JIEP’)KABHA CJYKBA 3 JIIKAPCbKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Caitauunol, 3, 02099, res. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
npo sikicTh BBE3eHOro B YKpainy JikapcbKoro 3a¢00y

01.04.2025 Ne 16503/25/26

NPEJYKTAJ® OJ1 80 MI'
(naiivMeny Ranis kapebkoro 3acody 3riAno 3 pcrcrpzmiﬁunm NOCBIANCHHAM)
KANCYJIH NPOJIOHIOBAHOT Al veepai no 80 mr, no 10 xancyiay GJaicrepi; no 9 Haicrepisy
Kopobui 3 KapToHy
(thopma BHITYCKY, R03YBAHHA, BUA [TAKY BAHHA aikapcekoro 3acody)

HoMep peccTpauiiHoro nocsiaueHHs UA/17645/01/02 crpok it peecTpauifiHOro nOCBinYEHHA 30.08.2025
Cepis nikapcbkoro 3acoby Ne L777B0524 KinbkicTs nBe3enoro nikapebkoro 3acody 10016

Bupo6nuk 3AT Dapmauestrunuii 3ason EI'IC, YropumHa
(vatimeHyBanus BUpoOuUKa iikapenkoro 3acoly. KpaiHa MONOKCHHS)

. ToBapucTBo 3 00MEKEHOI0 sianosinaasuicrio ""CEPB'€ YKPATHA',
Bsesero B Y kpalHy .
inenr. xon: 33643340
(nafimenyBanns ta ko 3a CIAPTIOY OPHAHYHOT 0colH abo 11PizBHILS. is'st. 110 GarbrORE hisHaH0Y
006y - nianpuemis, 1 Miciie NpoRUBRIHA Ta peccrpalifinuil nomep OBAIKOROT KAPTKH (WIATHHKG
noaaTKin abo Cepist Ta HOMEP NaciopTa)

TIpOTOKO Bi3YabHOIO KOHTPOIO Bl 01.04.2025 N 975/01.10-25/1.

3a  pesynbTaTamu  JIEPA@BHOIO  KOHTPO/UO  BCTAHOBACHO, wo  nikapcbkuii saci6  speseno 8 Yipathy 3

JOTPHMAHHAM BHMOT 3aK0HOAABCTEA LIOAO saGeancuetng sKocTi ikapch /1\ 3acobis.
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EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/ CEPTH®IKAT AKOCTI MIKAPCHKOI0 3ACOBY
Reference method ¢ Tiocumanes ta Meroy DTC_S006795_PF_T_CTR_41466_EN_5.0
Ruference speciftcation’ Novmaams ua cnetndixouhor DTC_SO06TIS_PF N SPE 72483 EN_1.0

Nattie of the Manufacturer and Address / Hasea 1a agpeca supodiuse EGIS Pharmaceuticals PLEC, 1168, Budapest, Bakeny¥oldi ut, 118120, Hungary/
AT Gapralcrmivani saeoy ECIC, 1165, . Byaancwr, ayir, Besenndenud, 118-120,
Vropmpsa

Narme of tmporter and Address / Hasea ta agpeca enoprepa Servier Ukraine LLO/TOB "Cepe's Yipaiua”
41, Naherezhno-Khreshehatytska StJ/eva. Hallepemio-XpouaThimb Ka, 41
Kyiv, 04070/, Kuis, B4070, Ukraine/Yrpali

Which consignment of product is detivered ) Pharmaceutics] productSlikapepkui sacif

Byt npouny RI, 10 100TaH2eTued

Pharmaceutical fovn ) Hikopeera dopsa Prolonged-release hard capsules ¢ Kanoyn npononrosmiod mi¥ tecpai
Name of the Product / Hagsa sikapehxoro 3acoby PREDUCTALB OD 80 mg / TPEAYKTANR O 80 sr

Dosage / Cuna nif 80-mg /8O Mr

Type and size of packaging / Bua va passip yngxonxu 10 capsules in blister, @ blisters in the canon box!

np 10 kaneyn ¥ Gnicrepl; no 9 Gaicrepis ¥ xopobii 3 kaprany
Finished product bateh number # Hoxiep copii rovopore nikapcssoro 3acoby L77TBUSI4

Manufacturing date ¢ Jara eupoBimiyna 05 2024
Expiry date / Tepuiy npraamiocTi (45 2027
Baich size  Kinkgicrs y cepif 10616 boses / yHaKonox
Manufacturing Licence number ) Hoyep minghsii i BupoBuniTe HU-M-EGIS
Registration Number / Pecctpatt v mocaimenHa Ne UASLTT645:0102
Bate of analysis ¢ Jara ananisy 1041 2028

TESTS / NOKAIHUKHA REQUIREMENTS / CTAHIAPTH, RESULTS / PEIYIALTATH
Appearance { Gnne | Orange red cap printed ‘with white Joga and "80", and white body capsules

size 2 contalning spherical white to almost white coated gramules / Kancy Complies ¢ Bianosiaug

posMipy 2 3 Koprycom BIIOro KONROPY TA KPHIEHKOK DOMApEHNEHd-
HEPBOBOFD KORKOPY, o MicTirn cheprusi rpany, sxpyuri 08oacika,
Ginora ado valine 5ia0re KOABOPY, 3 NOFOTHION KOMNAIIT Ta Hannveon «80n,
BAHECEREMIY HA KPHINCHRY Kancyan Ginmst opHunoM.

