l, 2, 2, ‘(1 , 518001; 2
s 518020)
: , 10
500mg - F AlC ,DAS
(W, =1/C ,AG,, = - 7. 4821), o  (029+013)h*p
(002+0 003)h' ', K, (Q722022)h "', t,p (38 93+774)h, ts (260+0 49)h, G, (434 74+47 654 g L %,
AUGC, s AUG . (12179 42 #3001 11)U g- h- L™ (13338 35+3062 56)4 g- h- L'
s HARLCUV; ;
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Pharmacok netics n Plasna of Azithranych Tablet n Chines Healthy Volunteer sby HPL C-UV

ZHANG Yan L | Dongz, WANG Da—guOZ, ZHU Yong—quan2 (1 Shenzhen Sun Yat-Sen Cardiovascular Hospital, Shenzhen

518001, China; 2 Deparment of Clinical Phamacy Research, The SecondM edical College of Jinan U niversity, Shenzhen People’s Hospi-
tal, Shenzhen 518020, China)

ABSTRACT:OBJECTIVE To study the phamacokinetics of azithramycin tablet in Chinese healthy wlunteers M ETHODS 10
healthy wlunteerswere given a single oral dose of 500mg azithramycin tablet The plasna concentrations of azithramycin were deter-
mined by HALC-UV. The camparment model was fitted by F test and A IC method and the phamacokinetic paraneterswere calculated
by DASprogran  RESUL TS The phamacokineticswas best fitted © a wo-camparmentmodel (W, =1/C*, A IG,,, = - 7. 4821).

The main phamacokinetic parameters of azithromycin for orally adninistered tablet were as follovs o (Q 29 £Q 13) h’l,B (0 02 £
Q003)h'* Ka(Q 720 22) h'*, typ (38 9327 74) h, tya (2 60 £Q 49) h, Gu (434 74 £47 65)M g- L™, AUG a4
(12179 42 #3001 11) M g h- L ' and AUG, ., (13338 35£3062 56) U g- h- L *. CONCL USION The phamacokinetic pa-
rameters of azithramycin tablet in Chinese healthy wolunteers are similar o that of foreign report

KEY WORD S: azithomycin; HALC-UV; plasna concentration; phamacokinetics

(azithromycin) , 980615, 1 mg 918 ,
. . , 98 00%) , ,
, 12
(23] 10 LC - 10A ,LC - 10Awp , SD
500mg, HALC-UV - 10Awp ,DQU - 12A ,CTO - 6A
, , ,C-R3A , Rheodyne 7725i
, 2
21
11 211 10 .9, 1,
( : , , : (237+17) (61 3+7 0) kg,
35864024) , ( ) : (167. 3+4 3) an, , .

