EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/ CEPTHOIKAT AKOCTI JIKAPCLKOI'O 3ACOBY
Reference method / Tlocusaanns na-mevon: DTC_S006795 PF.T €T R_53334_EN_LO
Reference specification/ Tlociwianng wa cnerpidpivanio: DTC_S006795_PF_N_SPE. $)580_EN_1.0

Name of the Manufacturer and Address / Hassa 1a-anpcca supoSinka  FGIS Phammuceuticals PLC, 1165, Budapest, Bokenyfoldi ut. 118-120, Hungary/
3AT dapmaucsTuynnii 3asont ETIC, 1165, 4. Byaanewn, sya. Bexcusdonai, 118-120,
Yropuinna

Name of Importer and Address / Hassa 1u wipeca imnoprepa Servier Ukraine LLC/TOB *Cepa'e YipaTaa'
41, Naberczhno-Khreshchatytska St./syn. HaGepencno-Xpetamiuska, 41
Kyiv, (4070/m. Kuis, 04070, Ukraine/Yrpaina

Which consignment of product is delivered / Pharmaceutical product/Jlikapcskuii 3aci6

Bua upoaykuii, 00 NOCTANACTLCA

Pharmaceutical form / Jlikapcska Qopma Prolonged-releasc hard capsules / Kancynw npononrosanoi aii Toepai
Name of the Product/ Hussa nikapcukoro aacoy PREDUCTAL® OD 80 mg /TIPENYKTAJI® O 80 mr

Dosagc / Cnna aif 80mg /80 wr ’

Type and size of packaging / Bun 1a posMip ynaxosx 10 cupsules in blister, 3 blisters in the carton box/

no 10 kancyn y finicrepi; no 3 Gaicrepw s kopobui 3 KapTony
Finished product batch number / Homep cepil rotosoro <tikaperkoro 3acofly M711A1019

Manufacturing date / Jora supoGrimimsa 102019
Expiry date / Tepuin npusathocti 04 2022
Batch size / Kinpkicts y cepii 33 904 boxcs 7 ynakosok
Manufacturing Licence number / Homep niuewsii ua pupoSimutroo HU-M-EGIS
Registration Number / Pecctpauifine nocsiauenns Mo UA/17645/0 1702
Date of analysis / Jlata ananisy 03.04.202¢
TESTS / NOKASHHKH . REQUIREMENTS / CTAHJAPTH RESULTS/ PESY/ILTATH]
Appearance/ Onue Orunge red cap printed with white logo and “80", and whitc body capsules size
2 containing spherical while o almost white coated granules / Kancynu possipy Complics/ Bianosinae

2 3 xopiycom GLIONO KOMBOPY TA KPHINEHKOI NOMAPAHYEBO-YEPBOHOTO
Konbopy, w0 MicTaTh chepunni rpaiym, BrpuTi 0bonoHKoW0, Ginore ado
Maibxe BL10r0 KOALOPY, 3 HOTOTHIOM KOMNIAHIT T3 HANANCOM «80%, NANECEHH M
13 KPRILEKY KAncvK Ginknv sopHMnom.

IAverage mass (mg) / Cepeaus maca (M) 138 ~ 152 (95-105 % of the theoretical mass off Bia TCOPCTUYROT MacH 1458
1449 mg/ wr)
Microblological quality (skip test) Total acrobic microbial count { Jarancue Yucno aepoGHIxX MiKpOOpraniamia < 10
(Ph. Eur. 5.1.4., non-aquevus preparation for (TAMCY): < 10F CFU/g - 10°KYOr
pral use)/ Mikpoblo.toriuns ancters Tatal cambined yeasts/moulds count / 3aratsse SHcno ApiskIBROBI Ta <10
(Bubipiare nunpobynsuiis) naiccRcaux rpudia (TYMC): < 102 CFU/g ~ 103 K¥ O/
K€D 5.1.4 xHevonni nikapebki 3acofiu ans Escherichia coli: absence/l g — BiacymicTs/l + Corplies / Bianopiaac

ICPOPATEHOTO-32CTOCYRAHKAN )

dentification of drug substance /
enrudixania alioviol peqepu: The ratio of the retention times of the principal peak from the test salution and Pusitive / HosuTHeHo
- Liquid chromatography (Ph. Eur; 2.2.29)/ from the reference solution must be between 0.95 and 1.0% / Rianowei s

iaurKa Xpoatorpabia (PX) (€ 2.2.29) HACIB Y IPHMYBAHHA OCHOBHOTO MiKA JI0CAIZDKYBAIIONS PUSHKHY T8 POSUHHY

. MOPIBHAHKSA NOBHHHO YHAXOHTHCR ¥ Mewkux 0,95-1,08 "
- Infrared spectroscopy (identification B) The positions and intensitics of the absorption hands of the spectrum obtained ard Positive / Tlosurisno
Ph. Eur. 2.2.24) / hithpaneprona concordant with those of the drug substance reference batch spectrum /

nekTpockonia (iaewmdixuuiz BY (€9 2.2.24) | Tonomenns Ta iMrescHsiocT CHYE HOPIRHEHHA OTPHMRHOTO CReKTpyY
RiZNOBIAGE TUKHA HE CACKTPI cepil crantapTaoro 3PAIKY IOMOT PEHOBHHAN,

rug substance content (LC)
Ph. Eur, 2.2.29)/ Kuibxicue sutsavuenns 76,0~ 84,0 mgicapsule/ Mifkiicyry
Iioust pevonsnu (PX) (€D 2.2.29) (95-105 % of the theoretical content / sin vevperuuroro sxicTy) 74.5

clated impuritles content (L.C)
Ph. Eur, 22.29) /
Bwmicr cynposianux aomimor (PX):

€0 22.29)

Y234 (impurity C) (Aomiwxa C) £0.2% <0.1%

Y235 (impurity D) (Hominxa D) <02% <0.1%
L Y145 <02% <0.1%
L Any other related Impurity / Buict Oyae-skol <02% <0.1%
HWOT ¢y IpOBiaHOT AOMIINKH ‘

Sum of related Impurities ¢ 3aranbuni BmicT $03% <0.1%

CYRPOBIAHMX A0OMILIOK
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PREDUCTAL® OD BO mg, prolonged-release h
OPEAYKTAIE O] 80 mr, kancyvmi

ard capsules vontining 80 mg of timetazidine dilydrochloride /
BPOAOHIOBAHGT A1 TBCPAI, 10 MicTaTR 80 M TPUMETBHANHY ANNLIPOXIOPH]]
Finished product butch sumber / Homep ce pif roxonaro sikapeskero 3acoly M711A1019

|

Uniformity of dosage units
Ph. Eur 2.9.40 - Mass variution) /

Cd 2.9.40)

Dissclution (UV) (%)
{Ph. Eur. 2.9.3) ! Posuunenus (YO
Cb2.93)

Qunopianicrs 10I0BAHUY OTHRNIL

Stage/
Pirewn

Number
tested /
Kinwricrs
RHNpOByBaIA
X J030BAHNX
OHHHHLb

Acceptancc criteria ' Kpurepii npuiinariocri

Ul

1a

AV<I50

u2

~20
(30)

AV<15:0
0.75 M < each unit / xaxna omsmuus
=L25M

AV =65

) Stage/

Pinens

Number tested /
Kiwxicrs:
BUApoGyBUHHX
JI0IOBAHSX
OARNHUL

Acceptance criteria / Kpuvepii npuitisisocti

at 4 h/ 32 4 roausu

LI

6

No individual valie lies outside 8 % to 28 %/ Xoane
iHAMBITY 2ThEE IHAYCHIIA e BUNOATE 38 MCKi 828
%o

L2

+6 (12)

Average of 12 unity (L1-+L2) Tics within 8% to 28%
End no unit is more than 38% /- Cepemic 3nauénnx is

12 oapmmne (L1+L2) 3HaX0MHTECR B Meskax in 8% 10
8 % i Hemae xonwol oy Binsime 38%

L3

+12 249)

\erage of 24 units (L1+L2+13) lies within 8% lo
8%, Not more than 2 units ure more than 38%. No
it is mnore tuin 48% / Cepeane snaviens iz 24
AiHHUS (L131L2+13) snaxomerscy o mexsax Big 8%
28%. He Sinsie 2 omnnuie Ginbare 38%. Hemas
OaHOT DL Ginstile 48%

min./uin.: 19%

MAX./MARC.: 23%
mean/cepenre havemm: 2 1%

(8 h/3a8 roaun

L]

o individusl value lies outside 37% to §7% / Koe
HIMBLIY QIR HE SHAYEHHA He BHXOANTL 30 MEHi 3 7~
7%

+6 (12)

verage of 12 units (L.1+L.2) lics within 37% to 57%
d no unit s less than 27% or more than 67% ¢
"CPCIOHE IHANEHNA i3 12 onwumue (L1+L2)
SHAXOANTECS B MEXUX BLT 37% 10 $7% | nemae
AHOT OMMMHI Mewte 27% abo GLuiue 7%

L3

+12 (24)

Average of 24 units (L1+L2+1.3) lies within 37 % t0
37 %. Nat more than 2 nits arc less tan 27 % or
priore than 67 %. No unit is Tess than 17 % or more
than 77 % / Cepeie 3uauenist i3 24 0AHKHLL
(LI+12+1.3) 3Haxo1Thes B MOKAX Bift 37% o 57%.
He Ginbwe 2 oaunuts memne 27% 260 Gitsie 67%.

