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Clinical Research of Traditional Chinese Medicine Combined with Renal Protective Effects of Traditional
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Abstract Objective: To investigate the efficacy and safety of Chinese medical formula by symptom differentiation and signs on patients
with chronic Stage 3 kidney disease. Methods: This is a prospective, double blinded, randomized, controlled trial enrolling a total of
315 patients in per-protocol data set assigned to traditional Chinese medicine group ( TCM group, 158 cases) or western medicine
(benazepril) group (WM group, 157 cases). TCM group received general therapy, benazepril placebo and Chinese medical formula ac-
cording to the four Chinese medicine patterns including qi yin/xue deficiency patterns, blood stasis in the kidney patterns, wind-damp-
ness interfering in the kidney patterns, endoretention of damp heat patterns. WM group received 10 mg/d of benazepril, placebo of Chi-
nese medicine formula and general therapy. Finally, 24 h proteinuria, ratio of urinary albumin versus creatinine, serum creatinine, urea
nitrogen, uric acid, potassium, evaluated glomerular filtration rate (eGFR) , stage of chronic kidney disease, score of Chinese patterns
and syndromes, evaluation of composite effects and safety were assessed. Patients were followed up for 24 weeks. Results: In TCM

group, serum creatinine was decreased while eGFR was increased at week 24 as compared with baseline (P <0.05-0.01) with little side
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effects, whereas proteinuria was increased a bit compared with baseline. In WM group, proteinuria was decreased (P >0.05) , whereas

serum creatinine was increased (P <0.01) as compared with baseline. Of the WM group, serum creatinine in 31 cases (19.7% ) in-

creased >30% ,

8 cases (5.10% ) increased >50% . eGFR was decreased with 27 (17.2% ) cases developed CKD Stage 4 from

Stage 3. Conclusion: Chinese medicine formula by differentiation of symptoms and signs had renal protective effects independent of re-

ducing proteinuria with safety.
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fi kR ACEL/ARB LIS BT & IR 259, QAR B84~
A0 26 T A5 A5 47050 B — BELH 3R] &%, B R H bR A
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FRA I R K H L FIIRESE . J7FE 24 JH .
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(17.20% ) ,i#t—20 53 B, TE I LA 147 ] eGFR 45
~59 mL/min f) CKD3A 1] 5 % (th 241 75 1], P 2540
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B (HP 2G4 83 i PU 2541 85 fil) , 4 24 JEIRYY , Hh e
Z2H 12 151, VG 2540 13 ]|y 3A I % 3B 0 2 4%
A1 3A Bk 4 3 P2 A 11 ], P24 26
e 3B Wik = CKD4 1], # /R F2 e flke % eGFR (1)
Y 25 4 AP 25 40 M i (P <0.05)
®1 ZHBEEZR—MRIER(PPE)

TiH 22 (n =158) P22 (n =157)
PSR/ 4 86/72 74/83
AERE (%) 47.35 +10. 86 48.70 +10. 52
A (kg) 63.68 +12.67 62.57 +11.36
A () 49 33
SEH B kR (MAP) 94.82 +7.06 94.01 +6.96
Hb(g/L) 127.75 +17. 60 126. 86 +19. 30
Ser( wmol/L) 145.04 +28.75 145.08 +31.07
eGFR(mL/min) 44.78 +8.32 43.85 +8.80

U - Pro(mg/24 h) 715.00(297.50,1371.75)700. 00(288.50,1174.00)
UAlb/Cr( mg/mg) 0.27(0.09,0.83) 0.34(0.09,0.70)

R2 THABRE CFRTALE (mL/min, ¥ = FRifEE)

2151 Ere s 5524 8
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HE2 (n =158)

T

i Tz 5 247 T2 %24
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Bun(mmol/L. 8.73 £2.74 8.70 £3.20 8.57 £2.40 9.12+3.05* *

UA(wmol/L) 422. 86 £107.98 429.26 +106.27 426.51 +102.16 432.66 £93.42
K*(mmol/L) 4.39+0.48  4.37+0.48242  4.44£0.47 4,53 +0.45*
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x4 ZAHEBTEIF UPro/24 h & UAlb/Cr Lb{E
(H{I%,25% ,75% )
HH 1252 (n =158) P24 (n =157)
B Bk 24 Tk 524 8
715.00 1020, 00 * & 700. 00 530.00
UPro/24 h(me) 207 50 1371.75) (438.95,1909.25) (288.50,1174.00) (220.00,1300. 00)
UAIb/Cr 0.27 0.50* 4 0.34 0.28
(mg/mg. Cr)  (0.09,0.83)  (0.11,0.98)  (0.09,0.70)  (0.04,0.70)

