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fegal adidress: wpndnng adpeea:

§ 106, Budapest, st. Keresturi. 30-38, Hungagy FU06. M. By aaneit, vy Kepeerypi. 30-38 Yiopuonm
Phone; (36)-1-B03-5554, Faxs (36)-1-B03-5550 Teaedon: {36)-1-803-5554, drare: (361-1-803-3556

dctnel address: ghasmiee adproa:

11064, Budapest, st Bekenfeldi, T18-120, Hungary TEGS. m. By rnreiny, sy Bekeundseacdd. TIS-1200 Yrapum

CERTIFICATE GF QUALITY { CEPTHMIKAT AKOCTI X 2665/2024/1TA

Name of product/ Alerzin®, 5 mg filot-coated tablet Ne 14 (7x2) in blisters/

Halisenysanus npenapary:  Anepin, TabncTrn, BEPHTI (UHRKOBOIO 0D06HKD0I0 10 5 Mr Ne 1 (7x2) v BaicTepax
Batch No.: / Cepin No; 2872A0524

Date of manufncture: /05 2024 MA No.: /N L1 UAROBO2/01 /0T

Jara sapoGunm sa;

Expiry dates / 035 2029 MA expiry date: / unlimited f Getctporone

Fipru@aromii qo: Tepuin it PIl:

Number of productsin = 52 320 puckapes s Manufacturing license No.t/ ML No HU-M-EGIS

the Bateh:f Kiankict, KopoBok N ahensii na srpofit so:

upisty kit y cepii:

Batch release date: / g 3_/03 Tl (7

Jlars sRIncry cepi

StrengthfPotency: / 1 tablet contains 5 mp levoeetivizine dihydrochioride (equivalent to 4.21 my of levocetlrizine) /

Cram aitfasonnnicts: oo, mictisin 3 il aeBone thpranyy ANiaApesIopigy (i shaoniane 4.21 M1 aesousrupizkny}

QUALITY PARAMETERS / RESULTS/ LIMITS / - .

HOKAZHINIKH SKOCT] _ A PEIVILTATIE HOPMI

Appearance / Omie Complies/ Round, slightly convex film-coated tablets, with stylized «E» sizn on one
Biziosiae side and «281» Inscription on the other stde 7 Kpyri. nosipae apobrykai

rafiie TRy, BRPET ICBKOROKY OMCONKAI. 1 I PARIPYRAMIIMG cngtitonanod
sirepit edin 3 ooro Soky 1 sovepom «281 e tiinnme

Colour of tablets / Koaip rf.aeion Complies / White or almest white / Biaoro afia st 6L 101 0 ko:apy
Binnoni,1ae
Odaur of tablets / 3o 1abaciok Complivs / Odourless ar almost odonrless / bet sanasy afk sadiae et wis
_ 1 Biawosiane — - o = ]

Size: [ Toamip:
- diameter: / ninsep: Complies / sbout 7.0 mm / dmrnko 7.0 un

e Biawosinar ]
Ldentificadon of drug substance Complies / The UV absorption specirum of test solution should correspond to the
(UV spectrophatometry) / Eeinupixmun Bimroniia UV spectrum of standard  solution /7 Vbcoemp  notmniun
Senut pedorig {YO-ciek modiotose mpin) miipeGOuY HANOEY PO BUAHEEH RMOBEIENT Y Q-CHCRIPY CIUERMID

po Ny ] .

tdentification of drug substance (TLLY / Complies / The R value and the size of the main spotin the chromatogram of the test
Frcutidiania Jiiovol pevoniun (TTITX) Bi:nosiar solution should correspond of the main spot in the chromntogram of

the standard solution / Koupisticsnn yrpiwynanns RE 1 poisip ocnosmo?
M A Xposatomasi iipodonyRIoNS PN H0BN0E Bioniirn
1 ocHORUT LA Hd ADOAGHT 01 DI CEMURPINOLO Doty

[dentification of Titaninm dioxide in tie Complies / Positive test for Titanium dioxide /7 {lommmii 1wer v o
composition of the tablet coating (colonr i mosinee NIBIRTNS

reaction) / Lenndisauin 1oy juiokew, i
n ciern i 0Gosonkk TG TRY (RLopon

peakLia) . e . e e e e )
Assay of drug substance

(UV spectropheiometry) / DR.E %% 95,11 - 105,68 %

Kiapxicne i nngeins 1iomet peseriim 4.94 500 mp i 25 %

{(Vdr-cnextpodiorovemin) B mpftabl /s fub, | (495525 mgisn) i e .

Related substances (HPLC)/
Cyuponizg aosinks (BEEX)Y

- any kdentified impurity: / <005 % naot more than 0.20 % (each) / ue Gianme 0,20 % (rouitol)

Gy oseura Erenmdiikanany ausing

- aay unidentified impurity: f 005 %% not more than 0,40 % {each) / ue Gianme Q10 %4 (ko)

Gy an-gka neineindisowm wsinka;

-sum of imparities: feyva gt L<0.0% | not more than 1.0 % /e Giasae 1L0% e
Chiral impurity (HPLC) 7 0.2% D-Cetivizine not more than 8.0 %/ D- wenipt i ne Gimsne .0 %

Xipaanim aosimgn (B3EPX)
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Egis Pharmateuticals PLC

fegad adifress

1106, Budapest, st Keresturi, 3U-38, Hungary
Phane: (36)-1-803-5554, Fax; (36)-1-803-3550

actital adidress:

1165, Buwdapuest, st. Bekenleldi, [13-120, Hungery

3A I dapyancead ane) EVIC

wapHitNetie depecd.