| lemac woxtitol o Merwe 17% 260 Ginvme 77%

at 24h / 12 24 roausn

L1

min/Min: 45%

max./Makc.: $0%
mean/cepeane sHaueHHs: 48%

Each unit is not less than 75% / He menwe 75% anm
*mxmoi’ oAnHHUI

L2

+6 (12)

B1abic 75% i HeMae kOAHOT 0,

verage of 12 units (L1+1.2) is equal to'or greater
n-75% and no unit is less than 65 %/ Cepense
aenns i3 12 omnnn (L1+12) nopismior aGo
HHW MBiuse 63%

L3

-12 (24)

verage of 24 utits (L1+L24L3) is equal to or greater
than 75%, noy more than 2 uaits are less than 65% dand
w0 unit is less tran $5% / Cepenve 3navetiii is 24
kb (L1+1.2+L3) popisinoc abo Ginsime 75%, He
ingitte 2 oantuy Menme 65% i HEMAE wonRnoT
joanHul MeHme 55%:

Batch accepted’ Cepis npitiivsra

minAdhi; 90%

max./maKe,; 94%
mean/cepeane avavenns: 91%

* Not detected = He suserenn, No

1 appliceble = He nposoduaocs, Skip fest - Passes = Budbiiprose sunpolysanns ~ Bionoeaidac, A bsenizlg — Bidkymmicnsn/ 1 2

Skip test— Not applicable ~ Bubipxose eunpobyaanus - He npo6odnoCy
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| hereby declare that the abovementioned infarmation is reliable und accurate. This batch of products was manufactured {inchuding packaging/iabeling) and ity
uality control was made at the abovementioned site in fill compliance with the GMP requirements provided by the local regulatory authority as well as acconding ¢
the specifications contained in the registration dossier. Protocals of manufucture, puckaging and analyses were reviewed and GMP compliance was established/ Linm
S SUCBLIMY O, 11O HUBCICHE BHILE iHGOPMANIA € BOCIOBIPHOK T4 TOMHOIO, Llcepito nipeaysatii Syno supobneno {BRUOHUOUH NAKY BURHR MAPKYBAHHA) T2 NROREACH
IKOHTPONL T AKOCTE HA BHIE3A3HAMCHIE AibHIW ¥ nosHil BimoBizmocTi 3 Buvorami GMP, BCTHOB/CHUMI MICLCBIHM PEFYASTOPHUM OPTAMOM, A TAKOI BLINOBIAHO)
Ko cretndikanif, o MICTITECA Y peecTpanilinomy aocec. peiokonn sHpobHAUTEE, DaKYBIHHA T2 ananizin Gyno neperannyto 1 BCTUHOBACHO BLIOBiaHIcTE GMP.

Date of batch selease / Huvy sunycxy cepit: 22 .0 L oo

Name and Position/Title of person authorisiog the Batch Release/ Mpisamine T2 nocana/ spaims eroln, §Ka BHIANA A03nkN Ha BHUYCK copiv
Dr Csilla Rummel, Qualified Person/y’ HUBHOBIOKCHE 00063
[

Egls Pharmaceuticals PLC 48,

4 s 1Y e 05 . Budapest- Hungars « EGIS
Signature/TTianmc: l\"/} Duate/Jlata: D O ek " sy

Finished product batch number/ Howep cepii rotosoro Rikapekkoro sacody: M711A1019
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JEPYIIKCITYRBA VKPAIHM
HEPYKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

Byn. Bepesnsxisceka, 29, Kuig, 02098, Tex./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua, Kox €OPTIOY 37079055

BHCHOBOK
PO AKICTH BBe3eHoro B YKpainy JikapcbKoro 3aco0y

30.07.2020 ‘Ne 37933/20/26

IIPEXYKTAJI® OJ1 80 MI

(HaliMeHyBaRHS JiKapChKOr0 3ac00Y 3rIIHO 3 PECCTPALiAHIM NOCBIHCHHAM)
Kancy;m nposonrosanof aii Teepi no 80 mr, mo 10 TeepaAMX KaDCYy Gaicrepi; no 3 Giicrepu
y Kopo6ui 3 KapTony

(dopma BUTIYCKY, JO3YBRAHA, BH/'TIAKYBauHA AKAPCEKOTO 3aC00Y)

Howmep peectpauifinoro nocsimaensa UA/17645/01/02 crpok il peectpauiftnoro nocsiayenns 30.08.2024

Cepin nixapcrxoro sacoby Ne M711A1019 KinskicTs BBe3eHOTO fikapcrroro 3acofy 33634
BupoGunx _3AT Qapmanesmaunii sasox ECIC, Yropmmaa
(RahMeRyBARAS BUPOGHEKA HIKAPCEKOro 33006y, kpalta NOXOmMeHH)
Beesexo B Ykpaity TosapucTeo 3 o6Merkenolo BignosigansaicTio "CEPB'E€ VKPAIHA",
inent. xoa: 33643340

(Hatimenysanus T2 Kon 38 CAPIIOY jopuansHoi 0cobu abo npisswine, iw's, no Gaekosi diznsol
0co6u - mianpAeMus, T Micte NPOXMBARAA T& pecoTpaUiiHUA HOMEp 06NiKOBOT KAPTKY NNATHHKE
NORATKIR 200 Cepis Ta HOMED NucHopTa)

Ipotoxon Bisyamsuoro wourpomo six 30.07.2020 N 2226/1.

3a pesyNbTATEMM JEpPKABHOTO KOHTDPOMO BCTAHOBIGHO, LIO Jikapcokui 3aci6 BBe3cHo B Yrpalry 3

AOTPHMAHHSAM BAMOL3AKANGABCTBA M0N0 3a6e3neeHHA SKoCT] dikapchKnX 3acobiB.

Miuxona XOJIOI[EHKO

(miankc) (uimiami Ta opisBuie)
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EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT! CEPTHOIKAT AKOCTI NIKAPCBKOI'O 3ACOBY
Reference inethod / Macunains 1 metog; DTC 8006795 PF_T_CTR_S3334_EN_1.0

Reference

specification/ Tlocunavwa wa cneundixauiio; DTC_S$006795 PF_N_SPE_SOS80_EN_1.0

Name of the Manufucturer and Address / Hasea ta anpeca mipoSnixa EGIS Phurmaccuticals PLC, 1165, Budapest, Bokenyfoldi ut. 118-120, Hungary/
3AT dapmauesranuit 3aron ENIC, 1165, . By, taneurr, 8yn. bekehsdenni, 118-120,

Name of linporter and Address / Hasea Ta aapeca iMnopTepa

Which consignment of product is delivered /
Bua npoayknif, mo noctavacues
Pharmaceutical form / Jhxapcbka gopma

Nume of the Product / [Haima aikapcakoro sacoy
Dosage / Cuna aii

Type und size of packaging / Dua Ta poamip ynakomi

Finished product batch number / Homep cepii rotoBoro nikapcuxoro

Yropnpua
Servier Ukruine LLC/TOB “Cepa'e Vepaina®

41, Naberezhno-K hreshchatytska St/uysr. Hubepesso-Xpematrunka, 41

Kyiv, 04070/m, Kuis, 04070, Ukraine/Yxpaina
Pharmaceutical product/likapenxuit 3aci

Prolonged-release bard capsules / Kancynw npononrosaiol aii TBEPA

PREDUCTAL® OD 80 mg ¢ NPEAYKTAJI® Ol 80 mr
80.mg /80 mr
10 capsules in blister, 3 bligters in the carton box/
no 10 kancyn y Gnicrepi;
zacofy M710D10IB

10 3 Giiicreps B XopoO6Li 3 KapToMy

Manufacturing date / JlaTa BApoSHinRa 10 2019
Expiry date / Tepmin npuaaniocri 042022
Batch size / Kinbkicts y. cepil 8352 boxes/ ynaxkosok
Manufacturing Licence number / Hovep niugissii na BHPOOHHLTBO HU-M-EGIS
Registration Number / Peectpauiftie nocsiducHua Ne UA/IT645/01/02
Date of analysis / [lura ananizy 0604 2020
TESTS / HOKA3ZHHKH REQUIREMENTS / CTAHJAPTH RESULTS / PESYALTATH]
Appearance ( Onuc Orange red cap-printed with white logo-uni “80", and white body capsules'sizs

Average mass (mg) / Cepeans mMaca (mr)

Microbiological quality (skip tcst)

Ph. Eur. 5.1 4., non-aqueons preparation for

pral use) MixpoSionoriuie aneigia

(Bubipione sunpoGysanns)

Lem 5.1.4 «Hemomni nixapcuxi 3aco6i ana
EPOPANKEHOTO 33CTOCYBAINAY)

Identification of drug substance/
Inevriicauis aisoaof peuosunm:

- Liquid chromatography (Ph. Fur,2.2.29)/
PLannua xpomarorpadis (PX) (€® 2.2.29)

- Infrared spectroscopy (identification B)
Ph. Fur. 2.224) / lugpavepsonu ]
ceKIpockuInia (IacHTi(ikauis B) (€ 2.2.24)

Drug substance content (LC)
Ph. Eur, 2.2.29)/ Kinbkiene ausiasenns
10M01 pedonmun (PX) (€ 2.2.29)

elated impurities content (L)
h. Eur. 2.2.29) /
Bmict cynposinnux aovimox (PX):
Cdb2229)
Y234 (impurity C)/ (omituxa C)
Y235 (imparity DY (omiwka D)
Y145

