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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.

KEYWORDS Paliperidone extended-release tablets; schizo-

phrenia; domestic preparation; original preparation; efficacy;

* E—EE B TAEZGIN. WFFE)r ] AEMZG A, AT - 0537-
3165623, E-mail:550290515@qq.com

# BIEMEE EATEI,BUL. BT R . g, safety
0537-3165633, E-mail:chenhongl569@126.com

WPEZG 2023 4F5 34455 24 China Pharmacy 2023 Vol. 34 No.24 -« 3051 +



P 53 2R 2 — ™ A A M AP PR A I
PR AN PHAEREAR | BRI H e hs 25 A
U B A A 70 S40E (1) 24 4= SR % 0.30%~0.66%", 7F
FRIE 2R 781/10 3, HOm BUR AR o B R 151200 1
R A BREE R T AR A M Z — . 2R YT RN
P13 B4RE B TR T R B 2 W KR Z5RTT
I £ IR 24 DN R G o 53 R VR T AR ORI T 52
RIPEER R, 2970 Lt Mg SRR R
R 254 PR B EES2m PRLR Y W R AR 2 5 i 2E 28
A A 5 ARBURE MU 259 , T 2006 4F 12 H 75 3% [
Pt L. 200849 H L #RAE A FE N P AR A
BN m) A7 B AR IR IR 22 B v AE TR B B, 2021 4F,
F VL3 52 A% 24 M0 B AAT R w01 0 A e R IR ) 2 78
PEAHEAE TG IR, AN AR B R AT 245 KB . AHL =™ 5 S aF
ME R WIR ) 22 8y s R 280 22 4P T2 A5 A7 AE 22
SR AR T, ARSCE BT A A IR R 22 B AL
AT 2430 7 R A 0 BUE YT ROR e e B AE N
Uit BaE e nan]li7 SEIE L
1 #/RERZE
L1 N HEBR SR iR
L1199 AbRHE

AT AFRIEALES : (DAFE CE BRped 55 A G g
FRIBIRAGE T 53255 10 BROKE 73 2R 12 WbnifE ; (2) 45
18~60 % ; (3) ALZH FiT S —fuff FH B AFFE R R P 22 8¢ 1 (R
i 24 R IR, B R 3 me/ 6 me/ R, PE A AR 24
AR, HEHE S 4 HI20160552) , 4 H 1%, HRIG
J7 24 A B LA L3 1A AR JRBE 25 30 R I S AR
FE 5 (4) FH 4 1 BH M IR 1 2% (positive and negative syn-
drome scale, PANSS) 8.0 <<70 43 (5) B AR A MEE
WA A A G A R O B MG R & . AR
J7 ZE AV [R]85 30045 1L AR A8 B0 R Be AR 38 25 B 25 o
et (35 . 202148 34-31-01)
1.1.2 HEBRbRiE

AWFFEHEBR bR LS - (1) A T 1 4K A 6 A
P T P 5 (2) R ) s e ) IR o A
(3) G4 ol LI B0 A P 28 R B A Lot 5 (4) FEAE™
EERNE N A i) e
1.1.3 iR HAniE

AHFFEAR AR E G - (1) i AR T 54 5 (2)
WL E AN RN AT 5 (3) S BT 3 d AR MREG 5 (4) 2%
Vit o
1.2 WRITH

AW AT IR RO W 2021 4E 6 H 2=
20224F6 A T IL R A WL BB T2 stie sl e i B 3
HAF A b brifE Ry 535 65 1], i BB R ML 7 23243 i =