Vs S PIZGALHCRR, AP <0.05, LI I, * P <0.05,
3.5 SR IIREESIT RO ILE 5, UL 2
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0.05) . HPERUEMARIIE (K 6) 5B LA P41
JE¥IA RFUEE (P <0.01) o B Ser T > 50% g4
IR W PP 2G A FR L G 3 B (1. 90% ) (P2
8 (5. 10% ) , Aoy r e DL AL 1, 4 1) B R log
rank #J (P =0. 13) , AP 2520 A A7 4F
RS “HBEZATRER(%)
An Bk i B3 A TR BRI

2G4 158 22(13.92) 68(43.04) 45(28.48) 23(14.56) 243.01*
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T 524 R, " P>0.05,

R6 “HBEDEILRERMOULK (DY REE)

21531 JLEk 12 %24 JH
thzhzH 39.13+13.88  28.75+11.76**  22.32+10.65**2
PiZhsH 38.36£14.93  27.07 +£11.30**  22.15£11.70**2

T AR R, T Y P <0.01, 5 12 JA HkE, 2 P <0.05,
483

200 - LA
! 54
1 - EHE (R
RZEA (BR)
0.95- Y
It
H +
£ o0
Bk
0.857
0.80-
0.60 50100 10(;.00 15(;.00 206.00
BEiEE (R)
Bl £HFESHTE
T “HBHREBTEEDINARRNK
WH P24 (n. %) a2 (n. %)
QNS ot 7(4.43) 8(5.10)
iR 2(1.27) 9(5.73)
JI:: B 7(4.43) 10(6.37)
Fi 0(0) 5(3.18)
&it 16(10.13) 32(20.38)
3.6 ANRJN PRI IS 2P G BN R

48 (R 7) , Va2 32 7], 2 AN 16 i, R 2 517G
A ER S TN 2 T Hp Lk R AN LA 0 R R Y A
HXMEAPE A RN, Redk e 2 5098 B 297
TREEIR
4 itig

U A AT [ 245 B AR R 2 F b B 2 JE 4% . v 1
CKD [P 18 P, 7E S 56 F 75 P UE S8 48 | 1Ifs PRI 350R0
WD 25N BN A5 T, C U AN AT = A, N
AT ST #b 2 B (L) J5 B9 B8 Y U 45 RE LT 4F
A AR IhRE ", I R X AR 4L b T4
H K T-(HGF) 3535 1017 TGF - B NF - kB TNF -
TP EAL G LR A 7 E IR RS
B MR R BEAE , BRI B /NBR 2R A 3 1 a2
AL TR A 4 2 Col — IV . FN LN, TGF
—B1 FITIMP — 1 35", % UUO 5 7 Bk i 25 4 76
B /NE 8] BB 2R 8K 1 o — SMA Vimentin [ 28 KR8 1
F5 IR B IR R A 4L A AR S A
KEKBEMH TNF - o« 535 /NE LR C3 K&
TLR -4 {5 BE 7= A D80 B I ) 2 45 M 9 SO, DA
TR EN AP 0 AEBR KGR 5 1 B A
SR oy e W 2 5 W A 40 AR e g B A
FH 6 Z R0 RAE . A B o 2e s Bl REY T 280, H BRI
B /INBR I A0 A A, w0 R R A S 2k, 2
MO ARZ SIS . IR C LB
2 HI B O B RE A R UE A2 A5 R T RE (18
U VEPRIR T 1 et M L F R Y AL, 6
S P R g A 7 A ) ICAM - 1 (B CD54) 3%
REHIVER , H AR MG TNF — o 55, XS
B R K S RE R BT A 2 H LB CON -
CKD3 2, LA CON Hf i UL TgA B i 2, DA
M XGRS, B A R FIE e ia U o
B A7 . EEIER & R EZ5AYF CKD
B IR FE A0 LA 55 , S L FRATT T R AT T4, - 7E
HRIEEYE AT TR, KB A (L) Wi RE | B 25 9%
P KB =AM E, LR R WSS, 455 R
I ¥~ S 2 00 FN 1Ak i F8 A , Ak 7 1 24 W) DL IE e
TG, R 2R/ N T BT AL 3 ~ 4 R 2 XA
WERFHEUE IS, A2 — @ W HE G B E
Ja 13 KEBITRUHr e nl A M, 550 Bon &k ik
A H R IR 7 28 02 AT DA ] RCT 3 — ™4 7 ik b1 7
I RIS 1Y o

