JEPYKABHA CJIY)KBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMH
Y IHIMPONIETPOBCBHKIi OBJIACTI

Jninpo, nn.CoBopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kox €APITOY 37070665

BUCHOBOK
NMpo AKICTL BBE3¢HOT0 B YKpaiHy JIKapCcHKOro 3acody
30.10.2025 Ne 54283/25/0411
KETHJIENT®

(HaliMeHYBaHHS JIIKapCHKOTO 3aco0y 3TifHO 3 peccTPaLlifHMM MOCBITUEHHM )
TabueTkH, BKPUTi 1iBK0oBOIO 06010HK010, M0 100 Mr mo 10 Tabnerox y Gaicrepi, mo 3
GJicTepu y KApTOHHIH ynakoBui

(¢dbopMa BHITyCKY, XO3YB8HHS, BHJ, IIAKYBAHHSA JIIKAPCHKOTro 3aco0y)

Howmep peecrpauiitioro nocsizuenst UA/8157/01/02 crpok aii peecrpauiiinoro nocsizuenss 01.01.2099

Cepis nirapcekoro 3acoby Ne 6135A042S5 KinbkicTs BBe3eHOrO ikapcekoro 3acoby 200
BupoGHuK 3AT ®apmanestuunnii 3asox EI'IC, Yropmnaa
(HaliMeHyBaHHI BUDOOHNMKA JIKapChKOro 3aco0y, KpaiHa IOXO0/DKEHHS)
Bse3eHo B Vxpainy TosapucTBoO 3 06MexkeHO010 BianopigaasnicTio "BaJlM", izent. kox:
31816235

(HaliMeHYBAHHA TA Kol 33 €IIPI'[OY 1opHardHOl ocolH abo Npi3BHIE, iM'A, IO 6aThKOBI
bismHOT 0coGH - TiMpHeMLI, 1T Miciie TIPOXHBAHHSA Ta peecTpaliiHit Homep 0GniKoBoi
KapTKH [DIATHAKA TIOAATKIB abo cepid Ta HOMep nacrnopTa)

Mporoxon BisyansHoro xonrpomo Bix 29.10.2025 Ne 03-01/2527/10.

3a pe3ynbTaTaMH  ACPKABHOTO KOHTPOMKO BCTAHOBAGHO, INO JHKADCEKHIA 3aci®6 BBe3eHO B YkpaiHy 3
AOTPHUMAHHSM BHMOT 3aKOHOJABCTBA WOAO 3a0€3NCHeHHA AKOCTI TiKapChKHX 3aC00iB.

Hauaneaux depixaBroi cimy:x6u 3
AiKapChbKHX 3ac00iB Ta KOHTPOJIIO 32
HapkoTukamu y JIHinmponeTpoBChkiit
obnacri
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CERTIFICATE OF QUALITY / CEPTHOIKAT AKOCTI Ne 2687/2025/KHE

Name of product/
HafisenyBaHHs npenapary:
Batch No.: / Cepin Ne:

Date of manufacture: /
JiaTa supoGuuursa:
Expiry date: /
[punaruuit no:

Number of products in the Batch:/

Kiapkicts npoaykuil y cepif:
Batch releuse date: /

Jlata Buuyeky cepii:
Streagth/Potency: /

Chna XiaRTHBHICTL:

Ketilept®, film-coated tablets, 160 mg, Ne 30 (1013) in blisters /
Kerunenr®, raGaersy, skputi naiskosoio 06020ukow, 1o 100 wr, Ne 30 (10x3) v Gnicrepax

6135A0425

04.2025.
04.2030.

5000 boxes / ynakonox

27. 06 2005

MA No.:/ Ne PIT: UA/8157/01/02
unlimited /
Gescerpoxose

ML Ne HU-M-EGIS

MA expiry date: /

Tepmin ait PIT:
Manufacturing license No.: /
Ne aiucusii Ha sBHpoOHHLTBO:

1 tablet contains 115.13 mg of quetiapine fumarate, which corresponds to
100 mg of quetiapine / 1 TabneTka micTirs 115,13 mr xkucTianiny ¢ymapary, wo
Bianosigac 100 mr xeerianiny

i

QUALITY INDICATORS / RESULTS / LIMITS/
NOKA3NHKH AKOCTI PESVJIBTATH HOPMU R
Appearance / Ohine ! complies / White or almost white round biconvex film-coated tablets, engraved with

