BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPII JIKAPCBHKOI'O 3ACOBY

Name of product / Haspa
OPOYKTY

(strength, dosage form,
package size and
type/mo3yBaHHs, JiKapchka
dopma, posmip 1 TEHND
YIAKOBKH)

QUETIXOL XR 200 mg prolonged-release film-coated
tablets, 10 tablets per blister; 3 blisters per carton pack w1th
the labelling made in Ukrainian /

KBETHKCOJI XR, Tabnerkd, BXpHTI IUIiBKOBOIO
o6omonKoI0, TIponoHToBaHoT Ail, mo 200 Mr, o 10 Tabnerox
y Onictepi; mo 3 Omicrepw B KapTOHHIH madni 3
MapKyBaHHAM YKPalHCBKOIO MOBOIO

Active substance / piroua
pEe4OBHHA

each prolonged-release film-coated tablet contains quetiapine
fumarate equivalent to quetiapine 200 mg /

1 Tabnerka, BKpHTa IIiBKOBOIO 0G0I0HKOI, NPONOATOBAHOT
Ail MiCTHTE KBeriamidy ¢yMapar exsiganeHrTHO KBerianiny
200 Mr

Manufacturing country /| Germany / HiMeaumua
Kpaina-BApOOHEK

MA number / Homep PIT Ne UA/19569/01/03
Batch number and size /| 52802

Homep Ta po3mip cepii 11 601 packs / ymaxosok
Date of manufacture / Hara | 06.2026

BHpOGEMIITEA

Expiry Date / Crpox|05.2029

IPRIATHOCTI

Name, address and | Quality control, primary and secondary packaging, batch
authorization number of | release:

manufacturing site / Hazpa, | Merckle GmbH

anpeca i HoMep Jimemsil
BHPOOHAYOT HiMBHAII

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

KonTpoas sikocri, nepBAHHe Ta BTOPHHHE NAKYBaHHA
BHITYCK cepil:

Mepkne 'm6X

I'pad-Apro-Illtpacce 3, [owaytame, VYibM,
BiopremGepr, 89079, Himewauua

Manufacturing authorization /Jlinenzis Ha BUpOOHHNTEO
DE_BW_01_MIA_2025_0051

Banen-
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Indicator / IloxasraK

Specification / Cnenadixania

Result / PesyasTar

Appearance / Onuc

Yellow oval shaped biconvex film-
coated tablets debossed with “Q200”
on the one side / Tabnerkn oBaneHOT
dopMe 3 gROONMYKIIOIO MOBEpXHEI,
BKPHTI  ILTBKOBOIO  OBONIOHKOK
JKOBTOTO KOJBOPY, 3 THCHEHHSIM
«Q200» 3 omAOTO BOKY

Complies /
Binnosinae

Identification /
eaTHdixami
quetiapine / kaemianin

titanium dioxide * /
mumanry dioxcud

iron oxides 1* /
3anisa 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 BHIPOGOBYBEHOTO
PO3WHHY, OJEpXKaHOTO Yy po3ninmi
~KinekicHe BH3Ha9eHHN", 4ac
YTPHMYBaHHA OCHOBHOIO MiKy Mae
CHmiBNanaTH 3 9acoM YTPHMYBaHHS
OCHOBHOTO IIKy H8 XpoMarorpami
PO3YHHY MOPIBHAHHA

UV absorption spectrum of the test
solution obtained in the “Assay”
section should be concordant with the
UV  absorption spectrum of the
standard solution / VY®-cmextp
TIOTANHAEHA BHIPOOOBYBaHOIO
PO3UMHY, OIEPXaHOTO Y po3ain
»KimbkicHe BH3HAYCHHA" Mae
cHiBOanaTH 3 Y®-cniexrpomM
DIOTYIMHAHHA POIYHHY MOPIBHAHHSL

An orange-red colour should appear /
Mae 3'SBISTHCA OpamXeBo uYepBOHe
3a0apeicHA.

