Faqron

Certificate of Analysis

Product name: Propyphenazonum
Batch number: 19E20-B05-195156
Base unit: 100g

Expiration date: 31.03.2022
Quality: Ph.Eur.

Manufacturing date: 03.12.2019
Inspection report no.: INS-19-01970
1IN: 100962-114-91

Description Claim Result Unit Laboratory
Appearsne white or slightly yellowish, crystalline - Fegsron Polani
powder
Identification A 102-106 °C 103,6 oC Fagron Poland
Identification B acc. to Ph. Eur. conform Fagron Poland
Appearance of solution acc. to Ph. Eur. conform Labo Quercus
Acidity or alkalinity acc. to Ph. Eur. conform Labo Quercus
Related substances acc. to Ph. Eur. conform Labo Quercus
Unspecified impurities max. 0,10 % 0,0 % Labo Quercus
Total impurities max. 0,2 % 0,0 % Labo Quercus
Loss on drying max. 0,5 % 0,2 % Labo Quercus
Sulphated ash max. 0,1 % 0,05 % Labo Quercus
Assay 99,0 - 101,0% 100,4 % Labo Quercus
Metallic residues CHMP/ICH/353369/2013 conform data producer
Residual solvents CPMP/ICH/82 260/06 conform data producer
TSE/BSE-statement W0 DRI wnth VoR -tk conform data producer
materials

Analysis performed by the laboratory: Fagron Poland and Labo Quercus.

Release:
Dominika Sottysik
Qualified Person
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Dgminika Sottysik

osoba wykwalifikowana

Date of releasing: T71F 516"

Conclusion: Approved
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