BiANORAC

a stylized letter “E” and the number “202" an one side of the tablet,
odorless or slmost odorless / Binoro abo smadiac Ginoro xoasopy Kpyrai
ABOOTYKI TaOIETKH, BKPHTI [UIIBKOBOI OOOMOMKOK), 3 IPAMIOBARHAM
emttisopanol Jitepn «by 18 uiena «202» 3 oanoro oky Tadnctky, 63 460
matiaxe Ge3 3anaxy

Dimensions / Posmips

height ! Bucora

diameter / giamerp | complies /
! minnoninac

4,06 - 4,13 mm / My

about / Gm3uko 8,0 mm / s

4,00 mm / MM 26 % (3,76 - 4,24 mm / mm)

Identification / Lientugixanis
Ideatification of active substance
(HPLC}/ laenrudixauin aironol
peuosnnn (BEPX)

Identification of active substance
(TLC) / Laesrrndixanis aiouoi
pevosunn (TILX)

{

Lacnmudikauis nerany giokewy

Ideatification of titanium Jdioxide/

complies /
RIUIOBLEC

complies /
Bianonizac

complies /
BLANOBIAC

The reteation time of the main peak (ty) on the chromatogram of the test
solution should correspond to the retention time of the main peak on the
chromatogram of the refercnce solution / Hac yrpuMmyRanug octoBHoro
niky (tk) 112 XpOMATOrpaMi sHNPOGOBYBAHOID POIMIKY NORIHEH RUUIORIRATH
HACY YTPHMYBAHHA OCHOBHOTO MIKY HA XPOMATOIPAM] POIUIIY NOPIBHAHHA
The main spot on the chromatogram of the test solution should
correspond in color and Ry value to the main spot on the chromatogram
of the reference solution / OcHoRWa ILIAMA W@ XpOMOTORpasi
BHIPOGOBY BAHOTO POIYHY 32 KOALOPOM T3 BeMminKoio Ry Mac Bianosizami
OCHORHIHN 1AM HA XPOMATOTPAMI POFUNIY NOPIAHAHHS

Withstunds the requirements / Butpusmye simory

Assay (HPLC)/

|
%
Bl A
E Kiabkicue wanavenns (BEPX)
i

mg of quetiapine/f.c. tabl/
MI KReTIaniny/1abn. 8.0.0.

myg of quetiapine fumarate /f.c. tabl /
| M keerianiny dymapary/Taba. p.mo.

97,3 %

97.30

mg/tabl / mr/radn,
112,00

mg/tabl / s/rada.

950-105,0 %
100.00 mg / mr £ § % (95,0 ~ 1050 mg / nr)

115,13 mg/mi x5 % (109,4 - 120,8 mg 7 mr) ]

i Uniformity of dosage units (mass

i variation) / OQanopiauicts aoiosannx

[ O;utHLLL (POIPAXYHKOBO-BATOBNH
| MeT0;

AVie=35,]

AV (n=10) < 15,0if not / sKiuo Hi:
AV(n=30)<150and/ 13

30730 are in the range of / 3axo1a16¢8 B aianaioni
0,75xM - 1,25xM

| Reluted substances (HPLC) /
i Cynposi;wi nosinks (BEPX)
! any ideatified impurity /

Oyab-sxa LeHTHGIKOREHA AOMIUIKA:

any unldentified impurity /

Syau-axa HeircuTugikosana 1oMitka:

| total impurities / CyMa 20MiWoK:

= 43,05 %
< 0,05 %

< 0,05 %

not more than / ve Ginbwe 0,10 % (each / kosira)
not morce than / ne 6uikine 0,10 % (cach / kowna)

not more than / ie 6iasic 0,50 %

. Resistance of tablcts te crushiog /

i Crifikicrs rabneTok Ao
. POAABIBORUHNS

104N/H

not less than / we menue ik 40 N/ H

UA/0576_2.1




Egis Pharmaceuticals PLC 3AT Mapmancsmannit sanoa EFNIC

A tegal address. RpUSUHG aopeca: )
[ 106. Budapest, st. Kerestusi. 30-38, Hungary 1106, v Gyaanewt. sy Kepecrypr, 30-38, Yropuosa
‘ E G’ 15 Phone: (36)-1-803-5554, Fax: (36)-1-803-3556  Teaedpou: (36)-1-803-5554, ®awc: (36)-1-803-5556
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CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCTI Ne 2687/2025/KHE

