JEPKABHA CJIYKBA 3 JIKAPCLKUX 3ACObBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

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

BUCHOBOK
Npo AKicTHL BBe3eHOro B YKpainy JjikapceKoro 3aco0y

18.09.2024 Ne 48134/24/26

MPEAYKTAJI® OJ1 80 MI'

(HAAMERYBAHHA JKapChKOro 3acoBy 3rijHa 3 peecTpautifimy HOCBLACIsIM)
KANCYJIH NposoHrosanoi Al Teepi, o 80 mis o 10 kancyay Gaicrepi; no 9 Gaicrepin y
Kopobiti 3 KapToHy

(pOpMa BHITYCKY, JO3YBANHA. BHL AKY BUHIN STKAPCHROIO $c0D) )
Homep peectpauiiisoro nocainuents UA/17645/01/02 crpok ail pecerpantiiinoro nocniaenns 30.08.2025
Cepis nikapcwkoro 3acoby Ne LL716A1123 KinbkicTh saeicioro aikapeskoro sacody 11456

BupoGHuk 3AT dapmanentrdnnii sasos EI'IC, Yropunia
(natiMedyBatus BUPOGHUKA AIKAPCHKOro 3aco0y. KPATHA TOXOJUKEHHA)

BreseHo B ¥ kpaiHy ToBapHCTRO 3 00OMEKEHOI0 BiANOBINATIBLHICTIO "CEPB'C
VKPATHA", ienr. won: 33643340

(uaiimerysanns Ta ko 3a CIPIIOY wpnirsnol 0coln ado npizsrIe, IM'A. 110 (aTbKOB]
(bisuunol ocobu - nianpuemus. T Micue npokUBanig a pecerpauifii nomep obaikosoi
KAPTKH NAGFHAKS NOAATKIB 260 cepis T HoMep nacnopTa)

TpoToKON Bi3yaALHOT0 KOHTPOJIO Bilt 18.09.2024 N2 3142/3.

Yrpainy 3

3a pesynbTaTaMu  JEPIKABHOTO  KOHTPOJIO  BCTAHOBACHO. 1RO Alkapenkuil_ 3acio  BeescHo B

JOTPHMAHHAM BHMOT 3aKOHOAABCTAZ WONO 3abesricaens AKOCTI JiikapfRiN 3acodis,

HavanpHuK Muxona XOJIOAEHKO

(ninnuc) (ininians ra npizpuie)

(mocanosa HEOBE
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EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/ CEPTH®IKAT AKOCTILHKAPCLKOI'O 3ACOBY
Reference method ¢ Tlocunamis aa werom DPC_S006795_ PF_T_CTR_5333_EN_1.0
Reference specifications Mocunanns wa creusinaniio: DTC_S006795_FF N_SPE S0580_EN_1.0
Name of the Manvafacturer and Address | Haasg 1a apecs mupofnnga  EGIS Pharmaceuticals PLC, 1165, Budapest, Bokenyfoldi ut. 118120, Hungary/

IAT Oopameparswrit senoa EFIC, 1165, v, hyaanewr, sy Bewenshenni, [18-120,
Yroputurs

Name of Importer and Address /Hana 18 aapeca tvnoprepa Servier Ukmaing LECTOB "Cepp'e Ypaiia”

Which consignment of product is delivered !
Baa nposyritit, 1o AoCIagaTecs
Pharmosceutical fotm / Tlixapeoxa gopua

Name of the Product # Hazna aixaperrore 3a008y

Dosage / Canaail

41, Nabereshno-Khreshehatytska $t./aya. HaGepenuo-Xpewanibss, 41
Kyiv, 04070/, Kuls, 03070, Ukrning Yxpaina
Farmaceutical product/Tlixapcskiit sacid

Profonged-release hard ‘sagsules / Kaneyam nposcweosasof aif Teep
PREDUCTALE OD-80 mg/ TIPEAYKTAJEE OL BO mr
80 mg f BO M1

Type and size of packaging / Bii T8 po3Mip YaKosks §0 capsules in biister, ¥ blisters in the carton box/

nie 1 kaveyn y Gulerepis o @ GnicTepip y xopotii 3 KaproRy

Finished product batch aumber £ Homep copil roToBowo. AikIpCaROrg sacody LTI6A1123

Manufacturing date ¢ [are supodusurss
Bxpiry date / Tepain npriamioeTi
Butch size / Kinnsiors y cepil

113023
11 2026
13456 boxes / YIROBOK

Manufacturing Licence number / Homep Rinersiy ne supolumirio HU-M-EGIS

Registration Number / Peccrpaifing MOSHLANSHIA

Mo Ua/17645401/02

Date of anabysis / Jlwrs snaisy 14 0K 2024
TESTS / BOKATHHKH REQUIREMENTS / CTAHJIAPTH RESULTS { PE3YJALTATH
Appearanse! Oruc Orange red oap prinied with white logo and "80", and white body. vapsules
size 2 containing spherical white 10 almost white conted granules ¢ Kancyan Comgplies / Biinosiaae

Averape mass (ing) / Cepeans saes (vr}

Microbiptogical quality {skip test)

