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CERTIFICATE OF QUALITY / CEPTU®IKAT AKOCTI M 2646/2024/TA

Name of product/ Alerzin®, 5 mg film-coated tablet N 7 (7x1) in blisters /

HaiimeryBanna npenapaty:  AJsiep3uH, TabneTku, BKpHTi nIiBKOBOIO 060n0HKOI0 N0 5 Mr Ne 7 (7x1) y Gnictepax
Batch No.: / Cepia Ne: 2871A0524

Date of manufacture:/ (5 2024 MA No.: / Ne PIT: UA/9862/01/01

Jlata upobnpTaa:

Expiry date: / 05 2029 MA expiry date: / unlimited / Geacrpoxose

[Mpunaruni ao: Tepuin aif PII:

Number of producisin 80 160 Manufacturing license No.:/ M1 Ne HU-M-EGIS

the Batch:/ Kiapxicru packages / Ne niuen3ii #a aupOOHMILTEO!

1oLy kUit y cepil: Y IAKOBOK ’

Batch release date: /
Jata Bunycry cepil:

Strength/Potency: /
Cuna niifaKTHBHICTS:

oS e | Qa2

1 tablet contains 5 mg levocetirizine dihydrochloride (equivalent to 4.21 mg of levocetirizine) /
| TaGaeTka MICTHTL 5 MI" NEBOLETHPHIHHY AKriApoxaopaay (1o sianosiie 4,21 ME ICROLIETHPHIHHY )

QUALITY PARAMETERS / RESULTS / LIMITS /
IOKA3ZHHKH AKOCT] PE3YIILTATH HOPMH
Appearance / Omnc Complies / Round, slightly convex film-coated tablets, with stylized «E» sign on one
Binponinae side and «281» inscription on the other side / Kpyr7i, nomipHo jisooyiii
TabieTio, BRPHTL IHBXORMIO 0BONOHKOI, 3 MABIPYBANHAM CTHIIIOBAHOT
sitep aFn 3 oHoro Goky Ta HOMEPOM «28 i — 1 iHnoro
Colour of tablets / Konip Tafinerok Complies / White or almost white / Binioro abo mafbke Gia0ro konsopy
Binnosiaae
Odour of tablets / 3anax ralacTox Complies / Odourless or almost odourless / Bey sanuxy afio malbxe Ge3 samaxy
Binnosiane
Size: / Poamip:
- diameter: { giaMeTp: Complies / about 7.0 mm / Gnnasko 7.0 mm
Binnosisac
Identification of drug substance Complies / The UV absorption spectrum of test solution should correspond to the
(UV spectraphotometry) / Lienrudicauia Biznosizace UV spectrum of standard solution / Y@-cnextp RormHasns
nitoeof pesosuny (YP-cnexrpodotomerpis) sinpoboaysaHoro. oMMy  nomuheH  pimoniwm  Yd-cnextpy
CTOHAAPTHOND POy
Identification of drug substance (TLC) / Complies / The Rf value and the size of the main spot in the chromatogram of the
[nenmudicauin aiowoi pevoswm (THIX) Binnosigac test solution should correspond of the main spot in the chromatogram
of the standard solution / l(oadnwm yrpumysanus RF 12 poimip
DCHOBHOT TUIAMM HA XPOMETOIPaMi BMIPOBOBYBAHONO POTIHHY NOBHEHI
BLANOBIAETH OCHOBHIT UM HE XPOMATOTPAMI CTAHABPTHOND POSYMHY
Identification of Titanium dioxide in the Complies / Positive test for Titanium dioxide / TMowTHENMIA TeCT MAR THTIHY
composition of the tablet coating (colour | Bianominac JoKCHTY
reaction) / Lnentidixanis vrany piokcuy »
cxnazi obosotxn Taiierce {KoabopoRa
| peauis)
Assay of drug substance
(UV spectrophotometry) / M2 % 95,0 — HI5,0 %%
Kinbxiche BHIHAYEHHA TiHOY0T PEHOBHIK 4.96 5,00 mg /ur 5 %
(Y®-cnexrpodoromeTpis) mg/iabl. / mrfrab. | (4,75 — 5,25 mg /nr)
Related substances (HPLC) /
Cynpoaiani aosiwxn (BEPX)
- any identified Impurity: / =05 % not more than 0.20 % (each) / ue Ginswe 0,20 % (xoxnoi)
Gy ite-nxa ictrndikopaia AomMiluxa:
- any unidentified impurity: / <0.05 % not more than 0.10 % (cach) / ne Ginowie (. 10 % (koxoi)
Gyb-fKa HeigenTiikopana Jomiwka:
- sum of impurities: / cyma aomiwox; <0.1 % not more tham 1.0 % / ne Ginswe 1,0 %
Chiral impurity (HPLC)/ 0.2% D-Cetirizine not more than 1.0 % / D- uerupusan ne Ginsme 1,0 %
Xipaawna aomitka (BEPX)
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CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCT] M 2646/2024/TA