Average mass (mg) / Cepennn vacn (1) 130 149 (90-110 % of the theoretical mass off six veopeTvynol mack 144 8
144,9 mgf mr)
Microbiolopical quatity (skip test) Total acrobic microbis! count / 3ATATLHE SHCIY BEROTHID WIKPOODPFANIZNIB -
Ph, Bur. 5.1.4., non-aguecus preparation for (TAMC): € 10° CFUYg - 10* K¥Ore
koral usey MixpoSionoriaeg wieToarn Totat combined yeasts'moulds connt / JarIHe WHET0 APIRIADBNEN T4 ] »
Rubiprone munpolynanng} wiceneey ypudis (TYMC): £ 10° CFU/g - 10° KYQir
(€t 5.1.4 «Hesomus nikapeeki sucoly K Fscherichia coli: absepce’] g— siaeyrigors’l ¢ =

MEpOPRIHRHOND aacmcyn&mm)

Identification of drug substance [

[aenvipinaiin Mool peromnin: The ratio of the relention times of the principal peak from the test solution and
- Liguid chromatogrphy (Ph. Eue, 2.2,29}/ fram the selerence solution must be between 093 and 1,05 ¢ Bianomerna Positive / TToameno
Pianin xposuroiyadiz {PX) (€4 2.2.29) BCIR FTPHMYBAFER UCHOBHORO THKA BOCIHDKYBRHOTO PAIUHNY T8 PUatuHy
NOPIBEANNA NORKHHO THAXGAHTHCS ¥ Mewas ,95-1,05
. Infrared spectroscopy {identification B) The positions and intzosities of the absorption bands of the spectrum oblained ang
KPh. Bur. 2,224} / Indipadepaona concordant with Gose of the drug substance reference batch spoctrum ! Positive / Tlosimwenn

coiekTpoekonis (acuradicania B) (€0 22241 | Tlonowenss Ta INTEREHFHOCT] CHYE BOTIHEAUNY 0TPHMAHATO CnekTpy

BLANOBIIAE TAKKM WA CTEKTP Cpif CTOHIAPTHOND JMASKY Aix040T peuosi,
Drug substanee sontent (LC)
(Ph. Evr. 2.2.29)/ Kiapwicte swinagenys 76,0 ~ 84,0 wgfeapsuled Mrfsmyny

ilsonod pesommnn (PX) (€0 2.2.29) {95-108 % of the theoretical content ¢ Bij TEUPSTHNIIOND BMIETY) -
Degradation products content (1.€)

(Ph. Fur, 2,2,293 §

BuicT cynposinunx gemimor (FX):

(€D 2.2.29)

. Y234 (Lmpurity CF (Hosiwms C) 50,2 %

L Y235 (Tepurity DY (Hominmma 1) <0,2% <{,1%
Y2304 <05 % <0,1%
. Any ather degradation product ¢ Batier Byae- | {3,2 % <4{,1%

K0T THIoT CYRPORIAHOY ToMiwRN R = {,1%
. Sum of degradution products § Saransiui < 0.8 % i3

«0,1%

EMECT CYPPOBIANIK A0MILOR
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PREDUCTAL® OD B0 mp, prolonged-releass hard capsuoles containing 8

) mg of tritetazidine dihydrochloride /

than T5%, no more an 2 units arc legs than 65% and
o unit is less than 55% ¢ Cepenue navesns B 24

s anuus (L1+L2+L3) aopisutor aGo Binwme 75%, ue
SiTRIDe 2 QAR MRS 65% | HeMaE waAnGT

