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Productname:

Inspection No:

Batchnumber:

Certificate of Analysis

BP 2015Analysed according to:

L02232/0524/536

Expiration date: 28.02.2026

FAGRON a.s.Customer:

0 x 1 lSample Unit:

45 x 1 lBatch Size:
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K55065431Batch no. of vendor:

Result UnitRequirement Standard remark

CHARACTERS

Appearance ConformColourless, volatile liquid.

Solubility ConformConform

IDENTIFICATION

IR spectrum ConformConform

TESTS

Distillation range (60°C) <5,0 %<=5,0% distils below 60°C

Distillation range (60-62°C) Conform %Remainder distils at 60°C to 62°C

Density 1,478 g/ml1,474 - 1,479

Acidity or alkalinity ConformConform

Chlorides ConformConform

Free chlorine ConformConform

Aldehydes ConformConform

Foreign chlorine compounds ConformConform

Non-volatile matter <1 mg<=1 105°C

Related substances ConformConform

Carbon tetrachloride <0,2 % (v/v)<=0,2

Dichloromethane <0,2 % (v/v)<=0,2

Bromochloromethane <0,2 % (v/v)<=0,2

any other impurities ConformConform

Total impurities <1,0 % (v/v)<=1,0

TSE/BSE ConformNo contamination with TSE/BSE-risk materials.

Residual solvents ConformCPMP/ICH/82 260/2006

Metallic residues ConformICH Q3D

ASSAY

Ethanol 1,1 % (v/v)1,0 - 2,0

Quality: Excipient
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