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Clinical study of Dangi Granules combined with denosumab in treatment of
osteoporosis
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Abstract: Objective To explore the clinical efficacy of Dangi Granules combined with Denosumab Injection in treatment of
osteoporosis. Methods 92 Patients with osteoporosis in Huangshan Shoukang Hospital from July 2022 to May 2024 were selected,
and were divided into control group and treatment group by random number table method, with 46 cases in each group. Patients in the
control group were sc administered with Denosumab Injection every 6 months. On the basis of the control group, patients in the
treatment group were po administered with Dangi Granules with warm water, 1 bag/time, twice daily, for 3 months as one course of
treatment, and continued for 2 courses of treatment. After 6 months of treatment, the treatment effects of the two groups were
statistically analyzed. Treatment efficacy, degree of systemic bone pain, bone density, and serum indicators between two groups were
compared. Results The total effective rate of the treatment group was 93.48%, while the total effective rate of the control group was
78.26%,and the difference between two groups was statistically significant (P < 0.05). After treatment, the VVAS scores of both groups
were lower than those before treatment (P < 0.05), and the VVAS scores of the treatment group were lower than those of the control
group (P < 0.05). After treatment, the bone density of the femoral neck, lumbar vertebrae L1 — L4, and Ward's triangle in both groups
was higher than those before treatment (P < 0.05), and the bone densities of the femoral neck, lumbar vertebrae L1 — L4, and Wards
triangle in the treatment group were higher than those in the control group (P < 0.05). After treatment, the levels of serum N-terminal
mid segment osteocalcin (N-MID) and B-type I collagen carboxy terminal peptide (3-CTX) in both groups were lower than those before
treatment, and the level of serum type | procollagen carboxy terminal peptide (PICP) was higher than those before treatment (P < 0.05).
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The serum levels of N-MID and B-CTX in the treatment group were lower than those in the control group, but the serum PICP level
was higher than that in the control group (P < 0.05). After treatment, the levels of serum interleukin-17 (IL-17) and tumor necrosis
factor-o (TNF-a) in both groups were lower than those before treatment (P < 0.05), and the serum levels of 1L-17 and TNF-a in the

treatment group were lower than those in the control group (P < 0.05). Conclusion Dangi Granules combined with Denosumab

Injection can improve the clinical efficacy of osteoporosis, reduce systemic bone pain, increase bone density, regulate bone metabolism

indicators, and alleviate inflammatory reactions.
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B3 1L RS BEAE 2022 4 7 H—2024 4£ 5 A
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A, b5 20220518, 20230304, 20240106. T

PUESHR, B 60 mg/sZ, Amgen Manufacturing
Limited (AML), #t'5 2205132, 2303072, 2401095.
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Table 1 Comparison on total effective rates between two groups

205 n/f 5 gzl e SRR/ %

Xt 46 10 26 10 78.26

BIT 46 13 30 3 93.48"
5 IRAAHEE: "P<<0.05.
P < 0.05 compared with control group.

£ 2 FHEA VASTESEEE ( x %)
Table 2 Comparison on VAS scores between two groups ( X s )
VAS 15}
ik /il —— ‘
VRl EERd=
pagicy 46 5.20+1.53 3.86+1.04"
18IT 46 5.37+1.41 2.77+0.91"4

T FIARITHT: "P<0.05; AHF T X H4LIRIT)R: AP<<0.05

P < 0.05 compared with the same group before treatment; 4P < 0.05 compared with the control group after treatment.

#3 WARBH. BH Li~Ls Wards ZAXBZELE ( xxs)
Table 3 Comparison on bone mineral densities of femoral neck, lumbar L1— Ls, wards triangle between two groups ( X s )

Ao ol ERNT B BUE R  (gem) JBEHE Lo~ La B/ (gem™)  Wards = X & % E/(g-cm ™)
R 46 RITHT 0.59+0.15 0.72+0.09 0.61+0.07

BT R 0.68+0.12" 0.83+0.11" 0.68+0.08"
BT 46 BIT R 0.58+0.13 0.71+0.08 0.60+0.06

BT R 0.79+0.11°4 0.94+0.12°4 0.74+0.08"4

BT FEBEITRT: "P<0.05; MK TXHRARIT/E: AP<<0.05

P < 0.05 compared with the same group before treatment; 4P < 0.05 compared with the control group after treatment.
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& 4 FHLAMSE N-MID, B-CTX, PICP KELLE ( x +s)
Table 4 Comparison on serum levels of N-MID, B-CTX, and PICP between two groups ( X %s )

HA) n/ W E 1] N-MID/(ng-mL"") B-CTX/(ng-mL™") PICP/(ug'L™")

pagil 46 YRITRT 39.08+2.16 0.65+0.13 39.40+6.92
BT A 34.66+8.90 0.49+0.08" 45.63+7.63"

BIT 46 VRITHT 38.99+3.57 0.63+0.12 39.72+6.68
BT 32.29+1.56%4 0.41+0.06"4 52.35+8.01"4

MEF AR : "P<0.05; M AEITE: 4P<<0.05

P < 0.05 compared with the same group before treatment; 4P < 0.05 compared with the control group after treatment.

®5 FEEME IL-17. TNF-o 7KFEEE ( X +s)
Table 5 Comparison on serum levels of IL-17 and TNF-a between two groups ( X %5 )

45 n/#l NLEZ S [a] IL-17/(pg-mL™") TNF-o/(pg-mL™")

Xif R 46 WRITHI 150.56+21.36 32.50+5.51
BT R 124.48+19.47" 26.13+4.42"

BT 46 WRITHI 152.92420.47 32.71+5.28
BT R 108.39+14.58"4 23.0413.76°4

BT RARITHT: "P<0.05; METXIBAIRIT)H: 4P<0.05

P < 0.05 compared with the same group before treatment; 4P < 0.05 compared with the control group after treatment.
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Table 6 Adverse reactions of two groups
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