FIPEAVETAN® O 80 M, kaney i nposiovrosanof ait TBEQ, 1060 MICTHTH B0 NI TRHMETIEHHY ANFHAPOXAORHIEY
Finished product batch number ! Howep cepil revonere Airapesrero 3ncofy LITTROS24
Uiniformity of dosnge units Numbar
Plr. Eur. 2.9.40 - Mass variation) ¢ tested ¢
OanopinuleTs O30 BRITHX 0ORITHKIL ctaae | Kintkl L .
eh 2’_){)‘40) ?’iﬂﬁa m:;:::;;:g;m Avceeptance critera ¢ Kperepii npriisstaocn
X A0I0BANHE
DANHMULE
Ul 10 AV=<15H AN = a7
Py T AVEISg
U ot 0,75 M = each unit 7 KOMNE ODHHIM
@0 <125 M
Dissotution (UV) (%)
(Ph. Bur. 2.9.3) ¢ Pegunuenns (¥ @) (%) Qe 18%at 4 b/ Q= 18% 38 4 ropsu
2933 Q=47% at $ h{ Q=47% 10 8 ronpn
Q= 75% nt 24 R/ Q = T5% 32 24 roiumy
Number tested ¢
Stage! Kinexicr e o :
Piscin BHIPOCYBAREX Acceptance eriterin £ Kpuiepii npufisanioen
J0IORHIIX
ONHBHLUL
ut 4 b f a0 4 ronuen 1.1 & No individual valuc les outside § % w0 28 %! Honne
[ REAYANEHE THBYEHHA HE BRXOUTS 3 sewd 8-28
[%
2 =6 (12} |Average of 12 units (1.3 +L2) ties within 8% to 28% minmin. 23%
i o wnit 35 Toore than 38% / Cepease SHANCHHS 13 mEnMaKe. 25%
12 anmene (L1412} 3Haxomirsos B Mekas gk 8% a0 MEANTCPRANE IHAICHIN 24%
28 % { sepene aoauot omyl finbiee 8%
L3 +12 (24)  [Average of 24 units (L1+L2+HLA) Ties within 8% to
[2894. Not moro than 2 units are more than 38%. Na
it is more than 48% / Cepeane I8adCHHR i3 24
lnammae (LEFL2413) sHAXORHTHER 1 Meway, Biy 8%
0 28%, He Stanue 2 ogure, Gireme 38%. Hemac
_ wosuotl omagal Ginewe 48%
at & b/ 3e 8 reans Ll 6 Mo individual value les putside 37% 10 57% ¢ Koave
IS Iy AnEHE JHAHCHIR HE BUNQIHTL 30 Mewd 37-
37%
L2 +6 (12}  [Averaze of 12 units (1.1+1.2) les within 37% to 57%
i 1o wnit s less thap 27% or more than 67% 1 a4 7%
Copese seadensa i3 12 o (L11L2) el
baxoaThca B Mesmax 5ka 37% a0 5795 i nestac TATgRC S0
boasut okl Merme 27% ato Ginsme 67% mean/Cepa HE HAUCHHA:43%
L3 +12 (24)  [|Average of 24 units (L 1+1.2+1.3) ties within 37 % o
57 9%, Not more than 2 units are Jess than 27 % or
mare than 67 %. No unit is less thae 17 %6 or more
than 77 % / CepeSHe 3Ha4sHHR 13 24 OBHRHHUE
LIAL2HLI) stukomerees 3 Meskax sin 37% a0 57%,
He Siasuwe 2 onumsis Memne 27% ato Sinkoie 67%.
[Herne oot omsnul mewne 17% abo Ginpwe 77%
at 240/ 3n 24 voprnn Lt & Each unit is oot fess than 75% / He verwe T5% anm
reeonnol oumHis
4 46 (12)  |Averageof 12 units (L1412} is equal to ar greater
than 75%% and no enit is Jess than 65 % ¢ Cepese o
hrasenna 53 12 oo (L1+L2) nopiamoe afio minin. 39%
Sianmg T5% | Henae woanot oamuu MeHme 63% maK e 84%
13 TTE (341 JAverage of 24 units (L1+L2+13) is cqual to oF greater|  MERMOERCRAE ik 91%

pauninil Meme 35%

Batch accepted/ Cepin npuiingta

* Not detected = He aimsneno, Not applicable = He nposaduros, Skip test - Passes = Bullipkase sunpofynantin - Bidnosidas, Absenidlg = Bdcymutcon! | 2

Do 12




[ hereby dechaee that the abovemend
quality control was muste at the abovementioned site in full compliance with the

& specifications contained in the registration dossicr. Protacols of manufacture,
ByTO, WO HABENRHA BHIRE fudopaauid € JOCTABIpHU TR TourG. Lo cepito nponyKull §ya0 Bepobaco (BRI

corrvposts 1 AKOCTT HD BRULCIATHRUCRIR AibHALE ¥ nonHi shanosianoct ¢ msorasie GMP, BOVEHOWICHHMA MICUEBIN pE
L0 cretd iR, Mo MCTRTLCS ¥ PEECTPALHINOMY A0TLE. flpororoan pupobiturTed,

!’ 2
Date of batch relepse / Jata suaycky cepii 5} %ﬂ / Qj( /2 el Z f

Name and PosiflonTitle of person anthorsing the Botch Relense! Mipisnumue Ta TOCAIA IBANNR 0COBN, KK BIRILIN 103BHY 03 BENYCK

Dr. Lajos Kortvélyessy, Qualified Person/Y notnosanca opode

&
Finished product bateh nurmber’ HoMep cepif rotoporo aikapeskore acody: LT77B0524

oned information ia reliable and accurale. This baich of products wos manufactured (including packaging/latreting) and it
GMP requirements provided by the local regulatory authority as well as according to
packaging and analyses weore reviewed and GMP compliance was established/ Lt 5
(1931 TIAKYBRENA/ MAPKYBIHHA ] T& HPOIEIERg

PYISTOPRIN OPTaHON,

Ty BRI T Abaniais Byac TEPETARHYTO T3 HETRHOBICH) ghanonimicTs GMP,

Fyis Pharmaceuticals PLL

P 2 A Bndapest - Hupgasy
SignatureTlianue: / /7;}/(/% t Dratedara 0 g" x:zf Z{JZ_J# -

§ TaRH DIANORELHD
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