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Clinical trail of therapeutic effect of emedastine difumarate sustained — release

capsules combined with tacrolimus ointment on senile skin pruritus patients
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Abstract; Objective  To observe the clinical efficacy and safety of
emedastine difumarate sustained — release capsules in conjunction with
tacrolimus ointment for treating elderly patients with skin pruritus.

Methods The senile patients with pruritus who were treated in our

R R UG (1982 — ) 4. i - T B Ui hospital were divided into control group and treatment group according to
S S R P A RS 12 9T O T 4 the treatment methods. The control group was treated with tacrolimus
i PR T AF R 5 ointment twice a day on the basis of conventional treatment for 6

BIEEE R, R £ R
MP 15610806033
E — mail ; sshhjj1982@ 126. com group, orally administered 2 mg of emestine fumarate sustained — release

consecutive weeks. The treatment group, on the basis of the control
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capsules after breakfast or before going to bed, twice a day for 6 consecutive weeks. The clinical efficacy of patients,
evaluation of itching degree, the levels of eosinophils (EOS), histamine and immunoglobulin E (IgE), levels of
inflammatory response indicators recurrence situation,and safety were compared between two groups. Results A total
of 122 cases were included in this study, including 59 cases in the control group and 63 cases in the treatmnet group.
The total effective rates of treatment in the treatmnet group and the control group were 92. 06% (58 cases/63 cases)
and 76. 27% (45 cases/59 cases) , respectively; the pruritus degree scores were (2.35 £0.48) and (2.64 +0.52)
points, respectively; the EOS were (208.07 +33.69) and (225.61 +34.82) x10° - L'
(0.79 £0.13) and (1.25+0.21) ng - mL™", respectively; the IgE was (42.07 £6.56) and (45.17 £6.08) ng + mL™",

respectively; the monocyte chemoattractant protein — 1 was (279.77 £39.14) and (298.52 + 47.64) pg-mL™',

respectively; the histamine was

respectively; the eosinophil chemoattractant was (44.77 6.21) and (47.96 +7.45) pg + mL™", respectively; the
interleukin — 6 was (6.56 +1.07) and (7.13+1.08) pg + mL"'
(5.91£0.69) and (6.24 +0.89) pg + mL™"

respectively. The comparison of above indicators showed that there were statistically significant differences between the two

, respectively; the tumor necrosis factor — a was

, tespectively, and the recurrence rates were 11.11% and 25.42% ,

groups (P <0.05,P <0.01,P <0.001). The adverse reactions in the control group included a burning sensation on the skin
and rosacea, while those in the treatmnet group included a burning sensation on the skin, rosacea, drowsiness, headache,
dizziness and tinnitus. The adverse reaction rates of the control group and the treatmnet group were 11. 86% and 19.05%
without tatistically significant difference (P >0.05). Conclusion Emedastine difumarate sustained — release capsules

combined with tacrolimus ointment can alleviate patients’ pruritus symptoms, reduce inflammatory response, regulate immune

function, improve efficacy and reduce the risk of recurrence without increasing adverse reactions.
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tacrolimus ointment; senile skin pruritus;
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Table 1 Comparison of general characteristics between two groups

Control Treatment
[tem

(n=59) (n=63)
Gender ( male/female) 38/21 44/19
Age(year,x £5) 68.90 £6.14  69.14 +£5.71
BMI(kg - m™2 ,x £5s) 23.38 £2.68 23.54 £2.64
Course of diseasse( month,x +s) 22.12 £2.38 22.60 +2. 60
Itching severit( Moderate/severe ) 27/3234/29
Heart rate( beats + min = | x +5) 79.34 £8.21  78.33 +£8.23
Systolic blood pressure( mmHg,x +s) 124.52 +13.39 126.17 £13.73
Diastolic blood pressure( mmHg,x £s) 81.42+9.32  80.08 £9.25

BMI; Body mass index; Control group: Apply a thin layer of tacrolimus oint-
ment to the affected skin twice daily for 6 consecutive weeks on the basis of
the conventional treatment regimen; Treatment group: On the basis of the
control group treatment regimen, emestin fumarate sustained — release cap-
sules were administered orally at 2 mg twice daily after breakfast or before

bedtime, for a continuous period of 6 weeks.

