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W OE B LR MAIRIAZE R 5ARMER A IR ERIE SR G T ATAT S E e bR A A, B A A s SRR
Foib A Th R, A Em e R IR L . Fik i 3E 201553 A —2016 6 A K P US04 B SRR RS R
FEALEL T ik o Ay v A Ik BAZE 8 40 (H 40) 44 1) A AZ AR BR b A ok BRVE TR 20 (Z 20) 40 ], HAL B H 4 T v AR BAZ R 2R,
AN F A 3 me/d, 2 B WARBE SRR # A £ 9 mg/d, vAJG AR AE BAR R AR ) B AR 3~ 12 mg/d Z 1A R, Z 20 %8 4 T AR AR BR b
DR BRESTRIL P ESS, % 1 R 150 mg, % 8 X 100 mg, vUJEHAS A LR iEGF 1 R, 5§ F "TAR3E A4k % 1 8 #(75.,100,150 mg) . %
WA A I2AR . 5 TR F A fb7)51.2.3.6.9.12 A KRR MM 1A Mz K & (PANSS) #5720, B fo 1 iR 46 B &
(SAUMD)## & % 3 7 Jo 69 A Fo A2 L | 25 MR AN B & (MARS) 3 2 B 21 25 408 77 694 | Mk Fedt & 48 & (PSP) 7R 52
BHEL IR, FURETTREPEAEANRRERE, SR %7 P HAFRZAERI 26 EXBLE. BHFW, AAEHENG
PANSS.SAUMD ,MARS PSP #E 45 b8, 2 F3¥) L4+t F &L (P>0.05), %47/51.2.3.6.9.12 A K, #£8 % % 49 PANSS #=
SAUMD #4334 J7 AT 2 % 5K, MARS Fo PSP #5808 7 0T R %71 &, 279 A 4t & L (P<0.05);87 /69,12 A K, 2%
% 69 PANSS Foe SAUMD % 4 4% H 28 2 % %A%, MARS #e PSP#F - 8 H AL B %71 &, £ 7 ¥ A 4031 5 & L (P<<0.05)., #aE &)
R RER KA, £ F AT FEL(P>0.05), %4k AZARE b A vk B E SR B 08 A vk BR AR K G 7 Mt o L P Kk
BT 5 Ae B B ) AR AR AT AR R B oy @3 0 A BAg AL | FLRT ALK AP AR R s e A A R 2
KEIA ARARER b AR BR E SR b AR BASEEE R AT 0 FLE s B s ) SR AL A T B

Comparative Study on 2 Kinds of Paliperidone Preparations in the Treatment of Schizophrenia
HE Zhaoyu, WU Sheng, ZHAO Xinmin, ZENG Zhen (Chongqing Mental Health Center, Chongging 400036,
China)

