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[Abstract] Objective: To evaluate the clinical efficacy and safety of Tongluo Mingmu capsules in the
treatment of diabetic retinopathy with blood stasis, collateral obstruction, and Qi and Yin deficiency syndrome.
Method: A randomized, double-blind, positive-control, and multi-center clinical trial design method was used.
416 patients with diabetic retinopathy with blood stasis, collateral obstruction, and Qi and Yin deficiency
syndrome in four test centers were included (the ratio of the treatment group to the control group was 3:1). On
the basis of standardized hypoglycemic treatment, the treatment group was given both four Tongluo Mingmu
capsules and two Calcium Dobesilate capsule agents three times a day, while the control group were given both
two Calcium Dobesilate capsules and four Tongluo Mingmu capsule agents three times a day. The course of
treatment was 12 weeks. The curative effect of Tongluo Mingmu capsules was evaluated by comparing the
comprehensive curative effect of diabetic retinopathy, traditional Chinese medicine (TCM) syndrome score,
corrected visual acuity, fundus changes, fundus fluorescence angiography, and other curative effect indexes
before and after treatment in the two groups. At the same time, general examination, laboratory examination,
and adverse events were performed to evaluate the safety of the drug. Result: The baseline demographic data
and disease characteristics of the treatment group and the control group were balanced and comparable, with the
difference not statistically significant. After 12 weeks of treatment, the total effective rate of the comprehensive
curative effect of diabetic retinopathy in the treatment group (61.0%, 189/310) was better than that in the control
group (44.1%, 45/102), and the difference was statistically significant (x’=8.880, P<0.01). The total effective
rate of TCM syndromes in the treatment group (88.4%, 259/293) was better than that in the control group
(69.9%, 65/93), and the difference was statistically significant (}*=17.927, P<0.01). The disappearance rate of
dry eyes (¥’=8.305), dull complexion (}*=4.053), lassitude (}*=10.267), shortness of breath (}*=8.494), and
dry stool (}*=8.657) in the treatment group was higher than that in the control group, and the difference between
the groups was statistically significant (P<0.05, P<0.01). In terms of improving corrected visual acuity (y’=
8.382) , fundus changes (x’=6.026) , the treatment group was significantly better than the control group (P<
0.05). During the trial, the incidence of adverse events in the treatment group and the control group was 1.3%
and 2.9%, respectively. There was no significant difference between the two groups. In addition, there were no
serious adverse events and adverse events leading to withdrawal in both groups. Conclusion: Tongluo Mingmu
capsules can improve the comprehensive curative effect of diabetic retinopathy and enhance the efficacy of TCM
syndromes, visual acuity, fundus changes, and fundus fluorescein angiography, with great safety. Therefore, it
can provide a new alternative therapeutic drug for patients with diabetic retinopathy.
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Table 1 Comparison of curative effect and total effective rate of DR between two groups of patients (FAS) #1(%)
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T S IR A VP<0.01(322,%4-32 5,8 7))
S i e B T R H I TR AR R R
M L KME T 450K R8I & (P<0.05,

*x2 WHBEREIERTIEE(FAS)

P<0.01) , W& J7 500 T %F B 2H 5 5 At R R 9 40 He
BWESR TG IR L WER2MPES,

Table 2 Comparison of curative effect of traditional Chinese medicine (TCM ) syndromes between two groups of patients( FAS) #1(%)
21 5 1% Ik PR 47 1] T2 HRL T B ROR
popiicEEl 93 4(4.3) 17(18.3) 44(47.3) 28(30.1) 65(69.9)
pUR St 293 17(5.8) 78(26.6) 164(56.0) 34(11.6) 259(88.4)"

®3 WARBEPEIERBTUERE KELLB(FAS)

Table 3 Comparison of disappearance rate of individual symptoms of TCM syndromes between two groups of patients(FAS) %1 (%)
Ei]| W B A H i 1 T g I AR B A BRZN SR EIRINY 1§ 71T A 95 PN
XHHRZL 16/93(17.2)  32/93(34.4) 20/75(26.7) 14/62(22.6)  23/70(32.9) 24/68(35.3) 27/63(42.9) 29/84(34.5) 26/71(36.6)

WEELL 71/293(24.2) 151/293(51.5) 94/238(39.5) 74/209(35.4) 129/236(54.7) 120/216(55.6) 107/188(56.9) 110/258(42.6) 122/215(56.7)