A blue colour or precipitate should
appear / Mae 3’ aBnsatHcs 3abapBnenns
a60 ocan CHHEOIO KONBOPY

Complies /
Biamosinae

Complies /
Bimmosizae

Complies /
Bianosigae

Complies /
Bimnosizae

Uniformity of dosage
units* / QanopixmicTs
HZO30B3IHAX OXAHANL ¢

Should comply with Ph.Eur. 2.9.40
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Dissolution / Po3uanennas | Not more than 15 % in one hour / 7%
He 6imeme 15 % 3a 1 rox
From 45 % to 70 % in 6 hours / 59%
Bin 45 % oo 70 % 3a 6 roxn
Not less than 80 % in 24 hours / 96%
He Menme 80 % 3a 24 rog

Related substances /

oBigni
oMimKH

- quetiapine S-oxide / Not more than 0.2 % / <0,10%

KBeTialia S-OKCHL He 6inmsme 0,2 %

(impurity S / momimka S)

- quetiapine N-oxide / Not more than 0.2 % /

kseTiania N-oxcun He 6imsme 0,2 % <0,10%

(impurity H / pomintka H)

- dibenzothiazepine / Not more than 0.2 % /

mebeH30Tiazenmin He 6insme 0,2 % <0,10%

(impurity G/ nomimra G)

- any unidentified impurity / | Not more than0.2 % /

6y me-axa He 6imsime 0,2 % <0,10%

HelneHTHGiXOBaHA

JoMimxa

- total impurities / cyma Not more than 0.5 % / <0,10%

JOMIMIOK He 6imeme 0,5 %

Microbiological purity 2 / | Total aerobic  microbial _ count

MixpoGionoriuna (TAMC) - not more than 1000 CFU/g

gmeroTa 23 /! 3aramere  wmeno  aepobHmx | Not conducted/ He
Mikpooprarismis (TAMC) - He | npoBouBCH
6umme 1000 KYO/r.
Total yeasts/moulds count (TYMC) -
not more than 100 CFU/g /
3aransEe¢  wmeno  gpixkmkis  Ta| Not conducted/ He
mmceseEx rpubis (TYMC) - me| mpoBommses
6impnre 100 KYO/T.
E. coliabsentin 1 g/ Not conducted/ He
Bincyraicts E, colis 1T, NpOBOIUBCA

Assay / Kinpkicue From 95.0 to 105.0 % of the specified 102,1%

BHIHACHHANA

in the “Composition” section / Bin
95,0 % no 105,0 % sin 3asHaueHOrO
posaim «Crmamy //ft




OMIIIKH HITPO3aMIHIB

N-Nitroso-DBTP (11- (4 -
HiTposoninepasms1-in) <0.5 ppm
nuGenso[b,f][1,4]riasemin)

N-Nitroso-HEEP (2- [2-(4- | <1.875 ppm
HiTpO3OMminepasna-1-in)
€TOKCH] eran-1-on

3aransHa KUTBKICTE <100%

HiTpo3aMiHiB ([N-Nitroso-DBTP] ppmy/ 0.5 ppm +
' [NNitroso-HEEP] ppm/1.875 ppm) x
1. Bunpobysanss  wmpomszox | 100%

mepminy npudamuocmi
nposodumuscn nge wac Not conducted/ He
nouamxoeozo eunpolysunnz, @

nomim oduw pas na pix do xinyn HPOROAHEER
mepmiry npudamnocmi.