ABSTRACT OBJECTIVE: To compare Paliperidone sustained-release tablet and Paliperidone palmitate injection in the treatment
of schizophrenia in respects of medium-term and long-term efficacy, safety, insight, medication compliance and social function of
patients, so ad to provide reference for drug selection in the clinic. METHODS: Eighty-four schizophrenia patients selected from
our center during Mar. 2015-Jun. 2016 were divided into Paliperidone sustained-release tablet group (group H, 44 cases) and Pali-
peridone palmitate injection group (group Z, 40 cases). Group H was given Paliperidone sustained-release tablet orally with initial
dose of 3 mg/d, gradually increasing to 9 mg/d 2 weeks later according to disease condition; the drug dose was adjusted and
ranged 3-12 mg/d according to disease condition. Group Z was given Paliperidone palmitate injection intramuscularly, 150 mg on
Ist day, 100 mg on 8th day, and then given injection once a month, drug dose was adjusted according to disease condition (75,
100, 150 mg). Treatment course of 2 groups lasted for 12 months. Before treatment, 1, 2, 3, 6, 9, 12 months after treatment,
Positive and Negative Syndrome Scale (PANSS) was used to evaluate therapeutic efficacy; Scale to Assess Unawareness of Mental
Disorder (SAUMD) was used to evaluate the cognition of patients to disease; Medication Adherence Rating Scale (MARS) was
used to evaluate medication compliance; Personal and Social Performance Scale (PSP) was used to evaluate patient’s social func-
tion. The occurrence of ADR was observed during treatment. RESULTS: 3, 2 patients withdrew from group H, Z during treatment.
Before treatment, there was no statistical significance in PANSS, SAUMD, MARS, PSP scores between 2 groups (P>0.05). 1,
2, 3, 6,9, 12 months after treatment, PANSS and SAUMD scores of 2 groups were decreased significantly, while MARS and
PSP scores were increased significantly, compared to before treatment, with statistical significance (P<<0.05). 9, 12 months after
treatment, PANSS and SAUMD scores of group Z were decreased significantly, while MARS and PSP scores were increased signif-
icantly, compared to group H, with statistical significance (P<<0.05). There was no statistical significance in the occurrence of
ADR between 2 groups (P>0.05). CONCLUSIONS: For schizophrenia, Paliperidone palmitate injection is better than Paliperi-
done sustained-release tablet in respects of medium-term and long-term efficacy, patient’s insight, medication compliance, social
function recovery; the longer the time, the more prominent the superiority. There is no significant difference in safety between them.
KEYWORDS Paliperidone palmitate injection; Paliperidone sustained-release tablet; Schizophrenia; Insight; Medication compli-
ance; Social function
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FRIRE A, X BB S GRE 1E  T SRRV BB K A
T KGR BLERIIRTT B R BR TIPSR VIS, i
WA OR 25 ITE B B RIS PSR o At 23T
REVR S 7 TR AT 28 H 3R B, DA Bl 3 s 4y o L b [m]
T2y I HA RAFA . B BIHuRs #ios 25 ih A
WR A 92 8, R B @ PR R D IR as 25 R R, HAA AL
TUTH YRR RN 2 A A R S AR a5 DT A 265
— AN 36 B 5 25955 PR (Food and Drug Adminis-
tration, FDA) L YEFH T W I S84 w43 240 A8 5 112300
RERY 254, LB SUE RE 25 IR 22 | 5 DR 45
IR P25 ia Y o R AR WA IR R SR s T A A
WR Fil A B AR R T , e — Fh S OI 7 RL A7 47 L BE LRI
SR ARSI HTRS MR 25, H R R 15 1IRY, A
WFFERTIARIWRIR 228 b S AR AR R AR R R SRR T RS
PG BERE BT R LA, BB Y B R 2R AN
LSRR T LA, BAE A IR R 2542 i 2%
1 #RERHE
1.1 WMAESHRRRE

PASRUE : (DFF G REE SR (P E
R b > I 512 WbR fE ) (57 3 i) (CCMD-3 ) #5 i 73
BURE RS WIbRE 2 5 (2) 4R 1% 18~45 %7 5 (3) B AIEA
P JF R & 3£ (Positive and negative syndrome scale,

PANSS) £.43 =70 43 ; (4) A4 1 JE R I W58 245
Yyas IR HABTTE M 258 , 50 1A H AR S K sk
PUR MR 259 5 (5) B s L e AR/ 9 N2 8 50
TH R

HEBRARAE : (1) ™ B YRAB G B3 5 (2) S BEsY) i
Wi s () iReiZL B IO (DA B A BT R
W 4 R8T 5 (B) AR IR ] B 2o sl AN T 37 5

VR BR U« (1) X5 25 W RIAE FHS g i 32 el R At 24
YIReIT () A3 R th WA 7 5 (3) R REK R
Tok SR SRR ;5 (4) LA B S B B 7%
L2 MRIK

AR BA BB R FC T W G |,
H20154F-3 4 —2016 4F- 6 H 7 0332677 1) 84 1
KRR 200 FR A, Fc BRI 2R3540 Sl AR WIR ) 2 ¢
28 (H 2H) 44 451 A ] 158 M 1) WIR 7] 33 S99 2 (Z 24) 40
Bl PHLLRRF RPE R AE IS RS \PANSS B3 AR
PPl 7 72 (Scale to assess unawareness of mental disor-
der, SAUMD) ¥4 . 25 14K Ak 2 ¢ (Medication adher-
ence rating scale, MARS) #F- 43 . M Fl 11 2 D BE &
(Personal and social performance scale, PSP ) - 7345 — %
TR, 22 R Ie gt E L (P>0.05) , HA AT L
PE R L.

