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Comparative study of domestic and imported simvastatin on primary hypercholesterolemia

Wu Jianhuai( Wu JH) ,Shan Jiang( Shang J) ,Ruan Zourong( Ruan ZR) ,et al( Second Affiliated Hospital of

Zhejiang University , Hangzhou 310009)

ABSTRACT OBJECTIVE :To investigate the effects and the safety of domestic and imported simvastatin on patients

with primary hypercholesterole mia . METHOD : The study was a multicenter ,randomized , controlled and opened clinical

trial . The 150 patients were divided into three groups ,experimental group( 50 patients) ,controlled group( 48 patients) and

opened group( 52 patients) .Each patient was treated with domestic or imported simvastatin 10 mg once a day in the evening

for 8 weeks . RESULTS :The total effective rate of decreasing TC was 92 .00 % and 97 .92 % in experimental and controlled

group respectively( P <0 .05) .The adverse reaction rate was 9 .62 % and 13 .72 % in both gropus ,respectively( P <0 .05) .

CONCLUSION: The effects and the safety of domestic simvastatin on hypercholesterole mia were similar to those of

imported simvastatin .

KEY WORDS simvastatin ,hypercholesterole mia ,clinical trial
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/ / mmHg /( xmin- 1)
n=50 57.6%7.7 20 30 66 .3 £10.7 136.0 £12.6/81 .6 £10 .1 76.0+7 .8
n=48 56.9 6.5 19 29 63.41%8.9 135.3%17.0/81.2%9.7 74.61£9.7
n=52 56.8 £7.1 18 34 65.5 %11 .1 137.02+17.8/83 418 2 73.8%8.9
. . . . . ( TC .LDL-C .AI)
(P>0.05). (P<0.05), ( TG .HDL- C)
2.3 (P>0.05). ,
2.3.1 2, 4 8 (P>
r, 2, , 4 8 0.05) .
2 (mmol/L) Al (x*x
4 8
/ % / %
(n=50)
TC( 1 =50) 7.16 £0.78 5.22%0.85" - 26.56 5.29%0 88" - 26.36
LDL- C( n = 48) 4.70 %1 .16 2.98£0.96" - 33.87 3.10£0.99" -33.17
Al( n =48) 4341216 2.65 %1 .23" - 31 .85 3.26%3 .82 - 14.49
TG( n =50) 2.15%1 .37 1.93 %1 .44 - 11.00 2.07%2.12 - 6.68
HDL- C( 1 = 48) 1.5240.49 1.52%0 .40 2.11 1.47 %0 .45 1.79
(n=48)
TC( n =48) 7.29 £0.98 5.21 £0.96" (n=47) -29.39 5.31 £1.02° -28.3
LDL-C( n =47) 4.89%0 .91 3.1530.99" (n=46) - 36.75 3.26%1.01°" - 35.51
Al( n =47) 4.21 1 .54 2.78 £1 .25 (n =46) - 31 .41 2.77+1 .35 - 34.90
TG( 1 = 48) 2.09 £0 .98 1.72 %0 .92( n =47) - 4.37 2.55 %1 .64 13.06
HDL-C( n = 47) 1.52%0 .52 1.52 %0 .52( n =46) 4.96 1.53£0.458 5.07
(n=52)
TC( n =52) 7.38 %1 .16 5.3310.98" - 27.39 5.45%1 22 -26.71
LDL- C( n=50) 4 .87 %1 .32 2.98%1.15" - 38.50 3.02%1.17° - 38 .42
Al(n=51) 4.72 %2 .89 2.93%1.70°" - 33.54 2.80 %1 57" - 34.81
TG( n =52) 2.96 12 .92 2.24%1 84 -14.93 2.49 £2 98 - 11.36
HDL-C( 1 =51) 1.51 £0.50 1.51 £0 .45 9.30 1.56£0.56 8.85
) ,P<0.05
41 8 A . 4 8 J&
® *(5) ® 5
30 O%iF4 #-10
© -25 T
8 :gg ms . %fiﬁmﬁ?ﬁ él 30 '@imiﬁj AL
. i TC =35 [ 338 -33.17 -
-40 236.75 -35. 51
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/ n=50 / n=48 /n=52
Hb(g/L) 135.31 £17.28 134 .60 £13 .37 133 .58 £17.76 131 .75 16 .24 132.5%12.7 132.44 %15 98
RBC( x 10'2/L) 4.39£0.60 43510 .44 4.3710.54 4.3910.74 4.2910 .44 4.25 %0 .51
PLT( x 10%/ L) 163.08 £63 .37 151 .60 £46 .77 162.33 147 .19 171 .29 £56 .27 172.19 %52 .14 166 .50 £57 .72
WBC( x 10°/L) 5.98 £1 .46 5.79 %1 .38 5.93 £1 .65 6.01 £1 .37 6.39 1 .82 6.29 £1 .84
ALT(1U/ L) 21 .01 £10 .46 20.49 £10.78 24 .53 %18 .49 22 .87 £14.06 18.66 11 .15 21 .55 %12 .89
TBIL( mmol/ L) 12.11 £3 84 11 .69 £3 .83 12.01 =4 .44 13 .49 £5 .90 11 .41 £4 30 12.13£3 .99
BUN( mmol/ L) 5.81 £1.63 5.35%1.18 5.68 £1.08 5.39 1 .43 5.40 %1 .17 4.87 %1 .08
Cr( pmol/ L) 81 .69 £16.19 80.00 £13 .32 82.16 £17.57 84 .13 £16 .58 81 .59 £12 .87 85.59 £15.00
Glu( mmol/ L) 5.43 10 .68 5.31 £0.76 5.52%0.67 5.40 £0.70 5.40 £0.64 5.41 £0.55
CPK(1U/L) 104.96 £49 .17 109 .34 £57 .66 99 .94 £53 .66 108 .33 £52.00 101 .25 £45 33 132.73£74 .78
3 ( P>0.05)
TC4 80 .85 %, 93 .62 % ;8 TC4 82 .69 %, 96.15 % ;8
77 .08 %, 97 .92 % . 75 .00 % , 82 .69 % .
TC (P>0.05).
4
/ / / / / %
TC 50 36 12 2 96.00
50 36 10 4 92.00
47 38 6 3 93.62
48 37 10 1 97.92
TG 50 8 18 24 52.00
50 8 14 28 44.00
47 7 14 26 44 .68
48 9 19 20 58.33
HDL-C 48 9 7 32 33.33
48 8 2 38 20 .83
46 11 6 29 36.96
47 10 10 27 42 .55
TC 52 43 7 2 96.15
52 39 4 9 82.69
TG 52 14 15 23 55.77
52 10 11 31 40.38
HDL-C 51 12 8 31 39.22
51 12 11 28 45.10
TC ( P>0.05)
2.5 ( 5) N 3 ;
(P>0.05). 3
CPK
1 2 ; 2 31,
* 58 - 1999 10 16 5



5 ( P>0.05)

CPK ALT
(n=52) 2 1 1 1 5(9.62 %)
(n=>51) 3 1 1 1 7(13.72 %)
(n=53) 4 1 1 6(11 .32 %)
9.26 %, 2 S 1 s
(P>0.05).
> . . 3
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.1993:51 .
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18 Gotto AM, Rosa JC, Hunninghake D, et al. The cholesterol

TC26 .56 % +26 .36 %, LDL-C 33 .87 % .

33.17 %,
(P>0.05),
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(P>0.05), 4
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