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1. B EZy R E e feEbe, EIHRICX SR M 7259, 200032; 2. & HAR2EMHE B AR ERE

[(FE] BN SR EHEEHAE 7 T8 kg B R (DKD) AR et B 7 i eg s K7 2 s &AM, JHR
WEAERAE . TR R E AT &, KR 2004 4 DKD AR et B e B R, MR 1 s
WA & IT LR AT IR, AL 1004, &7 40T K48 B BUE+ 800 3B e AR BN 76 7, TR T 4R 3R
T+ T B BRI G T, MG T 128, ARG EG/ILE (UACR) A 2453k, FH&
BITAE R ERIEZ & (eGFR). £ At (FPG). £/52hftE (PBG). #ibdhsr&d (HbAle) KPR
P EIEEFE S (QIEARZ . @EWE ., IRIRIRK . KMAER. SHRHE, AT, 2B 54, $LEM,
% k. BUARRAK BT AR IE S o P BEAEAE SRS ), Bl iF -2 L2 LA LF (8-OHDG). 3-#5 B A 8L
(3-NT). BRALHHALE (SOD) K-F. &7 B WRMmANERIT & e P BIEEST 2, T5%57 96400 0
. FwHL, e dssr, R RRXBMRARRREGEAFILAR T 200, GR RATRABELL
1914, HPE7FM56], *FTRAEI6H , 5 AMBEITAIILE, BI04 97 )5 UACR. FBG, PBG. HbAlcK
FHRETH, BAEMNEZ A, BEEE. BRRK, KBER. SAHE, aF. 2B Sk, k. K
FRARCE IR KR B EAEE S AR B F L (P<0.053 P<<0.01). &7 )67 A UACR. FBG. PBG
KFEL FEEEERY AR S REI. BMARRARSE RS L RERITS B EILTATEA (P<0.05RP<
0.01), FALEIR4046) B (G214, TRA196]) MBI RBISH, MABF LT IT/EHN AL
B b4, SOD. 3-NT. 8-OHDG K-FZFH AL TFEXL (P>0.05), EI74%E77 e s RTHERLEH
64.2% (61/95), *F IEEAE T 2 & A 2 F H 80.0% (76/95), L84 %)% 39.6% (38/96). 24.0% (23/

96), BHAHLTABA (P<0.01), MABFMEFT., FFN. HFHREKIFEFEAEITFEL
(P>0.05), EHARRERTEHS8 4% (8/95), ML 49.4% (9/96), MmLLILE £ F L4t &L (P>

0.05), £t E I B8 T A 2 AT 4 DKD & o5 B 5 4E B % Jk UACR R b KT, K& 16 KRIE
K, BAHWGRTE, LE2aMF, SRR EIEFLHE Y,
[FEBiR] BB Rm; L ERRETIE;, KB ETHE; Ra%G; WE; AL, Mt RXE
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HIDKD & KLl H A, FEGRAR, REL
TG MATIEOR, e WA s 5k, et
DA g S AN B A a7 B PR S B0k (IR 44 < 3R
FEORE wh 350 o AR AL I PR A 9E d /s L RE AT 2L
R A0 DKD 835 IR e A L b ZKF, 2k
R E AT, W AR T AR R
OSSN RN BB 7, ARG i
WORLIG T 1] DKD W7 30 2 Ak, IF AR I
WA BE G AT RRAE FHALAR, S il PRI FH B AR
Wit o ABIFFEIE L b R 25 R A B AR s B 2 o
RHZ L At (R BEHLAF5 . 2021LCSY032%5 ).
1 IR B

1.1 ¥ A PiEsRE

2RUBEIRIE (T2DM) 2WibrifES g (i 2 7Y
BEIRIR BT iaHa e (20204F00) ) s A BLALEE PR
Sk (k. 2R, 28, KETRE) I ERIFH
RO 1) B2 A A K =110 1 mmol/L;
2) ZSREINK 2 (FPG) /K3FE=7. 0 mmol/L; 3)
F AR BEN 23000 (OGTT) Fh A2 05 17 /5 2 h b
(2hPG) ZKF=11.1 mmol/L; 4) KAk Il 21 & H
(HAble) 7K¥-=6.5%. JCHLHRNE PRI e R B,
T HE A ik (BREEHLIIHESM)