2. Ina cepiii 3 supobuuxom ADI
TEVA API xowmpoab npu
SURYCKY HE MPOBOOUMbER,

3. lns cepiti 3 eupobnuxom AP]
Medichem dax Qomiuxu N-
Nitroso-DBTP  npu  eunycxy
sunpobysannz nposcdumvcs Ka
koxcnid IO mapmil, aze we
piduwe 0dnozo pasy na pix; mauo
pesyremam sunpobysanol napmiy
> 30%, 6pde 3acmocosmio
Dymuine 8UNPOLYeants.
Konmpone NNitroso-HHEEP ma
2azanvrol xinbkocmi
HIMpOSaMInIE hpU SuUNyCKy we
nposodumscs,

! The test is performed only on each 30° batch or at least once Dper year / sunpoGyeaina nposodsmy minbxu
Oz kodieHo! 30-t cepil abo wonaiimernuie 0dun pas na pix
? The test is performed only on each 10° batch or at least once per year / aunpobysanns nposodame minsxu
ons koxcnol 10-I cepil abo wonaiimenue odun pas na pix

? The test Is performed only at the beginning and at the end of studies during shelf-life / eunpobysanns
nposodamy MminbKu Ha novamxy i 6 xinyl npu docidacennax npomazom mepminy npudamnocmi

* The test is not performed during stability studies. Must meet specification at the time of quality control
during shelf-life / eunpobyeanns we nmposodsme e dochidicennmx cmabinenocmi. Mae sidnogidamu
cneyugbixayi¥ nid wac npoeedernr xonmpomo xocmi RpOmAzoM MepMIHY npudamuocmi.

- impurity S: quetiapine S-oxide / nomimxa S: xBeriamin S-oxcux
- impurity H: quetiapine N-oxide / nominmca H: xseriamis N-oxchy
- impurity G: dibenzothiazepinone / aomimga G: mESeRsoTiaseminoy

The batch meets the requirements of QCM for MA No. UA/19569/01/03. / Cepis
Bimnosinzae smvoram MKS no PIT Ne UA/19569/01/03.

The packing, labelling and expiry date correspond to the requirements of QCM. / Yrakosxa,
MapKyBaHHA Ta TEPMiH NPAFATHOCT] BIAIOBINAIOTE BAMOramM MK 5. o
Storage: Store in the original packaging to protect from moisture. This medicinat/z
does not require any special temperature storage conditions. Keep out of the si 1




of children. / 36epirapms: 36epiraTd B OpHriHaTBHIN YIAKOBII JUIA 3aXHCTY Bif BOJOTH.
Jlixapcsiatt 3aci6 He noTpebye cuenianbHEX TeMOepaTypHHX YMoB 36epiranns. 36epiratn y
HEJIOCTYITHOMY ZJIA MiTeH Micmi.

I hereby certify that the above information is authentic and accurate. This batch of products
has been manufactured, including packing/ labelling and quality control at the above-
mentioned site in full compliance with the EU GMP requirements assigned by the local
regulatory authority and also with specifications of registration dossier approved in Ukraine
for investigational medicinal product. The manufacturing records, as well as, 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. / Llam s
MATBEPIUKYI0, MO HaBelieHa BHIE iHGoOpMamia € HOCTOBipHOW Ta TouHo0. Llx cepis
mpoxyxuil fyna BETOTORNCHA, BKIIOWAIONH [AKYBaHHA, MapKyBalHS Ta HpOBEAeHHS
KOHTpOIIO 11 SKOCTI Ha 3a3HaveHili BupoGHM4IM miTsEmi y nosmii Bimmominmoeri 3
suMoraMi GMP, BCTaHOBNCHEME MiCl€BHM PeryJATOPHEM OPraHOM, a TAKOX BiIIOBIIHO
no cnenpdixani, Mo MiCTATECA B peecTpanifiEOMY IOCKHE, 3aTBEpIIKeHOMY B YKpaidi anx
FOCIDKYBAaHOTO  JIKApchkoro 3acofy. IIporokomu BHpOOREITBA, MaKyBaHHAA Ta
NpoBeeHHA aHali3is Oynu nepeBipewi, ecramoBneHo BimmoBizicTs BEMoram GMP Ta
MIHCANO BiANOBiNANSHEMA 0co0aMy BUPOGHMKA.

Issued by / Banano:
Qualified Person Moritz H

/
YnoeEoBaxeHa ocoba Mo W

I
Date / Jlata: 23.07.2026 /

, hysige! 3
AOKY WEHTIB S
JTOKY MEH
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