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@. Identification Test NI
. YSunudienddgy ®&.o-mod.0 % LA
. Uniformity of content/dosage unit NI
&. Dissolution > &&%Q and no individual result < e&%
AT €& min
&. Degradation products
- Individual unspecified NMT o.l0%
- Total NMT o.e%
Drug substance specification _ : Gefitinib
@. ldentification Test RTIMY
. USunudiendfgy &&.0-@0.0 % LA.
on. Particle size ATIEI
& Residual solvents
- Ethyl acetate NMT o0.€% w/w
- Dimethylsulphoxide NMT o.&% w/w
&. Sulfate ash ) NMT o.lo%w/w
©. Organic Impurities
- Each ’ NMT o.b%
- Total NMT o.€%
. Water content ) . NMT o.&%w/w
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