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FRANDIVIEERIE (ARERAREHSEH)
Donepezil hydrochloride (The Japanese Pharmacopoeia)

C190221A
(A) Standard solution for Related substances™
(0.4 yg/mL Donepezil hydrochloride)
mAU ] System Result*? Result*’
suitability
8 requirement | (0.4 ug/mL) | (0.4 mg/mL)
. TheOre(tgng':‘;‘j“’)‘”mber >5000 12100 10500
Tailing factor
4 (Donepezil) <15 1.07 1.26
Relative standard deviation <1.0 %"’
2 1 of the peak area (n=6) 0.71 % 0.04%
(Doneperil) £20%*
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(B) Sample solution for Related substances
Standard solution for Assay >
(0.4 mg/mL Donepezil hydrochloride)
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Donepezil hydrochloride

C190220EE
T

0 2 4 6 8 10 12

Column
150 X 4.6 mml.D.

: Hydrosphere C18 (5 pm, 12 nm)

14 16 18 20 min

(adjust the flow rate so that the retention time of donepezil is about 11 min)

Eluent : acetonitrile/water/perchloric acid (350/650/1)
containing 2.5 g of sodium 1-decansulfonate

Flow rate : 1.85 mL/min

Temperature : 35°C

Detection :UVat 271 nm

Injection : 20 uL

(The Japanese Pharmacopoeia 16th; Assay, Related substances)

*3 Al standard and sample solution were prepared from Donepezil hydrochloride supplied as a reagent for

laboratory use.




