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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT SIKOCTI CEPII JIKAPCHKOT O ZACOBY

Name of product / Haspa

IIPOAYKTY
(strength, dosage form,
package size and
type/IosyBaHHss,  Jikapchka
dopma, posMip i Tum
YIIaKOBKH)

QUETIXOL XR 300 mg prolonged-release film-coated
tablets, 10 tablets per blister; 3 blisters per carton pack with
the labelling made in Ukrainian /
KBETHKCOJI XR, 7tafnerkd, BKDHTI IHBKOBOIH
obonorKor0o, Hponoarosayo ail, mo 300 mr, no 10 Tabaerok
y Omicrepi; mo 3 Gmicrepm B xaprommik masmi 3
MAPKYBAHHAM YKPATHCEKOK MOBOK

Active substance / giroua
pedOBHH2

each prolonged-release film-coated tablet contains quetiapine
fumarate equivalent to quetiapine 300 mg /.

1 Tabnerka, BKpHTa ILTIBKORGIO 0GOTOHKOIO, IIPONIOHIOBAHOT
Mii MicTHTS KBeTiaminy dymapaT exmiBaneHTHO KseTianiny
300 mr

Manufacturing  country. / Germany / Hivewyunna
aiHa-BHPOGRUK
MA number / Homep PII Ne UA/19569/01/04
Batch mumber and size /| C54458B
Homep T2 poamip cepii 3 130 packs /3 130 ymaxorok
Date of manufacture / qara | 02.2025
BHPOOHUITBEA
Expiry Date / Crpox| 02.2028
IIPUMRATHOCTL _
Name, address and | Quality control, primary and secondary ackaging, batch
authorization number of { release:
manufacturing site / Haspa, | Merckle GmbH

anpeca i woMep mimemsii
BAPOOHWIOT i b Huwti

Graf-Arco-Str. 3, Ulm, Baden-Wuerttemberg, 89079,
Germany /

Kontpoas SKOCTi, NepEHNHE TA BTODHHHE¢ NaKyB2HAS

BHOYCK cepil:
Mepuie I'm6X

I'pad-Apxo-Illrpacce 3, Vi, Banen-Bioprem6epr, 89079,
HiMegunma

Manufacturing authorization DE BW_0! _MIA_2023 0120
Hinensis #a BUpoGHAITRO DE_BW_01_MIA_2023 0120

- " \
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Indicator / Iloxasznux

Specification / Coermdixanis

Result / Pezyarrar

Appearance / Onuc

Yellow oval shaped biconvex film-
coated tablets debossed with “Q300"
on the one side / TabreTxy opansrol
dopmr 3 nsoomyxmolo mosepxuero,
BKDHTI  IUTIBKOBOIO  OGOJOHKOK
JKOBTOr0 KOJIBODY, 3 THCHCHHIM
«Q300» 3 oxrOro Goxy.

Complies /
Binnosinae

Identification /

Inenrndikanig

guetiapine / xeemianin

titanium dioxide ™4 /
mumany dioxcud

iron oxides 1 /-
3aniza oxcudu ¢

Principal peak retention time on the
chromatogram of the test solution
obtained in the “Assay” section should
be concordant with the principal peak
retention time on the chromatogram of
the. standard solution / Ha
XpoMarorpami BHIpOGOBYRaHOTO
PO3YMHy, OHmEpRaHOre y poszin
»KUIEKICHE BH3INAYEHHS ", 4ac
YIPMMYBaHHA OCHOBHOIO DKy Mae
CHIBIANATE 3 9acOM YTPUMYBAHHS
OCHOBROTO Ky HA Xpomarorpami
PO3YHHY NOPIBHAHES

UV absorption spectrum of the test
solution obtained in the “Assay”
section should be concordant with the
UV  absorption spectrum of the
standard  solution / Vi-cmextp
DOTTHHAHHA BHITPOGOBYBAHOTO
PO3THHY, OACPKAHOTO y po3xim
»KUIBKICHE BH3HaYCHHS" Mag
CIiBNRTATH 3 Y®-cnextpom
NOTIMHAHHS PO3IRHY TOPIBHAKKS

An orange-red colour should appear /
Mae 3’sBnaTHCS OpamKEBO HepBoHe
3a0apBNEHHA.

A blue colour or precipitate should
appear / Mac 3’sBistica 3abapareHas
abo ocal CHHBOTO KONBOpY

Complies /
Bixnoginac

Complies /
Bimnorizae

Complies /
Bignorinae

Complies /
Biznosinae

Unifermity of dosage
units? / Qxnopinmicrs

030BaHAX ONAHEMNL

Should comply with Ph.Eur. 2.9.40 /
Mae sinmoBinare Bumoram €O 2.9.40.

