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CERTIFICATE OF QUALITY / CEPTH®IKAT SKOCTT M 3285/2023/LM

Name of product/
Hafimenysanda npenapary:

MA No.o /M PLI:

MA expiry date: /

Egolanza, 10 mg film-coated tablets Ne 28 (7x4) in blisters/
Erosiisa, 1a00eTi, BRPUTE 1iBROBOKY 050I0HK0I0 110 10 M Ne 28 (7x4) y SiicTepax

LA 13440148

uniimited / Ge3scTpoRone

Tepmin g7 PH:

Bateh No.: / Cepig Ne: 614880323
Date of manufacture: /03 2023

Jlara pupoGuisuroa:

Expiry date: / 03 2028
Upszaraudt Ao

Number of products 16440 packages /
in the Barch:/ VIHKOROK

Kispgicrs npoavswii y
cepit

Bateh retease date: /
Jara numyery cepii
Strength/Potency: /
Custa B axTUBHICTL:

/?/( fl £ _;‘

S .

o

Manufactaring license No.
!

ML, No HU-M-EGIS

Ne siszensii na supoGHmsoe:

B‘)/j ‘:j

o LT

i filu-coated tablet contains 10 my of olsnzapine (corresponding fo 14,06 my of vlanzapine
diiydrochloride tribydrate) / ! rabaersa, BEPHED DAHBKOBOK 000AGLKOI0, MICTHTE |0 Mb ooausaniny

{0 slanonizac 14,06 Mr orananiny JHCIApoXAoprAyY TpHriapary)

QUALITY INDICATORS/ RESULTS/ EIMITS/

NOKAZHUKH SKOCT] PEIYIILTATH HOPMHE

Appearance: / Onne: complies / Round biconvex fibm-coated tablet, Stvlized E and 404 code on ather side,
piznorinae Yetow, Odourless or slmost odonrless. / Kpyral amoonysni radieriy, srpiii

arinxoRo0 oboaoiko. § rpasipypannan evwrionasol dizeps «Br rd wdpow
«404v 3 oanore Sorv. FKonti. hes 3anaxy abo Maibke Bes sauasy.

Size: / Posmip:
diameter 7 iaMeTp

{dentification of clanzapinc
ditydrochleride tribydrate (HPLO)/
LugirifuRanis OIRHIANIEY JIHTIPONIOPHAY
rpuriapary (BEPX)Y

complics/

| sizuoainac

about / fausexe 9 mm / ya

complies /
BULI0BLL

The retention time (tR) of the main peak on the tesi solution chromatogram nust
correspond to the retention time (tR} of the main peak on the reference solution
chromatogram / Mac yrpusyswins (1) OCNOBHONO AIKE 1R xp(md‘m;p;mt
RAHUDOTOBY BRAOTY POUMIEY MAC BLATIGBLAETH 200y y TRy nains (ig ) OCBOAN0NG inka
Hid XEOMATOIPAME DONHIIY JOPIBHEHHA

ldentification of olanzapine
dilydrochloride trihydrate (TECY/
aeHTiQIKALIS OAABANTHY ANVIAPOUIG pILY
rpurtapaty {T1HX)

complies /
sinnoninac

The Rf value, colour, size and flaorescence intensity of the main spot on the test
solution chromatogram must correspend 1o tie RE valwe, colour, size and
finorescence intensity of the main spot an the reference solution chromatogran
[ Iuaacnnn RE, koaip, poawip. ITHcHessHicm, (}: Ivopecennii ocHOBROF 1AAMIH 128
ApONBIOT pasi BMIPOGORYREI0FD PoyLTy MuC BRI AT SHRenER RE xoasopy,
poamipy, ireneuanict) uyopece Ul OCHORIOT ILIRMY HA XPOMATOIPAMT POk
NOPIBHATHA

Identification of chloride (chemical

complies /

Pass the test / Burpisye auMors

reaction} / [neutidikania BLAHOBIAAE

KN0pHAE (XiMIME peaKiin)

dentification of Titaniwme-dioxide ln tablet | complies/ Pass the test / BarTpuasye sHMOry
shelt (eotour reaction )}/ Licvinginames BLAIOBIIE

iMTany Alokeny B odosoni TadaeTor
{ROABUPODE NLAKIEE)

fdentification of colouring agent {guinofine

complies /

The Rf value and the color of the maia spot on the test solution chromatogram

yetlow) (TLC) 7 Lrennubicais Bapaiixa BIOBI A must correspond to the RE value and the color of the main spot on the referenca

{x1oainorere woaroi o} (THIN) sofution chromatogram 7 Inaueinig BT | 011D QCHOBHOT HASMI BA NPOMATON] JEISY
FUNDOBORYRAHUTG PoiMiiy MaE BIDOBLIATH Siavtenniy RE § Roan0py ochossof
THIAA 1A XPOMATOIPAME POSHHIY [QPIsim

Assay (HPLECY/

Kignkivae ssenmaenist (B1EPX)

Yo | HOO % 950 — 1050%
Olanzapine g / fethi /| 1109 mgir 10,00 mgiay £ 5 % (9,50 - 1030 sighar)
MR REIHY MU TR, | e s —onren
Impurity (HPLCY/ Cynposing aomines
(BEPX
smpurity CHae £ aomivna Cliac | < 003% not morc than / ue fanme LG %
any ather Impurity / Oyap-axa inpa | <003% not moare than / ve Giaene 8.2 % (epeh / Roxna}

nosigka:
sunt of inepurities 7 Cyaa AoMItOK:

not more than / #e Dioswe 1,5 %

Edssobution (MPLCY/ 88- 101 % not less than 7 3¢ Memne 80 % (Q) at /3a 15 min/ X8,
Posannenin (BEPX) )56 95
Averape miss / Cepelnig daca 2056 mgfur 207, meAH s 75 % 191,60 - 223 6 maiury

UA/G#44_ 22
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Egis Pharmacentieals PLC IAT @aprancTayn sason ENNC

fegal addreys: HIPHOWSHG (DIPeca.