Name of product/ Ketilept®, film-coated tablets, 100 mg, Ne 30 (10x3) in blisters /
Haitmeny sannn upenapany: Keriuterrr™, talieTkn, BKpHTI I1IBKOBOIO 06010HKO0, 110 100 M1, Ne 30 (10x3) y
tnicrepax

Batch No.: / Cepin Ne: 6135A0425

QUALITY INDICATORS/ RESULTS / LIMITS /

NTOKA3HHKH AKOCTI | PE3YIBTATH HOPMHU

Average mass / Copeans Maca 206,60 mg / wr 2050 mg/mr+75%

b (189,7-2203 mg / Mr)
Uniformity of mass / complies / i not less than / e meiue 18720 (90 %) average mass / cepeinn macy + 7.5
QanopianicTs sacH BLIRORLAAC | %,
! not more than / ue 6iuwe 2720 (10 %) average mass / cepeans Maca £ 15

; %
! Disintegration / Posnajams 8 min / xs not more than / ue Giasitie 20 min / xa

Water content (titration by the Karl- | 23 % not more than / we Gianwe 5.0 %

Fisher method) / Busnavenus soam

(THIpYBaHu 33 MeTod0M Kapria-

DQimepa)

Dissolution (LV-VIS 96 - 100 % not less thaa / we merme 75 % (Q)/ 30 min / xn

Spectrophotometry) ! Pomnncims Xe=98%

(YO-ctiexrpodoromeTpin y anammiii

obnacti)

Microblological purity /

MikpobGiosorivna ynciora

- Total aerobic microbial count <100 not more than / ke Guse 10° CFU/g / KYOrr

(TAMC) / Jurannue wneno aepobunx | CFUIg/ KYOrr

Mikpoopranismis (TAMC) i
|- Total yeasts and moulds count <100 not more than / we Gizsme 10° CFU/g / KVOTr

{TYMC) / 3aranbue uneno CFU/g f KYOir

APIATIKOBHX T IUHCEHERNX 1PHGIR

(TYMC)

- Lscherichia coli complies / absence in ! g/sizcymicton I 1

BLANOKIZAC o
Package size and type: / complies / 10 tablets per blister; 3 blisters per cardboard box. Labeling in
Possip i tan nakysanis: BlANOBITAC Ukrainian /Io 10 rabactox y Gricrepi; no 3 Gaicreps y xaprowwii
¥IaKosii, MapkyRaHHS YKPATHCBKOIO MOBOHO.

AV -~ acceptance value / npulivaiuie uHcio
M ~ reference value / anopue swavenus
f.c. tabl — film-coated tablet / vaGn. B.1.0. — 1abierky, BKPHTR 1LHBKOBONI 06O IONKOIO

I hereby certify that the above information is authentic and accurate. This batch of product bas been manufactured, including
packaging/labelling and quality control at the above mcationed recognized site In full compliance with the GMP requirements of the Jocal
Regulatory Authority and with specifications in the Registration Dossier of the manufacturer country. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP / Luv & 3aCBIATYI0, WO HABCACHR BHute iHMOPuMLIN ¢
JOCTORIPHOKY Ta TOYHOKX. Llio cepito npoayvkuii Gyno sipodacko (skmouasonss NAKYBAHHA/MADKYBAHHR} Ta HPOBCAELHO KOHTPOb 1T AkocT na
siuesaIHateniii tinnmng y noruiit siatorianocti 3 auvoravn HBIT, BCTanORICHHNMK MiCLCBHM PCIYASTOPHIM OPTANIOM, & TAKOX BLANOSLHO
20 cnewsdikauill, wo Mic™ITLEs B peccTpauiflitomy Aocke Kpatni-aupobHitka. Mporokoan supuGHInTRL, vaxyRaHIB Ta anadizis 6yno
NEPSTIAHYTO T8 BCTARORACHO BinoriHicrs HBIT

Date of signature / Dr. Adém Jdnoska
Jlara niamicanus 2 7 06 205 Qualified Petson

e

Qlialiﬁcd/pg‘.;ﬁi)n 12

Budapest / by aanciur £
_-Keanigixosana ocoba

Egis Pharmaceuticals pff
Budapest - Hungary EGIS
/ EHTIB

UA0576 2.1
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