Any other related Impurity ¢ BuicT Gyas-sxoi
Tumol‘ CYRPORIAHOT AOMitlikH

Sum of reluted Impuritics / Jaransunll smict
Ky1IpOBIAHNIK NOMitOx

2 containing spherical white 1o almost white coated pranules / Kancynu poasipy
2.3 KopnycoM Gi10r0 KONKOPY Ta. KpHINEUKOID NOMUPRHYEBO-YCPBOHOTO
KolLopy, mo MicTATs chepHuri rpaHyiu, BKPHTI 0BOIONKOIS; GINOrO 460
Mattie BiI0r0 KONLOPY, 3TIOMOTHIION KOMNANIT Ta HaAIHCOM «80), HUHECEHIEMH
HA KPHILCHKY KanCy: GiNUM HOPHHAOM,

138 — 152 {95-105 % of the theoretical mass off six reapemumol Mack

144.9 mg/ wr)

Total aercbic microbial count / 3aransise unciu 8CpoOHHN MIKPOOpPranizMin
(TAMC): < 10° CFtlig — 10° K'Yy

Total combined yeasts/moulds count / Jaransue spcao JPOKIDKOBID 12
nnicesenix rpubin (TYMC): £ 10*CFU/g — 102 KYOR

Escherichia coli; absence/] g~ sincyrniemn/l r

The ratio.of the retention times of the principal peak from the test solution and
{iom the reference solution must be between 0,95 and 1,05/ Bianowenns
H8CIE YTPHMYBAHHA OCHONHOTO NIKA ZOCTLIKY BUHOIY POSNHHY T2 POSSHHY
NOPIBHAHER NORKINO X IGXONH THCE ¥ mexax 0,93-1,05

Thie pusitions and intensities of the ahsorption bands of the spectrum-obtained arg
concordant with these of the drug substance reférence batch spectrum /
Tonoxerma Ta inrencusnocti CMYF TIOFRHHAHHA OCTPRM3HOTO CREKTPY
BiLUOBUILE THRHM Ha CHIEKTDI. CepiT CTANNIAPTHOTO 3pasicy 1i040T peyoBMHE,

76,0 - 84,0 my/cupsule/ mrfxancymy
(95-103 % of the theoretical content / mix teopeTHHrOro BM icry)

S02%
=02%
£02%
$0,2 %

$0,3%

Complics / Binnosizae

<10

Complies / Bianosiaac

Pusitive / HosHripHo

Positive / Nomisuo

780

<0.1%
<0.1%
< (.1%
<0.1%

<0.1%
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PREDUCTAL® OD 80 mg. prolonged-release hard capsules containing 80 mg of timetazidine dilbrydrochloride ¢
HIPEAYKTAJI® O/ 80 mr, xancy as nponoiosanoi AT TBEpA, WO MICTATS 80 M1 IPUMETISHAIRY AHFAPOXIOpI]
Finished product batch number / Homep cepif rorosore aixapenkore acefiy M710D1019 i

Uniformit y ol dusage units

Ph. Eur. 2,9.40 - Mass variation) / Nuwmber
OnuopinKicTL 1030BAHMX OAHRBUL tested /
K ’ i i A .. n 3 =
€d 2.9.40) :::;Efn. m:f:;:'g;;m Acceplance criteria / Kpurepif npuithamiocti
X J030BaHHX
OAMHKUD
Ul 10 AV <1350 AV = 60
£20 AV =150
U2 (.75 M <each unit / koxHa oansnie
(a0 <125M
IDissolution (UV) (%): Number tested /
KPh. Eur. 2.9.3}/ Posuunenus (Y d) Stage / Kintkict § . i
KCP 293) Pisers BHIPOGY BUHIX Acceptance criteria / Kputepii npuitnernocyi
’ ROOBAHUX
OHHHLL
BL4h/ 34 arun LI 6 No individual vakug lics outside 8 % to.28 % / Woxxe min./min.; 20%
Liununiuyanme FHAUCHRA HE BUXOAWTE 38 Meii 8:28 max./maxc.: 22%
% ) mean‘cepeanc suavenns: 31%
L2 +6 (12)  JAverage of 12 wmts (L1+L2) lies within 8% 10 28%
nd no.unit is more than 38% / Cepenme 3uavenus
Ez'ommmu. (L1+L2) snaxoaurscs 8 Mexxax 8ia 8% aof
8 %% i HeMae soaHot o, i Binuine 33%
L3 +12 (24) |Average of 24 units (L1+L3+L3) lies within 8% to
8%, Not more than 2 units are more than 38%. No
nit is more than 48% 7 Cépeiine suavenns i3 24
aunis (L1+ L2013) anaxomersca » wexax six 8%
- 28%. He Ginuie 2 oanimie Ginswe 38%. Hemae
04101 onuaniti Binsuic 43%
ut 8 h/ 3a 8 roaun L1 6 o individual vilue lies outside 37% to 57% / A onne min/Min: 47%
HAMBLIY AL HC SHAUCHHS HE BHXOTTS 38 MEX 37- max./maxe.: 49%
1% meun/cepeate sHaNcHA: 48%
L2 6 (12) verage of 12 units (L 1+L2) Lies within 37% o 57%
no-unit is less than 27% or more than 67% /
"CPeaHE 3HauCHHA i3 T2 i (LI+L2)
BHAXORKTLOA B MeKAX Bizt 37% u0:57% i nemae
OAHOT o merinie 27% a6o Sinsie 67%
L3 +12 (24) verage of 24 units (L1+12413) lies within 37 % to
[57-%. Not more than 2 uniis ure luys than 27 % or
re than 67 %. No unit is:less than 17 % or more
77 %/ Cepenye ynanenHa i3 24 onunuus
LI+L2+L3) suaxoanvecs s Mewax 8ia 37% a0 57%.
He Ginbitie 2 onnunLe MeHDIe 27%. afo Binwine 67%.
emae sonHoi opmi Mernue 17% 6o Ginsiue 77%
at 24h / 30 24 reamnun L1 6 h unit is not less than 75% / He menwe 75% s miin/Min; $8%
OXHOL 0N max./Maxc,: 94%
; o6
) +6 (12) [Averageof 12 units (L1-L2) is equal o or greater | eV CePERRE Snavens: 0%
an-75% and no.unit is Tess than 65 % / Cepemic
Haterna 312 omsnuns (LI+L2) zopieuioe abo
iasiie 75% i HEMAE moanol oanrl Meime 65%
13 +12 (24) veruge of 24 unitg (L1+L2+L3) is equal to or greater

a1 75%, no more than. 2 units are less. than 65% and
o unil is less than'55% / Cepenne 3Ha9cHHs i3 24
LHHHUS (L1+12+4L.3) ropinmoe afio Simase 75%, ne
imbmne 2 oaunMLE MERWE 65% § HEMBE KoaHOT

LA HT U MCHING 53%

Batch sceepted! Copis npuiiuaTa

Skip test - Not applicable = Bubipsose sunpatiy

* Nul detected = He ennanens, Not applicable = He nposodunoes, Skip tost - Passes ~

iy - He dunoce

¥

Butiipxuse sunpobyedanns — Bionosidae, Absent/lg = Bidcymuicme/ | 2
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Date of batch release / [lata sunycky cepii; 2_ 4 Q;(‘“ NNy
E b b s .

Name and Position/Title of person authorising the Batch Retease/ [lpisouue 1a nocans/ 18anus 0cobu, AKL BHIAM 038N Ha RunYeK cepirl

| hereby declare that the ahovementioned information is relisble and accurate. This hatch of praducts was miniufuctured (including packaging/labeling) and its
quality control was nde ut the abovementioned site in full compliance with the GMP requirements provided by the local regulatory authority as well as acconding to
the specifications comtained in the regiatration dossier Protcols of manufacture, packaging and analyses were reviewed and GMP compliance was cstablished Llnm
FACBLIMYHO, L0 HAREACHA Binste indopmanis ¢ JOCTUBIPHOK Ta ToOUHOK. 1o cepiwo nponykitii Gy o BHPODIICHY (BKIIOMBIOYH NIAKYBAHKA/MAPKYRARNHA ) T2 nPoREREHO
XONTPOML il AKOCTI H BHLICIATHAYCHIN ALTB AN Y BOBHIN BIANOBET IOCT 3 BUMOTEMH GMP, BCTHHOBNICHHMH MICIICBHM PEryRTOpHI QPralion, i TUKOK BIAIOBIHC
0 encupikatifl, wo MicraTies y peccrpauifinomy A0ese, LipoToKony BUPOGHNLITHA, NAKYRAHHA T AHANIIS Gy 10 neperIswyTO Tu BCTRAOBACHD BIANORIANICTR GMP

Dr Csilla Rummel, Quulified Person/¥nosiopaskena ncota
Rgis Pharmaceuticals PLC

228,
EGIS

o
{ v 1C Badapest - Hungary
ISignature/l lianne: "F-m 4 i Deate/Mara: d) : O zt; Q.ﬁ 210 .