- 3052 - China Pharmacy 2023 Vol. 34 No. 24

PR (33460 FEAFAL (32491) o [ =20 PR 18 491,
P 1505 1792 B 20 ), A3 B H 13 40 5 AR
(34.58 +5.76) % ; Ji 72 (1.86 £0.96) 4F ; % # 7 4F IR
(12.37 £ 3.58)4F 5 AL} I AFIA R WREAZE B¢ F 11 H 7k
H7(6.58 +£2.34)mg. IR B MEEE 1649, Lotk 16
Bl 17112 B3 20 6], Be 5 12 1] 5 4R 4 (33.39 £4.97)
&R (173 £0.94) 4F ; 52 20 & 4 PR (11.86 + 3.39) 4 ;
N\ 2L B TR R IR R 2% 8 ) H R R (6.79 £ 2.46)
mg. PALEF MR AP R 2 E R A A L]
SRR WRER 22 8 F i B R b, 22 R g i B
X (P>0.05), A ] etk
1.3 B AE

AL, =4 A 40 R TR) ) 2 1 7= e 0 W
SRR (R 40 S50k A% R 3 mg/ sl 6 mg/ R, V1
TR M0 A A RN W] 3t 305 H20203266) 4k
SRIRYT 2, JRURIF2E FR 3 4k i ) flt P DA o )
WRERZE B HiaT 2 A AL A Y A H TR DR
2,
14 TR R KM IES

JT B B AN R ALLIAIT LRR A HEK
24~ H K GRITE5H0) #8147 PANSS 3743, LLHIEITRL 5
[R5 R A7 3697 £ &R IR 12 3% (treatment emergent symp-
tom scale, TESS) P-4, LIPFEE AN B N, 1B IR T4
L AR AN R R R AR
1.5 KERERR

BT BB AR LRI L RR I E
24 R LR 72 00 25 R At SBURF&E DK I , A6: 0 A 2H 15
W67 45 Y 23 I IR | I IR F5 bR [ H I = R (igly-
ceride, TG) . 5 IH [ [ (total cholesterol, TC) i %% & i
# M (low-density lipoprotein, LDL) | /= % £ 5 & H
(high-density lipoprotein, HDL)  # fIk % &£ 5 &5 [ (very-
low-density lipoprotein, VLDL)] . IfiLi& W FL KK, HAT
O L IR AT | DA SR A ZH IR R A2 A7 LRR (1A A
RN 2 A4 2 A VR WIR I i 245 B8, 31 R R R 1 25
el (ng/mL) 5548 (mg/d) Y HLAE (C/DE) -
1.6 SitEHE

K HISPSS 22.0 BAF X AR HEAT o3 b o R TERER
i x + s FR , ARG HCRCR FHBE X 4G50 , W 20 [ LA
K IR STREAS e K30 5 THERPERER T B sl R 2R , 4]
FEBCR ] xR ge . KK #E a=0.05,
2 H#R
21 BEHERHBFER

WA, B 4A 1012 8 E QAT 160
R RV, 331 4 8 S R s A A 2 112
B AT, 2 30 0 B Se R

thE 2 2023 4E5 34 4245 24 3



2.2 WHEE PANSSIEHLLEL
P BB TE AL B AZHIRYT LJEAR (1A H AR 2
A H K% PANSS W43 LA, 2 R ¥ R4 it24 3 L (P>
0.05) ; M £ A B HEAHIRIT L MHRM2 4 HAKRB
PANSS 435 [A] 20 A 21 Bof b3 35 i 25 PR AR (P<<0.01) o
RWEL,
K1 MWHABEZEPANSSITENLLE (x+5,4)

413 n L) MURFIUREE  MRTARR ARIRARE
i | 62454342 61.3843.26 §75542.98" 5426231
oL 30 63104321 61961244 5757281 54571247

t —0.763 —0.783 —0025 —0.504

P 0449 0437 0980 0616

a: SR A L L3, P<0.01,
2.3 TWHBETESSHENAR KL%

PIZH A AN IRYT R E YR I B D Re =, A
AN T AHIGIT 1R 1A H R F 24 H K8 TESS
Vo i, 22 TG 2 L (P>0.05) s & 4 B H T
ALRYT RAR 1A H AR F 24 H K1) TESS #1435 [H]
HAYINS AL, 2 S IR RS2 # 3 L (P>0.05), 45
k2,

x2 WAHEHETESSITENLEE (x+s,5)
T Adinf MUFRE  AREIMIE ARRIE

EEg 31 6.13£327 590£3.13 5941295 5.7712.86
B 30 6.17£3.24 6.13£2.98 5802287 5.7312.80
t —0.045 —0.294 0.182 0.056
P 0.964 0.770 0.857 0.955