4] DKD 2 Wi br 2 2% (o 1B PR v ' IE
PR BRI IR R ) ", HEHGIA2, G2A2 i
Ho 1) BEMLRME B 8 H /LS HAE (UACR)
30 mg/g<UACR<300 mg/g; 2) B /EKJE it H
(eGFR) =60 ml/ (min+1.73 m*), VA | 230G 45
FRKSF-3 A4 H N E & 2 Yk br W A A 73 DKD 19
FRifE

R SOR IR  5 IE AR ES % (R 2
G IRAF5E 48 S 0 GRAT) ) ™. FEARE: Mg =
J1, TR, MR E: DEEIR, 28
B, ZIR, KB, OBGR, BURRRR, A
e &5, IkG: &M TR, SR BBE
R T AE AR, BEE, Pk, B& T
iE 3T +YCREAE B 2 0+ 52 . BKG B AT BRI
1.2 At

1) fi6 LR LBHEARES ; 2) i 18~
70 % ;5 3) i JE =90/60 mmHg H <140/90 mmHg;
4) Al AL BA B E P E P2 . el Korh
W2y 5) il HIRAE G R .

1.3 HmArk
1) PHABJE R Sy B ohRe A2 2) i

W 2457397 J5 FPG=7. 8 mmol/L, % B AL if b =
16.9 mmol/L, B HAb1c=9%%; 3) L1 MHAWNE
W B J5 TlRE R Hh 7 A S e R, R NI
4) GIA O IAE  JFIE R i AR G0 A5
H, KR EE s S) MUART, oA iRk LI
H,

1.4 BLEARE

1) ZIRE W RRE0EA, HRAE B A 2 W il 2L
PRI R 2) I B b R T R ST
iE . JF AR SRR AR AR, NS E AR S 2 A
i 3) RAEANRFMAST"EARFMHH; 4) K
RIS R AN B R AR A TG, ) R AR
FOEIEARIRI E R 5) ZIREMMERE, £
fit PRI 24 4
1.5 Btk

D) RITFIGE EBIRMAE ; 2) ZiE A
GREVLALL, SiAERENLIL 2 JE A AT R
1.6 A%

WeE20214F 1 1 H & 20234512 H 31 H 11
o & 2 KA i e 4R S B 0] DKD <M It 5
HERE 2000, YA 74 . XFHRZH4% 1004,

2 A&
2.1 AR F

FEAR B AL F AR IE n=m0(1-70) [ (pa+pp)/(wl-
w0) ] AR, $a=0.05. B=0.1HHEAM, w0
R SCHRIR B SRV AT AR UACR VAR 28 449
w1 Ry U5 25 ) W] B IR UACR B S AR 46 55%,
AN n=174 41, [R5 EAELL 20% 1R 1
B, AR R FEAS T 1 S 200 5], e BROAER A |
FEPE T BRZH B F AR 12 1, SO I6 4 R0 ) HR 2H 4%
100 i,

B 20 5 R X BEAILAL 7. fE Bl SPSS
25. 0 GE 5 A 200 19132 X0 Fr i sz Ab B (3T
Xt IR ) PIREPLZEHE, BIEIH K5 A 001—
200 FIT XL (TG YT e« BIF9E 3 44 B A2 3R 8 A BE Y
WY, FEREDL S HEFERGC kR -, JREm 2 by
5 B AR ] 4 50 24 5

