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1.3 o R PRAEF KGR Z
1.3.1 &#44 . 4.6 mmX200 mm, R
S ENAE, N3E Spherisorb-Cy5 (10 um) 3B L (K EAL %
VR Wi ZB-K-10% B8R — =2
BE(35:65:1.1:0.10,V/V); & 1. 0 ml/min;
K4 . 215 nm, REEE 0. 010 AUFS,
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Tab 1. Mean plasma concentration after a single oral dose (10 mg) of

two enalapril formulations in normal subjects(z+s,n=10)

Plasma concentration (ng/ml)

Time

(h) Domestic lmport
0.25 21.1110.8 15.0412.3
0.5 38.1+13.7 39.6+21.4
0.75 50.0+14.0 56.9421.5
1.0 61.71+29.9 56.3+31.0
1.5 38.0+18.5 38.9+18.5
2.0 22.94+11.1 23.4412.6
3.0 12.314.51 13.3%5. 11
4.0 7.6942.67 7.58+1.73
6.0 4.51x1.14 4.854+1.18
8.0 2.4240. 32 2.68+0.50

Tab 2. Pharmacokinetic parameters of enalapril following a single oral
dose (10 mg) of two enalapril formulations in normal subjects (z+ts,

n=10)

Parameter Domestic Import
K.(1/h) 1.4110. 41 1.60%0.57
T1r20(h) 0.414+0.15 0.3340.18
Tr/z2s(h) 3.2610.87 3.894+1.11
Tmax (1) 0.83x+0.21 0.85+0.17
Crmax (ng/ml) 69.34+27.7 71.3429.5
V/§(e) (L) 871428 83155
CL(s)(L/h) 90+ 22 87+ 22
AUCqo—~g(h * ng/ml) 121.4439.0 121.6440.5
AUCgroo (h * ng/ml) 130.1438.1 134.81+38.3
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Tab 3. Comparative bioavailability study

Import Domestic
Subject

Period AUCo~s Cmax Tman Period AUCo~8 Cmax  Tmax
1 1 153.8 69.1 1.5 2 146.3 76.6 1.0
2 1 183.1 100.6 0.75 2 170.0 96.0 1.0
3 1 180.6 134.1 1.0 2 189.2 123.4 1.0
4 1 61.1 20.8 0.75 2 63.8 24.6 0.75
5 1 115.0 62.7 0.75 2 135.9 67.8 1.0
6 2 108.6 68.7 0.75 1 109.3 66.4 0.75
7 2 96.4 52.8 1.0 1 95.6 41.2 0.75
8 2 79.1 67.6 0.75 1 82.3 50.7 0.50
9 2 111.7 67.2 0.75 1 111.1 69.7 1.0
10 2 126.9 69.2 1.0 1 110.7 76.5 0.75

Tab 4. Three-way ANOVA of Crmax

Source df SS MS F Fi-o.05)
Subject 9 3.802 0. 422 41.28 3.39
Formula 1 0.002 0.002 0.227 5.32
Period 1 0.021 0.021 2.08 5.32
Error 8 0.082 0.010
Total 19 3.508

Tab 5. Three-way ANOVA of AUC
Source df SS MS F Fa—o.08)
Subject 9 2.044 0.227 66. 53 3.39
Formula 1 0. 000 0. 000 0.01 5.32
Period 1 0. 003 0.003 0.82 5.32
Error 8 0. 027 0.003
Total 19 2.074

Tab 6. Three-way ANOVA of Trax
Source df ss MS F Fa—o.05:
Subject 9 0.500 0. 0556 1. 55 3.39
Formula 1 0.012 0.0125 0.35 5.32
Period 1 0.012 0.0125 0.35 5.32
Error 8 0.288 0. 0359
Total 19 0.813
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LaR%E R, AR ] A R B R R, B
KOMRGHEZ 0. 8 h BIIRE 1M 259k B 0E{E . IR
W TEHA B S BT [B) RN A MR R R , B = o
0 B W B AR AR B T HRARE ) A A P s
Ak S 15 AR R 0 AR )L, R 2 Y L 25 9% BE AR
K. VABED R A4RHUE , B P e i) 0 B ML 299 - B [
B2 T AR AR A i AR X A A B (F)
9 (100. 6+8. 4) % , 3% BE T ] 7o) o) IR T 3K B A 7R
EHEN E=FHEFESTRNEM k.5
Tl 391 B A U

MR8 E S BRSO E , 1Ak 10 mg D3R ER K
B EH Too¥E 0. 5~2 h Z[B], Coan IE 41 ~
216 ng/ml FEEW X HSHATHEN E R X
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Pharmacokinetics and Relative Bioavailability of Enalapril

Maleate in Healthy Volunteers
Tan Li, Zhang Xin, Yuan Yisheng

Department of Clinical Pharmacology, Nanjing General Hospital Nanjing Command, Nanjing 210002

Abstract

Pharmacokinetics and bioavailability of domestic and imported enalapril tablets in healthy volunteers

were studied. A single dose of 10 mg domestic and imported tablets were given to 10 healthy male volunteers in a
randomized crossover study. A HPLC method were used to quantificate of enalapril in human plasma. The
pharmacokinetic parameters were calculated according to 3P87 program. The main pharmacokinetic parameters
were ; the domestic tablet Trma=0. 834-0. 21 h,Crix=169. 3+27. 7 ng/ml, and AUCy.,=121.4+39.0 h « ng/
ml and the imported tablet Tpmax= 0. 85%0. 17 h, Crax=71.3429. 5 ng/ml, AUCo.5=121.6+40.5h + ng/ml.
The relative bicavailability of domestic tablet was (100. 648. 4) %. The results of two one-sided test showed that
two formulations were bioequivalent.
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