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Abstract

Key words

Objective: To observe the efficacy and safety of diosmin administration for patients with lower-limb chronic
venous diseases (CVD) of different CEAP grades.

Methods: Two hundred and forty patients with CEAP class CO-C3 CVD and reflux of the lower limb without
prior surgical treatment, and 240 patients with CEAP class C4-C6 CVD and reflux of the lower limb after long
saphenous vein (LSV) stripping were enrolled, and were randomly assigned to respective study group (oral
administration plus compression stocking therapy) and control group (compression stocking therapy alone). The
calf circumference and subjective symptoms of the patients were examined before and after treatment, and the
safety variables such as blood routine, liver function, renal function and blood glucose were determined, and the
adverse events were also recorded.

Results: In the 480 patients, 24-week study was completed in 438 cases and 42 cases (8.75%) dropped out from
the study. In patients with C0-C3 CVD without prior surgical treatment, the ankle circumferences of the affected
leg at 4, 12 and 24 weeks after treatment were all significantly decreased in both study group and control group
compared with their values before treatment, but the decreasing amplitudes were significantly greater in study
group than those in control group at 12 and 24 weeks after treatment (all P<0.05); the subjective symptoms were
all improved in both groups, but study group was superior to control group in terms of improving sensation of
heaviness and swelling of the leg at 24 weeks after treatment (both P<0.0S). In patients with C4-C6 CVD having
prior surgical treatment, the ankle circumferences of the affected leg in study group at 4, 12 and 24 weeks after
treatment and in control group at 12 and 24 weeks after treatment were all significantly decreased compared with
their values before treatment, but the decreasing amplitudes were significantly greater in study group than those
in control group at 12 and 24 weeks after treatment (all P<0.05); the subjective symptoms were all improved in
both groups, but study group was superior to control group in terms of improving sensation of heaviness and
swelling of the leg at 24 weeks after treatment (both P<0.0S). During the study, gastrointestinal reactions occurred
in 7 patients (1.60%), and those were all tolerable without causing discontinuation of medication; the observed
biochemical parameters were all normal in all of the patients.

Conclusion: Diosmin can effectively alleviate the edema and symptoms of lower-limb CVD patients of different
severities, and with good safety. Therefore, it is reccommended to be used as a basic medication for lower-limb
CVD during the entire treatment course, with an administration time of at least 3 to 6 months.

Venous Insufficiency; Lower Extremity; Diosmin; Clinical Trial

CLC number: R654.3
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Figure 1 Enrollment statistics
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2.2.1 HFEFH CO~C3 CVD B F B4 KM
ZE ORI, RSFIRIT IR A S RSEIR YT X R
i, BEBEVNMEEZRTS 2 EES (P>0.05) ;
PRSFIRIT IR 5 IR SFIRYT X BRALIRYT 4. 12, 24 J4]
Ji BB /IS TR R AR X HE 9T R [ R R /N (Y
P<0.05) , HrirfE 12, 24, RSFIRIT IR AN
JhR JE A ek /N R B 2 BH B K TR SF IR YT O IR AL (3
P<0.05) (1) .

F1 RFEATHEEERMBRAZRZALER (mm, x+5)

Table 1 Changes in ankle circumferences of the patients undergoing conservative treatment (mm, x+s)

205 NERAR:D) 1RIT 4 RIT 12 JH TRYT 24 JH
SRy IR A 278.7 + 14.6 2759+ 11.4" 264.7 +11.9"? 260.3 + 13.2"?
PRSP B 280.2 + 13.5 276.2 + 12.1" 2713 £ 13.2" 268.5 + 12.6"

e 1) SARARKEATILE:, P<0.05; 2) SIASHAITA IR LA, P<0.05

Note: 1) P<0.05 vs. the same group before treatment; 2) P<0.05 vs. control group of patients undergoing conservative treatment
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2.2.2 MFiEIFH CO~C3 CVD B HmEK 45
BN, SPiRT A S5 SFIRYF X4l CVD &
FIRIT 24 A5, DUEE. IR EE . R/l e g

N Y 2 T A N N = N RE PSS S S D i 7
HIRTT 24 JEAE 5% fift 0 d LA B JhR 350 e i J8% i A
FARSFIRIT X R4 (P<0.05) (#£2) .