: 200006018
Tel: 13008860999 E-mail: slidong@126. com

2007 9 24 7 Chin MAP, 2007 September, Vol 24 Na 7 - 601



iRe P

n
3 Re=3W, (C - Ci)?
P=2n
’ , N YW
F (P<Q 01 P<0QO05)
, AlC ; F (P>0Q 05)
212 12
h, 0 500 mg, 200 ’
P g 24
mL )
oh , DAS verl 0(Drug
' And Statistics for W indowe) F AlC
212 Oh 0510,20,30, B
40,60,80,12 0,24 0,48 0,96 0,144 O h
6 mL : (3000 r- min"*, 10 min) , "
31
- 20 “ 22
:ALC-ON (150 mm x6& 0 mm D, ),
: 210 rm, :Q1mol- L°* -
213 , .1
- (pH3 0 35) =(878), 1mL- min -,
40 Q 003AUFS
22
(4] ’ , () 10 6 min, 3 mm,
2 ’26 (n) 8 04x10, (Ag) 15 Ty
1 ’ = - 11056 226 +486 125x (r=0Q 999 1) 50
3 -1 -1
- (6] 5000 ng- mL "%, 50 ng- mL
_ _ o (99 11 8) %, RD 14% 7. 0%
F A IC (AkaiKe' s infomation criterion)
2 3% 10 0%
AlC
32
A IC=NInRe +2P
10 , 1
,N :Re P
1 10 500 mg Ing- L7
Tab 1 Serun concentration of 10 healthy volunteerswere given a single oral dose of 500mg azithromycin tablet/ng- L™ *
/h
0 05 1 2 3 4 6 8 12 24 48 96 144
1 0 48 5 79 6 165 7 446. 6 3245 224. 5 190 7 181 8 110 2 70 1 43 2 150
2 0 86 6 252 3 472 2 475 6 434 2 403 9 357. 8 287. 3 254 3 1371 69 5 23 4
3 0 615 167 267. 1 454 5 394 4 335 3 252 4 192 1 179 2 90 9 3K 7 0
4 0 53 8 173 9 38L 9 395 6 3331 256. 3 219 4 154 6 226 6 101 6 25 4 8 8
5 0 84 9 301 2 542 478 8 449 380 6 3317 257. 7 241 8 94 2 51 2 11 2
6 0 56 3 189 415 3 398 7 318 9 299 6 235 9 243 2 134 7 91 6 385 12 9
7 0 69 3 232 8 452 2 411 8 395 3 284. 8 313 9 231 6 167.8 111 6 49 6 297
8 0 85 9 177. 4 329 7 397. 9 346 2 312 7 256 2 214 9 154 4 87.1 57. 8 23
9 0 27. 6 157. 8 364 3 349 3 306 9 272 8 271 9 179 1 706 49 8 19 8 0
10 0 395 127. 8 390 7 388 1 368 9 3335 245 5 206. 9 167. 7 79 8 63 1 329
mean 000 6139 18583 37811 41969 36714 31040 267.54 21492 17073 91 38 45 38 16. 00
D 000 2034 63 20 106 84 42 25 49 56 55 10 52 17 40 48 58 21 23 44 15 99 12 07
33 2 F
331 W, =1,1/C,1/C, F Tab2 F test results
AlC , 3 F
P <Q 05, AlC A Gy, = Wi 1 1/C 1/c?
-7 4821, W, =1/C; 11 0239 10 5148 7. 9885
W, =1/C <0 05 <Q 05 <0 05
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3 AIC
Tab 3 A IC differentiate results

W, 1 1/C 1/c?
AlC 122 1955 120 5427 59 8467 55 2021 - 1 6853 - 74821
Re 1 8586 1 5126 Q0 8075 Q0 5505 0 5011 Q 4017
Ae 19726 0573 19425 5342 24956, 2149 22095, 6962 42467, 6291 31142 5050
R? 0 8805 0. 8965 0. 9996 0. 9996 1 0000 1 0000
332 - Smplex DAS ,
, po 500 mg - [
’ . 1 [16]
500 . '
400 ’
= 4 2
2 300
R , ,
g 200 , AlC AlC
100 (AkaikKe) ,
e . . . . : , AlC , AlC
0 25 50 75 100 125 150 , AlC , (51
t/h , , F Ac ©
110 500 mg F (P<Q 05) AlC
o ; F (P>Q 05)
Figl Mean srun concentration - time curve of azithramycin
after administration of a single 500mg dose of azithramycin in 10 43
wlunteers : @ =Q29+Q 13)
333 po 500 mg ® =0 02+q 003)
4 ts (38 93+7 74)h, b
4 10 500 mg Coan (2600 49) h (434 74 +47. 65)M g
Lt ; :
Tab 4 Phamacokinetic paraneters for 10 wolunteers after ad-
ministration of a single 500 mg dose of azithramycin ’ HH_C-U;/
, (HRLCMS )
a 0290 13 ( ) e
B 0 02 +0 003
Ko/h™t Q720 22
tug /h 38 93+7 74 [1] LID. Evaluation of efficacy and sfety of intravenous azithromycin
fax /1 2 60+0 49 and erythromycin in the treament of lower repiratory tract infec-
Gk g L7 434, 74 £47. 65 tions [J]. Chin J Phamacoepideniol ( ),

12179 42 £3001 11
13338 35 +3062 56

AUCy b g ho L7
AUG, o Mg h L!

4
41
[7-9] [10-12]
HRLCM g5 , ,
: , (4 9 h
) 96 h 50 ng
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