BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPI JIKAPCHKOT' O 3ACOBY

Name of product / Hazsa niponyxty
(strength, dosage form, package size and
type / nosymamds, Jikapceka Qopwma,
PO3MIp | THIT YIIAKOBKH)

Quetixol, film-coated tablets, 100 mg; 10 tablets per
blister; 3 blisters per carton pack with the labeling
made in Ukrainian language /

Kpernxeon, rtabmerku, BKpHTI  MIIBKOBOIO
obosionKo010, o 100 mr; o 10 tabnerox y OnicTepi;
no 3 Omicreps y KapTOHHIE mayul 3 MapKysaHHAM
YKPaiHCHKOK MOBOK.

Active substance / giroga peqopuHa

Quetiapine fumarate corresponding to quetiapine 100
mg / Keerianiny hyMapar eKBiBaNEHTHO KBETiaminy
100 mr

Manufacturing  country /  xpaiwa- | Malta / Magsra

BHpOBHMK

Marketing authorization number / Ne UA/13882/01/02

Howmep peectpaniitnoro nocpiqyeHEs

Batch number and size / 149227

Howmep ta poamip cepii 6159 packs / 6159 ymakosox
Date of manufacture / [lata Bupobuunrsa | 01.2024

Expiry Date / Ctpox npuaaTHOCTI 12.2026

Name, address and license number of | Actavis Lid.

manufacturing site / Haspa, ampeca i | BLBO01S, BLBO016, Bulebel Industrial Estate, Zejtun
HoMep JiueHzii supobruvol AlnpHuIi ZTN3000, Malta /

Axrasic JITn.
BLB015, BLB016, Byncben Inmactpian Ecte#it, M.
Seitryn, ZTN3000, Mansra

Manufacturing authorization number ML 001 /
Jlinewsis wa pupobaunreo Ne ML 001
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Indicator / Tioxazmu

Specification / Cuenndiranis

Result / Pesyanrar

Appearance / Onpe

Yellow round biconvex film-coated
tablets, marked with “Q” on the one
side / TabeTku, BKpuTi IIIBKOBOIO
OBONIOHKOIO,  XKOBTOTO  KONLODY,
Kpyrfi, ABOONYKI, 3 Hamucom Q 3
OJLHOTO BOXY.

Complies / Binnoginae

Identification /
inenrudicanig

2.1 Quetiapine, HPLC/
Kseriamin,

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 standard solution obtained
upon assay / UYac yrpumysaHHs
TOJIOBHOTO MiKy Ha XpoMmarorpami
BHOPODOBYBAaHOrO  pPO3YMHY  Mae
BIATIOBINATA Yacy YTPUMYBAHHS iKYy
Ha XpoMaTorpami PO3UHHY
TOPIBHSHHES, OTPHMAHNX  IIpH
KINBbKICHOMY BU3HAYEGHH].

Complies / Binnosizae

2.2 Quetiapine HPLC-
diode-array detector/
Keerianin
BEPX-nioaro-
MaTpHYHEIH JETEKTOP

UV-spectrum of the principal peak
on the chromatogram of the test
solution should be concordant with
UV-spectrum of the principal peak
on the chromatogram of the
reference solution obtained upon
assay / YO CHeKTp ronoBHOro mHiKy
Ha XpomaTorpami BUNpoGOBYBaHONO
po3uMHy Mae Bixnosimarm YO
CIIEKTPY  TONOBHOTO  IHiKy  Ha
XpoMaTorpami po3HHHY MOPIBHANMNA,
OTPHMaHHX npu KinpKicHOMY
BH3HAUCHHI.

Complies / Binnopinac

2.3 Titanium dioxide! /
Turany nioxcun’

Solution should be yellow-orange /
Pozunn Mae  OYTH  KOBTO-
OPAHKEBOTO KOABODY,

Not conducted / He nporoanses

2.4 Iron oxide' / Baxiza
oxcun!

Blue precipitate should not dissolve
in the hydrochloric acid solution /

Cuniit ocan He IIOBHHEH
POSUMHATUCH vV POIUMHI  KHCHOTH
XJIOPHCTOBOAHEBOT.

Not conducted / He nposozuses

Average weight /

Cepenng maca

257.5 mg + 5 % (244.6-270.4 mg) /
257,5 Mr £ 5 % (244,6-270 4 mr)

256,41 mg/ mr

Resistance to crushing
{ Cridigiers Tabneroxr

40 PO3JABJIOBAHAA

Not less than 60 N/ He menme 60 H

Aver, 1240 N/ Cep.124,0 H
Max 134.0 N/ Make.134,0 H
Min 111.0 N/ Min. 111,0H
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Dissolution /
Posumpenus

At release: Not less than 85 %
(Q=80 %) in 20 min /

Ha moment punycxy: He menme
85 % (Q=80 %) 3a 20 x.

Average 100.6 % / Cep. 100,6 %
Min 99.1 %/ Min. 99,1 %
Max 102.9 % / Max. 102,9 %

Uniformitv of dosage
units / Onmuepninnicts
H030BAUAX ONMHUIL

Acceptance value (AV) for the first
10 units is less or equal to L1, where
L1=15.0.

