Product name:

Batch number / Weight:

Analysed according to:

i Fagror

3 Fagron

Certificate of Analysis

Dithranolum
239246 /0,5 G
SWG 042. wyd.E

Number of analysis / Inspection Code 23H22-B11 / INS-23-8237

Reference Code / No.:

Tests

Appearance
Identification A
Identification B
Solubility

Related substances A
Impurity A
Impurity B
Impurity C
Related substances B
Impurity D

Related substances A+B

Chlorides
Loss on drying
Sulphated ash
Assay

Tagron.pl

V01094 / OP-DNL-C1-002/22

Requirement Result

Yellow (-brown), crystalline powder Conform

178 - 182 180,4

Conform Stwierdzona

acc. to Ph. Eur. Conform

practically insoluble in water

soluble in methylene chloride

sparingly soluble in acetone

slightly soluble in ethanol 96%

It dissolves in dilute

solutions of alkali hydroxides

Conforme Conform

<=1 <0,05

<=1 0,5

<=1 0,2

Conform Conform

<=25 <0,1

<=3,0 0,7

<=100 <100

<=0,5 0,01

<=0,1 0,00

98,5 - 101,0 (dried substance) 100,6
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Standard remark



All the manufacturing stages of this batch have been carried out in full compliance with the GMP requirements of the EU and with the national legal
requirements.

Analysis performed by the authorized lab Own lab
Release:

Ewelina Gadzinowska

Qualified Person

17-04-2024

Expiration: 22-12-2027

Conclusion: APPROVED
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