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Abstract

Objective: To evaluate and compare the effectiveness and adverse drug reactions (ADRs) between generic
and original risperidone solution in patients with autism spectrum disorder (ASD).

Methods: This study was an open-label randomized controlled trial. Sixty ASD patients aged 3-12 who
first prescribed antipsychotic drug were randomly assigned to generic or original risperidone solution.
The effectiveness of treatment were assessed by aberrant behavior checklist- community (ABC-C) at
baseline, week 4, week 8, and week 24. The ADRs were measured at week 4, week 8, and week 24.
Results: At week 4, the mean score of the irritability subscale in ABC-C showed a significant decrease for
both groups (14.7 + 10.7 scores for the generic group and 16.5 + 8.6 scores for the original group).
The average doses and frequented ADRs, such as increased appetite, dry mouth, constipation, and
drooling, were not statistically different between these two groups. However, the original risperidone
solution had a more significant rate of somnolence.

Conclusion: There were no differences in the effectiveness and adverse drug reactions between generic

and original risperidone solution in patients with ASD, except for more somnolence from the original one.
Keywords: adverse drug reaction, autism spectrum disorder, effectiveness, risperidone solution
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A15199 4 aansldieUszasrannnsldenansiyuazen@usisu risperidone solution

#1@3lsy risperidone

YIAUAISU risperidone

91N19 R N . N p-value’®
MUY ERLEGH IMUIU VYA
Lﬁﬁm’ﬂﬂ@ﬂ'}ﬂ@'ﬂmi 18 60.0 24 80.0 1
Unuiie 8 26.7 13 433 2
YUY 8 26.7 16 533 <.01%
VRN 3 10.0 4 133 7
thanglna 2 6.7 3 10.0 6
WA, Doudsyy 1 3.3 0 0 3
Anayn 1 33 0 0 3
&u 0 0 3 10.0 1
HARNHATI 0 0 2 6.7 2
Unviad 0 0 1 3.3 3

* upnensfuegeiideddgvneadan p < .05
° chi-square test

wiks $aeueu esyn thanglva fiaelésuendusiiud
wnliunnAnemslifsszasddananngsninguaei
asugnaney

fodiavesnsfinu Ae uhmsAnuniaed
msduiegndlaglinsdunasunmedsnwilingui
Auaelefusrvule wisededifnuesussqiamii
uwansieiy iligunasemsuinitelasuevumla
uAisen1sUsEfiuandeyadiinld (objective data)
anunsnanenfrenisUseiulseansuannisldenls
Tunsfnwilidunisfnuluguasoofiafnann
ildsuen risperidone solution ASIusn NAYDINTg
Anwnisadtoialumsideyaluldludvasdlésuen
risperidone solution tuaiutunsednislden
MY 9 Sude

GESL

NISNBIMBIETEY LA EIRUANSU risperidone
solution lugUsgeeiiafinaiunasy uasiusnd
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