HEPKABHA CJIVIKBA 3 TIKAPCHKHUX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHKAMH ¥ KHIBCHKIN OBJIACTI
npos. Cirauanoi Haqil, 3, m.Kuis, 02099, ren/harc: (044) 363-06-30
E-mail: dls.ko{@dls.gov.ua, Kog €APIIOY 37078774

| BHCHOBOK
TIPO AKICTH BBE3eHOr0 B YKpaiHy JiikapchKoro 3acody

06.11.2023 Ne 54205/23/10

__ETOJAH3A
(HaiimenyBanus TIKAPCEKOTO 32000y 3MIAKC 3 peecTpamiiinia DOCH ZUSHHAM)
Tabaerxky, BRpuTi HAlBKOBOI0 060a0HK0I0, HO 10 Mr; 1O 7 rabneTox y Omicrepi; mo 4 Gaicrepi
Y KAPTOHHINK ynakoBui
{bopya BuMyCKY, AO3YBAHHA, BItA NAKYBIHEL JiKapeLEoro 3acody)

Homep peccrpaniiinoro noceiguenns UA/11344/01/03 crpox ail pecctpanitinoro nocsinuerns 01.01.2099
‘Cepis nixapcaxoro 3acofiy Ne 6145 E(323 KisibkicTs BBE3€HOTO. ZiKapcsKoro 3acody 290

‘BrpobHHEK 3AT ®apmatepTiduuii 3asox ET'IC, Yropopa

(naitverysanna sipobrika nikapeesoro 3acoby, KPalHa ROXOLKCHHE)

Breseno B Vipainy Criinbite yKpaiHCLKO-eCTOHCHKE IANPHEMCTEO y dropai TOBAPICTEA

3 o0MeReHoI0 BiIANOBIIAALNICTIO "Onrinia-®apm, ITAY, inent. xon:
21642228 | .
(Hafivenrypaits Ta KoR 3a €APTIOY topnauunct ocofn a0 npizpnwe, M4, N0 B3TLEOBE diznumor

ocobH - miAnpHEAA, 1T Micle MPOKHBANNRA Ta peccTpaniiinuii HoMep obnikoaol RAPTHH TIIATHIRY
nogatkis abo cepiz Ta HoMep niacnopTa)

Tiporokon sidyanbnore koirpomo six 02.11.2023 N 3495/40.

3a. pesynpTATAMM . HEPKABHOIO. KOHTPONIO BCTAHOBAEHOD, 1HO mrapeLsii  3aciP - pBeIEHO. B VYipalay. 3
" AOTPHMAHHAM . MO 3aKOHONABCTRE MOAO 3a0e30IeUCH S JKOTTI FIKAPCLKHX 3aco0in,

Biraniir BOHHAPEHKO

(isinianmn Ta npi3sise).




fegal address:

EGIS

actual eddress:

Egis Pharmaceuticals PLC

[ 106 Budapest, st. Keresturi, 30-38, Hunigary
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556

1165, Budapest, -st. Bekenfeldi, 1.13412[], Hungatry’

3AT @apmanepraynnii zason ETIC

opuduvna ampeca:

F106, M. By namewrr, sy, Kepectypi, 30-38, Veopruta
Tenedon: (36)-1-803-3554, Darc: (36)-1-803-5556
Ghaxnnring adpeca:

1165, M. Bypanemrt, pyn. bekeno

agi, 118-120, Yropugiiia
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CERTIFICATE OF QUALITY / CEPTU®IKAT AKOCTI Ne 1579/2023/TA

Name of product/
HafiMenyBaHHg npenapary:

Egolanza, 10 mg film-coated tablets Ne 28 (7x4) in blisters/ .
Eronausa, Tabnetxu, BKpuTi MNIBKOBOIO GGONOHKOH 1o 10 mr No 28.(7x4)y baictepax

Batch No.: / Cepis Ne: 6145E0323

Dateof manufacture:/ (37073 MA No.: / Ne PIT: UA/1'1344/01/03

Jlara supoSnuurea: |

Expiry date: / 03 2028 MA expiry date:/ ‘unlimited / Ges¢Tpoxore
puaatuui po: | Tepmin ait PIT: o

Number of products 3000 Manufacturing license No.:' ML Ne HU-M-EGIS

in the Batch:/ '_packages? {

KInBKICTh NpoAyKuii y YHAKOROK. Ne ainensii Ha supoGnuurso:

cepir |

Batch release date: / 09052023

Jlata punycxy cepii:
Strength/Potency: /
Cula aiifaxTanBicTs:

L film-coated tablet contains 10 myg of olanzapine (corresponding to 14,06 mg of olanzapine
dihydrochloride trihydrate) / | Ta6nerka, BKDHTA NAIBKOBOI 00010BK0W0, MicTHTs 10 M ofaH3arni [y

