NEPJKABHA CJIY)KBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH
Y AHITPORETPOBCHKIA OBJIACTI

Iuinpo, mn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dis.dp@dls.gov.ua, Kon €JIPTIOY 37070665

BHCHOBOK
Tpo AIKiCTH BBe3eHOro B YKpalHy Jikapcbkoro 3acofy

14.02.2024 Ne 5706/24/04

KBETHKCO.JI

(HaHMeHYBaHHA TiKapchKoro 3acoby 3riiHO 3 peccTpauiiiiM TIOCBiAYEHHAM)
Tab1eTKH, BKPHTI IL1iBKOBOI0 060/10HK0I0, 0 25 MT no 10 TabxeTok y Gaicrepi, mo 3
GaicTepH y KapToRHil mauni

((bopMa BUNYCKY, 03YBaHHA, BH/ NTAKYBAHHA NiKapCbKoro 3acofy)

Homep peectpauifinoro nocsimuenns UA/13882/01/01 crpox ail peecrpauiitioro noceinyenns 01.01.2099

Cepia nikapcbxoro sacoGy Ne 138764 KinskicTs BBe3eHOTO NTikapeskoro 3acofy 5095
BrpoGHuK Axrasic JIta, Mansra
(nakimeHyBanna BHpoGHIKA NiKAPCLKOTO 3ac00y, KpaiHa 0XOUKEHHS)
Baeseno B Ykpainy ToBapucTso 3 o6Mexenoto BinnosinanwnicTio "BaJIM", inenr. kon:
31816235

(naliMenyBanns Ta xox 3a €JIPTIOY ropumirazol ocolu abo npizsuLue, iM'A, 110 OaTEKOBI
disuuHoi 0cobk - nianpremus, i Miclle NPOXUBAHHA TA PEECTPALIAHIA HOMED o0ixoBoi
KapTKH IIATHHKA noatkis aGo cepid Ta HOMEP HAcmopTa)

MpoTokon Bisyansuoro koutpomo six 09.02.2024 Ne 07-01/264/5.

3a pelynbTaTaMH JEPKABHOIO KOHTPONIO BCTAHOBNGHO, WO JiKapchKuid 3acié Bpeseno B VYxpaigy 3
AOTPHMAHHAM BHMOT 32KOHOJABCTEA OO 3a063MEUCHHA AKOCTI AiKapCHKUX 3acobis.

B. 0. HauansHuKa JlepxuaBHOl cmyxOH 3

JiKapchKuX 3aco0iB Ta KOHTPOIIO 33 3

P , TpOITo 3 Mapis BPE3ILIbKA
HapKOTHKaMH Y JIHIMPONEeTPOBCHKIH
obnmacTi

{mocanosa ocoGg / i} Gl W) (iniuiany Ta npizeuILE)

S j>,
HEC AN
JOKY MEHTIB NG

Hikitiuera Oxcana +38(066)345-41-71



teva

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPIl JIKAPCHEKOI'O 3ACOBY

Naine of product / Hassa BPOAYKTY
(strength, dosage form, package size and
type / nosysammy, nikapceka (opma,
po3MIp 1 THO YITAKOBKH)

Quetixol, film-coated tablets, 25 mg; 10 tablets
per blister; 3 blisters per carton pack with the
Iabeling made in Ukrainian langusge /
Keerurcon, tabnerxs, Bkp#ri IUIBKOBOK
obononxow, mo 25 Mmr; mo 10 Tabmerox y
fmictepi, mo 3 GnicTep® y KapToHHIX maymi 3
MapKyBaHHIM YKPAlHCHKOK MOBOK.

Active substance / zixoqa peaosara

quetiapine / kperianiny dhymapar exsisanenTHO
KBeTiamiey 25 Mr

Manufacturing country / kpafma- | Malta / Mansra

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

Batch number and size / Homep Ta | 138764

posmip cepil 24615 packs / 24615 ymaxoBox
Date of manufacture / Jara sapobumrea | 06.2023

Expiry Date / Crpok npugardocti 05.2026

Name, address and license number of
manufacturing site / Hassa, aapeca i
HOoMep minersil srpobraao] AlmARETi

Actavis Ltd.
BLBO15, BLBO16, Bulebel Industrial Estate,
Ze_]ttm Z'IN3 000, Mal

18 R, 3 ‘, _,-" :
\Y 7 ‘\
Y}\ L83
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reference solution obtained upon
assay / Y@ cmexTp IONOBHOTO miKy
Ha XpOMaTOrpaMi BHIPOOCRYBAHOIC
posuMHY Mac Bianosigaty Y@
CHEKTPY  TOJIOBHOrD mxy Ha
XpoMarTorpami pO3aHKy ncpmﬂma,