BRI R FSUE SR . il &5
B ORI A5 VD A I BE AN (B ORI ) |
SBRIEAR B FEZY, DM E IR T, A
ot SR EHRE . WKL HRE,
. WP M BE B B AT (259 R
) LR E, PSR KS XN A 48k B4,
HATTERHNGE o0 . JbBE . Geitse iU R T 5
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TWRAEE, WA AL, BAS IR IR
WX 2
2.2 B FE

A X TR T A 1l A8 SR R AR e 4k
fif 400 i 77 CACED) 5 1M 45 55 5K 3R 32 1A B i 551 (ARB)
R L R, EA S A2 . B2 it
538 TE PH A RIS (CCB),  ANAS BB i e 92 il £ HE
Hbr, WAL A ma g0 25 R 0 B R 2590

IRIT AL E DR PP R AR 10 g, BER
20, [ B IR FH 45070 3 R B A ELR) B IR 80 mg,
BRI, N HRALH 3 O IRAR 7 1H i 48 537K 80 mg,
BER 1R [ AR BP0 B RS AU R, Rk
10g, BR2IK,

KPP R R R, P2 K. &dc, W
BA L BARAIAL, FIEFEIR4 3122 3L,
10 g/4%, FigFrpBE 2y KA R AR B e N il 5] (HE7E
X5 P T Z205170774) 5 TSR BUR R
M BN 10% MR 25 57, RAEIRZ5 AR S | B
o AR, BN AR RO\ SRR A 2R
Kl L. B SARAR LAY B PP B R
], EErhBE 2 R AR BE B 2 Pl A . ARTD
I HE . 80 mg/hr, ARIHTER 254 IR 5T A W
(FEHE S5 H20030638) 5 i vb AR 5] : 80 me/#,
P 109% [ R 25 i o FRE e vh , AR I 245 (4 FR
KNGS B IER, WIS AN, Bt SRAREL
FYZRUD BRI, h i R 2 R e AR R e
255

PR YT 12 8 o B 5 3 0] 4350 A2 30 34 g
FEME PRI 67 I 0 AT 27 IR YT, B AR Ik
B, W MiEgl, B A 52 e e Y R TR
RS XTREIRI T 25, HTRANE SR A IR 2SI .
2.3 WMERIEARL ik
2.3.1 T &LZEIEAF IBITHIERIFEHLUACR,
K FH MissionUS500 JR o3 BrASCRE I, 38550 &l 5 38
AV ARARAF, 5. 20142400287,
2.3.2 RBZEEAEAR S HTIRITHG &R A AT
FE1R . 1R eGFR™, Lot MILEF <62 pmol/L,
eGFR=144x ( JULTEF/62) % (0. 993 )™ ; ifi JJL F >
62 pmol/L, eGFR=144x (JLEF/62)"*"x(0.993)"*
B vE . I UL BT <80 wmol/L, eGFR=141x ( JIL [/
80)*"x(0. 993)"%; M HLEF >80 pmol/L, eGFR=141x
(WLEF/80)™2"x(0.993)™, 2) kil HbAlc, FBG.
PBG IMUfFEAR, MBER A4 A sh A Fr i (D15

BEIRFFA AR, Al . AUS800); Wbl &
R DB A M 21288 oA A LA SR A i B2 2 77 il
() HRAF, %% . BIO-RAD D100]. 3) H
EAEETE5r 275 (2 25 R e 48 ) (i
1) Y adrik, WEZ ). manny . R
PRYERER G TE . 52, b EEES ST RO, 2.
4. 64r; HBEK., ZEEBYL. 2K, LK.
DG 2 BRRRAR . ATFREER T . &
om0, 1. 2, 34, AL
TGURE AR P43 e BEIE A BB, R IEE R R
K HIRERF 2
2.3.3 RACEEAEAR TR AT, AU
8K SPSS 25. 0 e it 4k Ak Bl ALIE I 40 9] 58 (3R
Jref 214, XFRRAL1961) o BIFIR YT R E 45 K A
1Y, Kol sz 8 & s 8- k-2 - i A S 4 (8-
OHDG) . 3-f4ZEEK &R (3-NT) . #8 ALY b
(SOD) 7K°F-. ELISA 50 &0 11 pg 5t 9 T
FEWFFEHT, iS5 . H508-1-2, H394-1-1, H165-1-1,
2.4 W& RIT RPN E AR E