Ph. Eor. 5.1.4., non-aquoous preparation for
lorul use) MinpoGioneriung umerora
{puiipront BUNPOGY BRANHA}

ED 5.1.4 wHesonni nixapeskd 2acobn g
EPOPEALHOID IBCTOCY BAHHSA)

Identification of drug substance /
Laenrndikanis xireaol praosim:

, Liguid chromatography {Ph. Bur. 2.2.29)/
Phasis xponarorpadis (PX) (€0 2.3.29]

. Infrared spectroscopy (entification B}
[Py, Euar, 2.2.24) / ladpaneprons
cnekTpackonis {Laewiikasis By (€ 2.3.24)

Drag substancs content {L.C)
(Ph. Bar. 22,295 Kiinkicnt BHOHASCHEN
w0y penesnan {PX) (€A 2.2.29)

Retated impurities content (1.C)
(P, Eur. 2.2.29) /

Baticr eynpashnx aosvimox (PX):
(€ 2220

posstipy 2 5 xopryoom Ginorg wonsOpy T8 EPHIDEYKDRO NOMBPABMCED-
WapHONORD KoABOpY, WO MicTTe cepnuei rpanymy, BRPHTT OICHKOKY,
GtOT0 360 Mafbie BLOTD KMLORY, 3 JTOFOTHROM XONTIAHIT T3 HABTHCON R0,
HAHCCCHUMIA HR KARNEICUKY RANCYIN Ginnd wOpHIIaN.

§38 — 152 (95-105 % ol {he theoretical mass aff 8ij3 TEORCTHUERDY MACH 1436
£44.9 mgf ar)

Total acrobie microblal count / Jarazsuss SHI0 aepoGaEX MikponprErimis
FAMCY s 107 CFU - 1 KYOr

Total combined yeasts/moulds count / Jarinuue THCH APIRIBKORNN Ta “
icencarn Tpin (TYMC) € 101 CFUR ~ 1R KY O
Escherichia coli: absenceft g ~ bisyrmictndd 1

The satio of the relention tmes of e principnl peak from the test solution and )
from the reference solution st be between 0.95 and 105 /! Bixuonem Positive / {Tosirrsio
WACTB YTMMY BREHE OCHOBHOND HIKA AOCALCAYRIHOTD POTHIILY T8 POSUMHITY
DOpEHRHIR TIONHRNC SHAXOITHER ¥ Menax 0,95-1,05

“Th positions and intensitics of the absorption bands of the spectium obtained arg
concotdant with these of the drug substance reference batch spectram ¢ Positive / Flsmpio
TIONNEHAE T8 IFTCHCHBROCTT CMYT BOTTHHAHHS CTRHMAN0ID CIERTpY
BULIONIANE TaxHM Ha e D] cepil CTRHEAPTHORY BPIIKY Mool pevomiae,

T80 - 84,0 mpeapsutes wrRmnCy Iy 78,3
(95103 % of the thepratical content £ st TeOpeTHAIOIG BMICTY}

| Y234 (impurity C) (Jlowiua <) £0.2% < {,1%
Y235 (impurity DY {flombura ) <102 %% <01%
Y143 e | =02% <0.1%
. Any other related Tmpurity § Baicr Syas-sirel | < g 2% <10,1%
TEIOY CYTIPOBLARDT AOMitKLE -

 Sum of related Impurities ! Saranvinl aMieT | g 3ag <0,1%
CYOPOBLIHY JOMIIOK e

J
‘WJM Paca 141



PREDUCTAL® OD 80 mg,
EPERAYKY AR O/ 80 mi,
Flulshed product batch number / Homep copit roronere sika

RANCYIB Nparoxrosaol mil Teep,

profonged-relonse hard capsules containing 80 mg of trimelzidine diydrochloride /
e MiCHEs 80 M TpHMeTAsHANEY ARCUPOXNOPHI
peukers wealy L7I6ATI2Y

