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®. YBY Donepezil hydrochloride @o mg orally disintegrating tablet
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48 Test items Specifications

@ | Identification
- Ultraviolet absorption Meet the requirement

- HPLC Meet the requirement

o | Assay .o - @os.o % of the labeled amount of

Donepezil hydrochloride

o | Disintegration time Not more than oo seconds

Dissolution*® Not less than <o % (Q) of the labeled amount
of Donepezil hydrochloride is dissolved in eo

minutes

Uniformity of dosage units®

Meet the requirement

Organic Impurities

- Desbenzyl donepezil

- Donepezil open ring

- Donepezil N-oxide

- Individual unspecified degradation impurity

- Total impurities

Not more than o.& %
Not more than o.& %
Not more than o.& %
Not more than o.b %

Not more than @.0 % r
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.o Drug substance specification: Donepezil hydrochloride USP enat

¥

U8 Test items Specifications
® | Identification
- Infrared absorption Meet the requirement
- HPLC Meet the requirement
- Chloride Meet the requirement
b | Assay ®c&.0 - @0b.o % of Donepezil hydrochloride (on
the anhydrous basis)
o | Heavy metal Not more than bo ppm
Residue on ignition Not more than o.@ %
& | Organic impurities

Note: 188N Procedure @ %38 Procedure

b MUITFLATIEALEIANTE

Procedure @

- Desbenzyl donepezil

- Hydroxydonepezil

- Donepezil related compound A

- Any individual unspecified impurity

- Total impurities

Procedure b

- Desbenzyl donepezil

- Donepezil alkene pyridine N-oxide

- Donepezil-N-oxide

- Donepezil pyridine analog (DPMI)

- e-Hydroxydonepezil

- Hydroxydonepezil

- Donepezil quaternary salt
(donepezilbenzyl)

- Donepezil related compound A

- Donepezil indene (dehydrodeoxy
donepezil)

- Deoxydonepezil

- Any individual unspecified impurity

- Total impuirities

Not more than o.lb %
Not more than o.lb %
Not more than o.@ %
Not more than c.@ %

Not more than @.0 %

Not more than o.lo %
Not more than c.e& %
Not more than o.e@ %
Not more than c.e& %
Not more than o.e& %
Not more than o.lb %
Not more than o.e& %

Not more than o.e %

Not more than o.e& %

Not more than oc.e& %

Not more than o.@ %

Not more than @.0 %
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k) Test items Specifications
Water determination Not more than o.€ % (anhydrous form)
. Not more than el.o0 % (anhydrous form-I)
Not more than &.0 % (monohydrate form)
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48 Test items Specifications
® | Identification
- Ultraviolet absorption Meet the requirement
- HPLC Meet the requirement
o | Assay 0.0 % - @@o.0 % of the labeled amount of
Donepezil hydrochloride
o | Dissolution® Meet the requirement
@ | Uniformity of dosage units* Meet the requirement
& | Impurities Meet the requirement

a.lo Drug substance specification: Donepez

il hydrochloride USP

U9 Test items Specifications
® | Identification
- Infrared absorption Meet the requirement
- HPLC Meet the requirement
- Chloride Meet the requirement
o | Assay <c.0 - @ob.o % of donepezil hydrochloride
(on the anhydrous basis)
o | Residue on ignition Not more than o.@ %
Impurities Meet the requirement
& | Water determination Not more than o.& % (anhydrous form)
Not more than e.o % (anhydrous form-|)
Not more than &.o % (monohydrate form)
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