! "

Finished product butch number Homep cepil romorore tikapeskoro 3aco0y: M710D1019

/
A
Page 1/1




JEPXKIIKCIIYXBA YKPATHI
AEPXKABHA CJIY)KFA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y M. KHEBI

By:1. Bepesnsxisceka, 29, Kuis, 02098, ren./dake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls. kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK |
Npo AKICTh BBE3EHOro B Y Kpainy Jikapcsroro 3acoly
13.07.2020 Ne 34133/20/26
IIPEAYKTAJI® O/ 80 MF

(HaliMeRYDAHHN mxapcucom 3aco0y srino 3 peecTpanilinnm nocnmqennxu)
KancyIu npojonrosasof ail eepai no 80 mr, no 10 kancyx y Gicrepi; no 3 Gaicrepn y
Kopobni 3 kaprony

(dopma BurycKy, A03yBanHs, BU/ akySeHHs Nixapcskora acoby)
Howmep peectpauifisoro nocsingenns UA/17645/01/02 crpox xif peectpauiittoro moceinuenna 30.08.2024
Cepis nixapeskoro 3acoby e M710D1019 Kinsxicrs BRE3eH0r0 nikapeskoro 3acofy 8352

Bupo6unk 3AT Dapmanestrynuit 3asoa ET'IC, Vropomna

(naﬂmeﬂynmuz BHpoGHMKA nixapcekoro 3aceby, xpahia FIOXOIRCHHA)

Baesero B Yipainy ToBapucTso 3 o6Menenoio Bixnosinansuictio "CEPB'E
YKPATHA", inenrt. xon: 33643340

(naiiMenyramms Ta kog 3a €/IPTIOY opuauysiol 0coGH a6o APiIBUIe, M5, 0 6ATEKOBI
Glsuuwol ocobu:- ninnpuesmi, ¥ Micue. npomanm Ta peecTpauitinnit RoMep-06nikoBol
KapTKR WURTHMKR NOXaTKIB 460 cepin Ta HOMep nacnopTa)

HMpoToxon sizyaabroro kourposmo six 13.07.2020 N 2071/6.

3a pesynbTaramu JepKaPHOIO KOHTPOMIO BCTAHOBNEHO, 1IN0 NIKAPCHKAR 3aci6  BBEseHO B Vxpalny 3
AOTPHMAHHAM pumop.am ‘ AL monosaseaneqenmmxm-ri ikapeskux 3acoGis.

HavansHuk Muxona XOJIOAEHKO
(nocanosa ocoba qpEs (ininiann Ta opissyme)
T
;\%p&ma o
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EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT! CEPTHOIKAT AKOCTI NIKAPCBKOI'O 3ACOBY
Reference inethod / Macunains 1 metog; DTC 8006795 PF_T_CTR_S3334_EN_1.0

Reference

specification/ Tlocunavwa wa cneundixauiio; DTC_S$006795 PF_N_SPE_SOS80_EN_1.0

Name of the Manufucturer and Address / Hasea ta anpeca mipoSnixa EGIS Phurmaccuticals PLC, 1165, Budapest, Bokenyfoldi ut. 118-120, Hungary/
3AT dapmauesranuit 3aron ENIC, 1165, . By, taneurr, 8yn. bekehsdenni, 118-120,

Name of linporter and Address / Hasea Ta aapeca iMnopTepa

Which consignment of product is delivered /
Bua npoayknif, mo noctavacues
Pharmaceutical form / Jhxapcbka gopma

Nume of the Product / [Haima aikapcakoro sacoy
Dosage / Cuna aii

Type und size of packaging / Dua Ta poamip ynakomi

Finished product batch number / Homep cepii rotoBoro nikapcuxoro

Yropnpua
Servier Ukruine LLC/TOB “Cepa'e Vepaina®

41, Naberezhno-K hreshchatytska St/uysr. Hubepesso-Xpematrunka, 41

Kyiv, 04070/m, Kuis, 04070, Ukraine/Yxpaina
Pharmaceutical product/likapenxuit 3aci

Prolonged-release bard capsules / Kancynw npononrosaiol aii TBEPA

PREDUCTAL® OD 80 mg ¢ NPEAYKTAJI® Ol 80 mr
80.mg /80 mr
10 capsules in blister, 3 bligters in the carton box/
no 10 kancyn y Gnicrepi;
zacofy M710D10IB

10 3 Giiicreps B XopoO6Li 3 KapToMy

Manufacturing date / JlaTa BApoSHinRa 10 2019
Expiry date / Tepmin npuaaniocri 042022
Batch size / Kinbkicts y. cepil 8352 boxes/ ynaxkosok
Manufacturing Licence number / Hovep niugissii na BHPOOHHLTBO HU-M-EGIS
Registration Number / Peectpauiftie nocsiducHua Ne UA/IT645/01/02
Date of analysis / [lura ananizy 0604 2020
TESTS / HOKA3ZHHKH REQUIREMENTS / CTAHJAPTH RESULTS / PESYALTATH]
Appearance ( Onuc Orange red cap-printed with white logo-uni “80", and white body capsules'sizs

Average mass (mg) / Cepeans mMaca (mr)

Microbiological quality (skip tcst)

Ph. Eur. 5.1 4., non-aqueons preparation for

pral use) MixpoSionoriuie aneigia

(Bubipione sunpoGysanns)

Lem 5.1.4 «Hemomni nixapcuxi 3aco6i ana
EPOPANKEHOTO 33CTOCYBAINAY)

Identification of drug substance/
Inevriicauis aisoaof peuosunm:

- Liquid chromatography (Ph. Fur,2.2.29)/
PLannua xpomarorpadis (PX) (€® 2.2.29)

- Infrared spectroscopy (identification B)
Ph. Fur. 2.224) / lugpavepsonu ]
ceKIpockuInia (IacHTi(ikauis B) (€ 2.2.24)

Drug substance content (LC)
Ph. Eur, 2.2.29)/ Kinbkiene ausiasenns
10M01 pedonmun (PX) (€ 2.2.29)

elated impurities content (L)
h. Eur. 2.2.29) /
Bmict cynposinnux aovimox (PX):
Cdb2229)
Y234 (impurity C)/ (omituxa C)
Y235 (imparity DY (omiwka D)
Y145

Any other related Impurity ¢ BuicT Gyas-sxoi
Tumol‘ CYRPORIAHOT AOMitlikH

Sum of reluted Impuritics / Jaransunll smict
Ky1IpOBIAHNIK NOMitOx

2 containing spherical white 1o almost white coated pranules / Kancynu poasipy
2.3 KopnycoM Gi10r0 KONKOPY Ta. KpHINEUKOID NOMUPRHYEBO-YCPBOHOTO
KolLopy, mo MicTATs chepHuri rpaHyiu, BKPHTI 0BOIONKOIS; GINOrO 460
Mattie BiI0r0 KONLOPY, 3TIOMOTHIION KOMNANIT Ta HaAIHCOM «80), HUHECEHIEMH
HA KPHILCHKY KanCy: GiNUM HOPHHAOM,

138 — 152 {95-105 % of the theoretical mass off six reapemumol Mack

144.9 mg/ wr)

Total aercbic microbial count / 3aransise unciu 8CpoOHHN MIKPOOpPranizMin
(TAMC): < 10° CFtlig — 10° K'Yy

Total combined yeasts/moulds count / Jaransue spcao JPOKIDKOBID 12
nnicesenix rpubin (TYMC): £ 10*CFU/g — 102 KYOR

Escherichia coli; absence/] g~ sincyrniemn/l r

The ratio.of the retention times of the principal peak from the test solution and
{iom the reference solution must be between 0,95 and 1,05/ Bianowenns
H8CIE YTPHMYBAHHA OCHONHOTO NIKA ZOCTLIKY BUHOIY POSNHHY T2 POSSHHY
NOPIBHAHER NORKINO X IGXONH THCE ¥ mexax 0,93-1,05

Thie pusitions and intensities of the ahsorption bands of the spectrum-obtained arg
concordant with these of the drug substance reférence batch spectrum /
Tonoxerma Ta inrencusnocti CMYF TIOFRHHAHHA OCTPRM3HOTO CREKTPY
BiLUOBUILE THRHM Ha CHIEKTDI. CepiT CTANNIAPTHOTO 3pasicy 1i040T peyoBMHE,

76,0 - 84,0 my/cupsule/ mrfxancymy
(95-103 % of the theoretical content / mix teopeTHHrOro BM icry)

S02%
=02%
£02%
$0,2 %

$0,3%

Complics / Binnosizae

<10

Complies / Bianosiaac

Pusitive / HosHripHo

Positive / Nomisuo

780

<0.1%
<0.1%
< (.1%
<0.1%

<0.1%
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PREDUCTAL® OD 80 mg. prolonged-release hard capsules containing 80 mg of timetazidine dilbrydrochloride ¢
HIPEAYKTAJI® O/ 80 mr, xancy as nponoiosanoi AT TBEpA, WO MICTATS 80 M1 IPUMETISHAIRY AHFAPOXIOpI]
Finished product batch number / Homep cepif rorosore aixapenkore acefiy M710D1019 i

