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[(WE] B WRLEAAMEBB%THRAGELBT E25 . VI RB SRR E . AR
ARG R TT A A R, R ORARAL, ZREATR. ZPCaR ik, 32346 M. IVHMEERE A
TR BRI IEE LZ S A P A 1636 fort B 1604, HAEEHYLTHELBET, F
BT AR ERBL T Ok, 40 17, AT YEEA 150 mg, 48 1Kk; sFRAL TR
DE R Fe P BN R, RERFHA, MAREHYET UM BHFNERTEE T T EIRAFEN
(G EHmEOZROHME (UAER), 240 EGEE (24h UTP), Bkt & (GFR). W AMEFF
& (Cer) Ao LB (Ser) |, REFRAFEN [ iR S (HbAle) o E2EBE (TC) |, %75
FIE R E EBRMIEARST K, B WGP EIEEFSFF P EEETK, RELEFHLAER, R
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(P<0.05%P<0.01), PHMLEFHFLAEREHS 51%, FBMAA10.53%, HMAEFL%GitFEL (P>
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M. MEAEAKR, REAEHE<0.5 gd,
20 pg/min<R H 2 HHEFE (UAER ) <200 pg/min,
90ml/(min-1. 73 m’) <GFR< 130 ml/(min-1. 73 m’*) ;
IVH]. KEHEAK, IREHERER>0.5gd, UAER>
200 pg/min, HH GFR=90 ml/(min-1.73 m*) H <
130 ml/ (min*1.73 m*), J5# GFR<90 ml/ (min-*
1.73m?) H>20ml/ (min-1.73 m%),

T EHEIEPRIES IR CTH IR B I HEIE 57
BT bR UE) 7, BEEN BT E . 45 BB AU 25
wE: =0, RS, SR, W HE, F
SR, BB, KT, EAEYE . &
#, oUEARRRE, DS, UK, &K
gL, W NN EERGK, HEwE, k.

1.2 At

1) WHIZ W MAATIV B DN 8355 2) 4Rk
18 ~70%, PERIAKR; 3) Zepasthilifiohl, HHkimsr s
(HbAlc) <7.0%; 3 GFR<60ml/ (min-1.73m?) %,
HbAle>7.0% H<8%; iFit>60% #, HbAlc<
8.5%; 4) &FEEIRYT, #T9KHE<90 mmHg; 5)
P& I 4> J8 SR R . 45 BB B S5 UE 5 6)
BRI ERE .

1.3 HEmArk

1) 24/NIFJREE I E ® (24 h UTP)>10g, A/
MR AR <25 o/L#; 2) FEAMERMHAKIE
3) DNEEEE; 4) AR 2 s 5)
HIEEMIE S 6) WURM AN AL 7) 1
AIFOIgeA 24 8) AINMIIReRREAY, Tk &
W 9) AIFEL . M. AR EZA R O EE
BERE s 10) 3534 H N M Sk R 1 Z k4541
FRHILI A5 B ol R A AL R 2R 25 4
1.4 BLEARE

A BES BIAE TR T A I A B AR 2, s W) s g
AT 9687 # -

1.5 —A%4

323 {5 .3 KI5 T 2009 4 8 H % 2013 4E9 1 1E
WAL P ERE . WAE RN T B A R B I 2
Byiih BERE 12 MR . RIBEDL . 0%
B Z O IR IRIFTE T o AR SCHk B a1 R
BOpE U ARIEFEARESRL A S R Z TR 275 11 R
&, S RN 15%, FTHWEE 323 FHEE . KA
SAS 6. 12 # gl BEML AL BT 3%, I X5 4511 R I
B A TRENLA SRS, SR B BB &
HEATBRENL A3 T 7 S Baum . MRHE 52 W7 AR U B
43R R 2520 163 BRI FR AL 160 . 9 FH 28 E

%, BURIFERSUE R —SURE , IR
D WAL IP i I o %4 € T2 0 I W S v R & 3
H, WAsdNA)E. Pd b EHE 76, Lot 84
i AFiE40~70%, P (52.59+11.23) %5 Ji§
FE1~44, FH (2.50+1.18) 4F; DNAr# .
M 7901, V844, XtHaLdrh BME:80 B, Lt
80 4 ; Ay 40~ 68 %, V- (55.338.50) %' ;
AR 1~ 64F, 1 (3.20+1.99) 4E; DN /4.
M3 78 7], IV 825, WL i — B wehl i 2%
S HG R (P>0.05), HAA M.