1100, v Byaaneun. sy Kepeonpi. 30-38. Yiopaoni
Te.redpon: (361-1-803-3554, Dagez (36)-1-B03-5556
graenneant adpeca:

P65, & Byaanew, mya Bewerndieri, 118820, Yiopitin

CERTIFICATE OF QUALITY / CEPTH®IKAT HAKOCTI Ne 2665/2024/TA

Name of product/

Haiisenypania npenapary:

Alerzin®, 5 mg film-coated tablet Ne 14 (7x2) in blisters/
Anepisin, Tabae1kn, BEpuTi Inlinkosoto oGononkoto no 5 yr Ne 14 (7x2) y Gaictepax

Bateh No.: / Cepin Ne; 28T2A0524
QUALITY PARANETERS/ RESULTS ¢ LIMITS /
HOKAZITHKH IKOCT! PEIVIILTATH 1IOPMIY ]
Dissolution 7 Posusnenus 93--9909, not less than 75 % (Q) 730 min. / uc senue 73 %46 (Q) 30 30 .
o Fe=06% _ .
Average mass / Cepesmg sitci 99.9 myg fr 10,0 mg inic 2 7.5 %
_ (92,5~ 307,5 mg /1) e
Uniformity of mass/ Coniplics / not less than [8/20; n\'cragc mass : 7.5%
Oamopiasicts sacn Bi:mosinge not more than 2/20: sverage mass = 15% /
ne stensae 18/20 nia cepesumor sacn = 7.5 %

_ ne GLine 2/20 pit cepeiumed sacu 2 15 %

YWater content {Karl-Fischer titration 4.6% not more than 7.0 % 7 e Giznine 7,0 %

seTotoy Kapsn Qimena)

method) 7 Buict soas {nicpybanis 1o

Uniformity of dosage units
(UV spectrophatometry)

SOTONALEEN OIS
(Y®-cuermodarome rpis}
{nmopianicTu pMicyy)

(Confent uniformity) £ (huopi.tiicr

AVin=42

AY (n=10) £ 15.0, iT not:
AY (n=30) < 15,0 and
330: 07501 - L25S M/
AVin= 1)) = 150,

skwe ti: AV in=30)< |501
o 30/30: 075 M- 1,25 M

Microbiologicnl quality* /
MikpoGioyroriana unctoma?t

- tatal aerobic microlval count (TAMO): ¢
FHAALHE THE0 ACpoDIN MiKpoopraaitstin

<10
CFUp 7 KYUA

not more than 10° CFU/E / ne Gi.mne 10" KY (i

{TAMCY:
~ totst] yeasts and moulds epunt (FYMCY /7 | <10 not more than 107 CFUA / e Gimpure 107 KV
SAEWILHE MHEIO IPTHRGRORHN T IDFCeIennN CFUfg f KYOn
rpuBin (1Y MC):
- Excherichia coli: Coraplics / absence in T g/ nacy thicina 14
__ Binnoni,ne o
Package size and type: 7 Complics / 7 tablets In blister; 2 blisters in a cardboard box, Labeling in Ukrainian
Poastip § rinn siamy sarmn: Biznosiae {10 7 mbxelox y Gaicwepd; no 2 Giiciepn » saprouniin xopoGu.

MupiyBINIIA YEPATHCLKGIO MOBUID

i + Ship test (the first theee butches, thea only every Wi busch is tested if available, otherwise af least one botch per yvar s tested) /
" HEPe ARG GUIPOEYEAIIR (GRNPOE TN NPIRGORRIL 38 1, YL DIPLON GUPOORINUY CEPiit. ot & soyennt decnod vepif, o 10 wondivenine odiem

Jrat i pra}

I herchy certify that the shove information is zothentle nad accurate. This batch of produel has been manufactured, including
packaging/labelling and quelity contrel at the above mentioned recognized site in full compliance with the GMP requirements of the local
Regulatory Authority and with specificatinns in the Registradon Dossicr of the manufacturer country., The batch processing, packaging
and analysis records were reviewed and found to be in complianee with GMP 7 How s wenizpnyio, mo nascena shue uu}mp\mmu r
Joctopipimoe 13 1000, o upml npo, Umm Gyo1a Bopobaein (RICIMAIM UAKY !tdilliﬂf‘ltﬂph\ BN 130 HPORCICHO KOHIPLIB 1T HKOCH 113
wimezmasenift it y nomiii swonianecii ¢ mevozoase HBIL seraom i MCHEsIs PeIvasIopiHy opramos, i e Bi; s
a0 cncindirandil. nw sicotuen # peccspmititinosy wene kpaiintsupoGiian, Hporokess supoGistisa, muynmieg 1 amoidtin Gvao
NCPEEIANY TO T BETANOS.RHO Aioslwiets HB)

Date of signaturce /
Hara ui,uncanss

Buddapest F Iy avewn

kE gis Pbmmucuuncaus i’l <

Budnpest - Hungary

LIAAGY 21 { .

<) YAJ‘Y ey
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Fo e ]

Qualified person !
Kuuaidixonmnn ovaba

.

Dr. Lajos Ktirtvélyessy

Quelificd Person




