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Shenkang Capaule n the Treatment of Chronic Glanerulonephr itis ( Qiy nlangxu Syn-

drane) : A Double Blnd, Randam ized Controlled Trial zHou L, RU Ping', SHA Zhao-
hui”, ZHONG Hui, QU Hong-yu', QN Wei', TANG Wen-fu’, FAN Junming', ZHANG Ruiming’, L | Ting-
qianz. 1 Division of N ephrology, W est China Hogpital of Sichuan U niversity, Chengdu 610041, China, 2 National Center for
D rug Clinical Trail (TGM), West China Hospital, Sichuan U niversity, Chengdu 610041, China

Abdract  Objective To asess the effectivess and sfety of Shenkang cgpaule in the treament of chronic glanerulone-
phritis (Qiyinliangxu Syndrame). M ethods A double blind, double dunmy and randamized controlled method was adopted A
fotal of 96 patientswere randamized o the treament group (Shenkang cgpaule, 2 cgpules wice a day) and the control group
(Shenyankang capsule, 2 cgpsules, wice aday). The thergoeutic course for both goupswas2months Results Al the results
were analyzed on the basisof intention-to-treat( ITT) and per-protocol-population (PP). For effect of chronic glanerulonephritis
in the treament group, the clinical control rateswere 12. 86% (9/70) with ITT analysis and 14. 75% (9/61) with PP analysis
the good improvement rateswere 12. 86% (9/70) with ITT analysis and 14. 75% (9/61) with PP analysis the otal effective
rateswere 48.58% (34/70) and 55.73% (34/61). In the control goup, the clinical control rateswere 4. 17% (1/24) with ITT
analysis and 5.00% (1/20) with PP analysis repectively; the good improvement rateswere 4. 17% (1/24) with ITT analysis
and 5.00% (1/20) with PP analysis reectively; the total effective rateswere 45. 83% (11/24) with ITT analysis and 55. 00%
(11/20) with PP analysis Therewas no datistical difference betveen the tvo groups (P >0.05). For Qiyinliangxu syndrame
improvament, in the treament group, the clinical control rate and good improvement ratewere 18.57% (13/70) with [TT analy-
sisand 21. 31% (13/61) with PP analysis repectively; the total effective rateswere 81.43% (57/70) with ITT analysis and
93.44% (57/61) with PP analysis reectively; In the control group, the clinical control rate and good improvement rate were
20.84% (5/24) with ITT analysis and 25.00% (5/20) with PP analysis reectively; the total effective rateswere 75. 00%
(18/24) with ITT analysisand 85.00% (17/20) with PP analysis regectively The results shoved no statistical difference be-
tveen the o growps (P >0.05). No advers effectswere found Conclusions No satistical difference was detected betveen

: 2005~ 06~ 29 : 2005~ 08~ 12

* (Correspondence author)



. 676 Chinese J EvidenceBased M edicine, 2005. Vol. 5(9)

Shengkang cgpsule and Shenyan capsule groups No obvious toxic adverse effectswere found
Key words Shenkang cgpaule; Chronic glamerulonephritis Qinyiliangxu syndrome; Double blind randomized

oontrolled trial
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1 (ITT)
Tablel Camparison of characteristics of two groups ( ITT)

P
Item Trial group Control group P value
70 24
Sex M/F), (Cas9 25/45 9/15 X2 =0 025 0 875
Mean age (x * s, years 350+101 41 0+12 6 X2 =4 634 0 068
Severity (mild/moderate/ severe) , (Cases) 21/19/30 5/11/8 Z=-0 106 Q 915
Coure (6 12 36 60 ), (h) 41/19/6/4 11/11/0/2 X2 =4 730 0 193
Accunulated pointsof gmptoms 10 0+£3 293 10 5+4 043 Z =0 362 Q 717
Urineprotein (1 +/2+/3+/4+), (g 14/19/2317 4/9/5/2 Z=-0541 0 589
Urine red blood cells (1 + /2 + /3 + /4 +) 21/6/3/4 7/2/0/1 = -0 523 0 601
24 Urine protein of 24 hours (g/24h) 1176 +1 016 1159 +1 411 Z=-0 422 0 673
BUN abnomal (mmol/L) 15(10 46 £3 423) 6(8 4+1 373) Z=-156 0 119
Creatinine abnomal ( mol/L) 10(195 25 +44 75) 9(179 78 £29 01) t=2 38 0 266
Concamitant medicine (Yes/No) 2/68 0/24 X2 =0 701 0 403
2 [n(%)]
Table2 Camparison of effectson chronic glomerulonephritis[ n (%) ]
Methods  Groups n Clinical control Good mprovement mprovament No improvament z P
mT T 70 9(12 86) 9(12 86) 16(22 86%) 36(51 43)
0 829 0 407
C 24 1(4 17) 1(4 17) 9(37. 5%) 13(54. 17)
PP T 61 9(14 75 9(14 75 16 (26 23% 27 (44. 26
(14.75) (14 75) ( °) (44.26) Q 806 Q 420
C 20 1(5 00) 1(5 00) 9 (45 00%) 9(45 00)
T (Trial group) ; C: (Contmol group) ,
3 [n(%)]
Table2 Camparison of effectson Qiyinliangxu syndrame[n (%) ]
Methods  Groups n Clinical control Good improvement mprovament No improvanent z P
T 70 2(2 86 11(15 71 44 (62 86% 13(18 57%
mT (2 86) ( ) ( 6) ( 0) 0 263 Q0 793
C 24 1(4 17) 4(16 67) 13(54. 17%) 6 (25 00%)
PP T 61 2(3 28 11(18 03 44 (72 13% 4(6 56%
(3 28) (18 03) ( 0) (6 56%) Q 236 Q 814
C 20 1(5 00) 4(20.00) 12 (60 00%) 3(15 00%)
4 24 h (9)
Table4 Camparison of changeson 24 h ur ine protein of two groups ( g)
Groups n s P D ifferences z P
T 70 1 134 +0 860 0 874 +0 863 286. 5 <0 01 0 260 +0 711 -1 639 -1 639
C 24 0 813 +0 597 1 724 +£3 343 65 0 75 - 0912 +3 495
5
Table5 Camparison of changeson urine protein of two groups
Content of urine protein
S P . t P
Groups 0 1+ 2+ 3+ 4+ D ifferences
T (n=58) Before treament 0 13 17 21 7
3465 <001 0 828 +1 094
After treatment 14 15 16 9 4
C (n=17) Before treament 0 3 9 3 2 -2002 0045
n= 9 04  0235+0831
After treatment 2 2 7 6 0
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Table6 Camparion of number of abnormal urine RBC of two groups
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Content of urine protein