DKD 7 RHEARHES 5 OB DRI B E e 23 19
HRIERE 5720 8 R gT) ", Wak: UACR
BORITHT FREE=50%; A3L: 30%<UACREIRYT
A PR <50%; J03: UACR FRERAL EiktR
eSS LT

W IS T A E AR IS (R 2587 24 1 IR B
FEAE N GRAT) ), IR I RAEIR
REHEEATE G, WEE BB BRI T RN R =95%
WAL IR PREE IR B WA, R BB S BRI
R=T0% H <95%; AL Wi ARAERI R, JEE
SR ESRIT I K =30% H <90%; 5. I
PRAEAR TC A b 4 e sl o, SR A RS 3R 9 7 sl
BER30%,
2.5 GAPEiER

RITHTE R4 A AL Hr . (522 R
BT BRAE], 85, AUS800) Ao L. JRH
B FIhae. RIS AT A IR, B
A RFHERE RRFR
2.6 %LitFEFiE

K HISPSS 25. 0 Ge it Bk it 47 . TR B RHART
BIEBI AR B AREE (vxs) R, TEF
PEHIBCXT ¢ 4 %6, 77 22 5% ] Mann-Whitney U 5
5o THECTORER AR (R pitt) iR, H ks
B Fisher IR, P<0. 05 N2ZERAGHFE X,
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3 H#R
3.1 WARHF—MIAR
RASEAREG B L 191 4], 6I74H 956 (B
3, BIER201), XHRAL96H (ivk4f))., F1
N, PR IR TR LI E R LG F B S
(P>0.05), HAM M,
3.2 W EBHEITAE UACR, eGFRAR T LR
K2R, MAHABRHZIRITHIUACR, eGFR 2271
LG #E X (P>0.05), SAYIEITHTHLE,
BITH B EIBIT G UACR K FH T (P<
0.01), eGFR/KFZRILHEII¥EX (P>0.05);
X REZH VAT S UACR . eGFR K25 518
Giitm X (P>0.05). G EIRIT A UACR
KA B E LT XA (P<<0.05), eGFRIKFE-25%
Tegit=E X (P>0.05).
3.3 MABEFEITH G mAEIEAR LR
#3748, MAHEHFIRITHI FBG. PBG. HbAlc
K2R LG E L (P>0.05) . 5ARMIEIT
ArHLEE, AT EIRIT G FBG. PBG., HbAlcK
VA BETE (P<0.01); XHABZIEITE

{{ HbA e /K3 R (P<0.01), PBG. HbAlc
KFZFHTFEITE L (P>0.05), AT )R 410
Fbds, JRI7 4 FBG I PBG 7K & 2 (I T X} i
4/ (P<0.01).
3.4 WABZETFAE T EIEEITFS LA
IBITALRYT TS Th IR S A (11, 28+
1.97) 4. (5.53x1.92) 45, XHEALVAYTHT)E B
R SR 43 5  (11. 0042 27) 43 (7. 90+1. 98) 43,
RIT AT AL B UE i B ARr Z R G E L (7=
1.399, P=0.162). B4LIAYT 5 H B b S A 41
BARMIRITAT B & T (Z=8.709, P<0.001; Z=
8.282, P<<0.001), JRI7 G PHALIE LLE, iRyrdh
R EAE R 3 f SE IGFX HR AL (Z2=7. 338, P<<0. 001) .
Fanr, SARAAIFATIE, BITAIAIT R =
1. MR . IR . kMR . DB R
A, OB\EIR. 2R, BRI 2 52k
fiX, XHRARIT IR M= Ty . iRy . R R
W,ODBSE. AT, DB, 2R AIUE R T
S IRREAL (P<<0.05 8% P<0.01). J&Y7 5 4Ll
B, WWITARZ BB BRI S R A SitiE

