BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SAKOCTI CEPI{ JIIKAPCBHKOIO 3ACOBY

Name of product / Hasra npoayxry
(strength, dosage form, package size and
type / IosypamHf, nikapcnka dopMma,
PO3MIp 1 THN YIIAKOBKH)

Quetixol, film-coated tablets, 260 mg,

10 tablets per blister; 3 blisters per carton pack /
Kperuxcon, Tabnerky, BKputvi #AiBKOBOW
oGononKom0, o 200 Mr, no 10 rabnerox y HmicTepi;
no 3 GnicTepd Y KapToHHIE nadnl

Active substance / airoua pevoBuHA

200 mg quetiapine fumarate corresponding to
quetiapine / KBerianmiHy @YMapaT eKBIBRACHTHO
kpeTiamuy 200 My

Maznufacturing  country /  xpaika- | Malta / Manpta

BUPOOHUK

MA number / Homep P11 Ne UA/13882/01/03

Batch number and size / Homep Tta | 144265

pozmip cepii 10 364 packs /10 364 ynaxkoBox
Date of manufacture / Hata supofuuurea | 06,2023

Expiry Date / Crpox OpEEaTHOCTI 05.2026

Name, address and license number of | Actavis Lid.

manufacturing site / Hasea, anpeca i
Homep minensii supobuugol KieHAIL

BLBO015, BLB016, Bulebel Indusirial Estate, Zejtun
ZTN3000, Malta /

Axcrasic Jlrn,

BLB015, BLB016, Byneben Imnmacrpian EHereHT, M.
3esitya, ZTN3000, Mansta

Manufacturing license Ne MLO0O1 /
JMinensis ya supobuunTo Ne MLOO

5»4@,?45’%

i 291 cipiae

Page 1 of 4




Indicator / Tloxaznur

Specification / Cenudixanin

Result / PesynpTtar

Appearance [/ Onge

BKpHTI

White round biconvex film-coated tabiets,
marked with “Q” on the one side/ Tabnerku,
nniBxoRoK  OBOICOHKOK, Ginoro
KONBOPY, OBAABHI, NBOOIYK, 3 BaIMcoM Q
3 OAHOTO HOKY.

Complies / Bimmoinae

Identification /
Inenradikanin

2.1 Quetiapine, HPLC /
Kaeriamig,

BEPX

Principal peak retention time on the
chromatogram of the test solution should be
concordant with the peak retention time on
the chromatogram of the reference solution
obtained vpon assay / Yac yrpmmyBaHHS
FOOBHOrO MKy  Ha  XpoMarorpami
BHAPCOGORYBRHOTO POIHHY Mae
BIAMIOBIATYH 4acy YIPHMMYBEHHA ILKY Ha
XpomarorpaMi  po3uMHy — HOPIBHAHES,
OTPHMAaHHX IPH KUILKICHOMY BHIHAYEHHI.

Complies / Bianosinae

2.2 Quetiapine HPLC-
diode-array detector /
Keeriamia
BEPX-piomso-
MaTPHUHEH JETERTOD

concordant

UV-spectrum of the principal peak on the
chromatograrn of the test solution should be
with UV-spectrum  of the
principal peak on the chromatogram of the
reference solution obtained upon assay / Y&
CTYeKTp TONIOBHOIO IHKY Ha XpoMarorpaml
BHEAPOBOBYBAHOTO PO3YHEY Mae
pianosinara Y@ cnekrpy TONOBHOTO iKY
Ha XPOMATOrpaMi PO3YHEY [ODIBHAHHSA,
OTPEMAHNX TP KUTBKICHOMY BH3HAYCHHI.

Complies / Bianosinae

2.3 Titanium dioxide!/
Turany xioxewn'

Solution should be yellow-crange / Pozunn
Mae 6yTH IKOBTC-OPAHKEBOIO KOALOPY.

Not conducted/ He
TIPOBORUBCH

Average weight /
Cepeans maca

5150 mg + 5 % (489.3-540.8 mg)/ 515,0 mr
+ 3 % (489,3-540,8 Mr)

510.21 mg/510,21 mr

Resistance to crushing
} CriligicTs TadJieToR

B0 DO3RaBJIOBAHHA

Not less than 80 N/ He menme 80 H

Average 136 N/ Cep.
136 H

Max 154 N/ Maxc. 154 H
Min 120 N/ Min. 120H

Dissolution /
Pozapnesss

At release: Not less than 85 % (Q=80 %) in
20 min/ Ha moment Bunycexy: He Menme
85 % (Q=80 %) 2a 20 x».

Average 103.5 %/ Cep.
103,5 %
Max 105.8
105.8 %
Min 101.7 %/ Mir 1017
Y%

%/ Maxc.
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Uniformity of dosage
units / OnuopigHicrs
AO3UBAHKY ONNHEND

Acceptance value (AV) for the first 10 units
is less or equal to L1, where L1=135.0.

If AV is more than 15.0, conduct the test for
additional 20 units. Final acceptance value
(AV) for 30 units is less or equal to L1, and
individual content in each deosage unit is in
the range of (1£L.2x0.01) M, where L2=25.0
/ Opuimanere gmcao (AV) ang nepmax 10
oauuurs MeHme abo Jgopimmoe L1, me
LI=15,0.