Groups < 10/HP 1+ 2+ 3+ 4+ P D ifferences z P
= Before treament 0 17 5 3 3
T (n=28) 50 002 Q607+l 166
After treatment 9 12 3 3 1
0 378 0O 706
C (n=9) Before treament 0 6 2 0 1
75 Q0 06 0 778 £0 972
After treatment 2 7 0 0 0
7
Table7 Camparison of effects on abnormal renal function of two groups
Index Growps n Before treament After treatment > P Differences z P
T 15 10 46 +3 423 8 247 +4 295 335 0 06 2 213 +4 376
BUN (mmol/L) -1013 0311
C 6 8 35+1 387 8 117 £1 952 -15 Q0 81 0 233+3 143
T 10 195 25 +44 794 180 540 £41 776 25 Q0 85 14 710 £50. 622
Scr (@ mol/L) 1375 0 002
C 8 179 813 +29 038 170. 575 +40 552 10 0 11 9 238 +£13 654
8 L 1
Table8 Camparison of effectson symptan total value of two groups
Groups Before treament  After treament S P s
T 61 10 066 £3 188 4 459 +2 306 915 <Q 01 ,
C 20 10550+4 286 4 500+2 965 1056 <Q 01
9 _ _ )
Table9 Camparison of effects on differences of smptansvalue '
between two groups
. Z P ’
Smptams Groups Differences
T 61 03280831 166 Q10 ’ !
Pale or yellow face C 20 Q70+1174 , ,
Breath T 61 14101 116
somessand debility ¢ 20 1400¢1142 C2° 078
Fever of T 61 Q656+Q %7 !
hand & foot C 20 Q700+Q 979 Q1 Q82 , “
T 61 Q787+1 112 ” ( )
. -Q170 Q865 '
Back pain C 20 Q7000979
T 61 1213+133%0
Edema -0140 Q889
C 20 1200+1 508 ,
T 61 Q7870 661
Dry mouth -08l6 Q415 ,
and throat C 20 Q6500489
Svelling T 61 Q426+Q 49
and pain of throat C 20 Q 700+Q 657 1649 00%
T 61 5607+2 679 0,
Total value S LI ( ITT/PP) 12.86% /
= 14. 75%, 12. 86% /14. 75%,
48. 58% /55. 73%; (rmr/
3 PP) 18.57% /21. 31%,
81. 43% /93. 44%; ,
P 0.01
(ACEI) (P>0.05),

(ARB) ",
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0.828+£1.094 0.235+0. 831,

(P =0.045) ,
(P=0.02);
(p =0. 06) , ( P = 1 Chinese principle of clinical research for new traditional herbs in trea
0 706) ting chronic ~ glamerulonephritis  Zheng XY, chief editor  Chinese

principle of clinical research for new traditional herb[M ], 1st iswe,
, Beijing Chinese medicine science and technology publishing house,
May 2005 p. 156~ 162
(P =0.002), , M]. 1
, , 2002 p. 156 162
2 Zhang YK Chronic glanerulonephritisiM ]. Ye RG, Chief editor
Intemal M edicine  Fifth edition Beijing People’'smedical publishing
) house, 1999 p. 528~ 530
[M]. : . 5
, 1999 p 528 530
3 WilmerWA, RovinBH, Hebert CJ, Rao S/, Kumor K, HebertLA.
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Nephrol, 2003; 14(12): 3217~ 3232
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