Indicator / Iloxazrmx Specification / Crenapixanis Result / Pesynerat
Appearance/Omac | Light orange round biconvex film- | Complies / Bimosinae
' coated tablets, marked with "Q" on
the one side / TaSmerkwm, BKpHETI
WIBKOBOX®  00ONOEKOIO,  CBITIO-
Opamik€BOr0  KOHBOPY,  KPYrH,
ZABOOTYKA, 3 HaMcoM Q 3 OmHOro
Boky.
Identification / Principal peak retention time on the | Complies / Biruoninae.
InenTndivania chromatogram of the test solution
2.1 Quetiapine, HPLC / | should be concordant with the peak
Keerianin, retention time on the chromatogram
BEPX of the reference solution obtained
upon assay / UYac yrpuMypaBHS
TOJIOBHOTO MKy HA XpoMmaTorpami
BUNpOSOBYBAHOTO DO3YHHY  Mae
BiIORIFATH 9acy YTPRMYBAHHA MKy
HE XpomaTorpami po3TUBY
TopiBATHESY, OTPEMAHMX  NpH
KiTBKiCEOMY BRZHAYCHHI.
2.2 Quetiapine HPLC- | UV-spectrum of the principal peak | Complies / Binmonigac
diode-array detector/ | on the chromatogram of the test
Keeriamin solution shiould be concordant with
BEPX-miommo- UV-spectrum of the principal peak
matpugEmit netexrop | on  the chromatogram of the

RO PO3AABNIOBANHN

OTpMARWX  DpH  KiMBKICHOMY
BESHAYEHH]. m
1 2.3 Titanium dioxide' / | Solution should b€ el N He

Tareny miokcux' Pogams  mae//o A

OPAEZREBOro KOJWHD
2.4 Iron oxide' / Blue precipitat He
Oxcry 3anisat in the hydrock

Cugiit ;

POSYHEATHCA ¥

xnopncmnonauoi’ .
Average weig 64.4mg+5 % (61.2-67.6 mg) / 64,05 ing / 64,05 Mr
Cepennd maca 64,4 Mr & 5 % (61,2-67.6 Mr)
Resistance to crushing | Not less than 30 N / He merme 30 H | Average 62.0 N/ Cep. 62.0
/ Criifxicrs Tafnerox H

Max 68.0 N/Maxc. 68.0 H

Min 52.0 N/Min. 520 H
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content in each. dosag_e unit is in the
range of (1+1,x0.01) M, where
L2=25.0/ IIpuiimaymae qmciao (AV)
s mepiex 10 opuswns Merme afo
mopismoe L1, ae L1=15,0.

Axmo AV Gimsmie 15,0,
BHIOpoOOBYBAHHAS' HMPOBOJIETH
mopmatkopo gt 20 opmHEDS.
Kinuese npuwiiMansiie upcno (AV)
nna 30 omwimue Memme abo
nopmmoe Ll i impmeinyamsmai
BMICT Yy KOXKHIN Hoz0Bamid ommmmii
B miamasomi (1£L[:x0,01) M, ne
L2=25.0

'Dissolution / At release: Not less than 85 % | Average 100.8%/Cep.
Posunnenns (Q=80%) in 20 min / Ha wmomenr | 100.8%
pEOycky: He wmerme 85 % | Min 98.2%/Min. 98.2%
(Q=80 %) 3a. 20 xs. Max 102.4%/Max. 102.4%
Uniformity of desage | Acceptance value (AV) for the first
units / Oxwopianicrs | 10 units is less or equal to L1, where
Z030BAHMX OMEHEML | L1=15.0.
If AV is more than 15.0, conduct the
‘test for additional 20 vnits. Final
acceptance value (AV) for 30 units is
less or equal to L1, and individual AV:17

'Related impurities /
Cynvrai noMimeu

At release / IIpa prmycky

Impurity 1/ HomMimka 1
(DTO/QTFRCO1)?

<0,15 %

Below 0,1/Hrmxse 0,1 %

Inmpurity 2/ Homimka. 2
(DTPIP/QTFRCO2)

£0,15%

Below 0,1/Hxae 0,1 %

Impurity 3/ Jomimxa 3
(DTHEP/QTFRCO3)*

<0,2 %
/:- H ﬂ }r: e

Below 0,1/Hmsue 0,1 %

Impurity 4/ Jlomima 4
(QUETOL)*

‘Below 0,1/Heoxae 0,1 %

Any other 1dent1ﬁed

Not detected/ He paasnesro

Any unidentified
impurity/ Byms-sxa
HeinenTAdiKoBaEa
AoMimka

Below 0,1/Euxse 0,1 %

Total impurities/ Cyma
nom‘inmx

<0,5 %

Below 0,1/Hwxge 0,1 %

Assay / Ki.lmxim
BH3HATCHRY

At release: 95-105 % of the labeled
content/ Ha moMeRnT BEIyCKY:
95-105 % Bix sagenenol KITEKOCTI

100,06 %
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Microbiological

wucrora

Total aerobic microbial count
| (TAMC) not more than 10° cfu/g /

mixpoopramismiz  (TAMC)  me
6imme 10° KYOrT;

‘Total yeast and mould count

(TYMC) not more than 10° cfu /g/
3arampHa KiMBKIiCTE APDKDROBEX i
nricesesrx rpEbie (TYMC) =e
6insme 102KYO/r;

Absence of Escherichia coli in 1 g of
the product /  Bimcyrmicts
Escherichia coli 5 1 r mpenapary.