Swmo AV Simsme 15,0, sunpobosysaHHs
NPOBOAKTE HOZATKORO Uit 20 OOUH¥LS.
Kinnese npuitmansse gucno (AV) mas 30
onuHMLEL MeHmme abo gopisapoe LI i
{HIUBINY a7BHMI BMICT Y KOXHIE fo30Banil
onuHEnl B miamazomi (1xL2x0,010M, &ne
L2=250

AV:33

Related impurities [
Cyuveni JoMimERy

At release / IIpu BHDYCKY

JOMITIOK

Impurity 1/ JQomimka I | <015 % Below 0.1% /Hmxue 0,1
(DTO/QTFRCO1Y %

Impurity 2/ Jomimka 2 | <0,15 % Below 0.1% fHuxmae 0,1
(DTPIP/QTFRCO2Y %

Impurity 3/ Jomimka 3 | 0,2 % Below 0.1% /Hmxue 0,1
(DTHEP/QTFRCO3) %

Impurity 4/ HDomimxa 4 | <0,15 % Below 0.1% /MHuxe 0,1
(QUETOLY %

Any other identified | £0,2%

impurity/ byas-ska Not detected/He

igwa  ieHTH(IKOBaHA BHESIBIICHO

JOMIIKa

Any unidentified | 0,2 % Below 0.1% /Hmgue 0,1
impurity/ Byne-axa Y

HeigeHTH(pIKOBaHA

AOMIIDKA

Total impurities/ Cyma | 0,5 % Below 0.1% /Huxue 0,1

%

Assay [ Kinpxicue
BH3HAYEHHS

At release: 95-105 % of the labeled content/
Ha mMomeHT BROYCKY:
G95-105 % Bif 3adBIeHOl KINBEOCTI

200.18 mg/dose /200,18
Mr/ nosy
106.09 %
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Microbiological Total aerobic microbial count (TAMC) not

puritv/ more than 10° cfu/g / 3arampra KiMBKiCTH
MikpoGionorivysa aepobGrux wMikpoopramizmis (TAMC) =e
qucyoTa ® Ginbre 10° KYO/r; Not conducted/ He

Total yeast and mould count {TYMC) not | nposoAKBCA
more than 10° cfu/g / 3aranssa KiNTbKiCTh
mpixmxosnx 1 muicenenux rpubiz (TYMC)
ne Gitpe 102 KYO/T;

Absence of Escherichia coli in 1 g of the
product / Bizcyrnicrs Escherichia colis 11
penapary.

"Non-routine test. Performed on the first three commercial batches/ Tect He NPOBOIMTECH
peryaspHo. Byno BEKOHaHO U1 TepIEX TPLOX IPOMHCIOBEX cepiff.

’Dibenzo- [b,f][1,4] -thiazepine-11 (10H)-one.

*11-Piperazin-1-yl-dibenzo [b,f][1,4] thiazepine.

“2-(4-Dibenzo [b,f]{1,4]thiazepin-11 -yl-piperazin-1-yl)-ethanol.

51 1-{4-[2-hydroxy-ethoxy)-ethyl]-piperazin-1-yl}-10,11-dihydrodibenzo[b,f]{ 1 Althiazepin-11-ol
6The test is carried out for each tenth baich of a vear/ TecT IPOBORRTECH Ha KOKHiE AecATid cepii
DOKY.

The batch meets the requirements of QCM for MA NeUA/13882/01/03 / Cepis BiIIIOBIAAC BUMOTEM
MK no PT1I NeUA/13882/01/03.

The packing, labeling and expiry date correspond to the requirements of QCM / Ymaxkosxa,
MApKYBAHHS Ta TEPMiR npuiarHocti Bianoizaots BaMorar MIKSL

Storage: Store in original packaging at a temperature below 25 °C. Keep out of the reach of
children./ 36epiratz ®» opurimambHifl ymaxosui Ip# TeMIleparypi He RHIIE 25 °C, 3Gepiraryd ¥
HEZOCTYHHOMY A1f HiTel MicIi.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packing/ labeling and quality control at the above mentioned site in full
compliance with the EU GMP requirements assigned by the local health authority and also In
accordance with specification of registration documentation affirmed in Ukraine for investigational
medicinal product. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP requirements and were signed by the responsibie persons of the
above mentioned manufacturer. / LlpM 8 MNTBEPIOKY:O, IO HaBEASHA BYIIE inbopMalis ¢
AOCTORIPHOK T2 TouHOw. Lig. cepis mponykuii Oyna BRIOTOBIEHR, BK/IOYANOEH IAKYBAHES,
MApKyBAHEA Ta NPOBEACHHS KORTPOTO i AKOCTI Ha sazHAYeHIH BUpOSHHUIE JlIHNL y MORHIH
wigmosinmocti 3 BuMorami GMP, BCTAHOBJMCHAMEA MICLEBUM DPETYJNSTOPHHM OpPraHOM, d TaKoX
BiANOBiA0 M0 cneimdikamil, Mo MICTATECS B PEECTPALIHHOMY JOCHE, 3ATBEPIDKCHOMY B Yxpaini
18 ROCHIDKYRAHOro Fixapchbkoro 3acody. IIpoToxony BHPOOHHMNTBA, NaKyBAHUs Ta NPOBCICHHA
amamiziz Oynd nepesipemi, BeTamoBmeHo Bimmosimmicts sEmoram GMP T2 NiANHCAHO
BifnOBLTANLEAMY OcOGaMK BAPOOHAKA.

Issued by/Bunauo: Ruben Caruana/ PyGen Kapyara
Qualified Person/Y nopHoBaMCHA 0c0da!

[ ‘
L P e

Date/ Hara: 24.07.2023
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