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CERTIFICATE OF ANALYSIS

Product n PROPRANOLOL HCL
Batch Mo Manufacture Date: 14 Jan, 2013
Quantity Expiry Date: 13 Jan, 2016
S SPECIFICATIONS RESULTS
CHARACTERS
Appearance A W hlt.L. ‘o-;jlﬁnost white pov.der— Conform
s Solubility Soluble in water and in ethanol (96 %). Conform
IDENTIFICATION
A Melting point: 163 °C to 166 °C. 163.5~164.5°C
B Examine by infrared absorption spectrophotometry,
comparing with the spectrum oblained with propranofol | Conform
Hyidrochloride CRS.
C Examine by thin-layer chromatography. The principal spot in
the chromatogram obtained with the test solution is similar in
- . o , Conform
position. colour and size to the principal spot in the
chromatogram obtained with the xeference solution.
D it gives reaction (a) of chlorides. . Conform
| TESTS
Appearance of solution The solution is clear and not more intensely coloured than
intensity 6 of the range of reference solutions of the most Bl
appropriate colour.
Acidity or alkalinity Add 0.2 mi of methyl red solutiom R an—d—O_Z -ml of U.OI M
hydrochloric ucid.  The solution is red. Add 0.4 mi of 0.0/ | Conform
M sodium hydroxide. The solution is yellow.
Related substances | Any tmpurity NM'T0.1%. _ 0.04% B
The sum of all Impunm.s ‘\JMT () 4 Y. . 0.10%
Heavy metals NMT 20ppm. T Conform
Loss on drying NMT 0.5%. 021%
Sulphated ash NMT 0.1% 0.07%
Residual Solvents fﬁ’q jjj}h @Q‘Oppm. Conform o
\“\’(\’%O m.o - Conform
ASSAY @J w,;g i 99.6%
Conclusion:
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