R AR BoR 158 flrh 2540 fR R e, h Rk
BUMABFEL W BRI (P <0.01) , 25597 S00FE Al ik
T VLU, BG T P, Z 7 LG L (P>
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0.05), H2h4] 3 Ser [F{K, eGFR & (P <0.01) ,
CKD 7330145 29 11 (18. 4% ) th 3 Jjoiie 52 2 301, 4% 12
B1(7. 6% ) FEIEZ 4 W, B4 0L (P <0.01) .
AL IR AR 90% , A RN, J7Y7
ML PRIR PR MU IO 28, 6 1 kA= fH
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A5, HRA A OB T 1800 R 3 E 0 R34
X1 Cho ME ZE WL ) —SL BL G AL, BRI TT B AR Xt
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BRAVGEE R THIE” " KIg” “ P
W HRRZ B R BB o A e R XL £
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[y SEAE LR DN ERS /N S PSR N = A 1)
Byl R AN = OV R 2R I I N S N E R 2o 2
USRI 52 , 2 FURE ) A AR REAG TN 21 2 28 iR 1) =
LAY —R AT R, X AT RE5 A I 2y
PR SR T A Ko RN 258 iR W L b a2y
A R RISE B, 2 /0 R o o 3 %8 o 25 2 R 2L
B A o

P22 157 Bl R AL T 25 + ZR0RE A A 10
mg/d {67 o T AIRE AL ACEL, fr AAE Y41
IR BE, Ser 2T Ry, Bt A5 5% 9K SR AR R AT
AE B TG P IO 1 L0 ™ I < P23k
P~ A LTS WU (Ser) AT ETH(THIE <30% ), O Ik
WS, 2045 2 s (B, AR T 2553 B P Ser BT
(THiE >30% ~50% ) , W2 538 O, W45 ] ACEL,”
ARSI AL B E 2N TZRARE A 24 Ji)5,24 b JREH

FE R BRAA W, BRI E B/ WU IR A 2,

Gt b s R G L (P >0.05) fH 52

IR 5 IRAE RO s U, W 22 e A Giit# i (P <

0.05) o ZRAREFI TR AE b 25 a0 Hh B EAgE BB (P

<0.01), eGFR 7EAEE Fa 77 12 JF0 24 Ja I,

LRI AR (P <0.01) , 5P 25 4] eGFR 1y & HL AL,

ZEHB T4 3 (P <0.01), H 27 i (17.2% ) H

CKD3 Jj i Jj& 2= 4 B, W e 2 2 W& 4 11 4

(7.00% ) o, KT Ser bTFEIR K ZHUE 10 1 H

Z W HA 31 41 (19.70% ) Ser FHIE >30% , J& 7 H X

N, Horpr 8 4] (5. 10% ) Ser FHIE > 50% , i AASHIE 5 T3

WML S F A, BLAh 6 5 AR 5 I PR 28 IR 4 3

LA E (P <0.05 ~ <0.01) ,{HERE,

DL EARSE s BT 2y + Hh 2 HRIEZ Jr % CKD3
W 2 24 JARRYT, RE V] W el TR AR AR A, BRI
Ser, $& T eGFR, A A K 8t Tk > IR 25 B 19 5 AR 3 A
FHICH A 2GR T A B b, 2R, TR 32
BEG VG RIS R H , B — g e, JF 42
FNTE LR b7 REE— 2 E AR b 2 R M T2
P BT, A D IR E ), PR I R R
AT ST AR, HAHAY PR TR AR SR R

Bt mPRUE T AT, R E] AT BRI, DL
13 RERE TR 2 5 AT 5T 0 AR R, XA
1) B 57 Sl AR SR TR RS R V) !

S 3k
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(312211, BRELH , R, 4. BUEERT UUO BB U A0 A K R - 3%
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