpun T aRecTi v ACARINANEHTT b ¥ NobHil BLAOBLBOCTE 3 W

o eoerpdinmtif, mo M feTRTHeR ¥ pectIpERIHONY aocke, VIpomoReay

/A 4/@?/@1“

Name and Position Title of person authorising the Batch Relense! Hpisprmie 18 nocd)
e, Lajos Kértvelyessy. Gualificd Person/ Y HOBROBIISHE ot

Drate of ateh release ! JluTi aHNYCRY cepi

e AT

Signaturedlanue

mentioned infbrmsation i¢ relioble and accurate, This bateh of products
requinements provided by the focad regul®ory authority as witt

chaging wnd walyscs were ceviewed and GMP compliance was &
[ copim rpesy il Gy ppodacio (¥R TAKY BRI
wopisin GMP, BUTaROBRCHIIER MicHERIY peryBTOfHIN GPPEHON,

papelimigma, NERYBHI W Ta s By ao JEPELNY T T BCTAHOBHCHO BIZHIOW

M  Dated [l ij £

! suars ocubi, HES PRARAA pOGEET B BHIYTK repi

Bals Pharm‘ééeﬂié‘a

O//l 1953 ¥ Budapest - Hungary

was manufactured (ncluding packagingJabeling) ek it
14 acenrding
Lablished! Liss
AMapKybaliia) TR [OBCACH

A TAKDN BULTIOBIHG
irers GMP

iFiﬂishcrj product batch numberd Hosep Cepi DOTHROTY sriKapCkoL D HCOBY: L70581123

Paca X1




JNEPYKABHA CIYXKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A BAPKOTUKAMM y m. KNEBI

npos. Hauit CeitanuHol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua. Kox €JIPTIOY 37079055

BUCHOBOK

npo AKiCTH BBeE3eHoro B YKpainy NKAPELKOTO 3aC00Y

14.08.2024 : Ne 41346/24/26

NPEJNYKTAJA® O1 80 M’
(MaHMey BaILR ATKAPCEROTY 3acO0y A0 3 PECCTPALLIHIM NOCHiAUCHHSM)
KAICYJE [poJOHroBanol i rrepsi o 80 mr, no 10 kaneyay gaictepi; no 3 6uicrepu y
kopo0ui 3 KApTOHy
((popma BUIYCKY, AO3YBAHIA, BHIL NAKYBAHUA RikapeRroro 3acoby)

Fomep peecTpaliifHoro Noceiiterns UA/17645/01/02 crpox Aif peecTpauifHoro nocniiderns 30.08.2024

Cepis nikapebkoro 3acoly No 1.704C1123 " Kinsxicrs sBesenoro nikapeskoro sacofy 2016
Bupodunk 3AT dapmanenTHuHui 3aB0J EIC, YropiunHa

(HaiMeHYBaIIS BUPOTHIKA JHKAPCBKOTO 3aco0y, KPATHA NOXOIUKCHIS)

Topapucrso 3 60MEKEHOI0 piznosinampuicrio "CEPB'C YKPAITHA"Y,

inenr, kom: 33643340

(HalMeHYRAHHS TA KOJ{ 38 CAPIIOY opranunoi ocoly ato npissuine, iM'a, 10 Garnioni Ghisuinol

0co0u - tianpuemu, 1 MICHE IPOIKUBAHNS T2 peccTpanifinui Homep 06iKOBOT RAPTKH FAATHIKE
[IOAATKIB a0Q Cepist Ta HOMEp TacHopTa)

Breaeno B Yxpainy

TTPOTOKO Bi3YANLHOTO KONTPOINO Bi 14.08.2024 N 2728/1.

3a  peayabTaTapMu  ACPIKABHOO  KOHTPOMO BCTAHOBAEGHO, WO Aikapebkuil  3acid  BBEICHO B Yipainy 3
7

AOTPHMAHHAM BUMOT 3aKOHOLABCTER WOAO sabe3neuenns SKoCTi ik )nél,mx 3acodin.

A

HauansruK

Muxkona XOJIOJENKO

B s F T ;
(nocanona 0coa OPraHY.ACDEABHOLO KOHTPOMO) (Qm;mnc) (initdami a npissring)




EGYS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT! CEPTH®IKAT SIKOCTI JMKAPCBKOIO 3ACOBY
Reference method ! Mociaming ve veros: DTC_S006798 PF T CTR_53334_EN_ LU
Reference specification IOCnagnin ne coeiuepikaiiy DTC_SU067T498 _PF_N_SPE_S0380_EN 1.0

Name of the Manufscturer and Address / Husa 1o napecn supofiniya BGES Pharmaceuticals PLC, 1165, Budapest, Bokeny foldi ul. 118-120, Hungary/
AT dapsntentieanng s EUIC, 1163, s Byaanewt. nyn. Bekenndienn, 118120,
YTOpuIHHL

Mame of Importer and Address £ Hana va apecn iNnoprepa Servier Ukmine LLCITOB "Cepa'e Yrpaina®
41, Nabereehno-Khreskehatytska Stimyn. Hufepeswno-Xpetaa ik, 41
Kyiv, 040700, Kaiy, 04070, Ukmined Yupaing

Which consignmen of product is delivered ¢ Pharmanentical productHxnpenritit 1acid

