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EGIS PHARMACEUTICALS PLC

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/ CEPTHMIKAT AKOCTI HTKAPCLKOI'O 3ACOLY
Reference methad 7 Mocwsanns ng meroor DTC_S0067935_PF_T_CTR_53334_EN_1.0

Reference specification’ Hocnaanma a cncungnrainio: DTC_S006795 PF_:‘\'_SP“

50580 EN_1.0

Name of the Manutacturer and Address / Haspa 1a anpeca supodunka  EGIS Pharmaceuticals PLC, 1163, Budapes:; Bokenyloldi ut. 118-120, Hungary’

Name of Importer and Address 7 Hagsa 1a aapeca imnopvepa

Which consignment of product is delivered /
B NpoJYKLL 1O NOCTAHACTHCH
Pharmaccutical form 7 Jlikapenka dopasa

Name of the Product * Hasea Jikaperkoro 3acody

Dosage / Cuaa mi

Type and size of packaging / Bia 1a po3sip yBakonky

AT thapsanestiannii 3agos FTIC. 1165, s Byaaneun, sy bekenneani. 118-120.
Yropuuina

Servier Ukraine LLC/TOB "Cepr'e Vipaiua"
41, Naberezhno-Khreshehatytska St./sva Hadepesxno-Xpeuariinka, 41

Kyiv. 04070/y. Kuis, 04070, Ukraine/Yrpainia

Pharmaccutical product/lixapesxuli 3acid

Prolonged-release hard capsules / Kancynn npojonropanor aii Teepiii
PREDUCTAL®R OD 80 mg / TTPEAYKTAR O 80 My

80 mg / 80 mr

10 capsules in blister, 9 blisters in the carton box”
no 10 kareyo1 y Gaictepi; o 9 GnicTepie ¥ Kopodui 3 Kaprony

Finished product batch number / Howsep cepii rotosoro aikapeskero sacoby M735A0220

Manufacturing date 7 JlaTa supoBuniirsa
Expiry date / Tepsin npuaatioct
Batch size 7/ Kinuxicrs y cepit

Manufacturing Licence number / Hosep aitensii va supoGisnirao
Registration Number / Peecipattiine nocsifmeus

Date of analysis / Jlata ananisy

02 2020

08 2022

10 916 boxes / ynakoBok
HU-M-EGIS

Ne UA/1764501/02

29 08 2020

TESTS / ITOKAZHHKH

REQUIREMENTS / CTAHJAPTH RESULTS / PE3Y.ILTATH

Appearance / Omic

Average mass (mg) / Cepeann saca (Mr)

Microbiological guality {skip test)

Ph. Eur. 5.1.4., non-aqueous preparation for
oral use)/ MikpoBioaorivuna uncrota
{anbipkone BunpoGyranuda)

(Cd 5.1.4 «Hepoani nikaperki 3acolu s
EPOPATBLHOTO 3ACTOCY BAHIAR)

Identification of drug substance /
facuThgirain ailoyuol pesosHum:

. Liguid chromatography (Ph. Eur. 2.2.29}/
Pisitna xposarorpadin (PX) (Cd 2.2.29)

. Infrared spectroscopy (identification B)
Ph. Eur. 2.2.24}/ ludipauepsona
crexTpockonis (entipikawis BY (Cd 2.2.24)

Drug substance content (LC)
{Ph, Eur. 2.2.29)/ Kiibkicue BH3UANMCHAN
airdof pestornun (PX) (€M 2.2.29)

Related impurities content (LC)
(Ph. Eur, 2.2.29) /
Byicr cynpesiuiny jomiwor (PX):
(€D 2.2,29)
Y234 {impurity Cy (Jlosmizka C)
Y235 (umpurity DY (flominika D)
Y145
. Any other related Impurity © Baticr 6y as-skol
{1101 CY IPOBLILIGT AOMIIKY
. Sum of related Impurities * 3aranniuil smict
CYHPOBLIHHY J0MITIOK

Orange red cap printed with white logo and "80", and white body capsules
size 2 containing spherical white to almost white coated granules 7 Kancyin
poMipy 2 3 kopuycos Gif0ro x0ApOPY Ta KPHILCHKOIO 110MAPaHUCBO-
HEPBOHOTO KOZLOPY. 1HO MICTRib Clepuisi Ipamyin, BKPHTI GOONOHKON,
OL1ore abo Maixe 6I1010 KONBOPY, 3 ACTOTHINM KOMITAIT 13 HaANHCoM «30»,
HAHCCEHHMH HA KPINICHRY Kancyid 61.’“”&! HOPHHIIOM.

