
DESCRIPTION: complies complies

white or almost white crystalline
powder

IDENTIFICATION (IR) complies complies

IDENTIFICATION (UV) complies complies

IDENTIFICATION (chlorides) complies complies

APPEARANCE OF SOLUTION: complies complies

a 12.0% w/v solution in water is clear

WATER <= 2,0 % 0,14

SULPHATED ASH <= 0,1 % 0,00

Palladium <= 5 ppm < LOQ (0,7)

Impurity 1 (rel.sub. HPLC) <= 0,15 % 0,06

Impurity 2 (rel.sub. HPLC) <= 0,15 % < Disregard limit (0,02)

Impurity 3 (rel.sub. HPLC) <= 0,15 % < Disregard limit (0,02)

Any other Impurity (rel.sub. HPLC) <= 0,10 % < Disregard limit (0,02)

Sum of all Impurities (rel.sub. HPLC) <= 0,50 % 0,06

RESIDUAL SOLVENTS: - -

-Acetone (GC) <= 1000 ppm 343

-Methylisobutylketone (GC) <= 1000 ppm < LOQ (50)

ASSAY : with reference 99,0 - 101,0 % 100,4
to the anhydrous and solvent-free

substance (pot.)

4-chloro-4'-fluoro-butyrophenone ≤ 2,5 ppm ≤ 2,5 ppm
(rel.sub.HPLC) ≤ 2,5 ppm

4-chloro-butyrophenone ≤ 2,5 ppm ≤ 2,5 ppm

(rel.sub.HPLC) ≤ 2,5 ppm

4-chloro-2'-fluoro-butyrophenone ≤ 2,5 ppm ≤ 2,5 ppm
(rel.sub.HPLC) ≤ 2,5 ppm

Solubility: freely soluble in water; soluble in methanol; sparingly soluble in chloroform.
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Complies with: in-house specs

This material has been prepared following the current Good Manufacturing Practice (cGMP).
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