®2 RTFQTHBEEWERK [0 (%) ]

Table2 Subjective symptoms of patients undergoing conservative treatment [n (%)]

SR SRy e PRSFIRTT X HRZ
BIFHT IRJT AR GRIT 128 3RYT 24 G HI WIFARE R 1E AT 24
DL 81 (67.5) 74 (632) 65(56.5)"7 53(482)"7 83 (692) 76 (66.1) 68 (61.2)" 63 (60.0)"
PTRR Jak 59 (49.2) 55 (47.0) 51 (443) 47 (427) 56 (46.7) 55(478) 54(49.1) 51 (486)
PR ZE 58 (48.3) 57 (48.7) 54 (47.0) 52(473) 57 (475) 56 (48.7) 53 (482) 52(486)
JREES A i I 83 (69.2) 74 (63.2) 57(49.6)"? 48(43.6)"% 84 (70.0) 79 (687) 62 (564)" 56 (533)"

T 1) SAMERKE L, P<0.05; 2) SERSFRIFX IR L, P<0.05

Note: 1) P<0.05 vs. the same group before treatment; 2) P<0.05 vs. control group of patients undergoing conservative treatment

2.3 i BLF] B X 4T K B2 FR Ak R B K /5 C4~C6
CVD B&ERITH

2.3.1 FRBFHMABHAMNEZEIE BT,

FARBIFIAE A5 F ARG WAL g, BE B

INBE ARG 22 5 (P>0.05) o R ER, 5

AT, FARBITIRBARIT 4. 12, 24

R /N IR R A% 2R TR R B sk (35 P<0.05)
FARIGIF A BALIGIF 12, 24 J& B/ R R A2 B AR
[ FEREE Fod/ (3 P<0.05) 5 HIE 12, 24, T
VNSER R AN Y Rl AN i G T N R S N
RITXHIRLL (4 P<0.05) (£ 3) .

®3 FAATHEEERMBRAZZAER (mm, x+5)

Table 3 Changes in ankle circumference of the patients undergoing prior surgical treatment (mm, x+s)

Z] W07l BT 44 BT 12 BT 24 A
FARIBI IR H 297.4 +20.8 290.6 + 20.6" 280.5 £ 17.1"7 272.1 +14.5"?
FARIGI T B 296.7 + 19.9 2923 +17.7 288.6 + 16.8" 279.4 +20.4"

e 1) SARAREATILE:, P<0.05; 2) SFRIFIFHIEA LA, P<0.05

Note: 1) P<0.05 vs. the same group before treatment; 2) P<0.05 vs. control group of patients undergoing conservative treatment

2.3.2 FAR¥%JT WL C4~C6 CVD A 2H )5 £k
W RN, FARBTFAEHS TR
MZRYT 24 A, BEMDIER . K. &/

Pk 9 2 LA R S8 i ik SR L B BIRR , HoR RORR
SRR ALA T 24 JA 1 G2 gk DU g% LA K I 70 A i

7T FARNGTE AL (2 P<0.05) (£4) .

x4 FRBTHBEENEK [0 (%) ]

Table 4 Subjective symptoms of patients undergoing prior surgical treatment [ (%)]

etk FARIGI L ZH FARIGI X B
NEpa:) ISR O IR (50 ) R = v P | NERAR] WIFAR BRI 12 WBIr24
VT H 103(85.8) 91 (77.1) " 67(583)"% 46(41.8)"? 105 (87.5) 96 (81.4) 87(75.0)" 65(60.2)"
I IR 104 (86.7) 89 (754)" 75(652) " 53 (482)" 107 (89.2) 92 (78.0)" 81 (69.8)" 57 (52.8)"
R/ MIREEZE 89 (742)  65(55.1) " 61(53.0)" 53(482)" 85(70.8) 68 (57.6)" 63(543)" 56(51.9)"
JRE S A i J 101 (842) 87 (73.7)" 59(51.3)"2 47(42.7)"? 102 (85.0) 91 (77.1) " 73 (62.9) " 61 (56.5)"
o 1) SRR, P<0.05; 2) S5FARIGIFRHIRA AL, P<0.05

Note: 1) P<0.05 vs. the same group before treatment; 2) P<0.05 vs. control group of patients undergoing conservative treatment

2.4 AREMEEEREM
gt , 76 (1.6% ) %4 H miE
N, RE KRN 52 I ORI 2. A AR I
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