Not  conducted/ He
NPOBOITHBCA

'Non-routine test. Performed on the first three commercial batches/ Tect e TpoBORETHCS
PETYIEPEO. BYJI0 BHKOEAHO JUIY OePIIHX TPHOX HPOMUCIOBHX CEpiil.

Dibenzo- [b,f][1,4] -thiazepine-11 (10H)-one.
311-Piperazin-1-yl<libenzo [b,f][1,4] thiazepine.

42+{4-Dibenzo [b,f][1,4]thiazepin-11 -yl-piperazin-1-yl)-ethanol.

511~{4~[2-hydroxy-ethoxy)-ethyl]-piperazin-1-yl}-10,11-dihydrodibenzo[b,f][1,4]thiazepin-

11-ol.

The test is carried out for each tenth batch of a year/ TecT npoBOXETECA Ha KOXHIY Aecaril

nast
JOKY MEHT
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The batch meets the requirements of QCM for MA NeUA/13882/01/01 / Cepis signosinae
mamoraM MK no PITNeUA/13882/01/01.

The packing, labeling and expiry date conespond to the requirements of QCM / Ynaxoexa,
‘MBPKYBaHH] Ta TEPMiH IPHAATHOCTI BiANOBiAA0TH BEMoraM MK,

Storage: Store in original packaging at a temperature below 25 °C. Keep out of the reach of
children./ 36epirare B oparinamsHi¥ yIAKOBILI IpA TeMueparTypl He BEme 25 °C. 36epirara

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 sbove
mentioned site in full comphanoe with the EU GMP requirements. assigned by the local
heatth 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. / T{um s
NiITREpIKYI0, IO HaBefieHa Bime iRpopManis € AOCTOBIpHOW TA TowmoK. Llg cepis
opoxykuii Oyna BATOTORNEHZ, BRIIOYANCYHA TIAKYBAHEN, MApKYBAHEA T3 IPOBENCHHIA
KOBTpO/DO i1 AKOCTI HA 3a3HAUCHiN BEpoOHWYM ninammi y nosmil# simmosiamocti 3
panvoraMa GMP, BcTaHORTERAMA MIiCIEBAM PEry/IATOPHAM OPTadoM, a TakOX Bimmosiamo
Jo cuemudikanilt, mo MICTATECS B peecTpamiliHOMY AOCEE, 3aTBEepIOKeROMY B Yxpairi mms
JOCTIDKYRAHOTO Jmcapcsxom 3acoﬁy INpoToxkoma nnpoﬁnmrma, NaXyBaHHA Ta
oposenekss amamsip Oyma nepepipeni, BcraHoBneHo BiamosimmicTs BmMmoram GMP Ta
miznyucaHo BiANOBIRATEHRME 0CO0AMH BHPOOHHE.

Issued by / Banaro: Gabrielle Vella Brincat/ I'abpiemn Bemura Bpingar
Qualified Person / Ynomowaa ocoba:

ZM-—.._.____./

Date / Jlara: 24.07.2023

ne \
A

' um\\‘““ G
%
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JEPKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHA Y KUIBCHKINA OBJIACTI

npos. Ceitmianol Haaii, 3, m.Kuis, 02099, ten/gaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JPIIOY 37078774

BUCHOBOK
HpPO AKICTH BBe3eHOI0 B YKpainy JiikapchbKoro 3acody

08.01.2025 Ne 71164/25/10

KBETHKCOJ1

(naiivenynanna AikapeLKoro 3acofy 3riZHO 3 peccTpauiitlimg NochiTYeHEAM)
TadaeTKy, BKPATI maiBKoseio 06onoureio, no 25 mry no 10 TaGierox y 6xicrepi, no 3
OaicTepn y xapronsiit naumi

{bopra BUNYCKY, AO3YBAHAN, BIA MAKYBAKEA AiKAPCEKOTO 30c0By)

Honmep peecrpauifinore nocsiggennn UA/13882/01/01 crpox aii peectpaniiinoro mocaiggenns 01.01,.2099

Cepin nixapcskoro 3acody Ne 158047 Kinbkicrs spesenoro aikapeskora sacofy 4622
Bupobrux Axcrasic JIta., ManwTa
(HaiiMerymanua pitpoBruKa AikapehEore 3acoby, kpaina noxomKcnns)
Bresenro 8 Yrpainy CrianHe ykpaiHchK0-eCTOHCERE RIARPHEMCTBO Y dopMi ToBapHiCcTEA
Y
3 obmexenoro pianopizansuicTio "OnrimMa-Mapm, ATH", igenr: wox:
21642228

(nativenysanna ta xog 32 EIPITIOY 1wopumiuxo ocobn abo npiseumie, isr's, no Sarskosi dinusci
ocabiz - mignpyens, 1 sicus nposseanms Ta peccrpaniiiimit nomep o6nikOBOT KAPTKI MAATHHKA
mogaTiis 200 cepif Ta HoMep fenopra)

Hporoxon sizyansuore kowvpoeam sin 07.01.2025 N 4264/5.

