[ P AR WR R 2R Fr ¥ ) R SR 1 0 B0E 1 3% 5 2 4

EEE R OZLH FU(LLALAEERAES, LA KT 2020512 WAL BREERE#A, LA
FE o 272051)

FESZES  RI71+.41;R969.4 XHEPRERS A XEHS  1001-0408(2023)24-3051-04
DOI  10.6039/j.issn.1001-0408.2023.24.17

 E HM KR ARG R KRR A IR B R S T AT AP 9 R 69 0T A % At . TR KA 2021 -6
A 2202256 A Tl A& B BUE E TR T4 3035 AR I B — 18 R R AT F Ik BRLE B 7 36 97 2N A Bk L e Aah o5 50z %4 6541,
FMAECF Rk A 1B (334 ) Ao RATL(324) ) ; B F A& H B AR A E = MARFEFERET2MA, /%‘féﬂ YR 2
1R R RANFEIT 2R o 4R T AR FNLETF 1AL 1A A KA 2 A A K5 #4718 HAe M2 R 3 & (PANSS) (74
AR AR & (TESS) 34, 3H FENLLEIT 2N A KOG R BB K & &5 55 S B bk ot i) 22 J o 4 | o JIg 45 AT (b = B L &
B B ARE NGRS BFEREG MAKEEIREG)  fF b FLE R T Fo bl £ ok BR dr 25 58+ S ha A ok AR S 25 0k B 5 7 49
WAL (C/DAA) , A7 e b, S8R B~ Af RATE A 31,300 &4 ik, BAEEENETENEEST AR
A B KA 2 A~ A K89 PANSS #F % \TESS #F %~ .C/DARYLEL VAR N BT Fo N2RG 57 2/ A K69 I fa e A B F6 AR L fn i ik 5L & K
FIER, R RATFEL(P>0.05), m A EEBFENLE T LA R K2/~ A K6 PANSS 345 B AN LA AT o4 39 B 2 1K
(P<0.01), B =440 RAFLE R BB ML A F 55 A4 25.81%.30.00%, 2018 b £ F L4t F & L (P>0.05), L2 5 F 6%
BRI R Ei8 B 5 AREAZEE R T HERIRH 6 7 A ekt o S, = e ls R T e g A AR Y

KEEIR AIRERGAE R AAY L s B SRR RATR A 0T A R A

Efficacy and safety of domestic Paliperidone extended-release tablets in the treatment of stable
schizophrenia

LI Xiuying', CHEN Ying’, CHEN Hong’(1. Dept. of Pharmacy, Shandong Daizhuang Hospital, Shandong Jining
272051, China;2. Dept. of Psychiatry, Shandong Daizhuang Hospital, Shandong Jining 272051, China)

ABSTRACT OBJECTIVE To investigate the efficacy and safety of domestic Paliperidone extended-release tablets as a substitute
for original Paliperidone extended-release tablets in the treatment of stable schizophrenia. METHODS A total of 65 patients with
schizophrenia, who were treated with single original Paliperidone extended-release release tablets for 2 months or more in the
outpatient or inpatient department of Shandong Daizhuang Hospital from June 2021 to June 2022, were collected and randomly
divided into the domestic group (33 cases) and the original group (32 cases). The domestic group was treated with the same dose
of domestic Paliperidone extended-release tablets instead for 2 months, and the original group continued to use the previous dose of
the original drug for 2 months. Positive and negative syndrome scale (PANSS) and treatment emergent symptom scale (TESS)
were used to evaluate the two groups at the time of enrollment and the end of 1 week, 1 month and 2 months after enrollment. The
incidence of ADR was calculated at the end of 2 months after enrollment. The fasting blood glucose, blood lipid indicators
(triglyceride, total cholesterol, low-density lipoprotein, high-density lipoprotein, very-low-density lipoprotein) , serum prolactin
levels, and paliperidone blood concentration were determined after the intravenous blood sample was collected. The ratio of
paliperidone blood concentration to dose (C/D value) was calculated, and an electrocardiogram was performed. RESULTS There
were 31 and 30 patients in the domestic group and the original group who completed the trial, respectively. There were no statistical
significances in PANSS score, TESS score or C/D value at the time of enrollment and the end of 1 week, 1 month and 2 months
after enrollment; there were no statistical significances in the levels of fasting blood glucose, blood lipid or serum prolactin at the
time of enrollment and at the end of 2 months after enrollment (P>0.05). PANSS scores of both groups significantly decreased at
the end of 1 month and 2 months after enrollment (P<<0.01). The incidences of ADR were 25.81% in the domestic group and
30.00% in the original group, without significant difference (P>0.05) , and there were no significant abnormalities in the
electrocardiograms of the two groups. CONCLUSIONS Domestic Paliperidone extended-release tablets can directly replace the
original tablets in the treatment of stable schizophrenia, and their clinical efficacy and safety are comparable.
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