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Abstract Objective To set up LC— M S method to measure concentratbn of memantine hydrochbride in human
plasma and study phamacok netics of memantine hydwchbrde n healhy volunteers M ethods A fter 30 healthy
vo inteers adm inistrate respectvely Smg 10 mg 20mg of m an antne hydrochlorie tab lets measure concentration
ofm eanantne hydrochbrde in human plasma by LC— M S m ethod, and evaliate pham acok netic paraneters Re-
sults Them an phamacokinetic paraneters of Smg 10mg 20 mg ofmemantine hydrochloric were as follow: C,,
(ng* mL ') were 6.20 0. 73 11. 60 1. 95 25.34 18 34(ng* mL™'); 1, (h) were 66. 86 £11.75, 63.57 &
12.58 62.06+9.26 T, ( h) were 5.70 £1.64, 6.00 £1.33 6.89 1.4 MRT (h) were 99.37 £16.96
91.73 £18. 16 89.56 £13.7% AUC,, (ng* h* mL™') were 486. 19 £80. 00 889.32 £239.49 1772.91 %
784. 0% AUCo- « (ng® h* mL~ l) were 540. 05 £89. 68 932. 07 2230. 82 1853. 29 *776.85 respectivel. Con-
clusioe L.C - M S method suit to clnical research of man antine hydwch lorie
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Tab 1 Extraction recovery of m en antine and intemal

standard substance( adam an tanam ne) in phana sanpk

C g ( extraction RSD

( can pound) mlL-! recovery) £SD X Mo

(memantine) a4 78.915.70 7.2

20 81.516. % 8.5

180 82.0%5. 60 6.8

(‘adan antanam ine) 100 83.7%7.25 8.7
4.7 1000 M1,

-1
0.4 20 180 ng* mL QC ,
« » , 3d
, 2
2 LC-MS

Tab 2 Precision and accuracy ofm an antine
hydrochloride in hum an phsna by LC-MS

C (ntra— day) ( inter— day)
/ng* c/ RD c/ RSD ( accuracy)
ml-1 ng* mL-! Mo ng* mL-! Mo e
0.4 0.38 10. 03 8.0 0 40 10. 03 11. 3 100 30. 03
20 19 83 %1. 00 6.8 20.32%1. 64 14 4 10161 64
180 17368*1318 58 1722701938 1.3 95.919.38
4.8 “4.5”
0.4 20 180 ng* mL™ ' QC - 20
C 714 45 d 6 12 24 h ,
R -20°C
45d 24 h
4.9 DAS 2.0 ,
Tmax Cmax 9
AUC()f t AUCO— e 9 ]

kc ti /2,

( AUC ] 124 Tmax7 Cmax )

5
51 - 30
510 20mg - s

3 , 3

0 120 240 ' 360 t/h

3 30 310

20 mg -

Fig3 Mean plasna concentraton— tie curves of 30 healthy volunteers
adm i istrating respectively § 10, 20 mg of men antine hydrochbride tab-

lets

3 30
5 10, 20 mg
Tab 3 Main phamacokinetic param eter of 30 healthy
volinteers adm mnistrating respectively § 1Q,
20 mg of m an antine hydrochloric tablets

( param eter) (Jow — group) (middle— group)  (high— group)
e 570%1 &4 6.00 £1. 33 6 89F1.41
C 1 /mg® mL~1 620%0 75 11.6 £1. 95 25.34 18 34
AUCy ,/ng h* mL-! 486 1918000  889.32£239.49  1772.91 £784 07
AUCy o /mg* he mL-1 5400518968  932.07 1230 82 1853.29 776 85
ty2/h 66 86t11.75  63.57 %12 58 62.06 19. 26
MRT /h 9. 37116 9% 91.73 18 16 89 56%13. 77
52 s
, 4 5
4

Tab 4 ANOVA result ofm ain pham acok in etic param eter
after health volunteers of low, middle and high doses
adm mistrate respectively m an antine hydrochloride tablets

( param eter) F P
by 0. 947 0.401
MRT 0.941 0.403
- 1. 631 0.215
Cax 37.588 0. 000
AUC,_ 18. 206 0. 000
AUC)_ & 19. 485 0. 000
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Tab 5 ANOVA result of main pharmacok ine tic param eter after malk and fen ale health volunteers of low m iddle and
high doses adm inistrate respectively m anantine hydrochbride tablets

(Jow — group) (m idd le— group) (high— grap)
( param eter) I P F P F P
by 0.235 0. 641 Q 012 0.917 Q161 0. 700
1. 385 0.273 0 039 0. 848 0073 0.795
T 0.310 0.59 0 889 0.373 0037 0.853
AUG,_ , 0. 004 0.952 Q 032 0. 862 Q098 0.763
AUC)_ 0.023 0. 884 Q 017 0. 900 Q157 0. 704
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