Name of product/ Alerzin®, 5 mg film-coated tablet Ne 7 (7x1) in blisters/
HaiimesyBaHna npenapary:  Anepiui, Tabnetky, BKpHTI nniskoBoro obononkoio no 5 mr Ne 7 (7x1) y BnicTepax
Batch No.: / Cepis No: 2871A0524
QUALITY PARAMETERS / RESULTS/ LIMITS/
MOKAZHHKH SKOCTI PE3YIILTATH HOPMH
Dissolution / Po3tHHeHHS 839-97% not less than 75 % (Q) / 30 min. / ne menue 75 % (Q) 3a 30 xa.
Xo=94%
Average mass / Cepenna maca 100.6 mg fur 100,0 mg /v 7,5 %
(92,5 - 107.5 mg fmr)
Uniformity of mass / Compties / not less than 18/20: average mass = 7.5 %
OuHOPINHICTL MECH Binnosinac not more than 2/20: average mass £ 15 % /

se MeHwe 18720 sin cepeunsol Mack + 7.5 %
He Giznme 2/30 pin cepeannoi macn + 15 %

Water content (Karl-Fischer titration 4.6 % not more than 7.0 % / ue Gimame 7,0 %
method) / Baics mom (THIpyBamic 38
meTozom Kapna @iiuepa)
Uniformity of dosage units AVi=1317 AV (n =10) 21510, if not:
(UV spectrophotometry) AV (o =30) 2 150 and
(Content uniformity) / OaropianicTs 30/30: 0.75M - 1.25M /
7I030BAHUK OIHHHUL AV (n=10)< 150,
(Y®-cnexrpodoTomeTpia) akmo wi: AV (n=30)< 15,01

| (oamopiauicTs smicty) ana 30/30: 075 M - 1.25 M
Microbiclogical quality* /

MikpoGionoriana 4HcToTa™
- total aerobic microbial count (TAMC): / | <10

SArALHE WHENO aepoBHHX Mixpoopraniswie | CFU/g / KYOh
(TAMC):
- total yeasts and moulds count (TYMC): / | <10

not more than 10% CFU/g / iie Ginbwe 10° KYOir

not mare than 102 CFU/g / ve Gimue [0F KYO/r

BBMAIBHE WHETO TpiagpkoHx § iwticeneanx | CFU/R/ KY O
rpubin (TYMC):
- Eschevichia coll: Complies / sbsence In 1 g 7 sipcymicts n | 1
Bianosiec
Package size and type: / Complies / 7 tablets in blister: 1 blister in a cardboard box. Labeling in
Possip | THI HAKYBANHA: Brarnosi/ac Ukrainian / Mo 7 Tafaerox y Guictepi; wo | Gaicrepy & xapromunif

kopo6ui. MapkyBanns YKPETHCLKOM MOBOID

*+ skip test (the first three batches, then only every 10th bateh is tested if available, otherwise at least one batch per year is fested) /
*: Hepezyape SunpOBYERINA (GUNPOGYEINNR NPOSOARIY, 018 NEPUALY MPBOT SHPOGHINIE CEpil, oMM dam Kool OecRinG | Cepil. G ufonaiweHIe oo
P g pisj

| 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 / Llus 5 3aceifuyio, 1m0 nascicHa BHme inpopmauis c
JIOCTORIPHNO T2 Te4H0K0, 110 cépito npoykiii Gyao anpobneno (BrRmOYa0HN [BKYBAHNA/MA]KYBEHHA) TH MPOBEACHD KONTPOAL i AKOCTI Ha
BHOIEIaIHAveHiH AiasHA y nosiih BinoaianoeTi 1 susorasy HBIL, KCTAHORICHHMM MICLEBIM PETYIRTOPHHM OPIanOM, & TaKOK BiANOBIAHD
A0 cnewspikauif, WO MicTATheR B peccrpauifinomy noeet kpaiun-supoGika. [lpotokonn supobuumiraa, nakyBanid Ta ananiiis Gyno
NEpernREVIc T8 BCTAHORIEHD Bianonianicrs HBIT

Date of signature /
JlaTa niANHCAHHA
Budapest / By.ianenn . / Q d person !
S Knaridixopana ocobs
_ Dr. Laju K3
Egis Pharmaceuticals PLC &% Qualified Person
Budapest - Hungary €.
-
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