®1 WMARE-MABLEK(xs)

Tab 1 Comparison of general information of patients between 2 groups(x + )

4150 n Ptk B R CEER), 2 PR A PANSS BF, 20 SAUMDIESM, % MARSIFS, 2 PSPiT4Y, 4
HA4 44 23/21 18~45(32.65+437)  3.51+145 83.26+10.49 89.55+7.46 0.90+0.76 21.24+2.76
zZ41 40 22/18 18~45(31.19£4.81)  325+1.68 84.12+10.07 90.31+6.59 0.81+0.71 21.79+2.98

1.3 BITHE

H 4 5B 5 25 T IA R R TR 2% F¢ A [ L ) B Janssen Ci-
lag Manufacturing L.L.C., {FHHIES : H20130864 (K% - 3
mg) \H20130862 (Fi#% : 6 mg) I AR, &2 4h 57 &k 3 me/d,
2 JE AR FE A% 20 2 9 me/d, LU AR 5 HAA 1
FIETE 3~12 mg/d Z A% . Z 2 A 45 TR IR A A1)
W i) ¥ 55 V% [ 52 K Janssen Pharmaceutica N.V., 1 HIF
5 1 H20120430 (HEH% : 0.75 mL: 75 mg) . H20120432 (#§
# :1.0 mL: 100 mg) . H20120431 (#{#4% : 1.5 mL : 150
mg) LS, 55 1 K 150 mg, 2% 8 X 100 mg, LUS B4~
H WL TR S 1Yk, 590 ] AR 40 5L AR 55 155 R & (75,100
150 mg) o P A E B0 A B R T S GRS M 259
ARG BRGSO R R . a0 A AN RO, BT i
FEIRIT Y, ORI R 28R Ve S . AT
H12H
14 iFHrigkR
141 HREIFRC /0 FiRIT T (GEZ) FNGYT)E 1.
2.3.6.9.12 H AKX WIZL B E 1Al PANSS 143, Xif i H 3t
LRIF4) , M4 PANSS I 20 K AT 7 45 : PANSS i 43R
= QRITHIPESr —IBYT 5 P53/ GRITHTIE T —B) x100%
(B IEH RS T i R AIAF53) s 0K =T5% ¥
A,50% <IR5THR <T5% K BAL, 25% <JF/R<50% N
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UG R <25% WTTRL. WA=+ AT
142 WK e A H KR IE B E T
AE O FEL PR B A 2, A R 75 AT DA 4R 58 B
555 G TR LA AR IR R R R AR AN RN L
1.4.3  BEMW AR YIKM R SThEE 20T
VRITTT (ELR) FINGY P 1.2.3.6.9.12 J R X W20 s 3
PF i SAUMD™ ™ MARS" 1 PSP ¥ 43, H o,
SAUMD A7 204351 H , i3 5 H ¥R F 0~5 4319 6 2%
PO, R B UGR AN s MARS 354 10
T[] R0, B R [R5 5 R B 2 TR [ PR 125
VIR0 4r, A AT 14, A A B R AR M
U s PSP A 4ANYEEE MR 1~100 43, 43 A SERY 104>
S, NINRE R B0 F5 (91~100 43) B 5¢ 4= 2 e 4t
SINEEFA fERME(1~104)) , B4R & A
Prat S IRE kAT .
1.5 SZit=EAE

15 SPSS 20.0 2K A X B A T GE 30T o TR
BHAX + s R, B BT 6 BB (R BECR ) e K 565 11
BOGRL UG RN SR K 0 5 S O R AR IR R
25081, P<0.05 HZEFAGH#E X,
2 #HR
2.1 BiEER
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H 414 41 ] 58 & 58 O 58 3 A Se 3T, 58 RN
93.18% , Hirp 1 {9l 2o £ 5 DRI 2 490 55 ke A DRI MR
AN F N ASBET Z W% . Z 4047 38 Bl B3 5E T
AT, 52 % 95.00% , Hod 1 il 2o Pk e AR5 |
1051 53 B 3 R AR A1 28 2 I AN BE TR 52 17 8 7% o
2.2 THHEEPANSS TS LLER

