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ERREGIERRE CERTIFICATE OF ANALYSIS N°

Via F. Baracca, 19 - 24060 SAN PAOLO D'ARGON (BG) ITALY - Tel. +39-036-958383, Fax +39-035-058165 40734
Man. Site: Via Valle delle Fontane, 2 - 24060 SOVERE (BG) ITALY - Tel. +39-035-981783, Fax +39-035-981769
CLOTRIMAZOLE USP - EP (micronized 100 microns)
CASN. 23593-75-1 CODE 545M100 BATCH S0713028M MAN. DATE 07/2013 RETEST DATE 04/2019
TEST FOR SPECIFICATIONS RESULTS
Description white to pale yellow crystalline powder Complies
Identification f
- IR positive
- HPLC positive
Loss on drying < 05
Sulphated ash (Residue on ignition) < 0.1
Heavy metals NMT 10 ppm
Assay (HPLC, on dried basis) > 98.5 < 100.5
(USP spec.: 98.0-102.0%)
ssay (volumetric, on dried basis) > 98.5 < 100.5
related substances (HPLC)
- A) (2-chlorophenyl)diphenylmethanol - USP imp. A <. 02 Non quantifiable
(USP spec.: NMT { :;??/a)
. B) 1-[(4-chlorophenyldiphenylmethyl}-1H-imidazole ¥ € J 2 % 0.02
- D) imidazole ‘é\{% 2 4 % Non quantifiable
- E) (2-chlorophenyl)phenylmethanone - (2-chlorobenzophenone) % Non quantifiable
- F) 1-(triphenylmethyl)-1H-imidazole - (deschloroclotrimazole) Y% 0.03
. any other impurity Complies
- sum of any other impurity < 0.2 % 0.04
(in-house spec.)
- total < 05 % 0.09
Additional specifications
Residual solvents (GC)
. acetone < 2000 ppm 1362
.- benzene <=2 ppm Non gquantifiable
- methylene chloride < 600 ppm 36
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