3a  pesyneTaramil HEPAABHOrO KOHTPOMIO BCTAHOBNEHU, WO JHKAPCBKHA 3aci6 Bweseso B Yipainy 3
AOTPHMAHHAM BiMOT 30KOHOAABCTBA MO0 3afe3MeHeHH AKOCT] MiKapChKiX 3acobin,

| /é ' Bixrop CTE®KIBCH KHUA

e e —— S
o7 GIECTTS il (iniviany Ta-npiznsuie)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT SIKOCTI CEPIi JIIKAPCBEKOT'O 3ACOEY

Name of product / Hassa nponyxry
(strength, dosage form, package size and
type / nosypamms, mikapceka dopma,
PO3MIP 1 THII yIIaKOBKH)

QUETIXOL, film-coated tablets, 25 mg; 10 tablets
per blister; 3 blisters per carton pack with the labeling
made in Ukrainian language /

KBETHKCOJI, Ttabnerxn, BKPUTI  IJIBKOBOIO
000710HK0I0, 110 25 Mr; o 10 TabieTok y Gnicrepi; mo
3 Grictepn y KaproHHIM mauni 3 MapKyBaHHIM
YKPaiHCEKOIO MOBOIO.

Active substance / nitoua pevosna

corresponding  to
dymapary

25 mg quetiapine fumarate
quetiapine /25 wmr  xseriamimy
eKBIBAJIEHTHO KBeTiaminy

Manufacturing  country  / Kpaina- | Malta / MansTa
BUPOOHMK

MA number / Homep PIT Ne UA/13882/01/01
Batch number and size / Homep Ta | 158047

po3mip cepii

25 735 packs /
25 735 ynaxoBox

Date of manufacture / Jlata supobHUITBA

07.2024

Expiry Date / Crpok npupmatrocti

06.2027

Name, address and license number of
manufacturing site / Hasea, ampeca i
HOMeED ninensil BUpoGHmIof AinpaAm

Actavis Ltd.

BLBO15, BLB016, Bulebel Industrial Estate, Zejtun
ZTN3000, Malta /

AxrTasic Jltz.

BLBO1S, BLBO0I16, ByneGen Inpactpian Ecrefit, M.
3efityn, ZTN3000, MansTta

Manufacturing license Ne ML0O1 /
Jlinensia na BupoGaunTro Ne ML0O1

Be voi s T30,

2. (1. o
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Indicator / Horazuux

Specification / Coenmdixauis

Result / Pesyaprar

Appearance / Onue

Light orange round biconvex film-coated
tablets, marked with "Q" on the one side /
Tabnerxu, Bkputi MITBKOBOK 0BOIOHKOK),
CBITHIO-OPAHIKEBOTO  KONBODY,  Kpyrii,
ABOOIYK, 3 HarmeoM Q 3 oiHoro 6oKy.

Complies / Binnosinae

Identification /
Inesrudixauis

2.1 Quetiapine, HPLC /
Keeriarmiy,

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 upon assay / Yac
YTPUMYBaHHSA  PONOBHOrO  Iiky  Ha
Xpomarorpami BHIPOOOBYBAHOTO PO3YHHY
Mae BINMORINATH WaCy YTPUMYBAHHA iKY
Ha XpoMarorpami pO34YMHY NOPIBHIHHS,
OTPHMAHUX IIPH KUILKICHOMY BU3HAYEHH].

Complies / Bignosinae

2.2 Quetiapine HPLC-
diode-array detector /
Keerianin
BEPX-nionuo-
MaTpHYHuR [eTerTop

UV-spectrum of the principal peak on the
chromatogram of the test solution should
be concordant with UV-gpectrum of the
principal peak on the chromatogram of the
reference solution obtained upon assay /
Y@  cmektp TromoBHOrO  miKy  Ha
Xpomarorpami BUIPOGOBYBAHOTO PO3YHHY
Mae Bignosimatih YP CrexTpy rosoBHOTO
MKy  Ha  XPOMATOrpaMi  pO3YUHY
HOPIBHAHHA, OTPUMAHHUX [IPH KibKICHOMY
BH3HAYCHHI.

Complies / Bimrnosizae

2.3 Titanium dioxide' /
Turany mioxcun’

Solution should be yellow-orange / Pozuus
Mae OYTH KOBTO-OPAHKEBOTO KOJILOPY.

