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PEAR aline powder, practically insoluble in T e
Description 0! aud in ether. It dissolves in dilute mineral Conforms
acids and in dilute sotutions of alkali hydroxides.
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(Specific Optical rotation) It complies with the test for specitic optical rotation.
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Test B (IR) The IR spectrum of the sample is concordant with the
spectrum of the reference standard, Carbocistcine CRS.
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Identification 2 The principal spot in the chromatogram obtained with the Conforms

Test C(TLC) A e e o, .
test solution (b) is similar in position, color and size to the
principal spot in the chromatogram obtained with the
reference solution{a)
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Test D(Chemical reaction) Dark red color is produced, which changes to brown and
then to yellow within o few minutes.
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o -32.5° -~ -355° -33.6
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SRR TE (8, Solution S s clear and colourless

Clear and colourless

State of solution (Transmittance) AsgirR ¥ Not less than 95.0% 99.5%
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Ninhydrin-positive substances i kaliomir e Be5% Conforms
%
Z‘%}llgﬁdi?(fl) TEENTF Not more than 0.15% <0.10%
Wi ®% 4 5 3 .
Sytlfiatie(*sno ) AR Not more than 0.03% <0.03%
3
ia% :f:tals(Pb) AMF KT Notmore than 0.001% <0.001%
% i Do A4 IF Not more than 0.5% 0.1%
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Re:ihdue( on ignition(sul fated) PN DRLIE ko 03% s
Lo~ [
fssavﬂ 98.5% ~ 101.0% 99.8%
it AR EPT R EHRHEI S, 5 IRTA AT . Conclusion: Agree with the specification of EP7.
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