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Clinical trial of mifepristone in the treatment of uterine fibroids in peri menopausal

period
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. . Abstract: Objective  To evaluate the clinical efficacy and safety of
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mifepristone in the treatment of uterine fibroids in peri menopausal
period. Methods A total of 92 patients with uterine fibroids in peri
menopausal period included were randomly divided into control group
(n=43) and treatment group ( n =43) . Control group was given leupro—
relin acetate microspheres 3.75 mg by subcutaneous injection in men—
strual cycle day 1 =2 every 4 weeks. Treatment group was received oral
mifepristone 10 mg every night in menstrual cycle day 1 —3. The course
of treatment was 3 months for two groups. The clinical efficacy levels of
serum follicle stimulating hormone ( FSH)  luteinizing hormone ( LH)

estradiol( E2)  progesterone( P)  cell lymphoma factor 2( Bel —2) and

Bel -2 associated X protein( Bax) and incidence of adverse drug reac—

22016 - 02 -22 tions were compared between two groups. Results After treatment the
$2016 -03 =23 clinical efficacy in treatment group was significantly higher than that of

(2011ZDA01S) control group( 95.65% wvs 80.43% P <0.05) . Compared with those
(1975 - ) before treatment the levels of serum FSH LH E2 P and Bel - 2
significantly decreased after treatment and the indexes in treatment
.MP: 13777505439 group after treatment were significantly lower than those of control group
E - mail: fanghaiyadr@ 163. com (P <0.05) . After treatment the level of serum Bax in treatment group
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was higher than that of control group with significant difference( P <0.05) . The adverse drug reactions were not
statistically different between the two groups( P >0.05) . Conclusion Mifepristone has a definitive clinical efficacy
and safety for the treatment of uterine fibroids in peri menopausal period.
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1 2 (xxs)
Table 1  Comparison of general characteristics in two groups
(xx5)
Item Control( n =46) Treatment( n =46)
Age( year) 47.39 6. 04 46.48 £5.98
Height( cm) 161. 68 £16.59 162.63 £16.73
Weight( kg) 55.48 £5.76 56.04 £5.78
BMI( kg * m ~2) 20.62 £2.15 20.96 £2. 16
HR( beat * min ") 76.47 £7.88 75.95 £7.74
SBP( mmHg) 105. 48 +£10. 96 108.58 +11. 84
DBP( mmHg) 76.48 £7. 84 77.03 £7.93

BMI: Body mass index; HR: Heart rate; SBP: Systolic blood pressure; DBP:

Diastolic blood pressure; Control group: Leuprolide microspheres 3. 75

mg * d~!; Treatment group: Mifepristone 10 mg * d !
FSH.LH.E2.P.
Bel -2
(P<0.05);2 Bax
Bax
3 2 (xxs)

Table 3 Comparison of biochemical indexes in two groups( x +s)

2 2 n( %)

Table 2 Comparison of clinical efficacy in two groups n( %)

Item Control( n =46) Treatment( n =46)
Excellence 18(39. 13) 23( 50. 00)
Effective 19( 41. 30) 21( 45. 65)
Invalid 9( 19.57) 2(4.35)
Total effective rate 37(80. 43) 44(95.65) "
Compared with control group ~ P <0. 05
(P<0.05) 3.
4
1 N N
6.52% (3/46)
2 2 N 2
15.22% (7/46) . 2
(P>0.05) .

Control( n =46)

Treatment( n =46)

frem Before treatment After treatment Before treatment After treatment

FSH(U - L°") 29.78 £3.16 18.47 £2.27" 30.04 £3.11 13.58 +1.53" #
LH(U-L™") 23.68 £2.44 16.48 £1.79" 23.74 +£2.58 11.47 £1.26" *
E2( pmol * L") 335.25 £34. 82 210.35 +22. 83" 336.88 +35.79 139.28 +15.737 #
P( pmol * L.71) 21.73 £2.26 19.28 +2.37" 20.92 2. 15 15.20 £1. 737 *
Bel -2(ng * mL~1) 1.93 £0.21 1.64 +0.20" 1.92 +0.23 1.22+0.16"*
Bax(ng * L71) 2.39 £0.31 3.29 £0.37" 2.38 +0.26 4.03 £0.42"*

FSH: Serum follicle stimulating hormone; LH: Luteinizing hormone; E2: Estradiol; P: Progesterone; Bel — 2: Cell lymphoma factor 2; Bax: Bel — 2 associated X

protein; Compared with before treatment in the same group ~ P <0.05; Compared with control group *P <0.05
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