Not conducted /
He nporozmuscst

2.4 Iron oxide! /
Oxcup 3armiza’

Blue precipitate should not dissolve in the
hydrochloric acid solution / Cusiit ocazg He
TIOBHHEH DOZYUHATHCS Y PO3YHUHI KHCIOTH
XJIOPHCTOBOAHEROT.

Not conducted /
He nporonures

Average weight /
Cepenus maca

64.4mg+ 5% (61.2-67.6 mg)/
64,4 Mr £ 5 % (61,2-67,6 wr)

63,99 mg / 63,99 mr

Resistance to crushing

[ Cridigicrs T2a67eT0K
A0 DO3HABJIOBAHH

Not less than 30 N / He mexnmme 30 H

Average 49.0 N/
Cep.49.0 H
Max 60.0 N /
Maxc, 60.0 H
Min 38.0 N/
Min. 38.0 H

Dissolution /
Pos3unnenus

At release: Not less than 85 % (Q=80 %)
in 20 min / Ha momenr sumycxy: He
mene 85 % (Q=80 %) 3a 20 xz.

Average 100.9 %/
Cep. 100.9 %

Min 99.1 % /
Min. 99.1 %

Max 102.1 %/
Max. 102.1 %
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Uniformity of dosage
units / Onuopinnicrs
ZO30BANNX OXHHUIL

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£Lx0.01) M,
where L2=25.0 / Tlpuitmanere uucno (AV)
Jura iepiux 10 omusnus Merme abo
nopismxoe L1, ne L1=15,0 .

Sxmo AV 6itsme 15,0, BUNPOOOBYBAHHS
HPOBOJATE HONAaTKOBO it 20 OAMHMUE.
Kinnese npuitmansie aucito (AV) ma 30
onuHMUb Memive abo jopiemioe L1 i

AV:2.70

IHIMBiyanpHuif  BMicT Yy Kkowkuii
nO30BaHif  ommHMII B gianmaszowi
(1£12x0,01) M, ze L2=25,0
Related impurities /| At release/ Ipn BUIYCKY
CynyTai gomimxy
Impurity 1/ JTomiwxa 1 | 0,15 % Below 0,1 / Hmkue 0,1 %
(DTO/QTFRCO1)?
Impurity 2 / Jomimka 2 | 0,15 % Not detected /
(DTPIP/QTFRCO2)? He pusiBreno
Impurity 3 / omimxa 3 | <0,2 % Below 0,1 / Huxue 0,1 %
(DTHEP/QTFRCO3)*
Impurity 4 / Tomimxa 4 | <0,15 % Below 0,1 / Huxue 0,1 %
(QUETOL)’
Any other identified | <02 % Not detected /
impurity / Byzns-sxa He Busigneno
iHma  inenTH(ikopaHa
JoMinrka
Any unidentified | 0,2 % Below 0,1 / Huxue 0,1 %
impurity / Bygs-sxa
HeigenTrdiKonana
JioMinka
Total impurities / Cyma | <0,5 % Below 0,1 / Hixue 0,1 %
JOMILIOK
Assay / Kinpkicue At release: 95-105 % of the labeled 99,76 %

BHIHAYEHNH

content / Ha momenT BHIIYCKY?
95-105 % Bix 3astEneHOl KiNBKOCTI
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Microbiological Total aerobic microbial count (TAMC) not

purity®/ more than 10% cfu/g / 3aranssa ximpkicrs
MixkpoGioaoriuna aepobHux Mikpoopra#ismiz (TAMC) ne
gucToTa b 6impme 10° KYO/r;

Total yeast and mould count (TYMC) not | Not conducted /
more than 10% cfu /g/ 3aramsna ximsxicrs | He mpopomuscs
ApLKIDKOBHX 1 mticenermux rpubis (TYMC)
e Gimsme 102 KYO/r;

Absence of Escherichia coli in 1 g of the
product / Bincyruicts Escherichia coli B 1
T IIperapary.

'Non-routine test. Performed on the first three commercial batches/ Tecr we TIPOBOIUTHCS
Perynapeo. Byio BUKOHAHO [UIi IEPIIMX TPEOX IPOMUCIOBHX 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.
311-{4-[2-hydroxy-ethoxy)-cthyl] -piperazin-1-yl}-10,11-dihydrodibenzo[b,f][1,4]thiazepin-11-
ol.

SThe test is carried out for each tenth batch of a year/ TecT npoBOANTHC: Ha KOKHIM necaTi cepii .
POKY

The batch meets the requirements of QCM for MA NeUA/13882/01/01. / Cepia siznosinac
sumoram MICA po PTT NeUUA/13882/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM / Viakoska,
MapKyBaHHS Ta TepMiH IPUAATHOCT] BiIOBIaroTh BuMoram MK,

Storage: Store in original packaging at a temperature below 25 °C. Keep out of the reach of
children./ 36epiratu B opurinansuii ymaxosui npy Temreparypi He sume 25 °C. 36epirata y
HEJZOCTYIHOMY JUIs iTeH Mici.

