BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPII JIKAPCBKOI'O 3ACOBY

Name of product / Hazsa npogykry
(strength, dosage form, package size and
type / nosysawust, nixapeeka opma,
PO3MIp i THIT YIIAKOBKH)

Quetixol, film-coated tablets, 25 mg; 10 tablets
per blister; 3 blisters per carton pack with the
labeling made in Ukrainian language /
Kgpetukcomn, Talnerks, BKpUIl  IUIBKOBOIO
ofononroio, 1o 25 wMry; no 10 Tabnerox y
Gnictepi, mo 3 Gaicrepn y KapTOHHIA Tmaumi 3
MAPKYBAHHAM YKPAIHCHKOX MOBOIO.

Active substance / nivoga peqosura

25 mg quetiapine fumarate corresponding to
quetiapine / kseriaminy GymapaT exBiBaICHTHO
KBerianigy 25 mr

Manufacturing  counfry /  xpafsa- | Malta / Mansra

BHPOBHUK

MA number / Homep PIT Ne UA/13882/01/01

Batch number and size / Homep Ta | 154528

po3Mip cepii 19 724packs /19 724 ynakoBox
Date of manufacture / Jlava supobuunrea | 04.2024

Expiry Date / Ctpox npumarrocti 03.2027

Name, address and license number of
manufacturing site / Hassa, ampeca i
HOMep Jineusil BupobHuyol piapHuani

Actavis Ltd.

BLBO0O15, BLB016, Bulebel Industrial Estate,
Zejtun ZTN3000, Malta /

Axrasic Jltn.

BLB015, BLB016, Byne6en Inmactpian Ecteitt,
M. 3edtyn, ZTN3000, Mansra

Manufacturing license Ne MLOOI /
Jlinensis ga supodunureo Ne MLOOI
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Indicator / Toxaszuny

Specification / Cuenndixanisn

Result / Pesyasrar

Appearance / Onne Light orange round biconvex film- | Complies/ Binmmnoginae
coated tablets, marked with "Q" on
the one side / TaGmerxu, BKpuUTI
WHBKOBOIO  OOOIOHKOI,  CBITIO-
ODAEIKEBOIO  KOMBOPY,  Kpymi,
ABOOITYKI, 3 HanmcoMm Q 3 OHHOrO
HOKy.
Identification / Principal peak retention time on the | Complies / Bigmozizae
InenTndixanis chromatogram of the test solution

2.1 Quetiapine, HPLC /
Kperiarin,
BEPX

should be concordant with the peak
retention time on the chromatogram
of the reference solution obtained
upon assay / Hac yrpuMypaHHd
FONIOBHOTO MiKY Ha XpoMarorpami
BUNpOOOBYBAHOTO  PO3YHHY  Mac
BIITOBINATH YACY YTPUMYBAHHS HIKY
Ha XpoMaTorpami PO3IUHY
HOPIBHAHHS, OTPHMaHHX TpH
KUIBKICHOMY BU3HAMCHHI,

2.2 Quetiapine HPLC-
diode-array detector /
Kperiamiu
BEPX-mionno-
MATPHIHEE JEeTeXTOP

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 crextp rOJOBHOTO MIKY
HA XpOMATOrpaMi BHIPOSOBYBAHOIO
posuwHy Mac Bignosimatn YO
CHEeKTPY  I'OJIOBHOTO  IIiKy — Ha
XpOMATOIpaMi POIUMHY ITOPIBHAHHS,
OTPUMAHKX NP KiIbKiCHOMY
BHAHATCHHI,

Complies / Binnosigac

2.3 Titanium dioxide! /
Tutany DioxcHR!

Solution should be yellow-orange /
Posyun Mae 6yru WORTO-
OPAIKEBOr0O KOMBOPY.

Not conducted/ He
HpOBOIIHECF{

2.4 Tron oxide' /

Blue precipitate should not dissolve

Not conducted/ He

Oxcup sariza’ in the hydrochloric acid solution / | mposoauscs
Cumiit ocag HE IIOBKHEH
POIYMHATHCS Y PO3YHHI KHUCNOTH
XJIOPHCTOBOAHEBO].

Average weight /
Cepejng Maca

64.4 mg+5 % (61.2-67.6 mg) /
64,4 mr+ 5 % (61,2-67,6 M)

64,24 mg / 64,24 mr

Resistance to crushing
/ Critigicrs TabaeToxr
10 DO3AABIOBAHH

Not less than 30 N/ He menme 30 H

Average 56.0 N/ Cep. 56.0
H

Max 62.0 N/Maxe. 62.0 H
Min 48.0 N/Min. 48.0 H




Dissolution /
Posuunennn

At release: Not less than 85%
(Q=80 %) in 20 min / Ha moment
Bunycxy: He  wMenmme 85%
(Q=80 %) 3a 20 xs.

Average 103.0%/Cep. 103.0
%
Min 100.3 %/Min. 100.3%

Max 104.6%/Maxkc. 104.6%

Uniformity of dosage
units / OnmopianicTs

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

HOMIIIIOK

gozopanux ogupune | 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 AV:138

content in each dosage unit is in the

range of (1+1.2x0.01) M, where

L2=25.0/ lIpuitmansre yucio (AV)

qutst nepmux 10 oquHuNE MerIe abo

nopienroe L1, ne L1=15,0 .