2 FHiE

2.1 B F*E

JI A A TE AL 1A H 3 A RO 2 0 45
W1, R G T IR AR BRI B AR
BWAE<0.8 ¢/ (kg-d); BRIEHEEFEARES g;
KSR 2% B OME el e i R o, i
WERF G g ABRIE s 3 AR I 45 5 ot 3 4 AL i o 5]
(ACED) K455k R I 245557 (ARB) 2KF%
MEZG, iR e HAF A HARRE .

gl I IR RE S T, by
E30g, EHIEE25 e, K515, HE12¢, /Kif6g,
JNE12g, ¥ 15 GERD), T30, 1215,
Kii6g U5 F), B-10g U5 F). KBER, &H1
R B3RO, [RIETIE Db e
CFHYERY B A= BEER K IR AL, Tk As v B B B il
Kl —mod, B 150 me), HH 1R, REZ
J#E 1% 150 mg.

XTREZL: e v R (UM B8l & T e
RAHIZGA R AT, £H 150 mg, #Ht5: 0809155),
BEH 1R, FRASHE MR 150 mg, AP 25225
FCHBPRE @R . S sIEm R, hifdeg
I B B il R = g — o), IRIE R 24

WL B H R 24 H .

2.2 MERIRARE T ik

221 EHEAMNBA FEELEMHEFRR: 1
UAER 124 h UTP: X§F M3 ATV 301 B DB 1 %
H, WALBEIRITHIE 24 h R &, K UAER
124 h UTP, 2) GFR. WENEHEERZE (Cer) A
MALEF (Ser): XFFIVEIEDIREASE, IRITHIE
SRS IR PR IMLAS I GFR . Cer i1 Ser K.

WCEA IR AR . A145 HbA 1c A1 IH [E B (TC) »
TRYT R R 2 R K A Hb A 1e A1 TCIKAF .
2.2.2 AFERERS RAMEHHARIZR(SF-36)
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TEAL, MR FE A BEALAE . A HAE . ARRK
L —MHEERIROL . K. A S ThRE . T EIEE L
FAGMARERE 8 ML, BA4ERETH0~100 47, 1553
R, PN B AT R

2,23 #EFHAAE SHEH [10] WEHEE
BT FE, EIDN I & R IVIE, s DN IV i
WUBEFEIA, SR LB IRYT, SikAgET ., &
SFE R AR =R AL B S Ex100%

2.2.4 P EEAEFS U PE S bR ifE S IR
e 25 im R 48 IR GKAT) ) il
FRERTT . B Py w0 1. 20 340,
MY RFEH S ERZ T, DEEK, FREOHR, £
. AEWE T VIR E R =),
PR ER . i, 7R RIE W E 5.
2.2.5 mAMEIA A6 H K AR ML E R
PR (EH L. IFOhaE . DK, EHE A
A

2.3 FRFIEAE A

2.3.1 P EIEEFARE AV IS ThEE

WHEE T 1) WA AR SRR B 4 sl
&, FERBUNINGT=50%; 2) AR SER SARAE 4
B, JERFIIIT>30%H<50%; 3) JoRL: eIk
FARIETC e, sSonsE, siE R4 <30% .

IVEIE DR 2EbRdE 7 1) WA fER K
AR AP E0E R, AR5 250%; 2) A
B fEAR BARAE LR B, RE AR BSR4 =15% H <
50%; 3) JoARK: SRR MARNETCEGE, SO, 5
FERF I 3 < 15% o

SRR = BRI+ R ED) 15 <

100% .
2.3.2 FBEEZAMNIEARTSARE  HHMIV
W Dife IE W EIT SR e s 1) WAL UAER 8§
24 h UTP Ik /b>50%, SiEH ; 2) A%%: UAER 3§
24 h UTP & />>30%1H <50%; 3) Josik: Kik3 -
AT HARER -

IVEIE DhRE A & EIF30hR e 1) BAL:
GFR %, Cer $2 5 210%, Scr[&K=10%; 2) A 5L .
GFR 5§, Cer $25 < 10% 83 € , Ser FEL < 10% 2ifa
s 3) o RIRH| ERA SR .

SARCE= (BRI A R ED) 15 <
100% .

