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NO. TESTS SPEC|FtCAnO¡¡ RESULTS

L unaractcr§
A. Appearan6e

Freely soluble in Methylene Chloride.
Soluble in Methanot.
§parlnOly soluble in ethanol l§8 nercanti

Almqet Whito Pow-dirB. Solubility
I Practlcafty insoluble ¡n watei. 

--.=----
I Freely sofuble in Melhylene Chloride.
I Soluble in Methanot.
I Sparinslv solubte ¡n ethanol (96 percent).

2.

xtion
A. Meltins Point 148.0'to f 52.0'C 149.2"C
B. lR Spectrum Ih" lnfrared absorption spectrurn of

Sample concoidant with lnfrared
absorption spectrum of ketoconazole WS.

The lnfrared absorption spectrum of Samplá
concordanl wíth Infrared absorption
soectrum áf kaiñrmá"^la t¡lrQ

C. Thin Layer
Chromatography

The 
- 
Principal spot ín tne cñromatogram

obtained with lhe test solution is s¡miÉr In
position, colour & size to the principle spot
in the chromatogram obtained ri¡¡tn ine
reference sqlution fal,

r ne pr¡nc,pat spol ln the chromatooiáñ
obtained wíth the test solution is simiÉr in
position, coiour & size to the orinciole soot
ín lhe chromatogram oblained ,Í,it¡, if,e
reference solution (a).

D. Reaction of Chloride T¡e . sotut¡o¡I gives reactioñ-láf of
chlorides. Complies

3. Appearance of solutbn
Solutíon S should be Clear and not morC
intensely cohurod than Reference
Solution BY4 (Method ll)

Solution ls Clear and not more intenselv
coloured than Reference Solútion By¡.

4. OptictlRotat¡on - 0.10" to * 6.19' detarmined oñ soiu[oñ
s (+) 0.036.

5.
Retated Substances By
HPLC

Total trñpurny : l¡oi lr¡ore-Ttran--Tl5'
percent, 0.A72 o/o

6.
Heavy Metals (fi4ethorl
D) Maximum 20 pprn Less than 20 ppm

7. Loss on Drying Maximum 0.5 percent determinéd on tg
by drving in an oven at 105'C 0.21 o/o

8. Sulphated Ash Maximum 0.1 percent determined on f g . 0,050 7o

s. Assáy by
{On Dried Easis! 99.0 percent to 101.0 percent 99.50 o/o

10'.
Residual solvent
}, Methanol
) Acetone

Not More Than 3000 ppm
Not More Than 5000 onm

472.29 ppm
§28.21 oom
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