Pharmaselect International / ®apmacenekT IHTepHewHn Doc date / [lata aokymenTa: 23.03.2023
Beteiligungs GmbH / BeTeniraHrs rMéx Doc. Ref. / Petbep. aokymeHT: ARO-UA-0323
Ernst-Melchior-Gasse 20 / EpHcT-Menxiop-Tacce 20

1020 Wien / 1020 Bigedb

Certificate of Analysis / CepTudikar aHaniay
Aronta Tablets / ApoHTa TabneTku

Batch No / Cepia Ne: 010324 Shelf life / TepmiH npugatHocTi: 36 months
Country / Kpaina: UA Quantity / KinbkicTs: 2000
Expiry date / Mpuaartiwia ae: 03/2027 Manufacturing date / Jata BMpobHMUTRA: 03/2024
Storage conditions / Ymosu 36epiranns | < 25°C Reiease date / Jata eunycky cepir: 08.04,2024
Method / Release Specification /
Test/ Tect MeT Cneundikalia Ha MOMeHT Resuits / Peaynbratn
oA BMNYCKY cepii

General product characteristics / 3aranohi XapaKTepUCTUKN NPOAYKTY

Film-coated cblong tablets, with a
Internal Method | dividing line on one side /
Appearance { Onue { BHYTpiWHiA Mpoaocerysati TaRGRETKM, BKPUT Complies /Bignosigae
MeTog nniekoBoi0 0GONOHKDID, 3
PO3AINBHOI OUCKOH 3 OAHO Goky

In-House / Orang with a mosaic structure /
Color / Konip BHyTpiLumHii OnaHxesi 3 mosaiyHolo Complies / Bianosinae
MeToA CTpykTypOi0
In-House /
Disntegration, min / Posnaganus, xe BHyTpiwHii =45 min / 245 xB 27 min { 27 xB
meToA
In-House /
Average mass per tablet, mg/ F 980.0mg (931.0+1029.0) /
CepefiHst maca TabneTkw, Mr 53;3'”""'“ 980.0mr (831.0+1029.0) 970.30 mg / 970.30 mr
Uniformity of Mass in % / Ph.Eur. / . i %
OaHopiaHicTs Macn y % €ep.Papm, 0% -2.32% 1+3.03%

Microbiological Quality / mikpoBionoriuxa sikicTe

Total number of mesophilic aerobic and
facultative anaerobic micreorganisms / ofu/a <104 /
3aranktHa KinbKicTs MeaodinsHuX IS0 4833 Kyog;‘r <107 <10
aepobHux i hakynbTaTueHo-

aHaepobHUX MIKPOOPTaHisMiB

Coliform / Kuwkosa nannuka IS0 4831 cfufg <100/ K¥YO/r <100 Absent / BiacyTHa
Escherichia Cofi ISO 7251150 | Cfg <10/ KyOIr <10 Absent / BiacyTHs
16649-1-3
. To be absent in 25.0g / Jomxwa, 3
Salmenella species IS0 6579 oTeyTCTBOBATS B 2m Qbsent / BigeyTHA
i To be absent in 28 (g Hlorkno P, .
Listeria monocytogenes IS0 11290 oTcchmosaTyﬁﬁﬂ ad . x/; nt / BigcyTha
- . 7 JOKY ML TIN5 :
Coagulase-Positive staphylococci SO 6888-1-3 cfufg <10/ @7/ <id i\%}% ! BincyTha
Pseudomonas aeruginosa IS0 13720 cfufg <100/ Q.’é!r‘%% a j__b Ab: én i/ BincyTtHa
o4 i &
Spores microscopic Mold fungi yeast / B\~ Ry /
Criopu mikpockoniumi Liginesi rpputu ISO 7954 clufg <500 / Yﬁ* 500 o <10
E : . N N
APDKIK D318 \{\,\’/

Yeasts / Opimmpki ISO 7954 cfufg <500/ KYQIr
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It is hereby certified, that this batch has been manufactured and controlled in compliance to the current

legislation standards. / Lium saceiguyeTbes, Wwo Us napTia 6yna eurotosnexa Ta KOHTPONbOBaHa BiANGBIgHO

A0 CTaHAapTIB YUHHOTO 3aKOHOAABCTEA

The batch was released for sale. / Naprilo BunycTunn B Nnpogax. Pharmaseleat International
Beteilligungs GmbH

Ernst-Melcpior-Gasse 20
ralAustria
88 03 86-0, Fax-20

2

Date / fara Signature QA/QC / nignuc YNoBHOBaXEHOMO 3 SIKOCTI:

09.04.2024 M. Abdul Rahman / M.ABayn Paxman
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