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legnl adidress: lopudwmd adpeca:

1106, Budapest, st Keresturi, 30-38. Flungaey FLOG6. m. By naneiss, vy Kepeervpi, 30-38 Yiopusum
Phone: (36)-1-803-5554, Fnas (36) §-B03-5350 Teacdon: {36)-1-803-5554, harc: (36)-1-843-3556

uctial address: ghasmict aopro:

1165, Budapest, st Bekenfeld, 118-120, Hunguy P65, s By ancin, syt hesetudse i, DIS-128 Yiopun

CERTIFICATE OF QUALITY / CEPTHOIKAT SIKOCTI N 2665/2024/TA

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

Halisenysanns npenapary:  Asepini, Tabne1xn, REPHTI muliskoBoto 00oactkoo no 5 ar Ne 1 (7x2) v Bnicrepax
Batch No.: f Cepin Ne: 2872A0524

Date of manufacture: /05 2024 MA Noo /R I UAR62/01101

Hara snpoGesin sa:

Exapiry date: / 03 2029 MA expiry date: / unlismited / Geetpokone

Fipieananii ao; Tepwin air Pil:

Number of prodocts in -+ 52 320 packages 7 Mannfacturiag license No.:/ ME Ne HU-M-EGIS

the Batch:/ Kinnxicti, kopoGox Ne aiennsim na supofisaupo:

npuay sl y eepii;

Bateh release date: / gy g'/og Lol L/

Jara s eny cepii:

Strength/Potency: f 1 tablbt contains § mp levocetirizine dihydrochloride (equivalent to 4.21 myg of levocetlrizine) /

Cret Al eiseicto: PraGacisa miciinn 3w enone rHpranmy nriaporiopiniy (o siagonifae .21 M1 JCB0LICTHPHIHIY )

QUALITY PARAMETERS / RESULTS / LIMITE / Tt -

HOKAIHNKH SIKOCTT A PEIVILTATH HOPMI

Appearance / Omie Complies/ Round, slightly convex film-couted tablets, with stylized «E» sizn on one
Binnost;iae side and «281» inscription on the other stde £ Kpyrii. noMipis anoonykai

rafiersy, Bpid igkone ofedoikaio. 1 pasipyamy cagitonanod
sitepi vie 3 ouoro Goxy 13 dovepon «281s  siinume

Colour of tablets / Koaip rifi.ewos Camplies / White or almost whire / Biaoro afin wndiae 6L oo komapy
Binuoniau
Odaur of tablets / 3unay 1aneox Complies / Odourless ar almost odonrless ¢ Bea anasy atko vallwe e womns
. | Binmoniage o L o 3 ]

Sizez / Pomip:
- diameter: £ daveny: Complies / sbout 2.0 mm 7 mranko 7.0 un

] Bixnosinar ]
Identification of drug substance Complies / The UV absorption specirum of test solution showld correspond o the
(UV spectropliatometry} f Liennuhisnun Bintronizia UV spectrum of standard  solution 7/ Vbecoemp  novmniun
B PO ORSEHES {y‘-D-L'III.!]\' ITJULIJOT('IMC l'pi!l) Ilil]lpl)ﬁ(lll}'llﬂlllll Lo LR TTA SR Db E 32,4 ] Iii,'llll)i!i.‘lillll )’!Il-cncmp) CIALEMIIRD

PO MBIy ) o

Ideatification of drug substance (FLO)}/ Complies / The Rf value and the size of the main spotin the chromatogram of the test
Iaenninikanis airovol pegonmm (TT11X) Hizmosiar solution should correspond of the main spot in the ehromatogram of

the standard solution / Kocirierrn yipivynanns RE 1 ponnip ocnosmo?
M 1A XPOMIoIasi mipoSonyRANOIO. HYRHINY S0RINNG BiBION, T
| ocHem LM 1) APOMATOI DI CIMUTARIHOLO POty

Ldentification of Titanium dioxide in the Coniplies / Positive test for Titanium dioxide / {lompmwmii wer o noan
composition of the tablet coating (colonr Bianosiaac JoKciy

reaction) / Lienndikauin wntany gioken, gy
el oGosonky b tericn (K mopoin

peawnia 4 o e i
Assay of drup substance

(UV spectrophatometry) £ 9R.E % 95,0 - 1054 %%

Kiabkicue manmsenns il pesorimm +4.94 50N g /s 5%

(Y@-enekipodiotone mpis) mgfabl. / sufiab, (4,75 =525 mgisn) ) e _

Related substances (HPLC)/
Cyuponiani qosixs (B1EX)

- any dentified impurity: / <[105 % not more than 0.20 % (eack) / ue Grantue 0,20 % (rouitol)

GaJws-ski Lrenndikanann ausing:

- any unidentified impurity: / (05 % not more than 0,10 % (each} £ ue Gianre 0,10 24 (osnnd)