TRIT A A [ AR R RN R AR
25.81%(8/31) , Horp 2 255 3 5, b 3L 2 9], g e 2 441]
PSR AR ANRE MO Sh A L R B T
BRI 90 2 BN RSN ) 5 B F A A 3 A R S & 2
K 430.009%(9/30) , Hod A 222580 2 1, b 7L 3 451, g B 2
B, Sk SO S O ERRAS 1 GRS o R
ATREII L 2 PR RN ) o PR N R RN K2
RIWB 2R TG4 L (' =0.13,P>0.05)

2.4 WABRETEMYE MASIEHR MBI EAKTEM
R E LA

WA HB e AL KAy 45 SR A 25 B I | i i
FEPR ST I FL R K- g, 2 R G2 F s L (P>
0.05) 5 & 2L HEF AT 45 AT 1425 I W L i i e A K i
HWFLFEAT SHEAALIN e, 22 IR G X
(P>0.05), S5 3. AL H AL FIIRYT 45
SRR A F PRI S8 R R R i S
25 WARECDHELEER

PRI AR B AE AL S AZVRYT 1R (1A H R A2
MNHRW ODE R, 22 7 TG 242 L (P>0.05) ;
BB AT AR AN AEM2HAERR O/DIE
HRAANAR i, 2 F IR 2 L (P>0.05) .
SER WA,

TEZED; 2023455 34 45 24 1

®3 MARETHEME MEEREXDFBIRKE

b (x+ts)
TiH s/l EEA(n=3)  FHL(=30) t P
G (omollL) AN 495105 4821057 0906 0369
e ) 5091047 4994049 0917 0407
TG/ mmollL) Adnt 1554063 1594064 0239 0812
TRITHRN 1634038 1624051 0017 0986
TC/(mmollL) Adfin 3.99£0.79 40107 —1181 024
Tl 41540.64 4334059 —L149 0255
LDL(mmollL) Adint 2681045 2641040 0430 0669
TRITHN 2754037 2744032 0167 0868
HDL/(mmollL) Adf 1394024 1444024 —0718 0476
Tl 1372017 1422020 —0910 0367
VLDL/(mmol/L) Adnt 075£047 082043 —0569 0572
TR 0.79+037 0841036 —053%4 059
MM Z/(WUmL) AL 140518453044 143471452391 —0071 0944
WBIFAAT 148054247378 149105245341 —0.088 0930

F4 WHEEECODEILE(xLs,ng-d/(mg-mL)]

gl " AR MIRFURR  MBRFIMAR AR AR
m 3l 5374126 5434097 548092 551£098
RO 30 544241 5504207 5491196 5455179
f =0.137 =003 =003 0.158
l§ 0892 0.969 0.969 0875
3 ifig

WA IR B 22 % S — Tl A MR RS s 2590
KB BB IRG A, v S TE A iE N
FRE RE AR, [F] B AT 24 i 245 e J3E 3 ik 2> A
KN R i & A, Bz kR R IR 1k, 2507
i R T ERE BRI  A R R 28 B R ) 35 B
32 )5 A P TP AR P ) ——9- R R B i, X6 2 1
D, 3Z AR -t Jie 2A 2 A B8 i BHTVE L TR T
FE A0 SURE 85 AR BEPEE PR (] B e 5 LA e e Ja s
TR, IR SR 43 RE 2 RN A 0 2 A
Jrs A, RLEA EASGHRGEE | 25 MRS BOR 22 A
P R SRS, DARIWRER R T B S #55 [E FDA i
Ko SLEVRTT 20 o AT TR RS #e o0 S0E H 3 (il
FH B 1 55 ] | B8 5507 4 S WA R IR R ) % B, B3 A
AR 2 D REIAS BN A FR B A s,

