Page 1

i Fagron

personalizing Certiﬁcate Of AnaIVSis
meadicing

Productname: COLL.ODION 5% M/M (4% M/V)
inspection No: 101534/0221/536 Sample Unit: 1x10ml
Batchnumber: 21A25-T03-083601 Batch Size: 576 x 250 ml
Expiration date: 04.03.2026
Analysed according to: USP 39
Original Manuf. Date: 16.7.2020
Identification of producer: V01453
Batch no. of vendor: 1907543

Requirement Result Unit Standard remark Insp. Site
CHARACTERS
Appearance Colourless, viscous liquid. Conform Contract Lab
Odor . Characteristic odor. Conform Contract Lab
IDENTIFICATION
Identification A Conform Conform Burning, yellow flame Contract Lab
Identification B Conform Conform A viscid,stringy mass of pyroxylin ~ Contract Lab
TESTS
Specific gravity 0,765 - 0,775 0,770 Contract Lab
Acidity Conform Conform Contract Lab
Residual solvents CPMP/ICH/82 260/2006 Conform Data Producer
Metallic residues ICH Q3D on elemental impurities Conform Data Producer
ASSAY
Pyroxylin >=50 6,8 % Dry residue Contract Lab
Alcohol content 22,0-26,0 24,9 % GC Contract Lab
Performed by: External/Ekocentrum
Responsible: Ing. Mgr. Katefina JokeSova, QC

PharmDr. lvana Urbankova, QA
Date: 15.03.2021
Conclusion: APPROVED

This document has been produced electronically from our quality system and is valid without signature.
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