R PIALRIUPRE R R IR 7 R AR R PR UL

Table I Comparison of baseline characteristics between the two groups of patients with early diabetic kidney disease
with gi deficiency, blood stasis, and kidney deficiency syndrome
WH BITA (954]) XFHRZE (96 11]) Zn 1 P8

MRS, R 58.67+11.22 61.61+12.30 1.785 0. 074
BFi/em, Fts 166. 67+7. 49 168. 32+7. 28 1.139 0. 254
K /kg, Tts 69. 62+9. 27 72.58+12. 39 1.416 0. 156
Wi i /mm g, 7+s 127. 02+8. 50 126. 51+10. 60 0.180 0. 857
FF 5K /mmHg, F+s 79. 20+6. 69 79. 09+6. 26 0.337 0.739
T2DM R FE/AE, xs 8.83+7.90 11.25+9. 34 1.549 0. 121
DKDJRFR/AF, wts 1. 12+1. 85 1.98+2. 74 1. 606 0. 107
WAL IR /%, exs 7.96x1.76 8.39+1. 96 1.215 0.224
S (%) 1. 082 0.582

Tk 62 (65.3) 64 (66.7)

prg s 33 (34.7) 32 (33.3)

#: T2DM, 2WUBEIRSG; DKD, HEIRIE B9

w2 PIALRIRE R B R IR 7 IR F IR TR UACR . eGFRIKSF LA

Table 2 Comparison of UACR and eGFR levels before and after treatment in the two groups of patients with early diabetic kidney

disease with gi deficiency, blood stasis, and kidney deficiency syndrome (x+s)
w3 - UACR/mg-g"' p Pl eGFR/ml/ (min™"+1.73 m™) p Pl
BT BT Bl B
TRITH 95 106. 82+58. 93 71.71+61. 05 4.537 <<0. 001 93. 11+27. 63 91.72+24. 89 1.739 0. 825
payits| 96 112. 44+66. 97 105. 55+87. 10 1.457 0. 107 91.31£22. 04 90. 77+19. 50 1.437 0. 900
ZfH -0. 420 -2.110 0.516 0. 868
Pl 0.673 0.034 0. 609 0. 388

. UACR, JREAEMA/MIEFEL(E; eGFR, F/NERIES %,
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Table 3 Comparison of blood glucose indicators before and after treatment in the two groups of patients with early diabetic kidney

disease with ¢i deficiency, blood stasis, and kidney deficiency syndrome (x%s)
N FBG/mmol - 1" PBG/mmol -+ 1! HbA1c/%
415 fo%s N " P - A -

TRTTHI HITIE TRITH HITE TRITH BIT IR
TRITEH 95 6. 800. 72 6. 37+0. 63" 11. 10+2. 64 8.79+1. 49" 7.96+1.76 7.07+1. 237
Xof HR 24 96 6. 88+0. 70 7.03+0. 83 10.27+2. 43 10. 06+1. 51 8.39+1.96 7.56+1.79"
VAL 0.325 4. 500 1.817 4.559 1.215 1.554
PAH 0.745 <0. 001 0. 070 <0. 001 0.224 0. 120

. FBG, #SJEIHE; PBG, )52 hilhH; HbAlc, BHLIMLTE.
a) HARIEITATILE:, P<0.05,
T4 VIR IR B S L B 5 R IR YT RS P R B IURE R I 4y FL

