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PRODUCT NAME : KETOCONAZOLE EP

BATCH NO. : KET/ 11§06209
El§I qEE_---i-t§ ¡s---
A. R. No. : FP/KET/15iÜ093

MfG. DAT= : JUN.- 2015 ANALY§|S DATE : 09 i A7 12015

EXP. DATE : MAY'2020 CAS No. t 65277'42'1

SPECITICATION

White to almostWhite Powder.

ldeniification

Practically insoluble in Water.
Freely soluble in Methylene Chloride
Soluble in Methanol.
Sparingly solu ble_ in ethary¡(gqt),

Between 148.0" to 152.0"C

inolv soluble in ethanol (96%

PracticaliY insoluble in Water.
Freely soluble in Methylene Chloride-

Soluble in Methanol.

b. Solubility

149.1"c - 149.1',c
lfre inirareO absorption spectrum of

Sample corcordant with lnfrared

absorp{¡on §pectrum of ketoconazole
The lnfra¡ed absorption spectrum of Sample

concordant with lnfrared absorption
spectrum of ketoconazole W§'

b. lR Specirum

The princ¡pal spot in the chromatograrn
obtained with the tesl soluiion is similar
in posi{ion, colour & size to the principle

spot in the chromatogram obtained with

the reference solution

Solution is Clear and not mole intensely

coloured than Reference Solutron BY¿.

{-) ü.005'

tire principal spot in the chromatogram

reference solution (a).

obtained wlti the test solulion is similar in

position, colour & size to the principle spot
in the chromatogram obtained with lhe

The solution gives reaction (a) of chlorides.

Solution S should be Clear and not more

intensely coloured than Reference Solution

- O.lO" lo * 0.10" determined on solution S

Total lmpurity NMT 0,5 %
Less than 20 PPmMaxlmum 20 PPm

Maxjmum 0,5% determir¡ed on 1g by drying

in an oven at '1 Cs"CLoss on Drying

Maximum 0.10 % determined on 1

NLT 99.0 % and NMT 101'0 % calculated
with reference to the dried subslance.

234.85 ppmNot More Than 3000 PPm
Not More Than 5000

Residualsolvent
> Methanól
> Ac€tone

RESULT§

Aimost lVhite Powder.

Remark - The above materlal ties as pei EP I sPecifications.
-AdditionalTests as rtv requirement
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