2.4 %itFiik

K SPSS 25. 0 ¢ i 27 A4 % B0 47 49 7 o

TP RILLR (%) Fom, “WBAL. A%, TR

2] BRI AR 36, < R0 A TR 4l
] AR FH a2 A 5 e i A 205 R A 2 AR 4
P B BRI TR M, PRI TE s (9 Y4
BN FRY AR LT o T T PR IR IR S
A5 5 22T MR IG LA B v 2 (k2 5) FR, [
HIRIT I HE A R B K06, 2HL 1) LA R A ST R
KKK, P<0.05 WESHGITFEE L.

3 4R

eV 2251, X BRA BT 27 ), HIPUOR
AEMRAFIRZY . B2 oe WSS 274 ], IRYTE 141 191,
Xf REZH 133 41
3.1 AAEH T EIEEST LK

R IR, PAHEPBEIERESARBCER 70.55%,
Xt BRA K 52. 50%, 24 AL UE AT 0 X IR A
E SR G E L (7=-4.376, £*=11.125, P=
0.001),
RO VYRR B PR | 25 IR EE e

FEH PP R I AT 2 A (%) ]

g FEe B AR %3 BARL
2G4l 163 78 (47.85) 37 (22.70) 48 (29.45) 115 (70.55)
XTHRZL 160 38 (23.75) 46 (28.75) 76 (47.50) 84 (52.50)

3.2 WAREZEE T AN IR SR
27N, P2GU S E T EAG AR AR T AR AT
RORN 67. 48%, X HALLHy 46. 88% , AL F%F
M4, ZRAZIT¥EL (Z=-3.724, x’=14.015,
P<0.01),
F2 P IVIIHEROR B BIPIME . 5 IR 4 e
BIPRS00 EEAIS PR A e [H1(%) ]
45 i B 5% JA BAR
il 163 28 (17.18) 82 (50.31) 53 (32.51) 110 (67.48)
XBRL 160 16 (10.00) 59 (36.88) 85 (53.12) 75 (46.88)

3.3 WA BEEF A5 HbAle #= TC K -F bz
F38, IBITHIPL B HbAle F1 TC 7K 1L

R=3 ONAIL . VIR BRI . 2 oM a5 e
HBEVATFEIS HbA e f TC /K He A (T +s)

251 B[] 1% HbAlc/% TC/mmol - L'
R YRITHT 141 7.17+1.26 5.43+1.15
BIT IR 141 5.67+1.53"  4.63+1.06"
Xof HE 2 TRYTHI 133 7.27+1.05 5.40+1. 20
BIT R 133 6.10+1.05”  4.73+1.06"

1. HbAle, MHLILZIEA; TC, HAHRHEE,
a) SARLUAITITIEL, P<0.05, b) SAR4UEITHTHEE, P<
0.01,



P E 2 E 2021 4F 9 A4 62 %45 18 W Journal of Traditional Chinese Medicine, 2021, Vol. 62, No. 18

+ 1609 -

WERM TG E L (P>0.05); MABER
J7J5 HbAle. TCK-F-UH AL TIRITHT (P<0.05
o P<0.01); 1MiARY7 R 4L HbAle, TC /KL
BERIGITFEL (P>0.05),
3.4 WLBERE TR A FILEK

WA e A A A 12 5] (8.51%), Hirb 7
il Eby W s e T A0 & R 3 IV I, S 61 IV 1 Ser B
s WHHRZH M 144 (10.53%), Hod 7 (500 R 15
g I3 & SN VI, 6 B IV IV Ser BAAY, 1 41175 235
BrHayT, WL S TR AR L E S TR F R
X (P>0.05),
3.5 WAEZIEITH G SF-36 A FH bk

FArn, PIHBEIRYT H SF-36 & K& 4E LT
sk, RS EE L (P>0.05); Fidl
HBEIGIT R SF-36 45 4k FE PRy ¥ W WL s T AR 4R Y
A, Z2RASEH¥EL (P<0.055P<0.01), A
7 J5 th 2 AR AR R A% B ) e U B i BRI 43
B TR, Z2RAEGIEE X (P<0.055%
P<0.01); MMAHIGITIEAEBELRE . A HIEEE
— AR . K A ST REVEY 22 R CSE T
B (P>0.05),
3.6 EAPIEN