Table 4 Comparison of individual symptom scores before and after treatment in the two groups of patients with early diabetic kidney

disease with gi deficiency, blood stasis, and kidney deficiency syndrome (fr, x+s)
R S — = — 2 Pl _ MERE 2t Pl
TRIT R RIT G TRIT R RIT )G
BT 95 3.40+0. 92 1.00+1. 01 8.471 <0.001 2.08+0. 39 1.18+0.73 3.742 <0.001
it B2 96 3.1321.00 1. 65+0. 82 7.711 <0.001 2.19+0. 58 1. 88+0.95 3.873 <0.001
A 1.933 4.683 1.489 1.562
PAE 0.053 <0.001 0.137 0. 044
o AT
a5 p— - LHEHM&H:A\ 21 Pl - L%H@%}ﬁw 21 Pl
TR HI HITE TR H HITR
BITA 95 2.2240. 63 1.26+0.97 6.386 <0.001 0.2120. 41 0. 05+0. 22 4.000 <0.001
it B 2L 96 2.2740. 69 1. 84+0. 69 4.683 <0.001 0. 1820. 43 0.16+0. 43 0. 447 0. 655
Z1H 0.514 4.525 0.923 2.26
PiE 0. 607 <0.001 0. 356 0. 024
R — z1h Pl L z1n Pl
Ebagill WITE Ebagill TR
Ry 95 0. 58+0. 52 0. 14+0. 38 6. 633 <0.001 0. 44+0. 52 0. 06+0. 24 5. 864 <0.001
it B 4L 96 0. 53+0. 54 0. 43+0. 52 2.183 0.029 0. 43+0. 58 0.21+0. 46 3.870 <0.001
VAN 0. 809 4.539 0.325 2.712
Pl 0.418 <0. 001 0.745 0. 007
a o PR 2t P TR 2 P
e[ VIO e[ RV IgE]
batigl 95 0. 83+0. 89 0.21+0. 48 -6. 061 <0. 001 0. 08+0. 34 0.01+0. 10 -2.333 0. 200
Xt IR 2H 96 0. 92+0. 87 0. 59+0. 61 -4.768 <0. 001 0. 04+0. 20 0. 04+0. 20 0. 000 1.000
714 -0.742 -4.952 -0. 624 ~1.390
PAH 0. 458 <0.001 0.532 0. 164
20531 1155 — ZI o VAL Py o ,,AWZI%AGA‘ VAL Py
TRYTHI BIT IR IRYTHI BIT R
BITA 95 0. 7120. 81 0.33+0. 51 -5.291 <0.001 0.730. 98 0. 67+0. 90 ~2.449 0.014
it B2 96 0.700. 78 0. 5420. 61 -3.578 <0.001 0. 62+0. 95 0.57+0.75 ~1.890 0.059
Z1H -0. 004 ~2.466 -0. 807 -0.818
PAH 0.997 0.014 0. 420 0.413
AR RTIRLL (P<<0. 058 P<<0.01). FIRITHT G S ] LA, SOD. 3-NT. 8-OHDG
3.5 FLLE G AG BAL AR AR KT g K2 TG B L (P>0.05) .
40 f5i] 8 25 45 DI T HI S A AR B S A K F 3.6 WEZ W RIT AR P BIEE ST LR

Hra rd 215, XA 190, F57K, PAR Fon, IBITAIGIRIT B A TR K 64. 2%,
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RS PRI B OB IR R R T AR AR b A

Table 5 Comparison of oxidative stress indicators before and after treatment in the two groups of patients with early diabetic kidney

disease with ¢i deficiency, blood stasis, and kidney deficiency syndrome (x%s)
- SOD/U - ml™ 3-NT/mg- L™ 8-OHDG/mg 1!
iRl ks N > N > N >

RITH {EEEgE) IfiJ7 A {Erig ifiY7 A {ErIg
TRITH 21 12.54+5.35 12.49+5. 81 1.01+0. 24 0. 99+0. 27 0. 11+0. 04 0. 14+0. 09
X HEZH 19 12.18+4.75 13.02+1.78 1.04+0. 12 1. 00+0. 15 0. 17+0. 24 0. 10+0. 06
VAL 0.176 0.772 0. 149 0.433 0.515 0.948
P{E 0. 860 0. 440 0.893 0. 665 0. 607 0.343