1106, Budapest, st. Kerestori, 30-38, Hangary 1106, &, by aaneurt, By Kepecrypi, 30-38, Yropinsa
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556 Teepon: (36)-1-803-5554, Paxe: (36)-1-803-5556

actual address: harmmra Aopeed:

1165, Budapest, st Bekenfeldi, 118-120, 1165, a1, Byaanew, pyn. bewenndent, 118-120, Yropuina
Hungary

CERTIFICATE OF QUALITY / CEPTHQIKAT SAKOCTT Ne 3285720231M

Name of product/ Egolanzs, 10 mg film-coated tablets No 28 (7x4) in blisters/
HafimeHypanda Ipenapary.  Eronamsa, TabReTin, BEPUTI IEIIBROBOI) 00010HK010 1o 10 mr Ne 28 (7x4) y Snicrepax
Batch No.t / Cepis Ne: 614880323

QUALITY INDICATORS/ RESULTS/ LIMITS/

HOKAZHHK SKOCTH PEIVIHLTATH HOPMHM

Uniformity of mass / (GnopiARicTs, sacs complies/ not dess than ¢ e sewee 19/70 average mass © Cepeannol Macn (90 %)= 7,5 %
BAOBLAGC not more than 7 He Giseime 2720 averige mass / cepe/tunoi sacu (10 %)+ §5 %

Water contenf (by Karl Fischer titration)/ |38 % not more than /ue Basne 7.0 %

BsicT so/Bs {ravpy sanma 3 seTeoxn Kapaa

Dimcpa)

Uniformity of dosage units {HPLCY/ AV= 25 AV (= 10) € 15,00 not then 7 wono pi, 10 AV (5= 30) < 15,0 and for /1 s

Chsopiasicrs 20508aHx giuruigs (BEPX) 3030 0,750 -~ 1. 25%M

Micrabiological quality™ / MirpoGicaovivaa

acTo et

- Total acrabic microbial count < YGOIT not more than / ne Hiasme 10° TR/ KYOr

(TAMC): / Jaradsne vnenn aepabiux
sikpoopranizais (TAMC)

- Total combined veasts and mouids count | < 10/ not more than 7 ue Simnme 107 CFUgE / KYOr
CUYMO): 7 Jaranphe HHCHD APDREKOBYY 1
maicenenrux rputic (TYMCY:

= Eschericltia coli: complies / GOCFUM g/ KY O s

RUANOBLIAC
Package size and type: / Poivip 1 7un complies / 7 tablets per blister; 4 blisters in cardboard package with marking in Ukrainian
SHKOBAHHA Bianorizac anpuage. / o 7 tadagrox y Gncrepl ne 4 BricTepu » xapronuilt ynaroms 3

MAPRYEAHHAM YEPATHCLKOK MOBOIC.

AV~ Avceplance vatue 7/ AV ~ upristdigone i
M - Reference value 7 M propue syionis

* 4t retoase the microbiological gualiey is nor o regedar sest, Fivsi three production batvhes must be rested, and affeswards every 1ith bateh, but at
feast one bateh in cack year 7 Tlpu stimyesy cepit mMecm s sigpadioancisn) elCHOmY & HepeayispHits SURDODYERNHAL Bunpodvecuss wpogodsime A3
HEPIIK MPLOX SUPABHIALY CRPINL NOMIAM 38 KoXeHoT QeCRMOT Copie, (30 BiONAReIRAe DO Pk KA HE

i hereby ecrtify that the above information is authentic and sccurazte, This bateh of product has been manufaciured, fnciuding
packaging/labelling and quality control at the above mentioned recognized site in full compliance with the GMP reguirements of the local
Regulatory Authority and with specifications in the Registration Dossier of the mapufacturer couatry. The hateh processing, packaging
and analysis recor ds were reviewed and found to be in compHauce with GMP / Luy 5 Jaceiguyio. 1D HapeieHa saue 1114)0;)%51;91 3
ACCTORIPBOW Ta Toano0. 1ko cepiia TpvayRIE 6¥10 BHPOSICHD (BIAUOMAKE TRy SINHAMADKRYBAREA) T8 1IDUBSIZHO KOHTPOlL T HKOCTI HiL
BRIl A v norsii Bianosianoctt 4 wemorasi HBTL, Beranosaeniant Micuestal peryastopHus OPFaEoM, 8 TAROW BAsiing
A0 eoeippiRai, 156 MICTATLEN § PEELTPIGTIOMY A0CHe kpainw-BHpOTRERA. Fiporoxoau sHpoGHHINBA, NGKY Batig 19 anwiisiy Gy nepermnyto
YA BLTAHORICHD Biinosladicrs HB]

Date of signature / %”ff s 52N
Hara manwscarss BT e e )
. I e s
e S
-
//
Budapest / byaanenir Gabor Szaimii

Qualificd person /
Kpanigrronana ocoba

1iA444 27




