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Donepezil Hydrochloride 10 mg Orodispersible tablet
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1. Foen Donepezil Hydrochloride 10 mg Orodispersible tablet
2. pusuiEnaly
2.1 jUuuy \ueudle dwiuiulsenu slausndaiialugesin
(Orodispersible tablet)
2.2 @rulseneu Tu 1 e Useneusesen Donepezil HCL 10 mg
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3. auaudAnIuvaila

Nﬂﬂ1591'5':'{155Lﬂ'i'lzﬁﬁmmm‘f]uiﬂmu finished product specification wag drug
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3.1 Finished product specification: Donepezil Hydrochloride Orally

Disintegrating Tablets, USP 41

da Test items Specifications

1. | Identification UV : 952907

HPLC : @5790U

2. | YSineushendréty 93.0 - 107.0% of the L.A. of Donepezil HCl
3. | Disintegration NMT 60 second
4. | Dissolution NLT 80%(Q) of the L.A. of Donepezil HCl
(dissolved in 30 minutes)
5. | Uniformity of dosage units AW
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D) Test items Specifications
6. | Organic Impurities

- Desbenzyl donepezil - NMT 0.5%

- Donepezil open ring - NMT 0.5%

- Donepezil N-oxide - NMT 0.5%

- Individual unspecified degradation impurity - NMT 0.2%

- Total impurities - NMT 1.0%

3.2 Drug substance specification: Donepezil Hydrochloride, USP 41

) Test items Specifications
1. | Identification ATITHIU
2. | Giunesendagy 98.0 - 102.0% of the L.A. of Donepezil HCl
(anhydrous basis)
3. | Residue on ignition NMT 0.1%
4. | Organic impurities : Procedure 1
- Desbenzyl donepezil - NMT 0.2%
- Hydroxydonepezil - NMT 0.2%
- Donepezil related compound A - NMT 0.1%
- Any individual unspecified impurity % - NMT 0.1%
- Total impurities - NMT 1.0%
: Proc e 2
- Desbenzyl donepezil - NMT 0.2%
- Donepezil alkene pyridine N-oxide - NMT 0.15%
- Donepezil N-oxide - NMT 0.1%
- Donepezil pyridine analog (DMPI) - NMT 0.15%
- 3-Hydroxydonepezil - NMT 0.15%
- Hydroxydonepezil - NMT 0.2%
- Donepezil quaternary salt (donepezilbenzyl) | - NMT 0.15%
- Donepezil related compound A - NMT 0.1%
- Donepezil indene (dehydrodeoxy donepezil) | - NMT 0.15%
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U2 Test items Specifications

- Deoxydonepezil - NMT 0.15%

- Any individual unspecified impurity - NMT 0.1%

- Total impurities - NMT 1.0%
5. | Water determination

- Anhydrous form - NMT 0.4%

- Anhydrous form-| - NMT 7.0%

- Monohydrate form - NMT 7.0%
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