Uniformit y ol dusage units

Ph. Eur. 2,9.40 - Mass variation) / Nuwmber
OnuopinKicTL 1030BAHMX OAHRBUL tested /
K ’ i i A .. n 3 =
€d 2.9.40) :::;Efn. m:f:;:'g;;m Acceplance criteria / Kpurepif npuithamiocti
X J030BaHHX
OAMHKUD
Ul 10 AV <1350 AV = 60
£20 AV =150
U2 (.75 M <each unit / koxHa oansnie
(a0 <125M
IDissolution (UV) (%): Number tested /
KPh. Eur. 2.9.3}/ Posuunenus (Y d) Stage / Kintkict § . i
KCP 293) Pisers BHIPOGY BUHIX Acceptance criteria / Kputepii npuitnernocyi
’ ROOBAHUX
OHHHLL
BL4h/ 34 arun LI 6 No individual vakug lics outside 8 % to.28 % / Woxxe min./min.; 20%
Liununiuyanme FHAUCHRA HE BUXOAWTE 38 Meii 8:28 max./maxc.: 22%
% ) mean‘cepeanc suavenns: 31%
L2 +6 (12)  JAverage of 12 wmts (L1+L2) lies within 8% 10 28%
nd no.unit is more than 38% / Cepenme 3uavenus
Ez'ommmu. (L1+L2) snaxoaurscs 8 Mexxax 8ia 8% aof
8 %% i HeMae soaHot o, i Binuine 33%
L3 +12 (24) |Average of 24 units (L1+L3+L3) lies within 8% to
8%, Not more than 2 units are more than 38%. No
nit is more than 48% 7 Cépeiine suavenns i3 24
aunis (L1+ L2013) anaxomersca » wexax six 8%
- 28%. He Ginuie 2 oanimie Ginswe 38%. Hemae
04101 onuaniti Binsuic 43%
ut 8 h/ 3a 8 roaun L1 6 o individual vilue lies outside 37% to 57% / A onne min/Min: 47%
HAMBLIY AL HC SHAUCHHS HE BHXOTTS 38 MEX 37- max./maxe.: 49%
1% meun/cepeate sHaNcHA: 48%
L2 6 (12) verage of 12 units (L 1+L2) Lies within 37% o 57%
no-unit is less than 27% or more than 67% /
"CPeaHE 3HauCHHA i3 T2 i (LI+L2)
BHAXORKTLOA B MeKAX Bizt 37% u0:57% i nemae
OAHOT o merinie 27% a6o Sinsie 67%
L3 +12 (24) verage of 24 units (L1+12413) lies within 37 % to
[57-%. Not more than 2 uniis ure luys than 27 % or
re than 67 %. No unit is:less than 17 % or more
77 %/ Cepenye ynanenHa i3 24 onunuus
LI+L2+L3) suaxoanvecs s Mewax 8ia 37% a0 57%.
He Ginbitie 2 onnunLe MeHDIe 27%. afo Binwine 67%.
emae sonHoi opmi Mernue 17% 6o Ginsiue 77%
at 24h / 30 24 reamnun L1 6 h unit is not less than 75% / He menwe 75% s miin/Min; $8%
OXHOL 0N max./Maxc,: 94%
; o6
) +6 (12) [Averageof 12 units (L1-L2) is equal o or greater | eV CePERRE Snavens: 0%
an-75% and no.unit is Tess than 65 % / Cepemic
Haterna 312 omsnuns (LI+L2) zopieuioe abo
iasiie 75% i HEMAE moanol oanrl Meime 65%
13 +12 (24) veruge of 24 unitg (L1+L2+L3) is equal to or greater

a1 75%, no more than. 2 units are less. than 65% and
o unil is less than'55% / Cepenne 3Ha9cHHs i3 24
LHHHUS (L1+12+4L.3) ropinmoe afio Simase 75%, ne
imbmne 2 oaunMLE MERWE 65% § HEMBE KoaHOT

LA HT U MCHING 53%

Batch sceepted! Copis npuiiuaTa

Skip test - Not applicable = Bubipsose sunpatiy

* Nul detected = He ennanens, Not applicable = He nposodunoes, Skip tost - Passes ~

iy - He dunoce

¥

Butiipxuse sunpobyedanns — Bionosidae, Absent/lg = Bidcymuicme/ | 2
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Date of batch release / [lata sunycky cepii; 2_ 4 Q;(‘“ NNy
E b b s .

Name and Position/Title of person authorising the Batch Retease/ [lpisouue 1a nocans/ 18anus 0cobu, AKL BHIAM 038N Ha RunYeK cepirl

| hereby declare that the ahovementioned information is relisble and accurate. This hatch of praducts was miniufuctured (including packaging/labeling) and its
quality control was nde ut the abovementioned site in full compliance with the GMP requirements provided by the local regulatory authority as well as acconding to
the specifications comtained in the regiatration dossier Protcols of manufacture, packaging and analyses were reviewed and GMP compliance was cstablished Llnm
FACBLIMYHO, L0 HAREACHA Binste indopmanis ¢ JOCTUBIPHOK Ta ToOUHOK. 1o cepiwo nponykitii Gy o BHPODIICHY (BKIIOMBIOYH NIAKYBAHKA/MAPKYRARNHA ) T2 nPoREREHO
XONTPOML il AKOCTI H BHLICIATHAYCHIN ALTB AN Y BOBHIN BIANOBET IOCT 3 BUMOTEMH GMP, BCTHHOBNICHHMH MICIICBHM PEryRTOpHI QPralion, i TUKOK BIAIOBIHC
0 encupikatifl, wo MicraTies y peccrpauifinomy A0ese, LipoToKony BUPOGHNLITHA, NAKYRAHHA T AHANIIS Gy 10 neperIswyTO Tu BCTRAOBACHD BIANORIANICTR GMP

Dr Csilla Rummel, Quulified Person/¥nosiopaskena ncota
Rgis Pharmaceuticals PLC

228,
EGIS

o
{ v 1C Badapest - Hungary
ISignature/l lianne: "F-m 4 i Deate/Mara: d) : O zt; Q.ﬁ 210 .

! "

Finished product butch number Homep cepil romorore tikapeskoro 3aco0y: M710D1019

/
A
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JEPXKIIKCIIYXBA YKPATHI
AEPXKABHA CJIY)KFA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y M. KHEBI

By:1. Bepesnsxisceka, 29, Kuis, 02098, ren./dake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls. kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK |
Npo AKICTh BBE3EHOro B Y Kpainy Jikapcsroro 3acoly
13.07.2020 Ne 34133/20/26
IIPEAYKTAJI® O/ 80 MF

(HaliMeRYDAHHN mxapcucom 3aco0y srino 3 peecTpanilinnm nocnmqennxu)
KancyIu npojonrosasof ail eepai no 80 mr, no 10 kancyx y Gicrepi; no 3 Gaicrepn y
Kopobni 3 kaprony

(dopma BurycKy, A03yBanHs, BU/ akySeHHs Nixapcskora acoby)
Howmep peectpauifisoro nocsingenns UA/17645/01/02 crpox xif peectpauiittoro moceinuenna 30.08.2024
Cepis nixapeskoro 3acoby e M710D1019 Kinsxicrs BRE3eH0r0 nikapeskoro 3acofy 8352

Bupo6unk 3AT Dapmanestrynuit 3asoa ET'IC, Vropomna

(naﬂmeﬂynmuz BHpoGHMKA nixapcekoro 3aceby, xpahia FIOXOIRCHHA)

Baesero B Yipainy ToBapucTso 3 o6Menenoio Bixnosinansuictio "CEPB'E
YKPATHA", inenrt. xon: 33643340

(naiiMenyramms Ta kog 3a €/IPTIOY opuauysiol 0coGH a6o APiIBUIe, M5, 0 6ATEKOBI
Glsuuwol ocobu:- ninnpuesmi, ¥ Micue. npomanm Ta peecTpauitinnit RoMep-06nikoBol
KapTKR WURTHMKR NOXaTKIB 460 cepin Ta HOMep nacnopTa)

HMpoToxon sizyaabroro kourposmo six 13.07.2020 N 2071/6.

3a pesynbTaramu JepKaPHOIO KOHTPOMIO BCTAHOBNEHO, 1IN0 NIKAPCHKAR 3aci6  BBEseHO B Vxpalny 3
AOTPHMAHHAM pumop.am ‘ AL monosaseaneqenmmxm-ri ikapeskux 3acoGis.

HavansHuk Muxona XOJIOAEHKO
(nocanosa ocoba qpEs (ininiann Ta opissyme)
T
;\%p&ma o

Page 1/1




JEPXKIIKCIIYXXBA VKPATHH
AEPKABHA CJIIYKEBA 3 JIIKAPCHKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMMW y m. KHEBI

BYN. Bepeansikisceka, 29, Kiin, 02098, ren./dakc: (044) 550-23-5 5, Ten. {044) 550-20-55
E-mail: dls.kyiv@dls.gov.va, Kon EAPIIOY 37079055

BHUCHOBOK
IIPO SIKICTh BBE3CHOI0 B YKpainy JikapcsKoro 3acody

30.07.2020 Ne 37934/20/26

NPEAYKTAJI® OJ1 80 MTI'

(naliMesyBania fixapchkoro 3acoby 3rinKo 3 peecrpanifinmm MOCBIAYEHHAM )
Kalcytn mpostoHrosarof aii reepi mo 80 mr, 1o 10 TBEPANX Kancy.1y dicrepis 1Mo 3 Guricrepn
Y Kopobui 3 KapToHy

(dbopma sinycky, nosysanns, pr NAKyBaHHs MiKapeeKoro 3acofy)
Homep peectpaniinoro nocsinwenns UA/17645/01/02 CTpok 4ii peectpaniitoro nocsimuenns 30.08.2024
Cepin nixapcbkoro 3acoby Ne M712A1119 Kimsxicts sBeeroro nixapeekoro sacosy 33466

Bupobiuk 3AT Dapmatesrunuit sasog EI IC, Vropuunna

(maltmenysanns supoSumka nikapcskoro 3acoby, xpaina NOXOIKEHHS)

Beeseno s Vipainy ToBapucrso 3 06MesxeH010 Bianoeigansuicrio "CEPB'E€ YKPATHA",
inenr. kox: 33643340

(HaliMenypanns Ta koa 3a CIPIIOY wpunuyuot 0coby abo npissuie, iM's, no 6aThioBi izurHol
0C0o0H - nianpuemus, i micue TPOAUBAHHA Ta peccTpauifinui Homep o5mixoroj KRDTKH MAaTHHKE
nonatxis a6o cepis Ta Homep nacropray

IpoTokon sisyansuore xonrpomo sz 30.07.2020 N 2226/2.