. SOD, ALY LEE; 3-NT, -k afR; 8-OHDG, 8-F2Hk-2' - S+,
6 AL IUIHE bR B M IR B UE SR I RS R0 B P BRI AT A% L g

Table 6 Comparison of DKD treatment efficacy, TCM syndrome treatment efficacy in the two groups of patients with early diabetic

kidney disease with ¢ deficiency, blood stasis, and kidney deficiency syndrome (x+s)
i B — —~ e ” " " *Eiﬂ?ﬁ%ﬂ?iﬁ - .
% LR TEA B i R A A LR T AR
RYTEH 95 37 (38.9) 24 (25.3) 34 (35.8) 61 (64.2) 0 23 (24.2) 53 (55.8) 19 (20.0) 76 (80.0)
X R ZH 96 23 (24.0) 15 (15.6) 58 (60.4) 38 (39.6) 0 7 (7.3) 16 (16.7) 73 (76.0) 23 (24.0)
Xt RRZH R 39. 6%, JRITAILT XA (x’=11. 600, 4 T

P=0.030). RIS TRUSA TR N 80. 0%,
X REZH A 24. 0%, IRIT AL TRHRA (x°=60. 066,
P<0.001).
3.7 WmABEFZTARIFNLERILK

FTm, WAIRITATE AR, JRE L. D)
e et Z SRR E L (P>0.05), X5
W], PR YR I E A R F, U IR
RN, Hoyair dlB s Bk 40, 1815 441,
AR 8. 4% (8/95); W AL H B 241
JEYE 3], SkF 4], NRRNFEHR.4% (9/96);
PIZAN RN R A R A 22 R RSt # L (P>
0.05).

Crin BB B 13 I A8 A 5 U e PR B
i, fEfcE A E RO BUS R RT3, BRI
AR R I TR B, i) A 0 2 5 O R O g P
J&, it R BN RO, ORI e
D IIEEW L D IESL TR . PR AT R
DKD #J A 25 38 Wi RATEIR - 428 1 3 1 PR O S 2 2%
ARV RRIERE o R BEAAI, DKD WL A 5
HAMEE sz 40, B, BEFZ40 K TR, A
TR o ARSI, B, AP, U
WIS IC ST, Ao st s BRI AR AR, B
gE, MEERRE . NIL, 535 DKD A R AL <
ME MR 7 1 o BOPHRE S BORL HAT 45 0 kb B

R PRI PR B TR LR B R R B R YT AT K A PR AR H AR

Table 7 Comparison of safety indicators before and after treatment in the two groups of patients with early diabetic kidney disease

with ¢ deficiency, blood stasis, and kidney deficiency syndrome (x+s)
shi BITAL (954]) XA (96 141])
YRYT BIT IR RITH RITIE
4/ 10°- 1! 6.75+1.93 6.79+1.75 6.56x1.77 6.91+1.74
LI 4f/x10" -1 4.78+0. 62 4.79+0. 56 4.67+0. 57 4.78+0. 59
PR L (B % 59.24+8. 82 59.53+9. 01 59. 86+7. 61 61.47+7.02
418 /g1 142. 32+18. 90 142.56=17. 46 139. 64=17. 80 142.55+16. 03
HAMRASL /UL 27.74+19. 37 21.98+11. 68 25.66+15.71 24.77+15.91
& A RASL /UL 24.46+10. 94 21. 68+6. 96 22. 84+10. 29 22.30+7.22
JRUCE LT/ + I 5. 18+9. 60 5.93+11.92 4.916.24 6.39+17.73
PRUCHE /A - I 6. 00+8. 90 8. 69+25. 25 7.96+12.70 7.01+10. 98
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Oxidative Stress of Qidan Tangshen Granules ({</H5'5 k) in Treatment of 95 Patients with Early Diabetic
Kidney Disease with Qi Deficiency, Blood Stasis, and Kidney Deficiency Syndrome: A Double-Blind, Double-

