- G -
Drug Evaluation

2021 4F 4 A 20 0 45 30 45 8 11

China Pharmaceuticals Vol. 30, No. 8, April 20,2021

doi:10. 3969 /j. issn. 1006 —4931. 2021. 08. 025

AR ERER P IRHHIKG T TEPREE R AN K TSR -
551, e, B BT 2T

(BE4PLIEEFFTN,EY #HHE  570100)
WE: B #FTRR AN Z8 R AmABERE T X PARERE TR GERT A FE RRER 2017 F3 A £ 2020 F 3 A k&0
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Efficacy Evaluation of Different Dose of Leuprorelin Acetate Microspheres in the Treatment of

Girls with Central Precocious Puberty

MO Shaowei, HUANG Xiaoyan, LIN Qiuyw, LI Haidan
( Hainan Women and Children Medical Center, Haikou, Hainan, China 570100)
Abstract: Objective To investigate the clinical efficacy of different dose of leuprorelin acetate microcapsule in the treatment of girls
with central precocious puberty. Methods A total of 267 girls with central precocious puberty admitted to our hospital from March
2017 to March 2020 were selected and randomly divided into the high —dose group,the low —dose group and the control group, 89
cases in each group. The girls in the three groups took Megestrol Acetate Tablets orally,on this basis,the girls in the high — dose group
and low — dose group were given 90,30 pg/kg of Leuprorelin Acetate Microspheres for Injection respectively by subcutaneous injec-
tion. All of them were continuously treated for three months. Results The total effective rates of the high —dose group and the low —
dose group were 94.38% and 91.01% ,which were significantly higher than 82.02% of the control group( P < 0.05). After treatment,
the levels of estradiol (E2) ,follicle — stimulating hormone (FSH) and luteinizing hormone(LH) in the high — dose group and the low — dose
group were significantly lower than those in the control group,and the ovarian volume,uterine volume and bone age in the high —dose
group and the low — dose group were significantly lower than those in the control group( P < 0.05). The incidence of adverse reactions
in the high —dose group was 14.61% ,which was significantly higher than 5.62% in the low —dose group and 3.37% in the control
group( P < 0. 05). Conclusion Leuprorelin acetate microspheres(90,30 wg/kg) in the treatment of girls with central precocious puberty
have a certain curative effect, which can improve the uterine volume, ovarian volume, bone age and other clinical indicators, reduce the

levels of sex hormone. However,30 pwg/kg of leuprorelin acetate microspheres have a lower incidence of adverse reactions.
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Tab.1 Comparison of the patients’ general data among the three
groups( n =89)
i ikt wRE (i AERE N H(H)
(Xe5,9) (Xes, ) (Yaske) (Yes,d) I8 I8 TH
AAEA 7.89£1.79 2.09+0.76 24.87+5.38 9.68+0.54 35 30 24

KHEAL 7.76£1.82 2.23£0.80 24.02£5.97 9.72£0.55 30 37 2

Pk

ABA 7.80£1.82 2.15+0.81 23.79£5.30 9.77+0.57 24 40 25
F/x’ £ 0.476 1.151 1.349 1. 081 3.179

P 0.634 0.251 0.179 0.281 0. 445

1.2 A%

3 41 JLY 0 IRES R P i e (R i RO 2
A PR [ 25 U7 H31020975, A% M4 A 1 mg) ,
B 1 mg, B H 3 W0 RGR AR L3 T 5
P22 % TR it P 0 R ok (I ot 3 AR 2 R 3 BRA T
2y UEF H20093819, MRS o 4L 3. 75 mg) 90 pg/ kg il
30 wg/kg B FIES, B H 1.3 d B ILYESA)IT
34 H.
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Tab.2 Comparison of clinical efficacy among the three groups

[case(% ), n =891

287 23 AR R BA
BAEm 48(53.93)  36(40.45) 5(5.62) 84(94.38)"
feAlEm  46(51.69)  35(39.91) 8(8.99) 81(91.01)*
*F R4 42(47.19)  31(34.83) 16(17.98)  73(82.02)

A armarki, c P<0.05,

Note : Compared with those in the control group,” P < 0.05.

®3 3HEBILERERIERIEE(X +5,n=89)
Tab.3 Comparison of clinical symptom indexes among the three groups(f +5,n=89)
21 3) g7 SE 4R AR (ml.) F & AR (mL) (%)
&7 A Rl &7 A s &7 A BRI
&N 4.79 £1.09 2.26+0.63"* 4.18+1.25 2.56 +0.74"* 9.68 £0. 54 8.89+0.34"*
A& =48 4.71+1.12 2.42+0.69"* 4.26 +1.29 2.65+0.79** 9.72 £0.55 8.95+0.39"*
X 828 4.86 +1.05 2.97+0.89" 4.35+1.32 3.26 £0. 98" 9.77 £0.57 9.23£0.45"

G RETF AT, P<0.05; 53 BAL ST B E, *P<0.05. %4 F,

Note: Compared with those before treatment, * P < 0.05;compared with those in the control group,”P < 0.05;as well as Tab. 4.
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®4 3ABIMEBERERER(X £5,n=89)
Tab.4 Comparison of sex hormone indexes among the three groups(f +5,n=89)
. E>(ng/L) FSH(U/L) LH(U/L)
&7 s e BT sJE &7 A EJE
Al 27.98 +4.38 12.36 £3.37** 3.98 £1.56 1.67 +0.68"* 4.09 =1.54 1.36 £0.45"*
& =4 28.39 +4.56 13.87 £3.86"" 3.89+1.61 1.80+0.76* 3.99+1.52 1.44 +£0.52**
¥ RR 40 28.67 £4.77 17.82 +4. 12" 3.90 +1.58 2.45+0.88" 3.95+1.57 2.03+0.57"
R5 JHBIARREREBRILEKIF(%), n=89] 2018,26(6):77 - 79.
Tab.5 Comparison of incidence of adverse reactions among the [2] 28 H . PARERETREILY SR EGHRTERE[]] iy

three groups[case(%),n =89]

28 5 LR etk i By 2R K € &t
GAEm 4(4.49)  3(3.37)  3(3.37)  3(3.37) 13(14.61)"
eAlem 2(2.25) 1(1.12)  1(112)  1(1.12)  5(5.62)
Xf R4 1(1.12)  101.12) 0(0) 1(1.12)  3(3.37)

E B KA A ST R, " P <0.05,
Note: Compared with those in the low —dose group or the control

group,” P < 0. 05.
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