3a  pesynpTatTamu  mepmaseoro KORTPOMO  BCTZHOBJIEHO, 1O JiKAPCLKME  3aci6  Bmeseno B Ykpalny 3
AOTPHMAHHAM BUMOT JaKOHOTABCTBA (1010 3abesnedenns AKOCTI Nikapebiux 3acobis.

<7 e
(A
_ At Muxona XOJIOOEHKO

(mimmec) {ininiamd ta npissame)

Havansruk /} 5

A g L
F? effrary lighu:

w W

(mocagosa o




EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PROBUCT/ CE

Reference method / TTocunanns na meton: DTC 5006795 _PF_T_CTR_53334_EN 1.0

Reference specification/ |
Name of the Manufacturer and Address / Hassa ra aspeea

Name of hnporter and Address / Hiisa ta aapeca iNnoprepa

Which consignment of product is delivered /
Bua npoavunii, mo nocrasacrses
Pharmaceutical form *likapesxa opsa

Name of the Product / Haspa TRAPCLROTO 3ac00y
Dosage / Cuna i

Type and size of packaging / Bu ma POIMIP YNAKOBKK

Finished product batch number / lHesep cepii rotonora

Manufacturing date / Jlara BHpoGHHIITBA
Expiry date/ Tepmin npunarocri
Batch size / Kinmkicrs y copif
Manufacturing Licence number /

Date of analysis * Jlara EHERTEY

Hosep nivensii na supoGurigino
Registration Number / Peectpaniiine noceinuesin

3AT MapmatesTHaIH] 3280
Yropinna
Servier Ukraine LLC/TOB "Cepp'e Yrpaina"

PTH®IKAT AKOCTI JIKAPCHKOT O 3ACOEY

locuaansy ia cnelndixanio: DTC_S006795_PF_N_SPE_50580 EN_1.0
BupoGuuka EGIS Pharmaceaticals PLC, | 165, Budapest. Bokenyfoldi ut. 118-120, Hungary/
EFIC, 1165, v, By aaneurr, sy, Bekennthenai, 118-120,

41, Naberezhno-Khreshehatytska St./sy:. Hatepesno-Xpemariupka, 41

Kyiv, 04070/n. Kusip, 04070, Ukraine/Yxpaina
Pharmaceutical product/Jlixapcaioi sacio

Prolonged-relcase hard capsules / Kancynn niposourosanoi aii rsepai

PREDUCTAL® OD 80 mg / [ IPEJIVK TAJI® O 80 wr
80 mg / 80 aar
10 capsules in blister, 3 blisters in the carton box/
Jikapeskoro sacofy M712A1119
112019
05 2022
33 466 boxces / ynakosok
HU-M-EGIS
Ne UA/17645/01/02
06 04 2020

1o 10 kaneya y Saicrepi: no 3 Gaiciepn s KopoGii 3 Kap1oHy

TESTS / HOKASHUKH

REQUIREMENTS / CTAHJIAFTH

RESULTS/ PEIY/ILTATIH

Appearance / Onne

Average mass (mg) / Cepennin staca (M1}

Microbiological quality {skip test)

Ph. Eur. 5 1.4, non-agueous preparation for
tal use)/ Mikpobiosioriuna ynerors
BibiproBe Bunpolypanna)

€D 5.1.4 «Heroani aikapcoki sacodn s
IIE€POPATLHOIO SACTOCY BANNEN)

[dentification of drug substance /
LrenTudicauis aiwus! pevonnun;

- Liquid chromategraphy (Ph. Bur. 2.2.29) /
P Xposarorpagin (PX) (Cd 2.2.29)

- Infrared spectroscopy (identification B)
Ph. Eur. 2.2.24)/ Indpavepsona
FHeRTpOCKomA (Laenudikaia B) (Cb 2224

Drug substance content (LC)
Ph. Eur. 2.2.29)/ Kiskicne BH3AYEHES
tiwuol penosann (PX) (C 2.2.29)

Related impurities content (LC)

Ph. Eur. 2.2.29) /

Bumict cynposiannx romiwor (PX):

€ 2.2.29)

L Y234 (impurity C)7 (Hositmsa <)

- Y235 (impurity DY (Jlominka D)

. Y145

Ay other related Impunity / Buicr Oy nb-siko]
11101 cvTpoBiaHoT Ao Ky

- Sum of related Inpurities / Jaraenui syicr
CYIPOBLAHHX J0MilnoK

Orange red cap printed with white logo and "80", and white body capsules size
2 containing spherical white to almost while coated granules / Kan CYITH po3sipy
2 3 kopriycom Ginoro ROIRODY Ta KPHINEUKOID 1I0MAPANYERO-NCPBOHGIO
ROJBOPY, MO MICTATL chepuyi TRaMYNN, BEKpuT 000lI0HKoIO, Ginore aba
Maibice Gi1oro Konbopy, 3 a0ToTHIONM KOMIEHITTa HALcoM «80», HaHeceHMME
Hd KpHUIRHKY Kancyau 6inuM yopumaos.
138~ 152 (95-105 % of the thearetical mass off
1449 mp/ ur)

Total acrobic microbial count 7 3arasmue yie 1o acpoOOHHX MIRpOOpPramimis
(TAMC)y. < 10° CFUig - 10’ Ky{rr

Total combined yeasts/moulds count / 3aransiie wncnio ApinisKoBIx TA
naicesenix 1pudin (TYMC): < 102 CFU/ g - 107 KYOnr

Escherichia coli: absence/] g - pineyTsicis/l ¢

BLJLTCOPETHYHOT MacH

The ratio of the retention times of the principal peak from the test solution and
from the reference solution must be between 0.95 and 1.05 / Bianouenin
HACTE YTPHMY Baills OcHOBHOTO Nk TOCALKY BAHOI O PO3UIHY Ta PaIsHITY
NOPIBHEHAA NOBHHNO 3HANOLITHCS ¥ Mesiax 0.95-1,05

The positions and intensities of the absorption bands of the spectrum obtained
cuncordant with those of the drug substance reference batch spectrum /
[oaomena Ta inrencusnocti CMYT MOTAHHANHS OTPHMAHOTO CHEKTPY
BLIOBINGE TaKiM Ha CAexTpi cepil cTaivapTHOro IPA3KY AHOHOT PEYORH HH

76,0 — 84,0 mg/eapsule/ MI/Kaneyny
(95-103 % of the theoretical content 7/ BLLTEOPETHYIOTO BMICTY)

£0.2%
£02%
=0,2%

£0,2%

17
=
L9
5

Vi

ArG

Complies / Bizmoaiaae

144.8

<10

<10
Complies / Bianosinac

Positive / Howrmano

Positive / Nosurusug

Ti5
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r ) T PREDUCTAL® OD 806 mg, prolonged-release hard ¢
HPEAYRTAI® O 80 sir, kancyan FPOSIOHEOBHIO

apsules containing 80 my of trimetazidine dihydrachloride / ]
JHTTREPALL O MICTATE 80 Mi TPHME TBIUHY JTHE LPOCIopi,
p_tepii rorosors dikapenkein 1acoby MTiZAl 119

Finished product batch number / Howme
= L

Acceptance criteria ¢ Kpsrepti npiiisninoct

AV <150

AV <150
0.75 M < each unit / kowna oaunnng
<P25M

AV = 067

Acceplance criteria / Kputepii npiibsinoer

No individual value lies outside 8 % to 28 % / HKoane

UANBLAYAALHE JHAYCHNA HE BHXOTH 30 MesK] 8-28
o.s
/0

Average of 12 units (L1+1.2) lies within 8% to 28%
fnd 1o unit is more than 38% / Cepeane sauenny i3
12 omnngs (L1+L.2) 1HaxoAuThes B Menax BiA 8% s
28 % | HeMaC OAGT 0K Ginbwe 38%

Average of 24 units (L1+L2+L3) lics within 8% to
28%. Not more than 2 units are more than 38%. Na
unit is more than 48% / Cepease snavenig i 24
OuHs (L1+L24L3) sHaxomithes B meskax pin 8%
10 28%. He Sinnuie 2 o 6iapiue 38% Hemae
HOJIHOT OAnHNu Diaisine 48%

NN 19%
max./Marc.: 23%
MEAN/Cepeaine 3nadeHnin: 21%

No individual value lies outside 37% to 57% ¢ Koame
HHBIAY 206 HC SHAMSHHS 11C BHXOAINTS 43 Mexci 37~
57%

Average of 12 units (L1-+L2) lies within 37% (o 57%
and no unit is less than 27% or more than 67% ¢
“epeHe sHaveny i3 12 oanmiis (L1+L2)
HAXOANTLCS B MeWax 811 37% 10 57% i semac