Gy an-zra neixeirydiomsig wsimsn

- sum of iimpurities: f eyma wninor: <0.0% . ___ {notmorethan 1.0 % /e Giaenwe 1.0% e
Chiralimpurity (HPLC) 2% D-Cetivizine sot orore than L0 % 7 D- ueripit i ne Gizge 1,0 %

Xipaania rostimgn (B1EPN)
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CERTIFICATE QF QUALITY / CEPTH®IKAT HKOCTE Xe 2665/2024/TA

Name of product/
Hafiscnysauns npenapary:

Alerzin®, 5 mg film-coated tablet No 14 (7x2) in blisters/
Ancpyn, Talag1kn, BRpuTI nivkonoo obononkoio 1o 5 mr Ne 14 (7x2) y Oaictepax

Batch No.: / Cepia No: 2872A0524

QUALITY PARAMETERS / RESULTS / LIMITS/

HOKA3NHKK IKOCT! PEIVILTATH 110PMH |

Dissolution f Possssienas 93-99% nat less than 75 % (Q} 7/ 30 min. / ne senwe 75 246 () 3o 30 .

To=90%
Average mass / Cepeing sica 9‘3.‘) my i H0,0 mg e £ 7,5 %
(92,5 ~ 107.5 mg fuir) X e
Uniformity of mass / Complies not less than £8/20: average mass 2 7.5%
Ocnropiasicts sach Bi;mosinac not more than 220 sverage mass £ 15% /
ne senpe 18720 nia cepeunel sacn = 7.5 %
; - ne Sianne 2720 pia cepenmol Maci £ 15 %

\Water content {Karl-Fischer titration 4.6% not more than 7.0 % 7 se Giomne 7.0 %

methotl) / Basict soas (nrrpyeanim 1a

seronom Kapon @ipepa) 4

Uniformity of dosage units AVie=42 AV {n=1N <150, il not:

(UV spectrophotometry) AV {n =30 <15.0and

{(Content uniformity) / Quuuopimicrs 30/30: L7501 - 125 M/

JOTORM N ORI, AVin= 1) = 150,

{(Yd-cuerrpodiotone rpin} sEe vi: AV (n =30y < 15,01

(o:mtopianicrn patiery) . A 303 0TS M- 1,25 M . ]

Microbiologienl quality* /

MixpoGionoriaim tuetorat

- total aerobic microbinl count (TAMC): ¢ | <10 ot more than 1 CFU/g ¢ we Ginane 10 KYO0

Fitl anpHe guc.to aepobius Mikpooprauinvin | CFU/p / KY O

{TAMCY.

« totul veasts and moulds eount (TVMCY: 7 | <10 not more than 102 CFU/g / ne Ginsure 107 KV O:

FATIIRIE HHCI0 IPIRGHOBHN § ILHcenenns CFUg £ Ko

rpuGin [TYMC):

- Excherichia coli: Cornplies / ahsence in I g/ macsnicinn 1

__ Bianosinae o

Package size and type: / Comiplics / 7 tablets In blister; 2 blisters in 1 cardboard box, Labeling in Ukrainian

Poastip i rinin sramy san: Bianouiue { Ho 7 mbactox y Gnicwepi; no 2 Gaiciepn B xaprouuiin xopoi.
L. e MupKyBania yEpAINCLEOIe MOBLIO e

) ‘Hp test (the first three butches, then only every 10t busch is tested if available, etherwise af least one bateh per yoar is tested) /
" HEPE AP GUUPOAY AL (GO ERUIIA DPORORNIL 393 1Y, IS 0N SUPRDGHIMIY CEpiit. nons O o vermd oo vepil, o w inoudioweitie odien

e v pst

I herehy certify that the above information is aothentle and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the ahove mentioned recognized site In full compliance with the GAP requirements of the local
Regulatory Authority and with specificatinns in the Registration Dossicr of the mapufacturer conntry, The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP / Husm s sacsizpnie. mo nasciens shue mc}mp\mmu r
Juetosipioe r 1omiow, 1o u.plm ey umm Gy sipolaviee (micuouaean DaKy Hdlllmﬁmpi\\lIulllﬂl) 1t HPORCISIID KOHITROLL T HKOCH 11
mnuezsnaenifl it y ot stwosianecii « msvoran HBIL seranoricinss MicHesny peryIs1opiHy opraimoy, i Mg Bi, oo
a0 crcrndirudil, nw siemTuen Bpecesputilinony Jocst kpaiinaupobnign, Hporekoss mupolnnnia, muynmieg 1 aecitin Gvao
HCPErMINYTO T BETRU0L. KO fiuosiricts 11B))

Date of signature /
Jlata nigicanis

Butapest 7 By mucan

Egis Phr;:muceunca!s i'l 4

Budapest - Hungary
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Qualified person /

oy Knn:tidixonmnn ovabs
5T, Dr. Lajos Kiirtvélyessy
ﬁE.GEi Qualificd Person
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