EIRITET RS, WL EERYT )R 1.2.3.6.9.12 /]
A B PANSS BHPE e PE 0 S R 05— BOkS #ilos
PRI K S B E RN, ZRA5RITEE XL
(P<<0.05). Ho 36975912 AR, Z41 A 1) FiRTE
SEBERTHA, ZFWA %% E X (P<0.05),
WiZH % PANSS B FE A L 2,

%2 WHEE PANSS BNLLE (x+5,4)

Tab 2 Comparison of PANSS score between 2 groups(x + s,score)

215 n TRITED BT

1AE 2AFE 3AE 6 HE 9HE 12HAE
H4l 41 83.26£10.49 74624935 66.52+8.09* 56.9545.98" 50.5246.72° 4790+10.11* 47.95+13.90"
74 38 84.12£10.07 74.7449.11* 66.50+7.75* 57.5546.04" 49.24+5.83" 42.98+3.16" 39.57+2.00*
t ~1.789 -0.320 0.069 -1.712 1.483 3.160 3.894
P 0.081 0.751 0.946 0.094 0.146 0.003 <0.001

e SIRIT T, *P<<0.05
Note: vs. before treatment, “*P<<0.05
2.3 PHBERKETRILER
HR 4 PANSS 18073 3 0 A 5 Al 1 HA IR e il
8 M1 . S W 16 B L 4F % 7] TSR 1L B, A R
7317% ; Z2H B PR 1049 8019 ) G4 8 ) TEak
L), SRR 97.3T% . WAL H BARCR L, 22

SAGE L (P<0.05).
24 WHABEDKPLRESMILER

B 2555 191141, R R85 35 A DL 7™ B AN R S I &
AL TR AR BV SR E Y RE T 27, LR 3, P[]
AN RN KA TG LR, 22 55 oG24 L (P>0.05) .

®3 PMHEBEFIRREAEFRLE(F])

Tab 3 Comparison of the occurrence of ADR between 2 groups(case)

4 n WERE  EPAEAGE RIR ki MEeb  NPOMRESRE PRBURSN R B CEERE f
HEL 41 4 4 4 7 7 4 3 3 6 3 45
ZH 38 3 5 4 6 7 5 2 4 5 3 4

2.5 THLHEE SAUMD TS LR

EBY7 AT AR, AL A IR IR 1.2.3.6.9.12 H
AR SAUMD 43 ¥ it B, 2 R A G it 225 X
(P<<0.05), KWL H M A M AAEZERE . H 3677
J59.12 A K, Z 4 % ) SAUMD 4> % 8 E % T H
AN, 25 WE G R X (P<0.05), XWLEF 9. 12 A
K ZHBEE AR HAMRE S E 4 PR 4,

2.6 THEEZMARSIES LR

EIRYTET A, AL R EERIT R 1.2.3.6.9.12
K MARS PF4r3 2Tt 2 5 A 52 g L(P<
0.05) , I B F 2GR NTE H #a 5 . Hop 36975
9.12 AR, ZHBEH K MARS 141 B &5 THAH , %
SWH G L (P<0.05), #AESE 9 12 AAK, 24
BE 2R NS HA 4T PR 5.

®4 WHABRESAUMDIESELE (¥ +5,4))
Tab4 Comparison of SAUMD score between 2 groups(x * s,score)

S {iEEig
4151 n TRITH
LHE 2HR AR 6K IHR 2%
H4l 41 89.55+7.46 80.40+6.76 71.52+6.24" 64.62+5.49" 60.62%6.61" 58.29+10.89" 57.62+17.48"
VA 38 90.31£6.59 80.64+6.63" 71.76+6.07" 64.76 +5.18" 59.79+4.99" 54.50+4.15" 4950 +£3.85"
t -1.962 —0.686 —0.741 —0.543 1.303 2.568 3.143
P 0.057 0.497 0.463 0.590 0.200 0.014 0.003
T GIRYTET LA, “P<<0.05
Note: vs. before treatment, “*P<<0.05
R5 FHABREMARSIES LB (Y £5,4)
Tab5 Comparison of MARS score between 2 groups(x * s,score)
" [~ TR
151 n TRITH TAF K 3K 6 1k ES RS
H4 41 0.90+0.76 2.83+0.73* 4.69+0.72* 6.55+0.67" 721+1.03" 738+1.62* 7.17+2.90"
VAN 38 0.81+0.71 2.67%0.65* 4.64+0.69" 6.48+0.63" 7.43+0.59 7.88+0.67° 8.64+0.53"
t 0.598 1.096 0.330 0.503 -1.157 -2.030 -3.320
P 0.553 0.280 0.743 0.618 0.254 0.049 0.002

