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Finished product specification: Gefitinib e&¢o mg tablet
@. Identification Test ATITNY
o. YSuaumigndngy @&.o-e0&.0 % LA.
o. Uniformity of content/dosage unit AT
«. Dissolution > ®&¢%Q and no individual result < /&%
AT @& min
&. Degradation products
- Individual unspecified NMT o.%
- Total NMT o.&%
Drug substance specification : Gefitinib
®. Identification Test MTIINTY
. Usushenddey «&.0-e0b.0 % LA,
m. Particle size ATIINY
& GC rest solvent
- Ethyl acetate NMT o.¢% w/w
- Dimethyl sulfoxide NMT o.0% w/w
&. Sulfate ash NMT o.le%w/w
L. Impurities
- Each . NMT o.lo%
- Total NMT o.e%
el. Water content NMT o.e%w/w
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