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wopudnuna adpeca:
1106, m. Bygranetr, syn, Kepeetypi, 30-38, Yropuuiia

Egis Pharmaccuticals PLC
fegal address:
1106, Budapest, st. Keresturi, 30-38, Hungary

Phone: (36)-1-803-5554, Fnx: (36)-1-803.5556
actual address:
1165, Budapest, st. Bekenfeldi, 118-120, Hungary

Testedorz (36)-1-803-5554, baxc: (36)-1-803-5556
harnnna adpecu:
1165, a. Byzmanewr, oyn, Bexenstheani, 118-120, Yropumna

CERTIFICATE OF QUALITY / CEPTHOIKAT AKOQOCTI Ne 4050/2024/L.M

Name of product/
HaiimenyBanna npenmapary:

Ketilept®, film-coated tablets, 25 mg, Ne 30 (10x3) in blisters /
Ketunent®, Tabnerky, nipuTi miiskoBo1o o6oomnkoo, 1o 25 Mr, Ne 30 (10x3) y Gnictepax

Batch No.: / Cepin Ne: 4061A05924

Date of manufncture: / 09 2024 MA MNo.: / Ne PIT: UA/R157/01/01
Jara anpobHitarea: :

Expiry date: / 009 2029 MA expiry date: / unlimited /
[Tpyinarnsii go: Tepsin aif PII: Beacrpoxrose
Number of products in the Batch:/ 32000 boxes / ynaxosox Manufacturiog license No.:/ ML Ne HU-M-EGIS
Kimkicts npoayxuii y cepii: Ne aiuensii va supoGunHUTRO:

Batch release date: / 20, 10. fozh.

Hara sumycky cepif:

Strength/Potency: / 1 tablet contains 28.78 mg of quetiapine fumarate, which corresponds to 25 mg of
Cnia piifakrysnicrs: quetiapine / 1 vabnerka micrute 28,78 mr xeerianiuy gymapary, mo siznosigac 25 sr
KBETIAniHY
QUALITY INDICATORS/ RESULTS / LIMITS/
TTOKA3HHKH SSKOCTI PEIVJIBTATH [ HOPMH
Appearance / Onnc complies / White or almost white round biconvex film-coated tablets, engraved with
BiAnioniaae a stylized letter *E” on one side and the number *201% on the other side of
the tablet, odorless or almost adorless / Binoro aGo maitxe Ginoro konsopy
Kpyrai asoonyini TabreTin, RkpHTI TWIiBKOBOIO ¢GoNoNKOID, 3 FPABIIOBALILLAM
cruiizonanoy Jtirepn «E» 3 opsoro Goky Ta uiena «201» — 3 inwore Goky
TabneTky, 6e3 abo Maiixe Ges samaxy
Dimensions / Possipu
dirmeter / Aiametp | complics/ about / Gniasko 5,0 mm / am
Bignosizae
height / aucora | 2,47-2,50 mm / 2,50 mm / aar £ 6 % (2,35 — 2,65 mm / sin)
MM
Identifleation / Ipenmidikauis
Identification of active substance complies / The retention time of the main peak (tr) oz the chromatogram of the test
(HPLC) / Inentudixania giiowol pianosinac solution should correspond to the refention fime of the mafn peak on the
peuosinbi (BEPX) chromatogram of the reference selution / Uac yTpHMYBAHHA 0CHOBUOTC NIKY
(tr) Ba xpomaTorpami BHIPOGOBYBAHOTO PO3UIHY MOBNNCH BINNOBIALTH Hacy
YTPAMYBaHHA OCHOBHOTO Niky Ha XpomaTorpanMi posTHIY mopinHsrI
Identification of active substance complies / The main spot on the chromatogram of the test solttion shonld
(TLC) / Inenmdixauia nitouoi penoniny | sianosigae correspond in color and Ry value to the main spot on the chromatogram
(TLEX) of the reference solution / Ocrosra nuisva Ha xpoMaTtorpas
BHNPOCOBYBANOro POMMEY 38 KONROPOM Ta BeNHUMHoO Ry Mac sinnoniaati
OCHOBRIM NuAMi HA XpoMaTorpami po3ynHy NopIiBHAHMA
Hdentification of titanivm dioxide/ complics / Withstnnds the requirements / Birrpusye susorn
Ipenndikanin Tatany giokciny Bianosigac
Assay (HPLC) /
Kinekiche pranauenus (BEFX)
% | 97.8 % 95,0-105,0%
mg of quetiapinef/f.c. tabl /| 24,45 25,00 mg / mr £ 5 % (23,75 - 26,25 mg / Mr)
atr xpetianiny/rab. 8.0, | mgfiabl /
sr/Tabn.
mg of quetiapine fumsrate /f.e, tabl / | 28,16 28,78 mg/ mr£ 5% (27,35 30,21 mg / mr)
MT Kacianiny ymapary/tabm, p.1,0. | mg/tabl /
sr/raba.
Uniformity of dosage units (mass AVyp=34 AV (n=10)< 15,0 if not / sxwo wui:
variation) / OpuopignicTs nojonannx AV (n=30)<150and/ Ta
OUHHNLE {PO3PAXYHKOBO-nAronkil 30/30 are in the range of / sHaXoAATLCA B Alanaioni
nmeron} 0.75xM — 1,25xM,
Related substances (HPLC) /
Cynposizni poainnn (BEPX)
any identified Impurity / 0,01 % not mare than / nie Ginsue 0,10 % (each / kowuna)
6ynv-Aka inenTidikosaia AoMimka;
any unidentified impurity / <0,01 % not more than / e Ginsure 0,10 % (each / xomua)
Oyab-axa neinenTrdiconaia gomiwxa:
total impurities / cysa MOMitoK: 0,01 % not more thao /e Ginswe 0,50 %
Resistance of tablets to erushing / 60N/H not less than / 1e sexwe 15 N/H
Critikicts rafieTox 10 PO3EADAIOBAHNS
Avernge mass / Cepenqun mMaca 53,0 mg / mr 520mg/Mr+10%
(46,8 57,2 mg / Mr)
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Egis Pharmaccuticals PLC
legal address:
1106, Budapest, si. Keresturd, 36-38, Hungary

