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Abstract; Objective

tiotropium bromide powder for inhalation combined with salmeterol

To explore the clinical efficacy and safety of

xinafoate powder for inhalation in patients with stable chronic obstructive
pulmonary disease ( COPD). Methods Patients with stable COPD in
our hospital were divided into control group and experimental group by
random number table method. The control group was given salmeterol

fluticasone inhalation powder, 1 inhalations per time, twice a day; the
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treatment group was additionally treated with tiotropium bromide powder for inhalation, 1 tablet per time, once a day.
Both groups were treated continuously for 8 weeks. The clinical efficacy, forced vital capacity, respiratory condition,
serum elafin level, and adverse drug reactions were compared between the two groups. Results A total of 102 patients
were enrolled. There were 51 cases in each group. Throughout the treatment period, 2 participants in the control group
were lost to follow —up, and 1 case in the treatment group withdrew due to withdrawal of informed consent. Ultimately,
control group had 49 cases and treatment group had 50 cases. After treatment, the treatment group (92.00% ,
46 cases/50 cases) exhibited a superior total clinical effective rate (75.51% , 37 cases/49 cases) , respectively; and
the difference was statistically significant (P <0.05). After treatment, the percentage of predicted value (FEV,% ) in
the treatment group and the control group was (57.64 +5.88)% and (54.78 +5.61)% , respectively; FVC was
(2.58 £0.40) and (2.14 £0.32) L, respectively; peak expiratory flow rate ( PEF) was (1.43 £0.31) and
(1.31 +0.21) L + s~!
compared with the control group (all P <0.05). After treatment, the modified British Medical Research Council

, respectively; the treatment group showed significantly higher levels of the above indicators

respiratory questionnaire ( mMRC) scores of the treatment group and the control group were (1.05 +0.11) and
(1.15 £0. 18 ) points, respectively; The serum elafin levels of the treatment group and the control group were
(10.28 £1.95) and (9.34 +1.20) pg - mL™", respectively; the secretory leukocyte protease inhibitor (SLPI) levels
were (56.39 £6.54) and (52.15 £6.04) ng - mL™", respectively; the levels of growth differentiation factor — 15
(GDF -=15) were (867.44 +108.50) and (930.16 +121.39) ng - mL™'

significant differences in the above indicators between the two groups(all P <0.05). In the treatment group, adverse

, respectively; there were statistically

drug reactions such as arrhythmia, gastrointestinal reactions, and joint pain, while those in the control group included
arrhythmia, gastrointestinal reactions, joint pain, and dry mouth. The total incidence rates of adverse drug reactions in
the treatment group and the control group were 22.00% (11 cases/50 cases) and 26.53% (13 cases/49 cases) ,
respectively; there was no statistically significant difference between the two groups (P > 0.05). Conclusion
Tiotropium bromide power for inhalation combined with salmeterol fluticasone power for inhalation has outstanding
efficacy in the treatment of stable COPD, which can improve forced vital capacity, respiratory status and elafin level,
and has a good safety profile.

Key words: tiotropium bromide power for inhalation ; salmeterol fluticasone power for inhalation ; forced lung capacity ;

elafin; stable chronic obstructive pulmonary disease
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Table 1  Comparison of baseline demographics and clinical

characteristics of the two groups

Item Control(n=49) Treatment(n =50)
Gender ( male/female) 26/23 26/24

Age (year,x £5) 54.53 £6.36 55.64 +6.39
Disease duration( year,x % s) 6.86 +1.26 6.76 £1.24
BMI (kg - m~2 x+s) 23.59 +2.23 23.47 £2. 14
Pulmonary function ( [[ /T %%) 35/14 31/19
Smoking history (n,% ) 19(38.78) 23(46.00)
PEF(L - s ', x+s) 1.20 £0.23 1.24 +0.21
FVC(L,x +5s) 2.14 +£0.32 2.26 +0.29
FEV, (% ,x £5s) 51.38 £5.58 52.62 +5.68

BMI: Body mass index; FEV,: Forced expiratory volume in 1 second;
FVC: Forced vital capacity; PEF: Peak expiratory flow; Control group:
Salmeterol fluticasone alone; Treatment group: Salmeterol fluticasone plus

tiotropium bromide.
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Table 4 Comparison of clinical efficacy between the two groups

Table 2 Comparison of lung function indexes between the two (n,%)

groups after treatment (% &) Item Control (n=49) Treatment(n =50)
Ttem Control(n =49) Treatment(n =50) Excellent 16(32.65) 22 (44.00)
PEF(L-s™!) 1.31 £0.21 1.43 +0.31* Effective 21(42.86) 24 (48.00)
FVC(L) 2.14 £0.32 2.58 £0. 40" Invalid 12(24.49) 4 (8.00)
FEV, (%) 54.78 £5. 61 57.64 £5. 88* Total effective 37(75.51) 46 (92.00)*

Compared with the control group, *P <0. 05.

®3 2 HBH MG IRAEARCH I L (2 £5)

Compared with the control group, *P <0. 05

Table 3 Comparison of serum inflammatory markers between the two groups(x +s)

Control(n =49)

Treatment(n =50)

Item
Before treatment

After treatment

Before treatment After treatment

elafin(pg - mL~") 7.52+0.79 9.34 +1.20 7.54 £0.76 10.28 +1. 95*
SLPI(ng - mL~") 47.54 £9.01 52.15 +6.04 47.87 £9.40 56.39 +6. 54"
GDF -15(ng - mL™") 1 058. 19 +120. 55 930. 16 +121. 39 1051.37 +112.48 867. 44 +108. 50*

elafin; Elastase inhibito; SLPI. Secretory leukocyte peptidase inhibitor; GDF — 15; Growth differentiation factor — 15; Compared with the control group,

#P <0.05.
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