
CERTIFICATE OF ANALYSES
NAME OF THE PRODUCT : CETRIZINE DI HCL USP 31

MFG DATE: OCT 2009        EXP DATE: SEPT 2012
BATCH NO.: SC/CT/120632

TESTS RESULTS SPECIFICATIONS AND 
LIMITS

CHARACTER WHITE CRYSTALLINE 
POWDER

A WHITE OR OFF WHITE 
POWDER

SOLUBILITY COMPLIES FREELY SOLUBLE IN 
WATER,PRACTICALLY
INSOLUBLE
IN ACETONE, IN 
METYLENE CHLORIDE

IDENTIFICATION
A) UV ABSORPTION 

B) TLC

      D) CHLORIDE TEST 

370

CONCORDANT

COMPLIES

SP.ABSORPTION AT 231 
NM,359-381
CONCORDANT WITH 
STD.
IT GIVES  REACTION OF
CHLORIDE

PH 1.54 1.20 TO 1.80
RELATED SUBSTANCE 0.43%

0.90%

NOT MORE THAN 0.5% 
OF INDIVIDUAL 
IMPURITY & NOT MORE 
THAN 1.0% OF TOTAL 
IMPURITY

HEAVY METALS LESS THAN 10 PPM NOT MORE THAN 10 
PPM

LOSS ON DRYING 0.22% NOT MORE THAN 0.5% 
SULPHATED ASH 0.03% NOT MORE TAN 0.2% 
ASSAY( ON DRIED 
BASIS)

99.25% 99.0% TO 100.5%