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. / Lum 5 nigTBeppKyIO, O HaBeaeHa
BUIle 1H(OpPMauis € ROCTOBIpHOIO Ta Toumowo. Ila cepis mpoaykuii 6yma BHrOTOBJeHa,
BKJIFOHAIOYY [IaKYBAHHS, MapKyBaHHsS Ta HPOBEACHHS KOHTpOMO i1 sKOCTI Ha 3a3HaucHii
BUPOOHMYIN jinstHni y nosmilt Bignosinmoeri 3 sumoramu GMP, BCTAHOBIEHMMH MicIEBHM
PETYIATOPHHM OpraHoM, & TakoK BIAMOBIAHO no croeuwmdikauill, mo micTaTscs B
PeECTPALHHOMY NOChE, 3aTREPIKEHOMY B YKpaiHi AUTH AOCIIDKYBaHOrO JiIKAPCHKOTO 3aco0y.
[Iporoxonys BHpOOHHITBE, TAKYBAHHS TA NPOBEACHHS aHAN3iB 6ymy nepenipeni, BCTAHOBICHO
BiAnoBinHicTs BuMoraM GMP Ta minmucano BianosinansHuMu 0cobamu BEpOGHIKA.

Issued by / Bunano: Rachelle Van Hooren / Peituen Ban Xopen
Qualified Person / Yipsrosaxena ocoba:

;/ ?////’;' i
Date / Mara: 30.07.2024
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JEPKABHA CJIYKDBA 3 JTIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCHKIA OBJIACTI

npos. Ceitmaunoi Hagif, 3, M.Kuis, 02099, ten/daxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3EHOI0 B YKpaiHy JiKapchKoro 3acody

01.05.2025 Ne 20349/25/10

KBETHKCO.JI

(naliMedyBatHs NiKapeLKOro 3acoBy 3riano 3 peecrpauifiHum 1oCBilueHsM)
Ta0eTKH, BKPUTI IJIIBKOBOIO 060/10HK010, IO 25 Mr, no 10 Ta6aerox y Guicrepi, 1o 3
OJiicTepH y KapTOHHIN navui

(opma BunYyCKy, M03yBaHHS, BUI HAKYBAHHs! HIKAPCLKOro 3acofy)

Howmep peectpauiitnoro nocsinucrns UA/13882/01/01 crpox aii peecrpaniiinoro nocsipuenns 01.01.2099

Cepis nikapeskoro 3acoby Ne 169518 KinnkicTs BBE3CHOTO JiKapehkoro 3acoby 17280
Bupobuuk Axrasic JIta., Manbra

(naitmenysattst BUpoOHHKa JHKAPCLKOTo 3aco0y, KpaTHa MOXOMKCHHS)

Bsesceno B Yipainy CnijnbHe yKpaiHCbKO-eCTOHCbKe NiANPUEMCTBO Y popMi TOBapUCTBA
3 oOmeskeHor0 BignoBizaabnicTio "OntiMma-®apm, JIT/", inenr. kon:
21642228

(naiiMenyBanus Ta xon 3a CAPTIOVY topuamurol ocobu abo npizsuuie, iM'st, no 6athkoBi (iznunol
ocobu - nignpuemis, i Micile NPOXNHBAHHSA Ta peecTpaliiHHii HoMep 06J1iKOBOT KAPTKH r1aTHHKA
noparkis abo cepist Ta HoMep ractiopra)

IIporokou BisyaasHoro kourposuo sin 30.04.2025 Ne 1320/3.

3a  pesynpTaTaMH  ICPIKABHOTO  KOHTPOJIO BCTAHOBJCHO, 10 Jikapchkuit 3aci6  BBeseno B Ykpalny 3

AOTPHMAHHSM BUMOT 3aKOHOIABCTBA IOAO 3a6€3MCUEHHS AKOCTI JIKapChKHX 3aco0iB.

Bo. navashiies oy

SRUSNEITES STEHI Y] (e
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHUS®IKAT SAKOCTI CEPIL JIIKAPCBKOI'O 3ACOBY

Name of product / Hassa npomyxry
(strength, dosage form, package size and
type / mosysaHHs, nikapchka (dopma,
PO3MIp 1 THIT YTIAKOBKH)

QUETIXOL, film-coated tablets, 25 mg; 10 tablets
per blister; 3 blisters per carton pack with the labeling
made in Ukrainian language /

KBETHUKCOJI, Ttanerkd, BKPUTI  IDUBKOBOIO
o6onoHKo0, ITo 25 Mr; 1o 10 Tabnerox y dnictepl; 1o
3 Omicrepn y KapTOHHIA IMadwli 3 MapKyBaHHIM
YKPaTHCHKOH MOBOIO.