{wio Binuosigac 14,06 Mr onausaminy aurizpoxiopuay TPHTIAPATY )

QUALITY INDICATORS /
NOKA3ZHYKY SKOCTI

RESULTS /

PE3VIIBTATH

JHOPMU

LIMITS /

Appearance: / Onnc:

complies /

BIANOBIAAC

Round biconvex film-coated tablet. Stylized E and 404 code on other side.
Yellow. Odoutless or almost odourless. / Kpyrni asoonyii rabnetin, BKPHTI
TUIIBKOBOIO 0O0ONMOHKOI0. 3 rpaRipYBAHHSM CTHAI0BAHOT nirepu «E» ta undporo
«404» 3 ouoro Soky. XKosTi. bes zanaxy 260 maibke Ge3 3anaxy.

| Si?:e: / Pmmip:"

diameter / njiamerp

complies /

BLIIOBLAAC

about / 0n13Lk0 9 mm-/ MM

1 Identification of olanzapine

dihydrochloride trihydrate (HPLC)/

| 1acuTiduxais oaanzaniny
| Anriapexaopuiy Tpurigpary (BEPX)

camplies /
BianoBinae

‘The retention time (tR) of the main peak on the test solution chromatogram
‘must correspond to the retention time ((R) of the main peak on the reference

| XpomMarorpaMi sRNpofOBYRAHOTO POZUAHY Mac BiAMOBIAATH HacY YTPHUMYBaHHA
1 {{r) OCHOBHOTO 11iXa HA XPOMATOTPaMi POIUKHY. IOPIBHAHA

solution chromatogram / Yac yTpuMyBauus (fr) OCHOBHOTO mika Ha .

XNOpHAie (XiMidua peakiiia)

Identification of olanzapine complies / The Rf value, colour, size and fluorescence intensity of the main spot on the
| dibydrochloride tribydrate (TLC) / BANOBRIAAC test solution chromatogram must correspond to the Rf value, colour, size
EnenTihHKania onansaniny and fluorescence intensity of the main spot on the reference solution
ARTIAPOXACPHY Tpuriapaty (TIIX) chromategram / 3nauenns Rf, konip, poamip, IHTcHCHBHICTS payopecnenuy
OCIOBHOT [LUTAMH H& XpOMATOrpaMi BUIpo0ORyBaHOro PO3YMHY MAE BIIFIOBAATH
suaveHiilo Rf, konsopy, posumipy, iHTencueHicti payopecuenil]  ocHOBNHOT
. 5 | JIAAMK HA XPOMATOrpaMi PO3UAHY 1TOPIRHAHHS
Identification of chloride (chemical complies / Pass the fest/ Brmpumye sumory
reaction) / Inentudixanis Bisnonijac

Ideatification of Titanium-dioxide in
tablet shell (colour reaction }/
laenrngikanis Turaty KioKkcHRY B
ofosomi Tab1etox (KONLOPOBa peaxiiis)

complies /

BiIORIAAC

Pass the test/ Bumpusmye susoru

Identification of colouring agent

{ (quinoline yellow) {TLC) / Inenvudixatis
1 Bapsunka {XIH0/1iHOBOTO %ORTONO) (TLLEX)

complies /

RIJNTOBIAE

spot on the reference solution chromatogram / 3unauenns Rf| KOAIP OCHOBHOT

3uavennro Rf i woabopy -ocnomnoi miaMp Ha XpoMarorpami  poscHHy
NOPIBIAHAA

The Rf valuc and the color of the main spot on the test solution |
chromatogram must.correspond to the Rf value and the color of the main

TWIAMH B3 XPOMaTOrpami  RHmpOGOBYBAHOTO  pO3MMHY Mac  BianopinaTs

'} Assay (HPLC) /
1 Kinskicne Bu3uavenun (BEPX)
Y% 19699, 95,0-105,0%
Oianzapine mg / fctbl /| 999 mp/mr 10,00 mg/yr+ 5% (9,50 ~ 10,50 mg/my).
Onansaniuy MI/T.8.0.
Impurity (HPLC) / Cyniposiyusi gomimxy
(BEPX):
impurity CHac / fomimka CHac <0,03 % not more than /11e 6izswe 1,0 % Ve
any other impurity / 6yab-ska inia <(),03 % not more than / ke 6iaeuic 0,2 % (e ity &5
Aomiuxa: 1
sum of impuritics / cyMa noMitox: <003 % not more than / ye Sitewe 1,5 % ) l _
Dissolution (HPLC) / 92 - 101 % not less than / e menme 80 % (Q) a Q) B SNIER
Poaunnenns (BEPX) X6 =98 % | N
Average mas / Cepenng maca 2053 mg/Mr 2071 mg/ar £7,5 % (191,6 —222,6 mg