AW S (=24 1) JERIFIA A VR B 2% # A
TRYT HIRRE WIDRS o0 2408 B A UM AL, — 2l 4k (i 1]
SR 2y BRI AT 2, 55— L 48 ) 7 2 ) )
PREIRYT 2 A, R G R O e ik, 45
KIL, PUL R AL R ALLIGYT 1 RR LA H R
24~ H AR ) PANSS P43, LA K AE AL R ZH IR Y7 45
A 18 23 B A L I RS 6 B | LT I L R K Hu g 25 7 1
TG # , BB ETEALLAT L H AR M2 4
H AR PANSS ¥ 53 34 i A8 T [FI A2 I, 3 1 I [
FEA R R B 2% 6 R 5 A 24 3R 7 R e UK 43 S FR
H IR TR0 2

AWFFEIR K B, AL B AN R A LR 7 45 Bif )
M) C/IDE R S RG T4 Lo XA R

China Pharmacy 2023 Vol. 34 No. 24 + 3053 -



25 A I 247 BE R K AR I R Bl o TR A AR TR A
FFURIE 2 58 B C/D fEL 23531 0 (5.51 +0.98) 11 (5.45 +
1.79)ng-d/(mg-mL) , ¥ & T [E 4 iR 18 79 (2.76 + 1.13)

ng-d/(mg-mL)"", X 0] GE-5 PR AYIG 7 I A WA 5 5

AR ST I A3 C/DAEATIAE 2017 A 20K 1 24 Bl

5 250K P o DR 23 A OC 38 1 AR 1 2 25 (1

[2.06~5.90 ng+d/(mg-mL)]H"",

TEAZ AR DT, I SR AN B AZHIRYT 1A

1A H AR A 24 H KB TESS W4y Fe ik 22 ¥ S 14

RS0, HoU L R OR K BB S, s 7 M ) R D

ZeRe i SRR A EAR Y o A DFFEIESE , R ek

AR R BRIG T 7 R0 AT REAFAE IR = 1 Sk B Sk

PR AR G2 O B S R RS (H

— AR R, A IR ZY 2~ 4 A IS TR 52 et , i

S0 107 P i 7R WIR T L5 38 94 2 AN R R SR SEAR A R

7 (R PR UK T ety AL AN B R B AR EEBHE

BRNEIE SR ) ARG A i E WEL R, A

WFFTEE R W  AE AL I a] [ = A ST 2 2 A A

IR R T TR Bk B A AN RSO, {5

R FRAAIR, D AT BE AN [) J X 25 A LS RE FTi

ZNVEARTR o AWETE R AR AR A BEBIRUE D, T RE S RE

At /NSO R I AT OC . RIS, ARSI % B, I 2H

SR AL B3R 7 45 R Y L I FL R I s TR

HAH (59~619 WIU/mL) . IfiL 75 M4 FL ZR /K- T 10 Al g

5 HRERH W2 1 e D 2 AR AT ¢, ELIHA R AT 1 4

YRR T899 - T 2B AL, 33 AT AL 2 A8 I M FL 30K

-T2 BT i A R T ) IR I s

SR IME WFL R AR LB

25 BRI B AR R AR 2R A nl B AU 2

TR E W BORG I 7 2EAE , — 5 AR PR 7 RO 22 4 VEAH

o HRAFEAEA R, WRsiiea 2 he.

REEARWEFE T LAIRAIE . 5381, ABIETE A W58 s (] A

i Z K MIBETT , 5 28 ] g — DI KIS R 4, T AN [

PER R 3 JZESE , LA R 2P 3 X IR 5T, R

e PRA 1 3 BLEHOVG YT SR Z S H KA

Sk

[1] VAN OS J, KAPUR S. Schizophrenia[J]. Lancet, 2009,
374(9690) : 635-645.

