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Finished product specification: Donepezi Hydrochloride Orally Disintegrating tablet @o me tablet (USP @)

. Identification Test

- UsunawshendAey

. Uniformity of dosage unit
. Disintegration time

. Dissolution

. Impurities

- Desbenzyl donepezil

Donepezil Open ring
- Donepezil N-Oxide
- Individual Unspecified Degradation impurity

Total Impurities
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Drug substance specification: Donepezil Hydrochloride (USP @)

. Identification Test
- USunaushendeigy
. Heavy metals

@. Residue on ignition

(WEmMgen A3s15eaTan)

. Water Determination

- Anhydrous form

- Anhydrous form-|

- Monohydrate form

Organic Impurities ; Procedure &

- Desbenzyl donepezil

- Hydroxydonepezil

- Donepezil Related compound A

- Any Individual Unspecified impurity
- Total Impurities
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Drug substance specification: Donepezil Hydrochloride (USP @) (#18)

. Organic Impurities ; Procedure ©

- Desbenzyl donepezil NMT o.b%
- Donepezil alkene pyridine N-oxide NMT o.e@&%
- Donepezil N-oxide NMT o.e0%
- Donepezil pyridine analog(DPMI) © NMT o.0&%
- en-hydroxydonepezil NMT o.e&%
- Hydroxydonepezil NMT o.0%
- Donepezil Quaternary salt (donepezilbenzyl) NMT o.e0&%
- Donepezil Related compound A NMT o.0%
- Donepezil indene (Dehydrodeoxy donepezil) NMT o,e&%
- Deoxydonepezil NMT o.e&%
- Any Individual Unspecified impurity NMT o.@%
- Total Impurities NMT @.0%
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