Complics 7 Bianosisac

138 — 152 (95-105 % of the theoretical mass of 811 Teope THUHOL Mach 145.4
1449 mg/ mr}

Total acrobic microbial count / JaraisHe YHCI0 acPOGHIX MIKPORPTaNizMiB LTio
(TAMC): = 10° CFU/z ~ 10" KYOrF

Total combined yeasts/moulds count / 3araisne uuc1o ApHEILKOBHX T4 LT 1o

nnicenesix rpubis (TYMC): < 10° CFU/g — 10° KYOrr

Escherichia coli: absence/| g - pincytHicTs/1 r Complies / Bianosiaae

The ratio of the retention times of the principal peak Irom the test solution and Positive / Tlonstusno
from the reference solution must be between 0.95 and 1.05 / Bianowe s

HACIB YTPHAMYBaNNg OCHOBIOIC HIKA AOCIAYBAHOIO POIHHIY TA PO3UHHY
NOPIBHAHHA TOBHHNO 3HAXOLTHEA ¥ MeKax 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 /
[lonca#eH s T8 IHTCHCHBHOCTI CMYT TICTIIHHARHA OTPHMAHOIQ CHEKTPY
BLANOSI R0 TAKHM HA COCKTPI Cepil CTAHAAPTHOTO IpAIKY JUIOMOT PEUOBHIH.

Positive / lounueno

76,0 — B4.0 mg/eapsule/ mr/kancyay

{95-105 % of the theoretical content / B2 TCOPETHHHOID BMICTY) 79.1
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PREDUCTAL® QD 80 mg. prolonged-release hard capsules containing 80 myg of vimetazidine diydrochloride
AJER QL 80 se. kKaney i BpOosroRatot AT TRCPL 1O MICTHTE 81 MU IPHAC TSI HELPON 0PI,
Finished product batch ngmber / Tlomep cepii 10108010 Aikapenkoro 3acoly M735A0220

IIPEJIVRK

(Ph. Eur. 2.9.40 - Mass variation) /
(O o piaHIc T 1030 RIHIY O IHRIL
(b 29 40)

Bissoiuiion (UV) %)

(Ceb 2.9.3)

at 4 b

Uniformity of dosage units Number
tested
Kiaukicrs
BHIPOOYBAIH
X AHORATNN

ML

Stage /
Pinchn

Acceptance eritersa - Kpiriepii npaigamioc

Ul 10

AV 150

20
(30)

AV<13n
(.75 M < cach unil 7/ KOskHa QIS
=125 M

AV

Number tested 7
Kiabkicrs
BIHIPOOY BAHNX
HO30BANNHX
QAHHIUL

(Ph. Eur. 2931 Posunnenns (V) S{anE
ag s

Pieens

Acceptance crileria - Kpytepii npniinatHoct

3ad romnn Li o

No individual value Bies outside 8 %5 (0 28 20 7 Kome
1BV AIGHE SHANCIHE HE BHXOAHTE 38 Mexi B-28
0/

X

L2

Average of 12 units (L.141.2) lies within 8% to 28%
and no unit is more than 38% 7 Cepeane snadens iy
12 oamniun (L1HL2) snaxosmises B vemxax sia 8% /u
D8 % i neMac AOAHOT oKL OLIbIe 38%

L3 +12 (24)

Average of 24 units (L1+L2+13) lies within 8% to
28%5. Not more than 2 unils are more than 38%. No
unit is more than 48% 7 Cepeue 3nauesnd i3 24
ounik (L1+L2+L03) snaxosneeen 8 mokax 8171 8%
10 28%. He dinpuie 2 oanne Giasuie 38%. Hesac
pROJHOT OuHBI Glibine 48%

min smin.; 14%
max./vaxe: 17%
meanfeepenc snadenns: 15%

At 8 I/ 3a 8 ron

No individual value lies outside 37% to 57% / Aoaac
HIUIHB LTy AL HE HIANME A e BHXOAHTE 3 MeH 37~
57%

6 (12)

Average of 12 units (L1+L2) lies within 37% to 57%
and no unit is less than 27% or more than 67% /
€epenne 3HateHnEs 13 12 oansnis (L1+HL2)
SHANOWITLECA B Mexax sijL 37% 10 57% i Hemac
bicoAnot o merine 27% ado Gianue 67%

L3 +12 (24)

IAverage of 24 units (L 1+ L2+L3) lies within 37 % 1o
57 %. Not more than 2 units are less than 27 % or
more than 67 %. No unit is less than 17 % or more
than 77 % 7 Cepeanc snasenns i3 24 ouunius
L1+L2+L3) tnaxoanteen B mewax vig 37% jo 57%,.
He Giibine 2 o Meinre 27% ado Gisiue 67%.
Temac xoanoi oaniuu menwe 17% abo Siasie 77%

min /i, 38%%:
max./zare.: 41%
Mean/CepeiHe sHancHnn: 39%

at 24h /94 24 roonm

L1 6

Each unit is not less than 75% ¢ He menme 75% a
KOAOT ORI

6 (12)

Average of 12 units (L1+L.2) is equal o or greater
than 75% and no unit is less than 65 % / Cepejne
sHaveknA 13 12 oamnnue (L14L2) nopisuoe abo
Oubie 73% | HEMae SROIHOT OANHHUI Menine 65%

L3 +12 (24)