[2] PHILLIPS M R,ZHANG J X,SHI Q C, et al. Prevalence,
treatment, and associated disability of mental disorders in
four provinces in China during 2001-05: an epidemiologi-
cal survey[J]. Lancet,2009,373(9680) : 2041-2053.

[3] SITM,ZHUO J M, FENGY, et al. Long-term efficacy
and safety of paliperidone palmitate once-monthly in
Chinese patients with recent-onset schizophrenia[J].
Neuropsychiatr Dis Treat,2019,15:1685-1694.

(4] ZRRUL RS 2UE KI5 YNIRT7 AR PELT]. ThAERs

- 3054 - China Pharmacy 2023 Vol. 34 No. 24

[10]

[11]

[13]

R, 2018,51(1):67-68.

LI L J. Compliance of long-term drug treatment for schizo-
phrenia[J]. Chin J Psychiatry,2018,51(1) :67-68.

ATHL, TRAEE AR AL A5 AR DRI 2R R ) A Sk
WANPEA (0] H B B 252 20 A, 2017, 37(19) £ 1947-
1951,1968.

YU Y,ZHANG L F,PAN Y S, et al. Preparation and in
vitro-in vivo evaluation of paliperidone extended-release
tablets[J]. Chin J Hosp Pharm,2017,37(19) : 1947-1951,
1968.

IR . DAFIUREHZERE R B ROTFEHE (D). 5577 /R
B=2E B, 2018, 39(6) : 700-702.

LI C J. Clinical study of paliperidone sustained release
tablets[J]. J Qigihar Med Univ,2018,39(6) : 700-702.

SI T M, SUN L, ZHANG Y L, et al. Dose adjustment
model of paliperidone in patients with acute schizophre-
nia:a post hoc analysis of an open-label, single-arm multi-
center study[J]. Front Psychiatry,2021,12:723245.
GATTAZ W F, SARACCO-ALVAREZ R, DALTIO C S,
et al. Treatment of patients with recently exacerbated
schizophrenia with paliperidone palmitate: a pilot study of
efficacy and tolerability[J].
2020,16:2063-2072.

TOST M, GONZALEZ-RODRIGUEZ A, AGUAYO R, et

al. Switching from risperidone to paliperidone palmitate in

Neuropsychiatr Dis Treat,

schizophrenia: changes in social functioning and cognitive
performance[J]. Prog Neuropsychopharmacol Biol Psy-
chiatry,2023,120:110619.
SITM,CAIS L,ZHUO J M, et al. Switching to paliperi-
done extended release in patients with schizophrenia dis-
satisfied with previous olanzapine treatment: post hoc
analysis of an open-label, prospective study[J]. Medicine,
2019,98(3):e13688.
INICC, BT, BRI H , 25 . WA RER VG 7 RS o 240E
4 1L 245 9 B2 55 I R RO ST 0], T R AR B A A
2017,27(4):126-130.
SUN W W, CHENG Y Q, CHEN X Y, et al. Correlation
between paliperidone plasma concentration and clinical ef-
ficacy in treatment of schizophrenia[J]. China J] Mod Med,
2017,27(4):126-130.
HIEMKE C, BERGEMANN N, CLEMENT H W, et al.
Consensus guidelines for therapeutic drug monitoring in
neuropsychopharmacology : update 2017[J]. Pharmacopsy-
chiatry, 2018,51(1/2) :9-62.
CAISL,LUH F,BAI Z H, et al. Paliperidone extended-
release tablets in Chinese patients with schizophrenia:
meta-analysis of randomized controlled trials[J]. Neuro-
psychiatr Dis Treat,2015,11:1817-1834.

(i H #91:2023-05-05 & 1R1 H #1: 2023-11-27)

(S AR IR )

thE 2 2023 4E5 34 4245 24 3



