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[Abstract] Objective To observe the clinical effect of Zinimaibi decoction in the treatment of patients
with diabetic lower limb arteriosclerotic occlusion (LASO) accompanied by Qi deficiency and Blood stasis syndrome
of Xiaoke and early stage gangrene according to the syndrome differentiation of traditional Chinese medicine
(TCM). Methods One hundred and twenty—seven patients suffering from diabetic lower LASO accompanied by Qi
deficiency and Blood stasis syndrome of Xiaoke with early stage gangrene in the syndrome differentiation of traditional
Chinese medicine (TCM). They were all admitted to Tianjin Academy of TCM Affiliated Hospital, Second Affiliated
Hospital of Tianjin University of TCM, Affiliated Hospital of Armed Police Logistics College, Tianjin Heping District
Hospital of TCM from January to December 2017. According to the method of random number table, the patients were
divided into a TCM treatment group (63 cases) and a control group (64 cases). Fifty—nine patients were included in the
TCM treatment group and 64 patients were included in the control group, the patients in both groups were all treated with
routine hypoglycemic and lipid—-modulating treatments. On the basis of routine treatment, additionally the patients in
TCM group took Zinimaibi decoction (composition: astragalus membranaceus 40 g, ligusticum chuanxiong 15 g, angelica
sinensis 10 g, red peony 15 g, peach kernel 10 g, safflower 10 g, earthworm 12 g, caulis spatholobi 30 g, achyranthes
bidentata 10 g, siegesbeckiae 30 g, papaya 20 g, scrophularia 20 g, scutellaria baicalensis 20 g, latycodon grandiflorum
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10 g), the above ingredients were boiled in water to form 400 mL warm decoction, 1 dose per day, orally taking twice a
day, once 200 mL after breakfast and once 200 mL after dinner, taking 3 therapeutic courses, 2 weeks constituting each
course, and 6 weeks in total. The changes in levels of serum lipids, TCM syndrome scores, ankle brachial indexes (ABI),
clinical effects and safety indexes before and after treatment in the two groups were observed; arterial stenosis in lower
extremities were checked by Color Doppler examinations. Results  After treatment, triglyceride (TG), total cholesterol
(TC) and low—density lipoprotein cholesterol (LDL—C) in both groups were significantly lower than those before treatment,
while the high—density lipoprotein cholesterol (HDL-C) was significantly higher than that before treatment in the two
groups (all P < 0.05); After treatment, TC in the TCM treatment group was significantly lower than that in the control
group (mmol/L: 5.22 £0.68 vs. 5.55+0.57, P < 0.05). With the extension of time, the TCM syndrome scores of the two
groups gradually were decreased after treatment, and after treatment for six weeks, the TCM syndrome score of the TCM
treatment group was significantly lower than that of the control group (16.68 £4.93 vs. 19.00 £5.79, P < 0.05). The total
therapeutic effective rate in the TCM treatment group was obviously higher than that in the control group [76.27% (45/59)
vs. 43.75% (28/64), P < 0.05]. Color Doppler ultrasound examinations of both lower limbs showed that there were 4 and
5 patients respectively in the control group and TCM treatment group had 3 grades of changes in the common femoral
artery, 25 patients in the control group and 30 patients in the TCM treatment group had the 4 grades of changes in the
common femoral artery, 30 patients in the control group and 18 patients in the TCM treatment group had the 5 grades
of changes in the common femoral artery, and 5 patients in the control group and 6 patients in the TCM treatment group
had 6 grades of changes in the common femoral artery. There was no statistical significant difference in the number of
stratified cases between the two groups (Z = 1.219, P = 0.223). Ankle brachial index (ABI) measurements showed that
ABI grade was 2 was found in 16 patients in the control group, 26 patients in the TCM treatment group, ABI grade was
3 was found in 30 patients in the control group, 23 patients in the TCM treatment group, and ABI grade was 4 was found
in 18 patients in the control group, 10 patients in the TCM treatment group; there was a statistically significant difference
in the number of ABI between the two groups (Z = 2.265, P = 0.023), showing that the improvement of lower limb blood
supply in the TCM treatment group was better than that in control group. Conclusion That Zinimaibi decoction
improves the lower limb blood supply is probably through regulating lipid and increasing the collateral circulation
pathway, thus the clinical symptoms of diabetic LASO accompanied by Qi deficiency and Blood stasis syndrome of
Xiaoke and early stage gangrene in TCM differentiation can be ameliorated.
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