Complies /
Bigmosigae
3,7%

Page 2 of 4



Dissolution / Pozusnenns | Not more than 15 % in one hour / 7%
He 6imsmie 15 % 3a 1 rox
From 45 % t0 70 % in 6 hours / 52%
Bin 45 % no 70 % 3a 6 rox
Not less than 80 % in 24 hours / 93%
He mMerme 80 % 3a 24 rox
Related substances /
oeigni
AOMITIKA <0,10%
- quetiapine S-oxide / Not more than 0.2 % /
KBeTiamiH S-OKCHA He Gimeme 0,2 %
(impurity § / nomimka §)
- quetiapine N-oxide / Not more than 0.2 % / <0,10%
KBeTianmiz N-okeun He 6insmre 0,2 %
(impurity H / nomimxa H)
- dibenzothiazepine / Not more than 0.2 % / <0,10%
Jubensoriasernin He 6imeme 0,2 %
(impurity G / momimka G)
- any unidentified impurity / { Not more than0.2 % / <0,10%
Oyms-suxa He 6imeme 0,2 %
HeineHTudiKoBaHa '
nomimka
) . <0,10%
- total impurities / cyma Not more than 0.5 % /
JOMIIIOK He éimbme 0,5 %
Microbiological purity >3/ | Total  aerobic  microbial  count
MixpoGionoriuaa (TAMC) ~ not more than 1000 CFU/g
qucrora 23 /  3araneee  wHcno  aepo6mux | Not conducted/ He
Mixpoopramizmis (TAMC) -~ =e | mpoBoauBesa
6irsme 1000 KYO/r.
Total yeasts/moulds count (TYMC) -
not more than 100 CFU/g /
3arambHe  wmeno  mpixmkis  Ta| Not conducted/ He
micHseux 1pubis  (TYMC) €| IPOBOZUBCS
Bineme 100 KYO/r.
E coliabsentin 1 g/
Bincyrsicts E. coliB 1 T,
Q
Assay / Kinskicue From 95.0 to 105.0 % of the speg ' " i
BH3HAYEHHN in the “Composition” section B a;“M A
95,0 % 10 105,0 % Bix sasmauendiery |- ° é—‘/
pozxini «Cxnany f‘

! The test is performed only on each 30® batch or at least once per year / gun
onr xoscnol 30-1 cepit abo wonaiimeruie 00un pas ua pix

}Q
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? The test is performed only on each 10 batch or gt least once per year / eunpoGyeania npoeodsms minvxu
0nz kool 10-F cepit abo Wonaimenue odun pas na pix

} The test is performed only at the beginning and at the end of studies during shelf-life / eunpobysannz
nposodsme minexu na hevamky i g xinyi npu docridowennnx TIPOMAZOM MEPMIHY npudamuocmi

' The test is not performed during stability studies, Must meet specification at the time of quality control
during shelf-life / SunpoGysanns ue nmposcdams & docaidacenwx  cmabinsnoemi. Mae sidnoeidamu
cneyupikayit nid vac nposedenns KOHMPOMG AROCMT npomazom mepminy npudamnocmi,

- impurity S: quetiapine S-oxide / nomimxa S: KBeTianin S-oxcuy
- impurity H: quetiapine N-oxida / Zomittka H: keerianis N-okcun
- impurity G- dibenzothiazepinone / zomimxa G: mnbensotiaseninon

The batch meets the requirements of QCM for MA No. UA/19569/01/04. / Cepisn
BIIMIOBiNae BMOran MKJ 1o PIT-Ne UA/195 69/01/04.
The packing, labelling and expiry date correspond to the requirements of QCM. / Ynaxosxa,

HLATBEPIRYIO, Mo HaBeACHa BHWeE iHGopMmamis ¢ ROCTOBIPHOI Ta TOTHOW. s cepia
nporykuii 6yna BHIOTOBNICHE, BKITIOQAIOTH NaKyBaHHA, MapKyBaHmd Ta IpoBeneHHs
KOHTpomo 1i sxocti ma 3asmavemjj BHPOOHMNIH nimsmmg Y MOBHI{ Bianosizmocri 3

JOCTiIKYBAHOTO TKapPCEKOro 3acoly. IIporoxomn BUPOOHRUTBA, naxypammg Ta
NpOBENeHAA aranisiz Gyim nepeBipeni, BCTZHOBIIEHO BIAMOBIZHICTE BHMoOram GMP 12
HNTHCAHO BiMOB] TATE UMY ocoBamu BHpoGHRKA.

Issued by / Buaano: :
Qualified Person Cynthia Maehnert /
YnoBroBaMKEHa epT:

Date / lata: 28.03.2025
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