Giit i 1.997 8.305 4.053 3.587
P 0.158 0.004 0.044 0.058

10.267 8.494 3.747 1.728 8.657

0.001 0.004 0.053 0.189 0.003

2.3 MHBFFIEN ST LE R 12H)5,

WL ER AR & B IR B+ SR R 58.6% (156/

266) , X BRI 3+ RUH R 40.9%(36/88) , WLEL 4

F4 WHBEHFEANTHILE(FAS)

HIEM N B+ AR RE E®m TN RA, ZRAS
TeE B X (=8.382,P<0.01) , WL 2H 7 &% T % B
H, k4,

Table 4 Comparison of curative effect of corrected visual acuity between two groups of patients (FAS) #1(%)
4153 1511 %% AL A5k FasE Ak RHROR
Xf B2 88 9(10.2) 27(30.7) 49(55.7) 3(3.4) 36(40.9)
pUE Sl 266 28(10.5) 128(48.1) 108(40.6) 2(0.8) 156(58.6)"

TE A L LA T S (P 1 <1.0) 1 52450 47 23 B

2.4 WA BERIKUATHILE HRERER,
MR 25 12 JElJe | WAL 7 R0 b A, W02 A IR e el 72 38 s+
H R H N 53.2%(165/310) , X HE 41 8 30 +43 %R K
39.2%(40/102) , Wi %2 21 HR I 20248 8 30+ R0R B 3%
oA, 2R B G B L (Y=6.026,

*5 WMEABREREBTITHILE(FAS)

P<0.05). S5XFBARITIE LR, W84 B I
FE B0 1t 45 9 728 DT 43 Y b R AIR (2=2.501, P<0.05) , &
BBEK LA T 25 R B St e (=
5.215,P<0.05) , WL ZEHJ7 &0 T X RRZH . W3R 5
6.

Table 5 Comparison of curative effect of fundus changes between two groups of patients (FAS) #1(%)
2 53] % T2 HAL o Ak B OR
X AL 102 17(16.7) 23(22.5) 56(54.9) 6(5.9) 40(39.2)
pUlE =4t 310 79(25.5) 86(27.7) 139(44.8) 6(1.9) 165(53.2)"

25 W4IHEREFRECMEERITRLE R
12 Ji I, %8 21 A8 35 B RS 2% 0 L4 & 52 I8 A0+ &L

9 60.7%(188/310) , Xf B4 50.0%(51/102) , WL
AR T MA, ZRTEITFE L SXR4E
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*o MHEBERMRUETBTISIRILE (FAS)

Table 6 Comparison of single index curative effect of fundus changes between two groups of patients (FAS)

LT BRI A 5595 A8 53 (ks ) /53 TG W BRE K 00 (%o ) 36 2 B BRE K I /0510 (% ) v 38 B BRE K M /4610 % ) B 38 955 BREK I /4510 (% )

R /I - G b

YRR 102 JRIT AT 2.7+1.68 72(70.6) 19(18.6) 10(9.8) 1(1.0)
BT R 2.3+1.74" 76(74.5) 19(18.6) 7(6.9) 0(0.0)
WELL 310 IRJTAT 2.4£1.75 236(76.1) 47(15.2) 18(5.8) 9(2.9)
BIT A 1.9+1.66" 262(84.5)" 32(10.3) 12(3.9) 4(1.3)

A IRIT RS LA Y P<0.05, 5 X R UVA YT IR i P P<0.05, (£ 8 )

7 e HLE, W6 20 A0 3 A 0 I 0 A I ) B
B, PR R AR A R TE XSS T 4 D

®7 WERBEFRERLME ST LB (FAS)

(P<0.05), IMEBIRIGEMA K 2T LG 2FE
X, WHERTMES,

Table 7 Comparison of efficacy of fundus fluorescein angiography between two groups of patients (FAS) 1 (%)
4 531 1%k Wk AR e L) BARR
Xof 21 102 33(32.4) 18(17.6) 39(38.2) 12(11.8) 51(50.0)
WAL 310 127(41.0) 61(19.7) 104(33.5) 18(5.8) 188(60.7)

F8 WABREFREILMEE LBTUEIRLE (FAS)

Table 8 Comparison of single index of fundus fluorescein angiography between two groups of patients (FAS)

