JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

28.02.2025 Ne 7565/25/10

KBETHUKCO.I

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Tal/1eTKH, BKPHTI IIIBKOBOIO 000,10HK010, 10 200 Mr, 1o 10 Tabierok y Gaicrepi, no 3
OJticrepn y kapToHHill mavni

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)
Howmep peecrpariitoro nocsiguenns UA/13882/01/03 crpox aii peectpariitnoro nocsinuenns 01.01.2099
Cepis aikapcbkoro 3aco6y Ne 147874 Kinbkicts BBe3eHOro Jikapeskoro 3acoby 281

Bupobuuk Axragic JITa., Mansra

(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )

Baesero B Vipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro koutposo six 24.02.2025 Ne 0520/6.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

B.o. Ilgﬁifzﬂzfguﬁxﬁ L'_‘__J'I_\.-')i{.ﬁ'ﬂ -_:"'f'* \ %} Onsra EPBLOMEHKO

(nianuc) (iniuiank Ta npissnue)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUHOIKAT JKOCTI CEPI IIKAPCBKOTO 3ACOBY

Name of product / Hassa nponyxry
(strength, dosage form, package size and
type / )xosysamms, nikapeeka (opma,
PO3MIP | THIT YII2KOBKHK)

Quetixol, film-coated tablets, 200 mg, .
10 tablets per blister; 3 blisters per carton pack with
the labeling made in Ukrainian language /
Kperurkcoqa, rtabsaerky, Brputi  miiBKOROW
obosxouko0, no 200 mr, no 10 tabnerox y Gnicrepi;
no 3 OaicTepH y KapTOHHIM mauni 3 MapKyBamuaM
YKPaiHCHEKOI0 MOBOIO.

Active substance / 1iovya peyoBuHa

200 mg quetiapine fumarate
quetiapine / kBeriaminy  ¢ymapar
kseriarny 200 mr

corresponding  to
CKBIBAJIGHTHO

Manufacturing  country  /

BHpOGHIK

KpaiHa-

Malta / MansTa

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

Batch number and size / Homep Ta | 147874

po3uMip cepil 3 780 packs / 3 780 ynaxorox
Date of manufacture / Jlara supoSuuursa | 09.2023

Expiry Date / Crpox npunartiocTi 08.2026

Name, address and license number of

manufacturing site / Hazsa, azgpeca i
romep sinensil supobungol MnpHKI

Actavis Ltd.

BLBO1S5, BLB016, Bulebel Industrial Estate, Zejtun
ZTN3000, Malta /

Axragic JItn,

BLBO1S, BLBO16, Byneben Imnacrpian Ecrefit, M.
3eitryn, ZTN3000, Manesrta

Manufacturing license Ne MLOO1 /
Jlinewnsis va pupobuunTeo Ne ML001
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Indicator / Tloxazuuk

Specification / Cnenudixania

Result / Pesynprar

Appearance / Onuc

White oval biconvex film-coated tablets,
marked with “Q” on the one side. /
Tabsaerky, BKpuTl MIiBKOBOO 05OIOHKOIO,
6inoro KOJBOPY, OBAIBHI, MBOOTYKH, 3
Hanucom Q 2 ogHOrO GOKY,

Complies / Bixrnosinae

Identification /
Ineurudiranis

2.1 Quetiapine, HPLC /
Kgeriamin,

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 yrpumyBanug
rofoBHOrO  miky  mHa  XpoMmarorpami
BUIIPOOOBYBAHOTO PO3UYUAY Mage
BIIIOBIIATH Wacy YTPUMYBAaHHS I[iKy Ha
Xpomarorpami PO3UMHY  IMOPIBHMHHIL,
OTPUMEHHX IPK KIIBKICHOMY BH3HAUCHHI,

Complies / Biarnosinae

2.2 Quetiapine HPLC-
diode-array detecior /
Krerianix
BEPX-mionso-
MATPUHHEHR NeTeRTOp

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@
CIEKTP TOJOBHOTO TMKY Ha XpoMarorpami
BUIIPOOOBYBAHOTO PO3UUHY Mae
Bigmosinaty Y@ CHEKTpy TOJIOBHOTO Ty
Ha XpOMarorpaMl PpO3UMHY [ODIBHSIHIHS,
OTPHMAHMX IIPH KUIBKICHOMY BH3HAYEHH].

Complies / Bignosiaae

» . “ . . 1
2.3 Titanium dioxide'/
Twrany aioxeun’

Solution should be yellow-orange / Pozuyun
Mae By TH KOBTO-0PAIKEBOTO KONLOPY.

Complies / Biarosinae

Average weight /
Cepenugn maca

515.0 mg =5 % (489.3-540.8 mg) /
515,0 mr &+ 5 % (489,3-540,8 mr)

515.98 mg/ 515,98 mr

Resistance to erushing | Not less than 80 N/ He menme 80 H Aver. 129N/
[ Crifixiery Tabuerox Cepenre 129 H
[0 PO3AABJUIOBANIS Max. 157N/
Maxcumym 157 H
Min. 103 N/
MiniMyM 103 H
Dissolution / At release: Not less than 85 % (Q=80 %) in | Aver. 1057 % /
Pozunneuns 20 min/ Cepenne 1057 %
Ha moment sunyery: He memme 85 % | Max. 107.9 % /
((3=80 %) 3a 20 xn. Maxcumym  107,9 %
v Min. 104.0 % /
MiniMyMm 104.0 %

P
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Uniformitv of dosage
units / Quuopizsicrs

JO3GBANUY O

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£1.2x0.01) M, where 1.2=25.0
/ Tlputmaneue yuceio (AV) wig nepmux 10
OJMHHIEL MeHme ado gopisHooe L1, 1e
11=15,0.