Phonse: (36)-1-803-5554, Fax: (36)-1-803-5556

aclual address;
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topudunna adpeca:

1106, s. Bymanesr, nya. Kepeerypi, 30-38, Vropuunia
Teaedon: (36)-1-803-5554, Make: (36)-1-803-5556
armuuna adpec:

11635, Budapesl, s1. Bekenfeldi, 118-120, Hungary

1165, s, Bynanew, sy, Gexcxbgenni, 118-120, Yropmueua

CERTIFICATE OF QUALITY / CEPTH®IKAT SIKOCTI Nt 4050/2024/LM

Name of product/ Ketilept®, film-coated tablets, 25 mg, Ne 30 (10x3) in blisters /

Hatisersyanus npenapary: Kerunent®, tabnerky, sxpuri niskoporo 06010HK0I0, 110 25 Mr, N 30 (10x3) y
Onicrepax

Batch No.: / Cepiz Ne: 4061A0924

QUALITY INDICATORS / RESULTS/ LIMITS/

[OKASHMKH AKOCTI PEIVJIBTATU | HOPMH

Uniformify of mass / comiplies / not less than / we merwe 18/20 (90 %) average mass / cepeans Maca + 10 %,

OnnoptauicTs Macn pianosigac not more than / ue Ginsme 2/20 (10 %) average mass / cepen Maca £ 20

%

Disintegration / Poanapanus 5 miu/xp not more than / re Ginnwe 20 min / xa

Water content (fitration by the Karl- 2,3% not more than / ue Ginwiue 5,0 %

Fisher method) / Buanauenus sosss

(Tarpysanus 3a metonon Kapna-

Diwepn)

Dissolution (UV-VIS 81-97% nat less than / ne menwe 75 % (Q) /7 30 min / x5

Spectrophotometry) / Poauunemias (V®- | Xe=93 %

crexTpoQioToMeTpis ¥ BraKMiH oGnacti)

Iicrobiological purity /

Mikpobienoritua unctota

- Total aerobic microbial count < 100 mot more than / e Ginswe 10° CFU/g / KYOIr

(TAMC) / 3aranete uncno aepabuux CFU/g I KYOr

sixpooprauisnin (TAMC)

- Total yeasts and moulds count <100 not more than / ne Simwe 102 CFU/g / KYO/r

(TYMC) / 3aransue uneno apiscmwonnx | CFU/g /KYO/r

i nnicenenux rpuéie (TYMC)

- Escherichia coli complies/ absencein 1 g/ pineymictnn | v
Blanogigae

Package size and type: / complies / 10 tablets per blister; 3 blisters per cardboard box. Labeling in

Poamip i i maxysanss: manopizac Ukralnian / Tlo 10 TaGrerox y Grictepi; no 3 Gnictepn y kaprouniii

ynarconni, Mapkysanng yxpaiicskor aozoo.

AV —aceeptance value / npriiMansue sucno

M - reference value / onopne 3nastennn

f.c. tabl - film-coated tablet / TaGa. B.11.0. — TafneTxa, DRpHTA NAIBKOBOIC OGONOHKOLO

I hercby certify that the above information is authentic and nceurate. This bateh of product has bheen manufactured, including
packaging/labelling and quality control at the above mentioned recogoized site i full compliance with the GMP requirements of the local
Regulatory Authority and with specifications in the Registration Dossicr of the manufacturer country. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP / Lum a1 3acsinyyIo, Mo napefcHa Bame infopmauia €
AoctosipHoio Fa Tounoio. 1o cepiic npomykuii Gyno prpoGiero (eknouaoun TIAXYBAHHA/MAPKYBAHHR) T4 TIPOREACHO KOHTPORL iT gxoct na
BHIte3nAHAMEH T AinbHid ¥ noowil sianosianocti 2 piMorany HET, BeranoBnenyns MicUCBHM PEFYITOPHNM OprafoM, o TaKoX BinosigHo
ho creundikauii, o sictaTier B peecTpauiiinomy Aocse kpaimu-nupoSara. [lpotokonu supeGHuLTEa, AKyBANHA TA avanisis Gyno
NEPEerngnyTO Ta BCTAHOBICHD BignosiguicTs HBIT

30. 10. 02

Date of signatore /
Jata ninnncanus

Dr. Addm J4noska
ng]i,ﬁcd‘Person

Budapest / Byaanemt

Egis Pharmaceuticals PLC

Budapest - Hupgary
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