4151 11 % I} ] WL RE AR IR (] /s AL 100 B B 0 00 A TV VE VS FEL/PD WL IR L 42 TR 3 Rl /PD

Xf B2 102 BT T 11.8+3.8 1.8+1.7 2.3+3.6
BTG 10.6+3.5 1.8+1.8 2.1%3.7
12 J8 B e (E -1.242.5 -0.0£0.3 -0.2+0.6

PUE -S| 310 TRIT T 11.9+3.8 2.242.4 3.0+4.4
RIT G 9.7+2.7 1.7+2.1 2.5+4.4
12 J8 B e (E -2.2+32"% -0.5+1.4"% -0.4£1.3

T ¢ LA JEIE T X RS TR S L AR X SRR >0 () 2 3038 #4740 7

2.6 LA PEE BRI LS 2 FTXT R A I TEAE %k

S E LR AR A B 4 ] (1.3%) Fil 3 4
(2.9%) , It A6 Ak S5 15 0 2B 3205 300 o 3491 (3.62% )
0], PR H B S A 0 & 2 2R 40 Dl 26 1] (8.4%)
11 B (10.8%) , 0> HE &1 5 18 000 & A= 3855 0l
561 (1.6% ) F1 461 (3.9%) , {55 4Lk kB 7
WA G IR AR 2 o IRIT R AR AR
S H AR AR Ll ) 2 AE 2 B0 5% 2 IS T o R A
PR B S R E B v R AR R R AR 5 &2 Sk Hh AR
w2 A2 B IR R R E L R
% IR S 2 TR PR s S8 R DL R R I

2.7 TEAE WA R 553677 0 18] w9 28 4t 19 4] 52 i
H R A 19 BIR IGIT ] TEAE, b 5841 11 )
(3.5%) , %F HEZH 8 41 (7.8% ) , M52 2l TEAE & A= % /b
TXIRRAE . WEEZH TC 5 R 25 WA DG 1) TEAE o Xt
HR 2] 4 6] 52 8 3 & A S 098 25 W) AH G 1 TEAE, ™ &
FEBE o0 5 B, H P AN AE 2 491 (2.0% ) , s 1431
(1.0%) , ML /MR ITEC AR 161 (1.0%) . PI4L JE ™ &
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3 iFig

B 25 FE 23 B & R LA T A 3 KT B B v B DR
BE MR Z BB T ARk, 2021 4 Bk
BE R G HBOR R 4 10.5%, it 2045 4 FJF &
12.2%"" o v B R 975 580975 %6 AL 1980 4F 0.67% 14 3%
£ 2017 4F 11.2%, 3T 30 4F [A] F80% 34 I T 15 4% LA
R H AR PR R N BUE A R, Bk
PR R B B DR A R R Y 4E K, DR
B R B AR RN, BUE R W B AE T E . — T Meta
Sy HEBF S KA AE 2010 4F , [ 45 % K& DL | DR
R A B &85 13147 76— ABEh DR
B FEIE 2R R 1.14% , 768 PR 99 A BE DR A9 2B 3
47 18.45% , NPDR [ f 9 %54 15.06% , PDR ¥ f& 5
N 0.99% , F K2 8% I E AW H R AR TE
[ A R OB DR 9 SR & 2 DR A KURS: B 2 T
7, 7 B R Ty .

FA 2 W F A 23R 97 X 4E 2% DR JF JE A
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M e e B m B, WhoT R, RN 4 L
JE S e AR B R N A Sy i R B vh B T
BEH7 224 i Al 39 A 0 T B S DL 2 IR 9T R
F. EHIBIT AW ARG SR BT
BE, L RS A A 25 . A IEAC AL E B
T4 il v o S o R K i A 3R AL B N R L E
FEARE N, DR i . v B ) NPDR F8 3 76 42 1l
AR5 0 JE Al b R BB A R R B R A AT K
bR T TR DT S A T IR AR B Bl A 2 2
Yy AT B IA T o PR R Gk R R ORI H R
FE Py A 4 22 11 74 I — 5 4~ T DR 1 H IR fk 24 2
dnt RS o BRI R A T LA B P B, 1
P00 s 1f, 3 FE T, AT 8 E ok 3 R DR AOTE A, 2
HOULAY I R 245 . DRAE o] B nf | n] k4o 80
HR 7 HF 0 1 57 2 , I R 1 LA DR Oy 5 36 38 I AE #Y
MR 25 4 Fp 2 58 =", % %t & % NPDR A1 PDR Il
IR AR 35 1 5 245 W) 5 AR A YT R B H SR R
JEIR L P B DN B SRR RN, 45 R Ok
W KI5 o TR R R B 5 & FARIBIT
F B v, F A R E IR 245 0 X T AE 9% DR R R
AT H KGR