Average of 24 units (L1+L2+L3) is equal to ov greater
than 75%, no more than 2 units are less than 65% and
1o unit is less than 55% / Cepeasc 3navenns i3 24
suthns {L1+L2+L3) aopistoc ado Giastue 75%, ue
Bizkue 2 omuBUE MeHe 6H5% 1 HEMAe KOAHOT

o uHIU Mee 55%

min/min. 79%
max./Maxc.: 87%
mean/cepeane snancims; §2%

Batch accepted’ Cepin npniinnra

* Not deteeted = He avissaeno, Not applicable = He npogodunocs, Skip test - Passes = Budiprose sunpoGysanns - Bionosioac, Absent/lg — Bidcymuicme [ 2

Skip tesi — Not applicable = Buiproese sunpodysanns — He nposoowioce

Paae 7/




g lahehng) and it

I hereby dechue that the abovementioned mtormation is rehiable and acevrate. This batch of products was manutactured (including pac
wality control was made at the abovementioned site i full comphiance with the GMP requirements provided by the local regulatory authopity as well as according to)
the specifications contained in the registration dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP compliance was established 1w

i RICBLMYIO. W0 HaBeACHa BHIE HDOPMaIE ¢ J0CTORIPHOIO 18 teinoio. Lo cepio upoaviiil 0310 supoGAcko (BKIONMIONH NARYBRHIA MAPKY BasHL) i
TBITOPHHM OPTaBOM, ¢

FPORCICHO KOHIPWIL 11 HRKOCT HE BHIHCIAIHAMCHIN ALK ¥ 00BHIHL BLANOBLAHOCTE 3 sivotasi GMP. BeTanopIeun MIcuesiM per
FEKOE BIABORLNO 0 CHCHgIKALHT, 1o MIciwues v pecipainiinosy 10cee. [IpoTokean BIpoOHHIITRA, NAKYBAHI T GHATSIR GY110 NCPCITIRIY 10 18 BCTalion ey

Binoniicre GMP.
Date of batch release 7 Jlam muyexy cepii: 13 10 2020

Name and Position/Title of person authorising the Batch Release/ Hpisguine 1a nocaza/ dpanims ocofn, i3 BHAIA 103811 12 BHIIYCR cepii
Gyvdrgy Turiik, Ph.D, Qualified PersonY nonnosasena ocota

_ Datesflava: 1 :’}71{}”%2{]26 5&%

Fatyeat . B
ap i

s {"harmaceniends P

[ SRR i b

Finished product bateh number/ Homep cepii cotonoro nixapeskoro sacody: M7335A0220

Pacas 1/




J.IEP}KJHKCHV)KBA
JEPXKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHCBI
pyx1. Bepesnsikiscbka, 29, Kuip, 02098, ren/dake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.Lﬁi,l_lﬂtjg;;__ibg_yyﬁ._{_ilg,g@._u_&\“. Kog €JIPTIOY 37079055

BUCHOBOK
npo fIKiCTH BBE3EHOTO B Vxpainy JixapchKoro 3acody

12.01.2021 Ne 603/21/26

MPEAYKTAJ® OJ1 80 MI'

(HaliMCHYBAIIHS JiKADCBEKOrD 3ac00y 3TiHO 3 peecTpauifitm NIOCBIA4CHIIAM)
KaICyI4 IPOJORroBaHol aii Teepai,no 80 mr;no 10 kaneyny gaictepizio 9 6aicrepis y
KopobiLi 3 KapToHy

((popma BANYCKY, [03YBAHILA, BHA naKyBaHHs NiKaPCEKOre 3ac06y)

Homep peecTpaliiiHoro nocsinueNHa UA/17645/01/02 crpox aii peecTpaliiinoro mOCRie s 30.08.2024

Cepis nikapeskora 3acoby Ne M735A0220 KinskicTh BBE3EHOTO MiKapcbkoro 3acoly 10916
BupoGHuK 3AT dapmaleBTHUHHH 3aBON EI'TIC, YropimuHa
{naliMeHyRAHNS BHPODHAKA nikapeskoro sacody, kpaina MOXOKCHHS)
Baesero B Ykpaiiy ToBapHCTEO 3 0OMEKEHON0 pinnosinanenictio "CEPB'E YKPATHA",
inenT. kom: 33643340

(HaliMeHyBAHHA TA KOA 34 € APTIOY opnaruHoi ocobu abo npisBMLLE, (M'3, IO Sarnkoni izngHOT
ocoby - nignpremuy, i micue IpoKHBaiii Ta peecTpaLiifiHni HoMep of:1ik0BOl KApTK# H/1aTHHKA
nonarkins abo cepis Ta Homep Nacnopra)

T1pOTOKOI BITYAILHOTO KOHTPOJIIO Bil 12.01.2021 N 4374/1.

3a  pesynsTATAMM  JIPIKABHOTO  KOHTPOILO BCTALOBNIEHO, MO NiKapehkmii 3acil  BBeseno B Vipainy 3

,[iOTpﬂMﬂHHHM BHMOT 3aKOHOHABCTRA LOA0 nufe3nedeniis SKoCTi ATKapChKHX 3acobis.
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