TR R P AR IR R L PRERIL L R R
JFoige . HE EEE AR AR, KA
B 250 T H B G R U S8 284k
4 it

HRHE DN G RAEAR , IR AR TrhBese IR
TOTHIE” T BT KT MR (G
b7 OSENEWE . SEREA R, KEAT, HEA
%, ol BEZAMNE, RIBRIGEN S REOR

I ) R A o IR B G A i LA I v R o8 A 4
—, ZRIEFINIHEEHA, Ui, “HEZ
Bi, FHE” ( GeEaed) ), . B %
MWIRGAYS, WA FEEOER, WMEEER,
WAL, TEROCHKs e v FRATICh, DN ik
HL AP, AR, THIB AR, FEX
Bk, BORE W, ORISR N E, B LLE
B2 0L, KBAMEIFAE; [ETLIasii, meriR
Z, a7, mEEEAE, SmmE, A
WAL, 4TI FAh, AT IIEG, B
AR IR Z S E ], SO A T 98
Wz 256 T AL, a8 IR P i 45 Jr b
H#ESEMEIONE 2y, WEREROR, bt
R, A ECH IR, BEOAANE, A A AR
B, AN FEE L IESFRMIE M, KiE . HoE
WE Mm% A, BOREES, g imiL
R THBOE S A REIRB AN, Bh B
WA AGIREENE . VAR NRH, AR, K&, B
FOIEARNG, KEIR T BHGEL, S rkiER
B, WA IE, AR I GE 4%
2

DN A[E BBl . I PRFEIAA YT 5 AR,
JIT L DN R AT B 20 A I R 43 0 1 Sy A7
TEM . MAAIV B DN B35 2 2010 4F E R 2
R R BRI R R A ) I VB B v 8 v BRI R
B AR ) 2 K (O VR e G B b B I R B
ey AT R, BRI S HAL R R S
o A VPN AR AS S B PEE e, RIS A S
FF K A R AR TR PR . Bk B R AT
T, ASIFZE 43 3 I 30) A0 IV 30 3 s A R HE A

F4 PRAI. VIR B SAPIHE . 2 BOBBURESIE B IR T RIS SF-36 I RT3 Lh (41, X +5)
215 i 17 LS A FRHLEE A FRER BE IgENES ] — IR
T2 TRITHT 141 68. 00+3. 00 48.00+10. 14 39. 67+6. 66 31. 00%5. 20
BITE 141 91.67+3. 51" 79. 67+11. 01" 82.33+7. 09" ¢ 76. 67+10. 04"
Xof HEZH TRITHT 133 65.00+19. 28 48. 00+9. 64 32.00+12. 00 29.33+3. 06
BITIE 133 88.33+10. 11* 77.00+1. 00" 64. 67+2. 08" 65. 67+11.37"
2151 i [ % K71 H&Tine ¥ R Tg R (g e
CREUE ey Rgili 141 38. 00+15. 52 40. 67+10. 69 31.67+4. 16 34.33+7.67
BIT IR 141 75. 67+11. 50V 88.33+3. 21" 72.00+7. 21" ¢ 77.33+5. 13V Y
X REZH bepRgili} 133 41. 00+6. 08 44.00+9. 84 28.33+9. 29 28.33+8. 02
BITIE 133 72.33+8. 14" 77. 67+7. 02" 53. 67+5. 13" 55.33+4. 16"

W SF-36 1%, (A A%,

a) SARYUAIFATHEL, P<0.05; b) SARMIAIFATHES, P<0.01; o) SXFIAAITR EL, P<0.05, d) SXIRAIEITIR L, P<

0.01,
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LA B RE DR 1 R A% 5 2 00 b S LI PR P AL . i
S AR PRI RON 5, AW I
VIS DIREIEH #, Kl UAER f124 h UTP; %fF
VB DIE A 24, K GFR. Cer Fl Ser /K-
T, EMREEE ST, M. OB AESIE N
SR R ORI 27 B T, R AR 5T R SF-36
RIS R AR RSN, Sk
XTREZG W T DL VD IHAR LY, 25 03 BH I 9808 45 5 T LA
W dem I, VI DN . 45 BROBF e 45 Ik
L A SN PN @S M. e S ol Ei=R u Ny QL
W BF TR

A SR AR (8.51%) LT X4
(10.53%), A= FZEZR TG FE L, mPrREHE
AT 855 S ] ) R A B /N 56 2 4
ERAN3.5%, WHEAN 16.9%, HFEFF AI7
BEK, BEIEBEHGIT . DB i ab 2
&, WEIRFNGE T S AR A B 25 R — 3, 39
gEIRATAE

