2011 12 30 12 * 1555 -

1025.
1 DAVIS R WILDE M I SERTRALINE. A pharmacoec— 8 . -
onomic evaluation of its use in depression ] . J .
Pharmacoeconomics 1996 10 (4) :409-431. 2009 6(3):145-147.
2 . J . 2003 12 9 JAIN D S SANYAL M SUBBAIAH G et al. Rapid and
(7):571. sensitive method for the determination of sertraline in
3 MALLIKAARJUN S SALAZAR D E BRAMER S L. Phar— human plasm using liquid chromatography — tandem mass
macokinetics tolerability and safety of aripiprazole following spectrometry ( LC-MS/MS) ) J . Chromatography B
multiple oral dosing in normal healthy volunteers J .J Clin 2005 829(1-2) :69-74.
Pharmacol 2004 44(2):179-187. 10 SHIMOKAWA Y AKIYAMA H KASHIYAMA E et al.
4 . J . High performance liquid chromatographic methods for the
2009 21 (5) :448-450. determination of aripiprazole with ultraviolet detection in rat
5 . plasma and brain: application to the pharmacokinetic study
J . 2010 48 (1) :45- J . J Chromatogr B Analyt Technol Biomed Life Sci
46. 2005 821(1):8-14.
6 . 11
J. 2010 4 (5) :168-169. J. 2010 29(6) :695-
7 . LC-MS/MS 697.
J. 2007 42 (13):1023-
12 2 2 2
(1. 435000, 2.
430022)
o 30
3 : 0.51.0 1.5 pg *kgs - ( HPLC/MS/MS)
o DAS2.0 - (AUC)
(Cow) (41) (CLz) (V) (fna) o 3
AUC,_,, (902.51+264.18) (1 828.68+643.71) (2 462.55+492.97) pg * h » mL*; AUC,
(1 068.87+505.46) (2 027.72+816.93) (2 597.89+463.06) pg*h*mL';C, (569.90+155.87) (1 042.80+
330.77) (1 682.00+639.67) pg* mL*;1,,. (0.13+0.03) (0.08+0.00) (0.11+0.04) h;s ), (2.69+
1.38) (2.59+1.12) (2.62+0.87) h;3 AUC,_,,, AUC,.,, C... t;p t... CL V,
( P>0.05), AUC,_,, AUC,_,,
Chu o
R971.3; R969. 1 A 1004-0781(2011) 12-1555-04

Pharmacokinetics of Dexmedetomidine Hydrochloride Injection in Healthy Volunteers
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Hospital Hubei Province Huangshi 435000 China; 2. Institute of Clinic Pharmacy Union Hospital Affiliated
with Tongji Medical College Huazhong University of Science and Technology Wuhan 430022 China)
ABSTRACT Objective To evaluate the pharmacokinetics of dexmedetomidine hydrochloride injection in Chinese healthy
volunteers.  Methods 30 healthy volunteers were divided into three groups: intravenous administration of dexmedetomidine at
0.5 1.0 and 1. 5 pg * kg'. Concentrations of dexmedetomidine in plasma were determined by HPLC/MS/MS. The
pharmacokinetics parameters were calculated with DAS 2.0 software. ~ Results The main pharmacokinetic parameters for three
groups were as follows: AUC, ,, were (902.51+264.18) (1 828.68+643.71) and (2 462.55+492.97) pg * h » mL™*; AUC, .
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were (1 068.87+505.46) (2 027.72+816.93) and (2 597.89+463.06) pg * h *» mL*; €, were (569.90=155. 87)

(1 042.80+330.77) and (1 682.00+639.67) pg* mL";:
pg s

were (0.13+0.03) (0.08+0.00) and (0.11+0.04) h;¢,,, were

(2.69+1.38) (2.59+1.12) and (2.62+0.87) h respectively. There were no significant differences in AUC, ,,, AUC, .

C.oo i tha Clz Vz among three groups by variance analysis( P>0.05) .

max

dexmedetomidine hydrochloride such as AUC, ,,, AUC, . C

is consistent with linear kinetic process.

Conclusion The pharmacokinetic parameters of

increased in a dose-dependent manner in healthy human which
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Tab.1 Precision and recovery of dexmedetomidine in plasma PED
/ / RSD/ / RSD
(pg * mL") (pg * mL") % (pg * mL") %
20.0 19.6+1.0 5.00 20.2+1.6 8.88 100.93+7.85 101.80+9.01
200.0 209.0+18.0 8.59 208.0+10.6 2.95 104.20+5. 14 83.50+4.20

4 000.0 4 362.0+202.2 4.63 4 356.0+130.0 0.62 108.90+3. 14 105.70+2. 68
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Tab.2 Main pharmacokinetic parameters of healthy volunteers after a single dose of dexmedetomidine hydrochloride
injection
AUG, 1, AUCy_,, i Linax CLz/ v,/ Con!
(ng+heml”) (L+h™) L (pg*mL”)
0.5 pg * kg’ 902.51+264.18 1 068.87+505.46  2.69+1.38  0.13+0.03 0.55+0.21 1.82+0.42 569.90+155.87
1.0 pg * kg 1 828.68+643.71 2027.72+816.93  2.59+1.12  0.08x0.00 0.57+0.22 1.91+0.47 1 042.80+330.77
1.5 pg * kg’ 2462.55+492.97 2597.89+463.06  2.62+0.87  0.11x0.04 0.59+0.10 2.23+0.77 1 682.00+639. 67
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