ROANHOT OMHHLI MeHme 27% alo Giaklue 67%

Average of 24 units (L1+L2+L3) tes within 37 % o
57 %o. Not more than 2 units are less than 2 %o or
more than 67 %. No unit is less than 17 % or more
han 77 % / Cepetie suauenns i3 24 OQLEHLE
LI+L2+L3) 3uavommscs 8 Mexax sin 37% A0 57%.
He Oinbie 2 onunus Menme 27% ado Binuine 67%.
Hemac skoanol omnnui senme 17% ago Oiable 77%

min./uMin.; 47%
max /vake.: 50%
MEAN'CePEaNC stauctg. $9%

Each unit is not less than 75% / He steime 75% jun
KOKHOT OjnuL

Average of 12 units (L141.2) is equal to or greater
than 75% and no unit is less than 65 % / Cepesne
BHAMCHNA 13 12 0tHEUb (LI+L2) aopienioe abo
Binnine 75% i nemac swonnoi QJIBHHIL MeHe 65%

l:‘-;liformity ofagz;gc units B
Ph. Eur. 2.9.40 - Mass variation) / ’
O B0 pLaic rs 203082 1MY 0 tH N0
(Celr 2.5.40) Stage /
Pinenn
VI
U2
Dissolution (UV}) (%
Ph. Eur. 2.9.3) 7 Posuunenns (V) —
€0 293) s
Pirenin
at 4 b/ sa 4 roanuu L1
L3
A8 h/ w8 FiAHI L1
L2
L3
at 24h /32 24 (o nm L1
L2
L3

Average of 24 units (L1+1.2+[3) is cqual to or greater
than 75%, no more than 2 units are less than 65% and
no unit is less than 5% / Cepenne snauchun i3 24
Pmmnue (L1+L2+L3) aopisnioe ado Ginpe 75%, ne
GLILIE 2 02UHNLIL MeHwe 65% | HCMAC HOAHOT
OAMBHLI MeHiTe 55%

minsin: 879
max./makc.: 92%
Mean/eepe e snaaenm: 90%

Batch accepted’ Cepis npniinara

Skip test - Not applicable ~ Bubiprose sunpodyears -

¥ Not detecied — He swieno, Not applicable = fe npoeodunoce, Skip test -

- He nposoowiocn

Passes = Butipxose sunpoGyveanns - Bidnosioae. Absentig = Bidcymiicme: | -

A

e~ OO . ey

Dona 2/




I hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured (including puckaging’labeling) and ity
uality control was made at the abovementioned site in fuli compliance with the GMP requirements provided by the local regulatory authority as well as according
the specifications contained in the registration dossier. Protocols ol manufaciure, packaging and analyses were reviewed and GMP compliance was established. |y
P SACBETIVRO, L0 HABC 1CHA BHINE popsans ¢ AOCTORIPHOIO Ta Toumoie, Llio cepiio NPOAYKUIT Y30 BHPOBIEHO (BRMOU MO TURY BRHHA MAPKYBANN# ) T HPOBCICH
ROHTPOAN T #KOCTI Ba BRI a3HaNe it i aupm ¥ NOBHIN BIMIOBIANOCT 3 RisMorast GMP, BCTGHOBICHHNMI MICHCHHM PEry A8 TOpHIAL OPUAHOM. A TAKOMK BLANOBLAH
10 CHeh IR 1o MicTATLeR v peccTpawiisony socke. Mpotokoin spodumiaa, TAKY BOKLE T2 AHAATHA OY70 NCPETASHYTO 13 BCTAHORICHO BLANORL Mic 1 GMP)

Date ol batch release . Jlara BUIYCRY cepit: /A | ol |

Nanie and Positiow/Title of person authorising the Bateh Release/ Iipissuuie 1a nocana/ sBanug 0Co0H, MK BUALIA 03B A BHUYEK Ccepil
Dr. Lajos Kértvélyessy, Qualified Person/Ynosnosaseita ocotn

Signatarellianue: ‘ o Date/Jlara: <
e -

Finished product bateh number/ Hosep cepii rotosoro nikapeskoro sacofy: M712A1119

5‘ A Nara 12




JEPKIIKCIIYKBA YKPATHU
JEPKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMHP y m. KHCBI

ByJl. bepesHskisenka, 29, Kuip, 02098, ten./bakc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua, Koa €IP1IOY 37079055

BHCHOBOK
Npo AKICTh BBE3CHOI0 B YKPpaiHy JiKapchKOro 3acody

30.07.2020 Ne 38006/20/26

I[NPEAYKTAJI® O] 80 MI'
(HaPiMenysanHA 1ikapebKoro 3acoby 3rifHo 3 peecTpatlifiHuM NOCBITYeRHsIM)
Kancy/TH nposoHrosanof ii teepai no 80 mr, mo 10 TRepaux kancya y 6aicrepi; no 3 6icrepu
Y Kopofui 3 kxapToHY
((opma Bumycky, N03yBaHHS, BHA NakyBaHHs Nikapcsxoro 3acoby)

Homep peectpautiiizoro nocsimuenns UA/17645/01/02 crpok ait peectpauitidoro mocsiavenss 30.08.2024
Cepis mixapcbkoro 3acoby Ne M713A1119 KinexicTs BBE3€HOTO MiKapepkoro sacofy 16502

BupoGruk 3AT Qapmanestranuit 3ason ET'IC, Vropumna
(waitmesypaHKa BUPOGHMKA NikApCEKOro 3ac08y, xpaiHa TOXOMKEHHS )

Beesero B Vipainy ToBapucTeo 3 06menenorw sinnopinansnicrio "CEPB'E€ YKPATHA",
imenT. kox: 33643340
(matimenypanus Ta kon 32 €/IPTIOY ropuawsine! ocobu abo npizanmie, im's, no Gatekopi QizpHcl

©cobH - mANpHEMIL, Tl Micte IPOKHKBAHHS Ta peecTpariiuuil Homep 061ikoBol kapTiH nNaTHUKA
noaaTxiB abo cepis Ta Homep nacnopra)

[IpoTokoa sizyansuoroe konrposo sia 30.07.2020 M 2226/3.

1o mKapcmnﬁ 3aci6 BBeieHo B VYkpainy 3

(minnuc) (ixitian# Ta OpizBHLLE)

: ;u;.ui?




T

EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/ CEPTH®IKAT AKOCTI JHKAPCBKOI'O 3ACOBY
Reference method / Iociazung sa meto DTC750()67‘}SLPFwT___CTRﬁ.‘SS.‘SM_ENf! 0
Reference specification’ Tocunasing na enciGpixaio: DTC‘*SOOG’I‘)SMPF_N_SPEHS(ISXU_EN_ 1.0

Name of the Manufacturer and Address / Hazsa ta anpeea supoltiiika  EGIS Pharmaceuticals PLC. 1163, Budapest, Bokenyfoldi ut. 118-120, Hungary/
3AT ®apmauesTHun 3aron ETIC, 1165, M, Byaaneurr. sy, Bekensgeni, 118-120.

Name of Importer and Address / Hazea 1a axpeca iMnoprepa

Which consignment of product is delivered /
Bua npoaykuii, wo noctavacrses
Pharmaceutical form / Jlikapebka (opua

Name of the Product / Hassa sixapcskore 3aco0y

Dosage / Cuna aii

Type and size of packaging / Bun ra pO3IMIp YNaKoBKH

YropiuHa
Servier Ukraine LL.C/TOB "C epu'e Ykpaina®

41, Naberezhno-K hreshehatytska St./syn. Habepexno-Xpewartuunka, 41

Kyiv, 04070/ Kuis, 04070, Ukraine/Ykpaita
Pharmaceutical product/flikapcuxiii 3aci6

Prolonged-release hard capsules / Kaneysn nposonrosanoi aif THEpAL

PREDUCTAL® OD 80 mg / TIPEAYKTANR OJ1 80 wr

80 mg / 80 mr

10 capsules in blister, 3 blisters in the carton box/
i 10 kancya y Saicrepi; no 3 Gnicrepu & Kopobui 3 kapTony

Finished product batch number / Hostep cepif rorosoro nixapesxoro sacoby M7I3A1119

Manufacturing date / [lata BUpOOHHLITBY
Expiry date / Tepuin npuaaraocti
Baich size / Kinvxicts y cepii

Manufacturing Licence number / Homep aiuemii va pspobuiurso
Registration Number / Peectpaniitiie noceipuetina

Date of analysis / lara asanizy

112019

052022

24 278 boxes / ynakosok
HU-M-EGIS

Ne UA/17645/01/02

06 04 2020

TESTS / [IOKATHHKH

REQUIREMENTS / CFAHJIAPTH

RESULTS / PE3YJILTATH

Appearance/ Onuc

Average mass (mg) / Cepeans maca (Mr)

Microbiological quality (skip test)

Ph. Eur. 5.1 4., non-aqueous preparation for
oral use)/ MixkpoGiosno riuna uncrora
Krubipxore punpoSysanus)

KCP 5.1.4 «Hesoani nikapchki 3acobn wis
NEPOPANLHOIO 3aCTOCY BAHHAY )

Edentification of drug substance /
[nenTudircauia aitouol peuontun:

. Liquid chromatography (Ph. Eur. 22.29)/
Piznnna xpomarorpadia (PX) (€D 2.2.29)

. Infrared spectroscopy (identification B)
Ph. Eur. 2.2.24) / Injpauepsona
CHEKTPOcKoMmiA (inenTudixauia B) (€D 2.2.24)