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 dosage unit is in the
range of (1£L2x0.01) M, where
L2=25.0 / lpuiimansue gucio (AV)
it nepmux 10 oppanne Mexme abo
ropismoe L1, me L1=15,0 .

Stxmo AV Ginbie 15,0,
BHTIPOGOBYRAHHS TIPOBOJSITE
JoxatkoBo s 20 ONHHHUD.
Kinnmese npuiimansue uucio (AV)
st 30 oxumumies  Medme  abo
mopiearoe L1 1 immmsinyansaui
BMICT ¥ KOXHIH IO30BaHil oxyHuil
B gmiamasoni (1£[2x0,000M, rne
L2=25,0

AV: 1.5

Related impurities /
Cynryral pomimen

At release / Ilpu Bunyexy

Impurity 1/ Hominixa 1
(DTO/QTFRCO1)?

<0,15%

<0.1%/<0,1%

Impurity 2/ HDomimixa 2
(DTPIP/QTFRCO2Y

<0,15%

Not detected / He susisneno

Impurity 3/ Hominka 3
(DTHEP/QTFRCO3)*

<02 %

<0.1%/<0,1 %

Impurity 4/ Homimxa 4
(QUETOLY

£0,15%

<0.1%/<0,1%

Any other identified
impurity/ Byne-sxa
inma  imenrtrdikosana
JIOMiIIKa

£0,2%

<0.1%/<0,1 %

Any unidentified
impurity/ byne-axa
geimenTrdikosana
ToMilka

<0,2%

<0.1%/<0,1 %

Total impurities/ Cyma
JOMINIOK

<0,5%

<0.1 %/<0,1%

Assay / Kinsicicne
BHIHAYCHHH

At release: 95-105 % of the labeled
content / Ha MOMEHT BHIYCKY:
95-105 % Bix 3axBAcHOT KUILKOCTI

99.12 %
99.12 mg/dose / 99,12 mr/no3y
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Microbiological Total aerobic microbial count
purity%/ (TAMC) not more than 10° CFU/g /
Mixpo6ionoriuna 3araneHa  KinbKicth  aepolHHX
qpcrora mikpoopramismie  (TAMC)  me

Gineure 10° KYO/r;

Total yeast and mould count
(TYMC) not more than 10* CFU/g / | Not conducted / He nposozuacs
3aranmbHa KiBKICTH JAPDKDKOBHX 1
nnicenesux rpubis  (TYMC) me
6insme 102 KYO/r;

Absence of Escherichia coliin 1 g of
the  product /  Bincyraicts
Escherichia coli B 1 r npemapary.

'Non-routine test. Performed on the first three commercial batches / Tect He IpPOBOAMTHES
perynspro. Byno BEKOHAHO U1 IepIIuX TPEOX IPOMUCHOBHX CEpiit.

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

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

“2-(4-Dibenzo [b,f][1,4]thiazepin-11 -yl-piperazin-1-yl)-ethanol.
311-{4-[2-hydroxy-ethoxy)-ethyl]-piperazin-1-yl1}-10,1 I-dihydrodibenzo[b,f][1,4]thiazepin-11-ol.
“The test is carried out for each tenth batch of a year/ Tect npoRoIUTECS Ha KOXKHIHE RecsTii cepii
DOKY.

The batch meets QCM requirements of MA NeUA/13882/01/02 / Cepis sinnosinac sumoram MK
70 PIT NeUA/13882/01/02.

The packing, labeling and expiry date correspond to the QCM requirements. / Ynaxoska,
MapKyBaHHs Ta TePMiH IPUAATHOCT] BiInoBipaoTs BumMoram MK,

Storage in original packaging at the temperature below 25 °C. Keep out of the reach of children./
30epiraty B opuTiHANBHIN ynakosui npy TeMuepaTypi He Bume 25 °C. 36epirati y HenoCTynHOMY
st mitedt micui.

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
responsible persons of the above mentioned manufacturer. / Ilum st niaTeeprkyto, o HaseieHa
BUIlE im(opmanis € XocTORipHOW Ta Toumoro. Ll cepis npomykuil Gyma BuroTopieHa,
BKITIOYAKOYH TIaKyBaHHA, MapKyBaHHA Ta IIPOBEHCHHS KOHTPONX 1 #KOCTI Ha 3a3HaycHIil
BupoOHUYiR ningHnl y nosmil simmosigmocti 3 sumoramu GMP, BCTAHOBAEHMMM MiCICBMM
PETYAATOPHUM OPraHOM, & TAKOXK BIAMOBLAHO HO crienudikaniil, 1o MICTITECS B peecTpaliiHOMy
HOChE, 3ATBEPIVKEHOMY B YXpaini ang JocHimKyBaHoro nixapcekoro 3sacofy. IlpoToxomn
BUPOOHUNTRA, aKYBAHHS Ta NPOBEICHHS aHani3i GyiIu nepepipeHi, BCTAHOBNEHO BIAMOBIARICTH
sumoram GMP Ta nignucano BiinosizansHAM 0cobaMu BHPOGHHKA.

Issued by / Bunano: Kevin Mallia / Kegin-Maiunis
Qualified Person / Ynosﬁﬁ% oba:

Date / Jata: 12.02.2024'
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