S U = v 4 (11111 N i AR T
IR B et A 16 T LR BT R SERE b, 25 FR I
T4 T 4% 7 Al B A ke s T30 A0 IV 299 DN A<BH 6 R |
26 WK RN S5 UE R TG AR, FRAIR R, R
PR TIRE, PR EREEE R, SXTEZGYIE
VPR, Sy RO, ARFTTMEH IR, fER
AR EE K BT R A Rl R EAk . ik
TS, DL b B AR A
2% 3Lk
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Yigi Yangyin Xiaozheng Tongluo Formula (%<3 ¥134 8 % J7 ) in Combination with Western Routine

Treatment for Stages Il to IV Diabetic Nephropathy with the Syndrome of Qi and Yin Deficiency, Concre-

tions Accumulation and Stasis Constraint in the Collaterals: A Multicenter, Randomize-Controlled Trial of

163 Patients

GUO Shuai', WANG Yuehua', GUO Dengzhou'’, WANG Yuansong’, ZHOU Chao*, CHEN Zhiqiang'”
1.Hebei University of Chinese Medicine, Shijiazhuang, 050000; 2.Hebei Provincial Hospital of Traditional Chinese Medicine; 3.Cangzhou

Hospital of integrated Chinese and Western Medicine, Hebei Province; 4.Qinhuangdao Hospital of Traditional Chinese Medicine, Hebei

Province

ABSTRACT Objective To explore the clinical effect and safety of Yigi Yangyin Xiaozheng Tongluo Formula (353
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BA 31 838 2% 77, YYXTF) combined with Western medicine for stage Il and IV diabetic nephropathy (DN Il - 1V) with
the syndrome of gi and yin deficiency, corrections accumulation and stasis constraint in the collaterals. Methods A
multicenter , randomized-controlled trial was conducted, in which 323 patients of stage DN [l -1V were randomly
divided into Chinese herbal medicine (CHM) group (163 patients) and the control group (160 patients). Based on rou-
tine westen medicine, patients in the CHM group were given oral administration of YYXTF, one dose per day, and pla-
cebo of irbesartan, 150 mg, once daily, while those in the control group were treated with irbesartan and placebo of
YYXTF, with the same administration way as CHM group. The treatment duration was 24 months. Before and after
treatment, The primary laboratory indicators including urinary microalbumin excretion rate (UMER), 24-hour urinary
total protein (24h UTP), glomerular filtration rate (GFR), endogenous creatinine clearance rate (Cer) and serum creati-
nine (SCr) and secondary laboratory indicators including hemoglobin Alc (HbAlc) and total cholesterol (TC) were as-
sessed, and the effects on the primary laboratory indicators were evaluated; the score of traditional Chinese medicine
(TCM) syndromes were assessed before and after treatment, and the effect on TCM syndromes was evaluated; the inci-
dence of the endpoints events was recorded; 36-item short form health survey (SF-36) was used to assess the quality of
life; the adverse events were observed. Results The total effective rate regarding primary laboratory indicators and
TCM syndromes of the CHM group was 67.84% and 70.55%, respectively, while those of control group were 46.88%
and 52.50% correspondingly, with significant differences between groups (P<<0.01). The levels of HbAlc and TC sig-
nificantly decreased after treatment in both groups (P<<0.05, P<<0.01). All the domain scores of SF-36 significantly in-
creased after treatment, and more increases were found in the CHM group than in the control group in the domains of
physical pain, emotional function and mental health (P<<0.05, P<<0.01). The incidence of the endpoints events was
8.51% in the CHM group and 10.5% in the control group, with no statistically significant differences between groups
(P>0.05); no adverse events has been found to be related to the drugs of the trials. Conclusion YYXTF combined
with Western medicine is superior to irbesartan in improving the clinical symptoms,reducing urinary protein, protect-
ing renal function, and improveing the quality of life in DN patients of stage Il -IV with syndrome of ¢i and yin defi-
ciency, corrections accumulation and stasis constraint in the collaterals.
Keywords diabetic nephropathy; Yigi Yangyin Xiaozheng Tongluo Formula (%55.3% 89838 45 J7); effect on tradition-
al Chinese medicine syndromes; quality of life
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