i 2% B H i S v S 460 BRI 1 5 DR
B IR 4 AR ST BE SR B E 4 BUE BR
R I N4 73 15 A N [ ) A e B2 S T
A AR A INE A AR A, H 4% e R, H AR
AEAL , AR A, 4l e 42 A B A R 2 R AR AL,
P24 BEL J2: s B G 5 L B 2R 4R 2K, W S “ R 4% 25
SFEB R H TR 0 4 W H R AL T,
AR AT S 7 24 AR08 45 OB A T A 3 PN -
Bl A B A T AR AR S I AR M % L T B L = Bk
PRIk I, R HE R Ak o, TR & 4 0 B 45 R R U
D E MR LA Lol BN
2y, WO ATR 55 25 IR, RS PR 22 < 3 1 H i O I
e 11 4t 865 326 75 F 5 =2 B, ASOBA RN, ACRE ML AT, Bk B
TSI LRSS S A, B 4%
555, 3008 H W5 DUl e o il 2, 35 50 A % 2288, 14
IRV B A AR 2R i B 4% gl 2OIRES | TR 51 25 A%
BRI PN - AR . TP AR FAE R
Z  REMNERZA SMAERZIE RS Z
WA BEREZ TN, LR THMRRS S5 E
FaTHE T B BRI 2R E B Z %k, 207
TR I 98 e [R) J& 4 A A B, RIS IR 4% kA
WAk, B EN, B BB RIS H%
S e S B W 1 L L G A T N 3 T 8

5k Z 23 25 Mk sl 4, 55 IR B, dk i
HZI% . 5807058 os i 4 W) B e % 2 A 2
TEBEAC I ZE AL AR 00 P A I A R el s 1R IR R Ty
RE A AR, 32 2258 1 2l 38 1M 3t 30 7 5 Sk 45 R A
DR A0 o0 B ol 6 5 B U A AR R R S B
PRI IS 4R 07 JRCAE AT, 49 ) 5 RE B IO, 49 ) 46 i 9
T2, DA 2 4 IR SR 4 L ) 6, SEE 22 40 IR S S5
A i R

AW o ok T30 B Gk 1 O R K58, A0 AFF B Il
P28 BH 0B A R P = B A o 9 S 1 E I R 4 T
i3 DR A, PEA 8 45 B H 48R 97 DR A 801k
e Ak, mIRIFFR A R IRZY 12 )5 W%
W1 H 5 2 XF DR Z5 G977 80 5 IE W 097 %00 IR i i AE
IT R IR NS 2O I A8 3 S TT A TR BRA . dE
B H i 2 0T BE 4 v P B UE T AR A BOR . SR
20 v B R A B IURE R B RS TR AR B R 2
T3 VRRLIERAE T A5 I R R T IR, R
i 2% B H e 2 AR BR T DR B IR G 97, b
Xof S5 b B IR A RN 4 B R A ER A B L Ik BA e oK
A H W . il it TEAE 43 F1 S8 56 28 4G A 1) &2 4 1k
AT R G 4 W] B e B B I R Ak
I R L, DR B H B 2, Bk 2 W RaRyT
XF T DR PG 2O HE 2 (H 2 Im KA B0 IT 259 [
Z o 4B H 2R AT DLCE IR IR S I A i iR
00X R E 2 BIRAS ST B, A B TR RA
7 JAE G2 R i e 6F e R B i DR B H R X

Zr BT T 45 m He 18 5 DR BTG X T 42
1R IO IR I KT B S A I R A (R, DL 9 45 -
RIS 95 A% AR R D) HR 5 DR 9 A% ML | FTIE 7 B
B8 B 2 W B e A1y, BAT 3 R 21 7 Ak
PE o 38 ™A% B9 RCT I PR 3 9 11 52 38 2% W] B i 4
FEMCsE DR AT, il HR RS H i, el 58 v i i
YT E  HE e R XK R
TR 245 3R 97 DR I RE € 5 A, Dy 42 0 i R T A8 it
B 25 8 . A BIF T 3 1 0% IR 1 B 10 RN 1 B R
W TS R A HEAR E RN O 25, IR R - DR
AW R, I Z 2 0 TRk AR R &
JH 25 097 RO %2 2 PEVEM A i LTS T R B — 20
WL 5T

[FlgEmmzR] A% B I E A P 254725 18 ls K
K, W Ik TR R O 2 e Ay A RN 8] R AR AR I 2
ARG L FRE L K, AR W 4R GCP s kX%
A 2 ) 256 TR, R B A AR A A 25 SR E M E 2R ik Ao GCP
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