Active substance / fi1o4a peaoBrHa

25 mg quetiapine fumarate
quetiapine /25 Mr  KBeTialliHy
eKBIBAJIENTHO KBETIATIHY

corresponding  to
dymapary

Manufacturing  country /  kpaina- | Malta/ Manbta
BUPOOHHUK
MA number / Homep PII Ne UA/13882/01/01

Batch number and size / Homep T1a
po3mMip cepil

169518

26 363 packs /
26 363 ynakoBOK

Date of manufacture / lata BupoGHMUTBA

02.2025

Expiry Date / CTpox mpumaTHOCTI

01.2028

Name, address and license number of
manufacturing site / Haspa, ampeca i
HoMep JTiueHsli BupoOHUYO] MiTbHILI

Actavis Ltd.

BLB015, BLB016, Bulebel Industrial Estate, Zejtun
ZTN3000, Malta /

Axrasic JIta.

BLB015, BLB016, Byneben lunactpian Ectefit, M.
3efityn, ZTN3000, ManbTa

Manufacturing license Ne ML 001/
Jlinensis ga BrpobHITEO Ne ML 001

/éf% ai 657
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Indicator / Tloxasznux

Specification / Coeundixauis

Result / Pesynsrar

Appearance / Omuc

Light orange round biconvex film-coated
tablets, marked with "Q" on the one side /
TabneTKy, BKPHUT] IITIBKOBOK 00O0IOHKOIO,
CBITHO-OPAHIKCBOTO  KONBOPY,  KPYTI,
ZBOOMYKJI, 3 HatmcoM Q 3 ofHOro 60Ky,

Complies / Bignosizae

Identification /
Lnenwrmdikaiis

2.1 Quetiapine, HPLC /
Kgeriamiy,

BEPX

Principal peak rtetention time on the
chromatogram of the test solution should
be concordant with the peak retention time
on the chromatogram of the reference
solution obtained upon assay / Yac
YTPUMYBAHHS ~ TOJIOBHOTO Ky  Ha
XpomatorpaMi BHIPOSOBYBAHOTO PO3UUMY
Ma€ BIANIOBiZATH 4acy yTPUMYBAHHS ITIKY
Ha XpoMaTorpaMi pO3YHHY ITOPiBHSHHS,
OTPUMAHHMX IIPH KiNbKICHOMY BU3HAYCHHI,

Complies / Bignoinae

2.2 Quetiapine HPLC-
diode-array detector /
Kgeriamnin
BEPX-gionno-
MaTpUIHUA JHETEKTOP

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 /
V®  cuexTp  TOMOBHOrO  HIKy  Ha
xpomarorpami BHIpoOOBYBaHOTO PO3UMHY
mae Bignmosigata Y@ CHEKIPY TOJOBHOTO
mKky ~— wa  XpoMarorpami  po3uuHY
[TOPIBHAHHSL, OTPHMAHUX IPH KiNbKICHOMY
BHU3HAYCHHI.

Complies / Bigmosinae

2.3 Titanium dioxide! /
Turauy aioxcun!

Solution should be yellow-orange / Posdun
Mae OYTH JKOBTO-OPAFDKEBOTO KOIBOPY.

Not conducted /
He npoBoauscst

2.4 Tron oxide' /
Oxeup 2ariza’

Blue precipitate should not dissolve in the
hydrochloric acid solution / Cuui#t ocaz ue
NOBHHEH PO3YHHATHCS Y PO3UUHI KUCIOTH
XJIOPHCTOBOAHEBOI.

Not conducted /
He nposonuses

Average weight /
Cepenusi maca

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

63.20 mg / 63,20 mr

Resistance to crushing
[ Crijixicrs Tablierox
10 DO3ABJIOBARHES

Not less than 30 N / He menure 30 H

Average 57.5 N/
Cep. 575 H
Max 64.0 N/
Maxc. 64.0 H
Min 54.0 N/
Min. 54.0 H

Dissolution /
Po3uyunenus

At release: Not less than 85 % (Q=80 %
in 20 min / Ha momenT Bumycky: e
mentre 85 %% (Q=80 %) 3a 20 xB.

Average 100.0 %
Cep. 100.0 %
Min 99.6 %
Min. 99.6 %
Max 100.6 %
/Max. 100.6 %
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Uniformity of dosage
units / Omuopinuicrs
HO30BAHMX OIHHUUD

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 1.2=25.0 / [lpuitmansse gucio (AV)
quts mepuex 10 oauHuIE MeHIIe ado
nopiemoe L1, ge L1=15,0.

