
Description - EP/USP Conform to description
A white or slightly
yellowish hygroscopic
crystalline powder.

Identification : IR Spectrum - Positive EP/USP Positive

Reaction of Sodium - Positive EP/USP Positive

Identification: RT in HPLC - Positive EP/USP Positive

Appearance of solution - Conform EP/USP Conform

Absorbance of solution max 0,050 EP/USP 0,005

Loss on drying % max 0,5 EP/USP 0,1

Water Content (KF) % max 0,5 Company 0,2

pH 7,0 - 8,5 USP 7,8

1-(2,6-diclorofenil)-2-indolinone (HPLC) % max 0,05 EP/USP/Company < 0,03

Impurity E EP (HPLC) % max 0,10 EP/USP/Company < 0,03

Impurity Dik/7 (HPLC )* % max 0,10 EP/USP/Company < 0,03

Impurity Dik/6 (HPLC )* % max 0,10 EP/USP/Company < 0,03

Each other known impurity (HPLC) % max 0,10 EP/USP/Company < 0,03

Each unknown impurity (HPLC) % max 0,10 EP/USP/Company < 0,03

Total impurities (HPLC) % max 0,3 EP/USP/Company 0,0

Assay (potentiometric) % 99,0 - 101,0 EP/USP 99,4

Isopropanol (GC) µg/g max 500 Company < 5

Ethyl acetate (GC) µg/g max 100 Company 22

Toluene (GC) µg/g max 890 Company 22

Benzene (Skip test) - < 2 ppm < 2 ppm

Aniline (skip test) ppm max 7,5 < 7,5
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is likely to be present

*DIK/6 = N-Phenyl 2,6-Dichloroaniline

*DIK/7 = N-Chloroacetyl-N-phenyl-2,6-Dichloroaniline

Elemental impurities: none of the elemental impurity reported in ICHQ3D

is likely to be present

*DIK/6 = N-Phenyl 2,6-Dichloroaniline

*DIK/7 = N-Chloroacetyl-N-phenyl-2,6-Dichloroaniline
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