Sxo AV Ginple 15,0,

BHUIIPOOOBYBAHHS [IPOBOJSTE

momatkoBo  jus 20 ommHUIE.

Kinnese mpuiimansae uucio (AV)

s 30 oxguHUmB  MeHwe - abo

nopisatoe L1 1 igguBigyanbHui

BMICT y KOXHIH MO30BaHi#t oxuHULI

B npiamazomi (1£[;x0,01) M, ne

L2=25,0
Related impurities /| At release / Ilpu sunycky
Cynyrai goMinuen
Impurity 1/ omimka 1 | <0,15 %
(DTO/QTFRCO1)?

Not detected/ He BusBiIcHO

Impurity 2/ Jomimxka 2 | 0,15 % Not detected/ He BusiBeHo
(DTPIP/QTFRCO2)?
Impurity 3/ Jomimka 3 | <0,2 % Below 0,1/Hwxyge 0,1 %
(DTHEP/QTFRCO3)*
Impurity 4/ Homimxka 4 | <0,15 % Below 0,1/Huxue 0,1 %,
(QUETOL)?
Any other identified | 0,2 % Below 0,1/Hmxye 0,1 %
impurity/ Bynp-sxa
iHIa igeHTHdiKOBaHA
JOMIilIKa
Any unidentified | <0,2 % Below 0,1/Huxue 0,1 %
impurity/ Byne-sixa
HelJeHTHdiKoBana
IoMiInKa
Total impurities/ Cyma | 0,5 % Below 0,1/Hmxue 0,1 %

Assay [ Kinekiche
BH3HAYICH

At release: 95-105 % of the labeled "
content / Ha MomeHT BHOYCKY:

95-105 % Biz 3a9BJIeHO] KIJIBKOCTI

100,39 %
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Microbiological
purity®/

Mikpo6ionorivaa

guerora §

Total aerobic microbial count
(TAMC) not more than 10° cfu/g /
3araipHa ~ KUIBKICTE  aepoGHHX
mikpoopranismizs ~ (TAMC)  me
Ginsme 10° KYO/

Total yeast and mould count
(TYMC) not more than 10° cfu /g/
3aranmeHa KUIBKICTH APDKIKOBAX |
mriceseBux  rpubiz  (TYMC) =ne
Gimsme 102 KYO/M, :
Absence of Escherichia coliin 1 g of
the  product /  Bincyrmicts
Escherichia coli 8 1 r npenapary.

Not conducted/ He
TIPOBOHBCS

"Non-routine test. Performed on the first three commercial batches/ Tecr me IPOBOIATECS
PEryJIpHO. Byio BHKOHAHO JUI HEPIIHX TPHOX TPOMHCIIOBHX Cepii.

*Dibenzo- [b,f][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.
114 4-[2-hydroxy-ethoxy)-ethyl]-piperazin-1-yl}-10,1 1-dihydrodibenzo[b,f][1,4]thiazepin-

11-ol.

“The test is carried out for each tenth batch of a year/ TecT mpoBoAMTHCS HA KOXHIH necsTii

cepif poxy.
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The batch meets the requirements of QCM for MA NoUA/13882/01/01 / Cepis sinmosijae
sumoram MESL mo PIT NeUA/13882/01/01.
The packing, labeling and expiry date correspond to the requirements of QCM / Ynakosia,
MaDKYBAHHEs Ta TEPMIH NPHAATHOCT] BIAIOBIAAI0TE BuMoram MICS.
Storage: Store in original packaging at a temperature below 25 °C, Keep out of the reach of
children./ 36cpirarn & opurinanshiil ynakosmi npu Temireparypi me sue 25 °C. 36epiraTu
Y HENOCTYITHOMY IS JiTed micid.

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. / Hom 5t
HiATBEPIDKYHO, 10 HABEAEHA BHUINE inQopmanis e ocrosipEolo Ta TowHow. La cepist
Mpozykuil Oyna BHTOTOBNEHA, BKIFOYAIOWH MAKYBAMHS, MapKyBAHHA Ta IIPOREEHH S
KOHTPOO I sikocTi Ha 3asHaveHid BupoGHM4IN misHid y DOBHIA Bipmosimmocri 3
Bumoramy GMP, BCTAHOBACHAMY MicHERUM PEryJIATOPHEM OPraHoM, a TaKoX BifrnoBiamo
Ao cremudixanill, Mo MICTATECH B peecTparifHOMY J0CKE, 3aTBEPIDKEHOMY B Yxpaiui s
JIOCIIIDKYBAHOTO  MiKapesKoro  3a¢oby.  [IpoToxomm BUPOOHHITRBA, [aKyBaHHs Ta
NPOBEAEHHS aHanisis Oynu mepesipewi, BCTaHOBNEHO BiAMOBiHiCT: BuMoram GMP Ta
TIMKHCAHO BiANOBIIATBHIME 0COGAMM BUPOOHUKA, :

Issued by / Buparo: Gabrielle Vella Brincat/ ['aGpiens Bemna bpinkar
Qualified PGTSWBHOBS.X\‘GH& ocoba:

M}/’,M’“‘“’

DitelMTata: 15.04.2024
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