Unifornity of dosage units Number
Ph. Eur, 2.9.40 - Mass variation) tested /
Lk Jl Cly ~
%%02?;;“(;;“ HOORRI Sk, ;S,:ﬁi,i; B;;;;g;izn " Acceplance criterin / Kpurepi! npsitngthoe
X ADADBAKHX
QUL
Uy 19 AV <150 AV =58
+20 AV 50
uz f30) 0.75 M = cach unit /' Kowmus otk
1B M
Dixsotution (UV) {%): Number tested S
Pl Eur, 29,3}/ Pogunnennn (YD) Stage/ Kuskicrs
(€D 293) ;,. ol BUNPOSYBAHHN Atceptance criteria S Kpaepii npuiteriaci
(Bt HOSDBAHIK
DAMHILLL
at 4 b/ 3a 4 rogusn Ll & No fndividual vahue les outside B % to 28 94 / Koare min./min; 18%
IHUIBIY SR HE SHANCHIA HE DHXOLHTE 38 Mexd B-28 max.imae.: 2%
% PEAT/CCPeIHE SHaueIg: 1 9%
L2 +6 (12} JAverage of 12 units (L1+L2)Y lies within 8% to 28%
nd 10 unit is mose than 38% ./ Cepearie snaucHis b1
12 o (1412} 3HaxoamTses » Mekax 1z §% ol
§ 9% 1 serae weoanof oanrmni Bimve 34%
L3 12 (24 {Average of 24 wairs (LI+L2+13} lies within 8% to
§%. Not moze than 2 units are mors than 38%. No
nit is move thar 48% 7 Cepernsie ynaveyuy i3 24
ey (L1+HL24L3) anavoamncs 8 moRex sin 3%
a0 28%. He Binewe 2 oapmmuap Giorme 38%. Hevac
Eroant o Ginswe 48%
a2 8 b/ 13 § renun Ll 6 No individual value lics outside 37% to 57% / Konie min.Sain,: 42%
[HAMBIVANBHE SHEHSHIS HE BIHLUITS 92 Mexk] 37~ max./MuRe.: 45%
378 FCANCEBETHE SHAMCHHS: 4456
12 W6 (12} |Average of 12 units (L1+L2) lies within 37% to 7%
o g unit is Jess than 27% or more than 679 /
RPCAHE FHAMEARS B3 12 o (L14L2)
PHEXOMTLCS B M mig 37% ao 57% i nevac
PROJMOE ourmrIOn sernite 279% afo Simane 679%
L3 12 24)  [Average of 24 paits (LIL2+13) ies within 37 % to
5T %. Mot more than 2 units are less than 27 % or
nsore thin 67 %o, No unit is less than 17 % or more
thatt 77 % ¢ Cepeane anauennd is 24 onnis
LI+L2HL3) suaxoiproncs & momax gin 37% a0 §7%.
He Gianae 2 opmrnns Menwe 27% abio Ginstie 67%.
Hesae wonsod ogang meswe 17% ade Sinsue 77%
at 24k /38 24 rogunm Ll & Each wuriit is not less than 75% / He mewme 75% ng minSuin.; 84%
ROWHO! o max./maxc.: 313
vl \ )
L2 +6 (12} Averuge of B2 units (LI+L2) is equal to or greater reAn/epe AN SCHHE: RTH
than T5% and na unit is less thin 65 % / Cepere
sagucHiA B 12 camunae {L1+L2) appismor 560
Dimenee 73% § wemie somuol o sere 65%
L3 +12 (247 [Average of 24 anits (LI+L2+L3} is equal o or greater
thin T5%, 0o more than 2 unils are fess Gun 5% and
b0 utrit s Jess than $5% / Ceprane avenus iy 24
oriias (L1+1.241.3) aopimtoc aGo Giaaue 75%, He
Gimnie 2 oannnis Metine 5% | emac wonsol
EUtHHML senme 55%

Batch sccepied! Cepin npulingra

* Not detected = He ensanens, Not applicuble = He nposodusacs; Skip test - Passes = Bubipiose sunpayeams - Bionowidae, Absert/lg = Bidcymuicmy! 1o
| Skip test - Not applicable = Buipxose sunpolysamm - He nposodusses

L
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acakivyo, mo

! hereby declare that the abpyementioned information ig

quality contra] was made ot fhe abovementioned site in fiyl
1 Ly S ~ N Ly . .

£he specificaitons conlgined in the registration dossier. Prtocols of manufacture,

IPOBCIERO KOHENON: T AKOST] W BruE amenig Ammy y nopwil sisag

FaxosK BLIOB Ak 1o eneumbismf, mo sicreTies
ianonimien, GME,

te of batch release £ Hara BUITYUKY ¢epii;

INgime and PositionTitle of person authorising the Batch Release/ Iipt
Dr. Lajos Kirtvélyessy,

SignatureTH g o~ ! '

Havenenn Bue indopaanin ¢ AOCTOBIPHORY T4 TONHDD,

4 %f log 4

Quulified PersontYnossomaieny ocoda

ez,

Bdapest - Hunga ﬁé‘ ;.
(;{‘_’ et tememetert byt
Fisished product batch number Homep cepll romonore nikaponkoro 3acody: L7164 1123

reliable and aecurate, This batch of
| compiinaes with the GMp requirements provided by the foeal regulatory

BIIIE T4 Hocaxn/ sBanyy 0ralH, AKa BIIETR T0360 W BHIYCK cepil

products was manufaeiuned {ineluding pwckaging/labeling’ and i
authority as well as Beconding §

packaging and analyses were reviewed and GMP complinnes was establighed/ L
Lo cepiro: nposveaniy Gyno BHpOBReHO (Bxmovaru THIKY BRUIH/MAPRY BAHHR)

siiwoeT! 3 paMorase GMP, s
¥ peccpmenosy Jocse, Tiporoxomm BHPOGRILITSR, DKy

CTRHOBMCHMY MICUCHUM DeryIRTOPHINM CPTRHOM, A
BiHER Ta ananidis Syno HEPRTIAHYTO T8 BOTAROBNLHO

N e
Egis Pharp,  PLC
Y, ( 9‘ BE armscgzticsls PL(

Ry

Posrue 22