T HIRYTHT LR, *P<<0.05
Note: vs. before treatment, “*P<<0.05
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2.7 WLABEPSPIESLLE
ERRITET IO, WAL ETEIRYT)R 1.2.3.6.9.12 H

KEYPSPIFA ¥ B #E T, 2R WA G =R X (P<

0.05) , B H A S IIREZEHIK R . o 1BIT)E 9.

12 AR, ZHEHEW PSP/ B & T HAL, =274
GiiteA X (P<0.05) , KBIFESE 912 A K, ZHBE W
2 TRER H KA AS T PRI 6.

3 itig

K6 FHEBEPSPIESLEE (xts,5)

Tab 6 Comparison of PSP score between 2 groups(x + s,score)

S RITR
205 n NEVARI]
AKX 2K 3AK 6 A& 9 A 12AK
H4 41 21.24+2.76" 4021+333" 60.79+2.92* 79.05+3.04* 82314633 83.71+14.77° 77.31426.25"
ZH 38 21.79+£2.98" 40.60£2.85" 60.69 +3.02" 78.83+2.21° 83.62+1.83" 88.62+2.10" 90.24+2.12*
t -0.853 -0.562 0.150 0.414 -1276 -2.160 -3273
P 0.399 0.577 0.881 0.681 0.209 0.037 0.002

T SR HT LA, " P<<0.05
Note: vs. before treatment, “P<<0.05

RS 3 BURE B O A I R R R
HERR Y T EEHE 35 AR R 2 R 22 S oA
o S R MR AP 1Ry 2 AN T o ] 42 i B ) 25 04K
N NI U i B e S U N WAk R LR C N
A AN WG SRl S FIE bR o 52 MRS P o3 BURE S
PR MPER N R 2, Hoh 2 — 2 B3 A A8k,
TR AT S ) el P ) A A8 e s ] i

WP R Pl 2 86 R ) 2 S 8023 ) IR )2 2 — AT
R 25 9 A B A ) 32 2GR L R T 5- R ik
(5HT.0) Je 22 EL % 2 (D) Z WA P25 , AN AT, =
— P R 2 A L BB B BURS #2501 AR IR
PR IR P 5 0 5 — AT 1l 25 1 IR 1), 24
T AR 03 BURE SR R 2V EIG I ARG
I7 , LUK R B I Ak A7 AN, il 5 R T4
FROLPIR , LAV . el B A R I S o £
A ILATE S TR T 2, A RO T FOIRZS T i
R B O , PrAr T 58 R m BB FA , s 1
WIS, fo A0 B 25 ) A B i

ABEFE R, B R 1) PANSS . SAUMD . MARS Fil
PSP EIRYT T 1~6 H AR BsHAF e i Jr ) & e, S5k
YR LB 22 5 A e it 1 L (P<<0.05) , LIt B4
] 22 S AN R . TEVRITIS 912 KR, Z Ak (i fr
RAEDE PN (5 H 20 9 R PGPS TR, J85 19 SAUMD
MARS F1 PSP P73 B b 22 (9 F R ) , 2 AR 7 [m)
AR (12 AR B 73— R o 3k Bd AR R R
R WIR D S0 Y05 R ) 2 3 S 7R o 23 BURETE o
KA FRREE B AT MNE A2 D ReR A 5 Ay
B0 A 0B , LI B, Pk B e i, AR
WYERRaYT Ik R TS o AEABESTH, 4L
BRI RN K ZRETH 52, HAS RSOV KA 38 H A 22 S
TGETT 3 L (P>0.05) , Ul WM 25 2447 R 471 28 4tk