[Drug substance content (LC)
Ph. Eur. 2.2.29)/ KiaekicHe Biuinauenns
yitoyoY penosunn (PX) (€d 2,2.29)

hange red cap printed with white logo and "80", and white body capsules size
2 conlaining spherical white to almost white coated granules / Kancy:u posmipy
2 3 wopnycom Git0ro wkonsopy Ta KPHUIICUKOIO  NOMAPAIIEBO-YEPBOHOTD
KOMbOPY, 10 MICTATE CHEPUMHI IPRHYNH, BKDWT obononkolo, Ginoro abo
Mafte GiI0r0 KONBOPY, 3 TOTOTHIOM KOMIIaHii Ta HaznicoM «80», Hanece My
Ha KPHUIEHKY Kancyau Sils wopHiaoM.
138 — 152 (95-105 % of the theoretical mass of/ BiA TCOPCTHYHOT MACH
144,9 mg/ mr)
Totat aerobic microbial count / 3aranphe uncao 2epOOHHX MiKpoOpratisMin
{TAMC): < 10° CFU/g - 10° KYO/r
Total combined yeasts/moulds count / 3aransie wucno APIHIEKOBUX TA
naicexesix rpubis (TYMC}: < 107 CFU/g - 107 KY O/
Escherichia coli: absence/1 g — BiacyTHicT»/1 ¢

The ralie of the retention times of the principal peak from the test solution and
from the reference solution must be between 0.95 and 1.05 / Binnowenna
4acip YTPUMYBaHHA OCHOBHOIO Nlika AOCALDKYBEHONG POIUMHY Ta pO3UHHY
FIOPIBHAHHS TIOBHHHO 3HAXOANTHCS ¥y Mewax 0,95-1,05

The positions and intensities of the absorption bands of the spectrum obtained are
concordant with those of the drug substance reference batch spectrum /
Honoieins Ta iHTCHCHBHOCT] CMYT NOrHHAHHS OTPHMEHOIO CHEKTPY
BIZNOBIAIC TAKM HA CBCKTY Cepii CTRHAANTHOTO 3PA3KY AIOHOT PeHOBHI,

76,0 — 84,0 mg/capsule/ Mr/kancyny

Complies / Bianosinac

1479
<10
<10

Complies / Bianosinae

Positive / [TosnmsHo

Positive / Flosumteno

G ZE////%Y
Ko0% 21 Jls,

(95-105 % of the theoretical content / Bin Teopetsnerore BMiCTY) 78.7

IRelated impurities content (LC)

Ph. Eur. 2.2.29) ¢/

Buict eynposigunx romimox (PX):

€D 2229
L Y234 (impurity C)/ (Josimxa C) <02% <{0.1%
. Y235 (impurity D)/ (Jlomimka D) <02 % <0.1%
Y145 <02% <0.1%

Any other related Impurity / BMicT Gyap-akot <02 % <0.1%
HILOT CYTPOBIAHOT AOMILIKH
. Sum of refated impurities / 3aransimit puicr <03 <0.1%
CYNPOBIAHIX AOMILIOK R

& el
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PREDUCTAL® OD 80 mg. prolon

Finished product batch number /

ged-release hard capsules containing 80 mg of trimelazidine ditiydrochloride /
HPEAVKTAE 0180 v, kancy HPOAGHT O8aHOT Al FRepa, o MicTaTs 80 My TPHMETEHY ANTIAPONLOpILY

Honmep cepil roranors

AiRapeskoro 3acoby M713A1119

{Uniformity of dosage units

Ph. Eur. 2.9.40 - Mass variation) /
OanopianicTs 3030BaHNx oAU
(Eb 2.9.40)

Dissolution (UV) (%):
Ph. Eur. 2.9.3)/ Posynuennsn (¥dy)
€d2.93)

Number
tested /
Kinnkicts,
BHpodyBann
X N030BAKHX
OAHHELL

Stage /
Pisess

Acceplance criteria / Kpsrrepii npniinamiacri

Ul 10

AV <150

AV = 52

U2 + 20

AV <50

30) 0.75 M < each unit / kowua oaHHs

SL25M

Number tested /
Kinukicrs
BHIPOOYBaHHX
N030BAHMY
ONHIILE

Stage/
Piseus

Acceptance criteria / Kpirrepii npuitns riocti

at 4 h/3a 4 roamunn

Ll 6

%

No individual value lies outside 8 % lo 28 % / Komme
1B YL HE 3HAYCHIA HE BIXOANTS 3a MoK 8-28

min./Mid.: 20%
max./maxc.: 23%
mean/tepeanc navenns: 21%

L2 +6 (12)

Average of 12 units (L1+1.2) lies within 8% to 28%
fand no unit is more than 38% / Cepeme 3naucnHns i3
12 oaunmib (L1412} 1Haxonurses 8 Mexkax 811 8% no
28 % i Hemae xonHoT onukmui Ginsine 18%

L3 +2 (24

PKO 10T

Average of 24 units {L1+L2+L3) lies within 8% to
28%. Not more than 2 units are more than 38%. No
unit is more than 48% / Cepenne snavenys is 24
OUHHNLE (L1+12+13) 3raxoauTees 8 Mexax pig 8%
po 28%. He Ginbiwe 2 oanuuns Sinsme 38%. Hemace

oanniu Gisnire 48%

lat 8 h /32 8 rogun

Ll 6

537%

No individual value fies outside 37% to 57% / Wonie
(HIMBITYANLHE SHAMCHIA HE BRXOANTE 33 Mesd 37~

min/min: 47%
max./makce.: 49%
mean/cepenne snavenns: 48%

12 +6 (12)

Average of 12 units (L1+L2) lies within 37% 1o 57%
and no unit is less than 27% or more than 7% /
Cepeane avauenns i3 12 opuusus (L1+L2)
SHANOAUTLCA B Mewax Bill 37% no 57% i snemac
PHOAHOT OfHNLI Meriue 27% 460 Binblie 67%

L3 +12 (24)

Average of 24 units (L 1+1.2+L3) lies within 37 % o
57 %. Not more than 2 units are less than 27 % or
more than 67 %. No unit is less than 17 % or more
than 77 % / Cepesie anauesns i3 24 ONMHILE
LI+L2+L3) sHaxoanthes B mexax nig 37% a0 57%.
He Gineuie 2 opusme memue 27% afio Ginbiue 67%.
Hesae xounoi oanamni senme 17% abo Butbe 77%

iat 24h / 14 24 rogunn

Ll 6
KO3KHOT

Each unit is not less than 75% / He memic 75% JUIs

OARNHLE

min./min.: 89%
max./Maxc.; 92%

b2 +6  (12)

Average of 12 units (L1+1.2) is equal to or greater
than 75% and no unit is less than 65 % / Cepeane
3hadenta i3 12 oamms (L1+L2) nopistioe abo
Binbuite 75% i Hemae oLi0T ONMHHLL MeHILC 65%

mean/cepeiue 3uaucnns; 90%

L3 +12 (24)

Average of 24 units {L1+L2+L3) is equal to or greater
than 75%, no more than 2 units are less than 65% and
no unit is less than 55% / Cepesnec anauenus i3 24
oAnHs (L1-+L2+L3) nopiewoe abo Ginblue 75%, we
Cinbiie 2 oauHuus Medwe 65% 1 Hemace KOLHOT
OJUHHHL MeHILe 55%

Batch accepted/ Cepis npuiinsta

* Not detected = He anssrens, Not applicable = He nposoduaoce, Skip test - P

Skip test — Not applicable -~ Buiprose eunpobysanns ~ He nposvdusoce

asses = Bubipxose sunpoGysanns - Bidnosidas, Absents] g = Biocymuicms/ | 2
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| hereby declare that the abovementioned information is reliable and aceurate. This batch of prodlucts was manufactured (including packaging/labeling) and ity
quality control was made at the abovementioned site in full compliance with the GMP requirements provided by the local regulatory authority as well as according to)
he specifications contained in (he registration dossier. Prolocols of manufacture, packaging and analyses were reviewed and GMP compliance was established/ [l
1A 3ACBIAYI0, IO HABE/ICH BHIC IpOPMALLIS € JOCTOBIPHOIO Ta Touno. Lo cepila NPOAYKLIT O¥10 BHPOSNEH0 (RRMOAIH NaKy BIHHA/MAPKYBAHHSA ) Ta NPOBCAEHC
KOHTPOTH 1T AKOCTI Ha BHIME3A3HANSHIT 1UMLINE ¥ NOBHIT Bi ATOBIAHECT] 3 BIMOr AL GMP, BCTAHOBACHHIMI MICUCBHM DCIYISTOPHIN CPIAHOM, 2 TAKOM BLANOBLIK
20 crenndixauiii, uo MiCmea y peecTpauiinomy aocke. {1 POTOXOIN BHPOOHHUTBA, NaKyBaHHA Ta snaizie Gy10 HEPETAAKY 10 Ta BCTAHOB/CHO BiANUBIanicTh GMP|

Date of batch release / Jlata aunycky cepii: 2 g ﬂf,_ Z{]‘Z[}

Namic and Position/Title of person authorising the Batch Release/ Hpiseune 1a nocana/ 1sauis ocofi, AKA BIIATA 1038I0 1A BHOYCK cepii
Erika Silvesterné Dr. Kiss, Qualified Person/Ynonrsosusena ocota

- Kgis Pharmaceuticuls PLE

0o
. /,J"ﬁ T\, % » p W o
Signature/flianuc: __ . L Py O AN Dalefﬂal'azz_g.___D[j mm Budapest - Hungary

EGis

Finished produet batch number/ Homep cepii rovosoro nikapcekoro 3acoby: M713A1119

M’} Paas 1/
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