Jdxmo AV Gineme 15,0, BuripoBonysanis
NPOBOJATE TONATKOBO Ut 20 ONHHIE.
Kinuepe npuitmaisue aueno (AV) mng 30
OIMHALIE MeHwe abo popiemie L1
IHAMBLAYAIBHAE BMICT Y KOXKHIN m030Baniit
omumenmi B Aiamazomi (1+L2x0,01)M, xe
L2=25,0

Lo
N

Related impurities /
Cyrrytrl nomingen

At release / [ipu Bunycxy

Impurity 1/ Howminixa ]
(DTO/QTFRCOTY

<0,15%

Impurity 2/ Nomimxa 2
(DTPIP/QTFRCO2Y

£0.15%

Impurity 3 / Jomimka 3

(DTHEP/QTFRCO3Y

<0,2%

Impurity 4 / Homixa 4
(QUETOLY

IA

0,15%

Any other identified
impurity / Byap-stxa
iHma inextudikosana
JIOMIIKa

£0.2%

Any unidentified
impurity / byap-sixa
Heizenrudixosana
JIOMIIIKa

<0.2 %

Total impurities / Cyma
JOMILIOK

<0,5%

Below 0.1 %/
Hwxue 0,1 %

Not detected /
He puasneno

Below 0.1 %/
Huowewe 0,1 %
Below 0.1 %/
Hioxue 0,1 %
Below 0.1 %/
Huxge 0,1 %

Below 0.1 %/
Hixae 0,1 %

Below 0.1 %/
Hmxue 0,1 %

Assav / Kinpricue
BHIEAYCHES

At release: 95-105 % of the labeled content/
Ha momMenT BHIYCKY:
95-105 % Bij 3aaBIEHOT KLIBbKOCTI

198.92 mg/dose /
198,92 mr/mosy

99,46 %

Pa
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Microbiological Total acrobic microbial count (TAMC) not

purity’/ more than 10° cfu/g / 3aransHa KiBRIiCTH
MixpobGioaoriaus aepobuux  mixpoopramismiz  (TAMC) se | <1 cfu/g/ <1 KYO/r
yueroTa b Gimsme 10° KYO/ry

Total yeast and mould count (TYMC) not
more than 10° cfu/g / 3aramsna xinskicrs | <1 cfu/g /<1 KYO/r
JpiAGURORHX 1 ruticeresux rpubis (TYMC)
e Ginpure 102 KYO/r;

Absence of Escherichia coli in 1 g of the | Absent/ Bigcyraii
product / Bigcyrricts Escherichia coliz 1 1
nperapary.

"Non-routine test, Performed on the first three commercial batches. / Tecr He TIPOBOAMHTHCH
PErysSpHO. Byno BEKOHEHO UL HEPIIHX TPLOX HIPOMHUCIOBHX Cepiil,

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.
*11-{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 TPOBOIMTLCA Ha KOXKHIT necsatii cepil
DOKY.

The batch meets the requirements of QCM for MA NeUA/13882/01/03 / Cepis sijmioninae suvoram
MES no PIT NeUA/13882/01/03.

The packing, labeling and expiry date correspond to the requirements of QUM. / Vnakoeka,
MapKyBaHHs Ta TePMIH NPHAATHOCTI BIAIOBIAAI0TH BUMoram MICS.

Storage: Store in original packaging at a temperature below 25 °C. Keep out of the reach of
children. / 30epirars B opurinanesilt ynaxopui npu Temueparypi we sume 25 °C. 306epiraty y
HEeJOCTYITHOMY /U MTe# Micul.

[ 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. / Uum g nireepiukyro, mo Hapegera suie ixdopmaniia e
gocToBipHOIo Ta TowHoio. Llg cepis npomykuil Oyna BUrOTOBNEHA, BKTIOUAIOUM NAKYBAHHS,
MapKyBAHHS T2 TIPOBCASHHS KOHTPOMO i axocTi Ha sazHaveHill BUpoOHMYIN JUJSIHIN Yy HOBHIH
BinnoeiaHocT: 3 puMoramMu GMP, BeTaHOBICHEMM MICHEBHM PErYILITOPHUM OPraHOM, & Takox
BLUTOBIAHO [0 criemubikauil, 1o MICTITLCS B PeecTPaLiiHOMY OCKE, 3ATBEPIUKEHOMY B YKpaili
JUIS OCTDKYBAEOT0 mikapebkoro 3acofy. [IpoToxosnu BHPOOHMILTRA, ITAKYBAHHS T4 NPOBEACHHS
amanmisis  Oynu  rniepesipesi, BcraHosieHo BigmosigHicTs BHMoraM UMP  ra  nmimnmcano
BLITOB AANBHAMY ocofaMy BUpoBHuUKa.

Approved by: / Bumano: Kevin Mallia / Kepin Masuris
Qualified Person: fYnossosaxkena ocoba:

}A‘, f':f E’/{./['//

Date/ Jara: 12.01.2024
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