UA/0444 2.2




Egis Pharmaceuticals PLC 3AT MapmanestHynni 3apoa EFIC

legal address. HOPHONUNA QApeca:

1106, Budapoest, st, Keresturi, 30-38, Hungary 1106, m. bynaneurr, Bya. Kepecrypi, 30-38, Yropuiua
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556 Tenedon: (36)-1-803-5554, dawe: (36)-1-803-5556
actual address: axnmmna adpeca:

1165, Budapest, st.. Bekenfelds, 118-120, }-Iungary'__ 16§, m, Bypanew, sy bexenndienn, 118-120, Yropumia
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CERTIFICATE OF QUALITY / CEPTU®IKAT SIKOCTI No 1579/2023/ta

Name of product/ Egolanza, 10 mg film-coated tablets Ne 28 (7x4). in blisters /
HalimeryBanng npenapary: Eronansa, Tabnerkn, BKpUTI MBKOBOIO 060NIOHKO 10 10 Mr No 28 (7x4) y Gnicrepax.
Batch No.: / Cepis Ne: 6145E0323

QUALITY INDICATORS / RESULTS / LIMITS /
HOKA3HHKHA AKOCTI PEIYIABTATH HOPMU
| Uniformity of mass / Onropiasicrs macy complies / not less than / ve meme [8/20 average mass / cepeannol MacH (90 %)+ 7,5
BILATIOBLAAE %
not more than / xe 6insine 2/20 average mass / cepeantol MacH (10 %) + |5
Y%
Water content (by Karl Fischer titration) | 3,7 % not more than / ue BGinsine 7.0 %

1/ BuicT posp (TnTpyBanua 3a METOLOM
Kapia @iwepa) - . . .
Uniformity of dosage units (HPLC) / AVig= 5] AV (n=10) £ 15,0 if not then / axwo ui, To AV (n=30)<15,0 and for /|

OnsopiasicTs I030BaHUX OANIMLL s 30730: 0,75%xM — 1,25xM
(BEPX)

Microbiolegical quality* /
Mikpobionoriyna yuerors*
- Tota) aerobic microbial count < 10Q/r not more than / we Gle 100 CFU/g 1 KyOrr
(TAMC): / 3aranshe uncno aepounx
MIKpooprauismis (TAMC);

- Total combined yeasts and moulds < 10/r not more than/ ie Ginpwe 102 CFU/g ! KVOir
count (FYMC): / 3aranshe qneno
APDRCKOBHX [ f1alceHEBUX pubis

(TYMC):

- Escherichia coli: complies /' 0 CFUN g/ KYON
| o {mignosigac e | e
1 Package size and type: / Poavip i tun complies / 7 tablets per blister; 4 blisters in cardboard package with marking in
| NAKOBANHY: { BIIIOB1AC Ukrainian language. / lo 7 tabrerok y Gnicrepi; no 4 GnicTepy B KapTOHNIH

YHAKOBUI 3 MAPKYBAHHAM YKPATHChKOMX MOBOIO,

AV - Acceptance value / AV — nputivasoie yucao
M - Reference value / M — onopue suavennn

* At release the microbiological queality is not a regular test. First three productio batches micst be tested, and afterwards every 10th baich, biif ai
least one batch in each year /™ o aunyéry: CEPIT IMECH HU MIKPOGIOAOLIMHY HHCMOMY € HepesYRIPHim sunpolysannam, Bunpobysanus npogodams das
HEPHUX MPL0X aLipoGruus cepiti, nomiy 0as xuscnot decamol CEPIL. (e WOHARMEHIUE 0OUN Pat Ha PiK

1 hereby certify that the above information- is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned recognized site in full compliance with the GMP requirements of the local
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 / Lluv g 3aciguyio, mo uanexena ByMIE IRopmania ¢
JOCTOBIDHOK T2 104HOK. 1ljo cepito MPOAYKIIT -0y 10 BHpoGIeHo (BIUTHONAIOMH IAKYBANHA/MBPKYBAHHS) T2 [IPOBEAEHO KOHTPOJIh i SKOCTI HA
BHINE3AIHAMCAIT ATLHALEY ToBHIH BIANOBIAHOCT 3 BHMOraMu HBIL, scranosaensvy Micuesi PETyAATOPHUM OPradHoM, a TAKOW BIAMIOBIIHO .
70 Cnenudixanil, 1o MiCTITLCH B peccTpatififomMy 10cbe kpaiun-BupoGunka. Hporokon Bupotusutea, NAKYBAHHA TA FHANI3IR Oy 10 NEpernaHyTo .
Ta BCTaHOBASHO BUNORINMicTL [1B1]

Release date: Budapest, (9 05 2023 (, . e
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Issue date: Budapest, <X, <9 ey 3

Gdbor S2ainik
Qualified Pergon

 Qualified person /
Kpanidironana ocoba-
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