SAxmo AV 6insue 15,0, surpoboBysanus
TIPOBOJIITH AOAATKOBO Ans 20 OJMHHALE.
Kinuese mputimansae qucio (AV) aug 30
onuuuis Meuime abo JjopisHoe L1 i
impuBigyansppit  BMICT Y KOXHIH
JI030BaHil OJIMHHUI B JianaszoHi
(1+L,x0,01) M, me L2=25,0

AV:3.33

Related impurities /
CynyThi ROMITKY

At release / llpu Bunycky

Impurity 1/ Jomimxka 1

<0,15%

Below 0,1 / Huxvye 0,1 %

JIOM1IIOK

(DTO/QTFRCO1)?

Impurity 2 / Jominika 2 | 0,15 % Not detected /
(DTPIP/QTFRCO2)? He BugnneHo

Impurity 3 / Jomimxa 3 | <0,2 % Below 0,1 / Huxue 0,1 %
(DTHEP/QTFRCO3)*

Impurity 4 / Jomimxka 4 | <0,15 % Below 0,1 / Huiae 0,1 %
(QUETOL)’

Any other identified | <0,2 % Not detected /

impurity / DByne-sxa He Bugsneno

irmma  ineHTH(iKOBaHA

JOMIIIKa

Any unidentified | <0,2 % Below 0,1 / Hmxwe 0,1 %
impurity / DByns-ska

HeimeHTHIKOBaHA

JOMiIIKa

Total impurities / Cyma | <0,5 % Below 0,1 / Hmwxue 0,1 %

Assay / Klipkicue
BHIHAYESHHS

At release: 95-105 % of the labeled
content / Ha MoMeHT BHITYCKY:
95-105 % Bin 3aspieHol KITBKOCTI

97.71%
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Microbioclogical Total aerobic microbial count (TAMC) not
purity®/ more than 10° cfu/g / 3aransra KineKicTh
Mikpobiooriuna acpobrux Mikpooprauismis (TAMC) ne
YHEToTa S 6impine 10° KYO/r;

Total yeast and mould count (TYMC) not | Not conducted /
more than 10* cfu /g/ 3aransHa KibKicTs | He mpoBoauses
apixmKkoBux 1 rmiceneBux rpudis (TYMC)
e Ginsuie 102 KYO/r;

Absence of Escherichia coli in 1 g of the
product / BigcyTricts Escherichia coli B 1
I IIpenapary.

'Non-routine test. Performed on the first thiee commercial batches/ Tect e mPOBOAHTHCS
PETYIAPHO. ByJTo BUKOHAHO JUIAL NEPIUMX TPHOX IIPOMUCIIOBHX CEPIi.

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

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

42-(4-Dibenzo [b,f][1,4]thiazepin-11 -yl-piperazin-1-yl)-ethanol.
511-{4-[2-hydroxy-ethoxy)-ethyl]-piperazin-1-y1}-10,11-dihydrodibenzo[b,t][1,4]thiazepin-11-
ol.

0The test is carried out for each tenth batch of a year/ Tect npoBoauThes Ha Koskniid necariit cepil
POKY

The batch meets the requirements of QCM for MA NeUA/13882/01/01 / Cepia simmosinae
sumoram MKST o PIT NeUA/13882/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM / Vnaxoska,
MapKyBaHHsI Ta TSPMIH IPHIATHOCTI BiIMOBigaoTh BuMoram MKSI.

Storage: Store in original packaging at a temperature below 25 °C. Keep out of the reach of
children./ 36epiratyr B opurisansri¥ ynakoBul mpu TeMmeparypi He ume 25 °C. 36cpirary y
HEJIOCTYIHOMY JULs JITeH Micli.

[ 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. / 1um s miaTBepIKyio, 110 HaBeIeHa
BuIe 1HGOpMais € JOCTOBIPHOIO Ta TOuHOM. [lg cepis mpomykmil Oyina BHIOTOBJIEHA,
BKITIOUAIOYH TIAKYBaHHs, MAPKYBAHHS Ta NPOBCACHHS KOHTPONIO I SKOCTI Ha 3a3HadeHii
BrpoOHUYIA HinsHUl y mOBHi#M BimmoBinHOcTi 3 BuMoraMu GMP, BCTAHOBIEHHMHM MICIEBUM
PETYJIATOPHAM OpraHoMm, & TakoX BIANOBIAHO Jio  creuu@ikailiif, 1m0 MicTaTecs B
peecTpauifHoMy OChE, 3aTBEP/DKCHOMY B YKpailHi IV HOCIDKYBAHOTO JHKAPCHKOro 3acofy.
Ipotoxonu BupobHUIITEA, NAKyBAHHS Ta ITPOBEICHHS aHAI31B OYIIM IepeBipeni, BCTAHOBIEHO
BiIIOBiHICTS BuMoraM GMP Tta migmucano Bimropigansaamu ocobaMu BUpoOHIKa.

Issued by / Bunaro: Gabrielle Vella Brincat / Tabpiens Bemna Bpinkar
Qualified Person / Vnomomcﬁ@&f“ ‘
Date / Jlata: 17.03.2025

Page 4 of 4



http://www.tcpdf.org

