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Finished product specification: Gliclazide oo mg MR tablet

®. ldentification ATIINIU
o, Assay wd.o-mod.0% LA
. Uniformity of dosage unit HISITU
& Microbiological quality HIIHU
&. Degradation products
Degradation product (each) NMT o.0%
Total NMT o.e%
b. Dissolution ATIVY

Drug substance specification  : Gliclazide

@. Identification NI
. Assay fR.0-006.0% LA
a. Loss on drying NMT o.b&%
«. Sulfated ash NMT o.@%
&. Related substances
Impurity F NMT o.@&%
Any other unspecified impurity NMT o.@0%
Sum of impurities other than F NMT o.%
o. Impurity B NMT o ppm
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