Control (n =59)

Treatment(n =63)

Item
Before treatment

After treatment

Before treatment After treatment

VAS score( points) 7.69 +1.18 2.64£0.52%* " 7.75 £1.24 2.35£0.48 % * *#
Trching frequency ( times « d ~!) 7.47 £0.97 2.56 £0.50* * * 7.54 +1.03 2.35+0.48* " **
Ttching duration ( minutes ) 2.39 +0. 56 0.98 +0.13*** 2.32+0.47 0.87 £0.34* " **#
Ttching area ( points) 2.39 +0.53 1.00 £0.19* * * 2.350.48 0.90 £0.30* " **#
Secondary skin lesions( points) 2.03 +0.37 1.05+0.22%** 2.02 +0.38 0.98 +0.13* * **

VAS: Visual analogue scale; Compared with before treatment in the same group, * ** P <0.001; Compared with control group, *P <0.05, *P <0.01.

R3 2HBHEERIER AN (EOS) (R A ERE T E(IgE) K L (2 £5)

Table 3 Comparison of eosinophil (EOS) , histamine and immunoglobulin E (IgE) levels between two groups(x +s)

Control (n =59)

Treatment(n =63)

Item
Before treatment

After treatment

Before treatment After treatment

EOS( x10% - L") 418.31 +63. 21 225.61 +34.82% ** 420. 92 +60. 65 208.07 £33.69 * * *#
Histamine(ng - mL™") 2.14 £0.33 1.25+0.21* "~ 2.11 £0.38 0.79 £0. 13 * = *##
IgE(ng » mL™") 54.53+7.16 45.17 +6.08%* * 53.43 +7. 14 42.07 +6.56 % * ***

EOS: Eosinophil; IgE: Immunoglobulin E. Compared with before treatment in the same group, * P <0.05, **P<0.01, *** P <0.001; Compared with

control group, *P <0.05, #P <0.01, *P <0. 001
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Table 6 Comparison of clinical efficacy between two groups (n, % )

Ttem Control(n =59) Treatment(n =63)
Recovery 6(10.17) 13(20.63)
Excellent 18(30.51) 29(46.03)
Effective 21(35.59) 16(25.40)
Invalid 14(23.73) 5(7.94)

Total effective rate 45(76.27) 58(92.06) "

Compared with control group, * P <0.05.

x4 24BHEPRAMEAER - L(MCP - 1) WERR A0 1L E (L T (Eotaxin) | A AT 3 (IL) -6 FREIFILN T -«
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Table 4 Comparison of the levels of monocyte chemoattractant protein — 1 ( MCP — 1), eosinophil chemokine (Eotaxin), interleukin

(IL) -6, and tumor necrosis factor — o (TNF — o) between two groups (pg + mL™" % +5)

Control(n =59)

Treatment(n =63)

frem Before treatment After treatment Before treatment After treatment

MCP -1 450.36 +64.72 298.52 £47.64* " * 447.65 +65. 84 279.77 £39. 14 * * *#
Eotaxin 72.15 £10. 36 47.96 +7.45* % * 71.14 £10. 21 44.77 +6.21* ***
IL-6 15.28 £1.91 7.13£1.08*** 15.63 £1.72 6.56+1.07****
TNF -« 15.84 £2.54 6.24£0.89" " * 16.01 £2.58 5.91£0.69" * *#

Compared with before treatment in the same group,

*** P <0.001; Compared with control group at the same time, *P <0.05, *P <0.01.

RS2 MR KRR I B 48 B0 (DLOIL) P43 FIVE 2% AR B IR 5T 1 15 AP 43 ( PSQD) PEAF I FLAL (43, % +5)
Table 5 Comparison of Dermatology life quality index ( DLQI) scores and Pittsburgh sleep quality index (PSQI ) scores between two

groups (points, X +s)

Control(n =59)

Treatment(n =63)

Item

Before treatment After treatment Before treatment After treatment
DLQI 17.72 £2.24 6.41 £1.02" " 18.38 £2.47 5.97 +0.82 % * *#
PSQI 16.01 £2.33 9.04 £1.18" " * 16.46 £2.42 8.35+1.11***#

Compared with before treatment in the same group,

o
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*** P <0.001; Compared with control group, P <0.001.
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