Rt ROty KEO, L HOCTBNACTICH

Pharmaceutical form £ Jikapenna giopa Prolonged-release hird capsules ¢ Kancyan nposomeasiigy W enepid
Manse of the Product { Hasea nikapeskore sacofy PREDUCTALG O 80 mg < DPEAYKTAJEE O R4 wr

Dosage 7 Crena aii 840 mig ! BO M

Type and size of packoging ! Bik Ta poasip yuskosKm L0 capsutes in blistor, 3 blisters in the catton box!

no 1 kaney s y Bricrepi; 10 3 GricTepu b kopodi 3 KaproHy
Finished product btch number ¢ HoMep cepil FOTOROMD iKIpUaRar: aacody LTECTI23

Manufpcluring date ¢ Jlare srpOSHRHICTEA 11.2023,
Expiry date / Tepain npsaansosti 11.2026.
Hatch sire 7/ Kigbkicrs v cepii 2016 boxes ¢ yakenok
Manuficturing Licence nusmber / HoMep aiinsii s mepofuim HU-M-EGIS
Registration Number / Peectpalii e noenivenns Ma UASTT645/01/02
Drixte of analysis £ Jara mymizy 00072024,
TESTS / HOKAIHIIRH REQUIREMENTS { CTAHIAPTHR RESULTS ¢ PEIVILTATH
Appearance/ Onuc Orange red eap printed with whike loga and "80", and white botly capsules size
2 containing sphenivul white 19 almost white coated granwles { Karcy mu possipy Complies / Bianugigac

2 4 ROpAYeOM GLIOND KOAROPY T8 KPURICHKOR [IOMAPHINCHO-MEPRHINID
KABOPY, WO MICTHTY cdiepuuni rpavyss, Sipiri obonankar, Hlaoro ulk
wisfie GILOTO KORLOPY, 3 IOCUTHION XOMTIANT T2 Hnseos «8l, naneceiines
HA KPWINCHRY RRncyaw BLIHM OpIHIo.

Average mass (mg) £ Copeana auca (M) 138 — 152 (95-105 % of'the theoretical mass off Bit Teipemisas wac 1453
1449 mg! Wr)
Microblological guality (skip test) Tota] actobic microbint count ¢ JArwiLHE HCiO ACPOBHHX MIKPAOPTHHTIsi
(Ph. Bur. 5,14, nonsaquonus prepamtion for [TAMCY: £ 10° CFUsp ~ 10" KYOT -
sral usel MinpoGioaoritHa wnerors Tota) combined yeasts'moulds cout / 3ariniie wHean ppiapropHx T4
¥ondiproar suupedysauns) wicencmes rprdin (FYMCY: 5 1P CFUGR ~ 107 KY O &
£ 5,14 cHenoani aixapessi 300008 L Eyeherichic coli: absencer'l ¢ - piucy yuicrs(] 1 -

HIEPUPANLHOND JACTOCYRAHNF )

[dentification of drug substance !

Laewrndinadin ailnet pedesing The tatio of the retention fimes of the principal peak from the test solution and Positive / Totniaeno
, Liquid chromatography (Fh. Bur. 2.2.29) 1 Froat the reference solution must be hetween 9.95 and 103 ¢ Bimsomeriv
iz xposgrorpadis (PX) (€40 2.2.29) GACT YIHIMYREHER QCHOBROTE THKE ADETUDRYTEHOTE PISMIY T POy

OPIERANNS DOBHANO JANOTHTHES ¥ Messast (19541 05
. Infraved spectroseopy (identification Bt The pasitions and intensities of the absorption binds of the spectum obtained ary Pusitive / TToawnisno
(Ph, Eur, 2.2.24) / lisparsepaonn concordant with thase of the drug substance referenee batch spectram ¢

epexrpockania {iaeirngivauis By{ED 2.2.24) | Tlonowoms Ta IHISHCABIDETT SMYI DOTIBEIRIIH QTRUMBHOTO CUCKTRY
BRI TRIAM 12 CNRKTEL COPIT CERHIIAPTHOTC 3pasky SIOHOT pEuOBHEN.
Prug subsianee eoutent (LO)

¥Ph, Bur. 2229}/ Kuiusic e siwinaaenis 76,00 - 84,0 mgeapsuled Ay sy
ol peropunn (PX) (€0 2.2.29) (95108 % of the theoreticsd content ¢ wif WOPETHUHOTD BMiCTY] 783
clated impurities content {LC}
(Ph. Bur, 2.2.29) /
Buiey eynposimuy aossimox (PXp
Cep 2,2.20)
Y234 (impurity C) {Jlosiasa C} 40,2 % <. %
Y235 (impurity DV [ fpstinixa 1) 0.2 % =00 %
LY 145 202 % <1 Y%
| Any other related Tmpurity ¢ ByicT Gyan-ae0l | £ pae 0.t %
IHp0T Gy IPORLAT ADMILIE ’
| Sum of related Tmpurities / Jaranwiuit sumier 203 <.t %
VRO BIHHN ROMITHOK N
/“'SF Lo A///’/(P/Q
P
L Borerm 111



PREDUCTALGS OD 80 mg, prolonged-relense hard capsules contsining 80 mg of limetazidine dihydrochloride /
FIPEAY KT ASEE O 80 Mp, Kancyan DposoHTosaHDt il Teepai, 1o MieTary BU w1 ipuseraianmy JARCTAPONAOPH]
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