Simulated, Randomized Controlled Trial

ZHANG Jie', CONG Yilei', WU Tengfei', LIU Qin', YUAN Yue', CUI Shilei*, YANG Hua'
1. Longhua Hospital Affiliated to Shanghai University of Traditional Chinese Medicine, Shanghai, 200032; 2. Huangdong Hospital

Affiliated to Fudan University

ABSTRACT Objective To evaluate the clinical efficacy and safety of Qidan Tangshen Granules (5145 5 UKL ,
QTG) in the treatment of early diabetic kidney disease (DKD) with ¢i deficiency, blood stasis, and kidney deficiency

syndrome, and to explore its mechanism. Methods A double-blind, double-simulated method was used to enroll 200

patients with early DKD and ¢i deficiency, blood stasis, and kidney deficiency syndrome. Patients were randomly
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assigned in a 1 : 1 ratio to the treatment group (100 cases) and the control group (100 cases). The treatment group
received QTG plus a valsartan capsule simulant, while the control group received valsartan capsules plus a QTG simu-
lant, both for 12 weeks. The primary outcome was the urinary albumin-to-creatinine ratio (UACR). Secondary out-
comes included estimated glomerular filtration rate (eGFR), fasting blood glucose (FBG) , 2-hour postprandial blood
glucose (PBG), glycated hemoglobin (HbAlc), and traditional Chinese medicine (TCM ) syndrome scores (includ-
ing individual symptom scores for fatigue, dull complexion, soreness and weakness of the waist and knees, headache
and chest pain, irritability, spontaneous sweating, thirst and polydipsia, polyphagia, polyuria, numbness of the
limbs, and the total TCM syndrome score). Oxidative stress markers including serum 8-hydroxy-2'-deoxyguanosine
(8-OHDG) , 3-nitrotyrosine (3-NT) , and superoxide dismutase (SOD) were also assessed. Clinical efficacy and
TCM syndrome efficacy were evaluated after treatment, and routine blood tests, urinalysis, and liver function tests
were conducted and adverse reaction during the tria was recorded to assess safety. Results A total of 191 patients
completed the study (95 in the treatment group and 96 in the control group). The treatment group showed significant
reductions in UACR, FBG, PBG, and HbAlc levels after treatment (P<<0. 05 or P<<0.01). The single TCM symp-
tom scores except for polyphagia and total TCM syndrome scores significantly decreased (P<<0.05 or P<<0.01).
Compared to the control group, the treatment group had signi-ficantly lower UACR, FBG, PBG levels, and total TCM
syndrome scores, sinlge symptoms scores except for polyphagia and limb numbness (P<<0.05 or P<<0.01). Among
40 randomly selected patients (21 cases in the treatment group and 19 cases in the control group) for oxidative stress
analysis, there were no significant differences in SOD, 3-NT, and 8-OHDG levels before and after treatment within or
between groups (P>0.05). The overall effective rate in the treatment group was 64.2% (61/95) and 39. 6% (38/
96) in the control group, while the TCM syndrome efficacy rates were 80. 0% (76/95) and 24. 0% (23/96) , respec-
tively, with the treatment group showing superior efficacy (P<<0.01). No significant differences were observed in rou-
tine blood tests, urinalysis, or liver function indices before and after treatment in either group (P>0. 05). The inci-
dence of adverse reactions was 8. 4% (8/95) in the treatment group and 9. 4% (9/96) in the control group, with no
statistically significant difference (P>0.05). Conclusion QTG can effectively reduce UACR and blood glucose
levels, alleviate clinical symptoms, and improve clinical efficacy in patients with early DKD with gi deficiency, blood
stasis, and kidney deficiency syndrome. The treatment is well-tolerated and safe, with no significant impact on oxida-
tive stress markers.

Keywords diabetic kidney disease; ¢i deficiency, blood stasis, and kidney deficiency syndrome; Qidan Tangshen

Granules (FESPWE kL) ; urinary albumin; creatinine; oxdidative stress; randome controlled trial
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