HT T AR ST T2 B0 (0 2 F Pl D AR A 23
ZUEB , HAEAC R AU, P ) R R 12057, 4
FBEFFERT IR TER) Z oL AR E— 2D 58, IR A2
RIRBIIN WL ] K 28 244> ] 303 B, i A
PPAHAN ) 550 R R R PRI 5 73 SE PR 7 R T
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VOB T RN S BEFTIR B AN [R] WA 25 B 25 2916 )7 1 PR BH 2E
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M OE AN ARV ERFTHFTRRESEIIE LT R ENRE L8715 M E M & % (COPD) % 2 69 Is K 7 2 fe & 4
Mo ik ik4E2014F 1 A —20154F 1 A 4% COPD & 80 4] , 4 MM F & ik o A iR I fm sf B 4E, &40 %), W2A &34
T b 245 F AR BN 500 pg, bid+E 2 BAF 18 ug, qd, W RAEEE AL AT BANE B LS KW EEEA
AREG XM FEFHBNELS, HABFSET 1, WERAAEELH 050Gk E L5555 3.6.94 A6 F4R
e 45 4 (mMRC) 3% 4 F2 COPD 3 4% i X (CAT) 3% 4, & 7 B W &b T R 3, 367 9T 6 L A AR A5 R & T e 3 4 ik
(FEV1%),#0EZRREE ML AE R, &R GRBMBEBLE 4G, STRAZ XA 10, 450505, AABEL TR V£
¥ AR 30 At fn 2R LA, 2R ARG FEL(P>0.05), 455, X520 &4 mMRC 906K T 2F f4E 19 2 } R 4031 5
F L (P>0.05); CAT ¥ % 9 BAK T 2 R4, £ F A 43t 5 & L (P<0.05), XIS E K477 M Sk hn & RN T 0 T2 g,
EZFAGTFEL(P<0.05), RIEMEF G FEVI% T BALAK T s 4L A2 £ - R4 F &L (P>0.05), KIBAEH TR A
F K B AR T AR, 2 A %0t £ E L(P<0.05), it i) 245 T HFTAABRARIC R4 N SR ES XA F FIENE
2257697 COPD B #0016 kT A AW TH B AWANE R LS.

KEEIR RS TR R R BN R IR LR MR R 0T 2 A

Clinical Observation of Salmeterol Fluticasone Combined with Tiotropium Bromide in the Treatment of
COPD via Different Inhalation Devices

ZHU Huilan, XIANG Xiumei, ZHOU Limei, SHI Lu, WANG Feifei (Dept. of Respiratory Medicine, Chengfei
Hospital, Chengdu 610092, China)

ABSTRACT OBJECTIVE: To observe clinical efficacy and safety of salmeterol fluticasone combined with tiotropium bromide
in the treatment of COPD via different inhalation devices. METHODS: Eighty COPD patients were selected from our hospital during
Jan. 2014 to Jan. 2015, and then divided into trial group and control group according to random number table, with 40 cases in each
group. Both groups were given Salmeterol fluticasone inhalant 500 pg, bid+Tiotropium bromide inhalant 18 pg, qd. Control group was
given medicine via inhalation device coming with medicine, while trial group was given medicine via gas compression type ultrasonic
spray inhalator. Both groups were treated for 1 year. Blood concentration of medicine 0.5 h after medication, mMRC score and COPD
acsessment test (CAT) score 3, 6, 9 months after treatment, the times of acute exacerbation during treatment, FEV1% before and af-
ter treatment were all observed in 2 groups. The occurrence of ADR was recorded. RESULTS: Four cases withdrew from trial group
and 1 case from control group. After medication, there was no statistical significance in blood concentration of fluticasone, salmeterol
and tiotropium bromide between 2 groups (P>0.05). 0.5 h after medication, mMRC score of trial group was slightly lower than that
of control group, without statistical significance (P>0.05); CAT score of it was significantly lower than that of control group, with
statistical significance (P<<0.05). The times of acute exacerbation in trial group during treatment was significantly less than control
group, with statistical significance (P<<0.05). The decrease of FEV1% in trial group was slightly lower than control group, without
statistical significance (P>>0.05). The incidence of ADR in trial group was significantly lower than control group, with statistical sig-
nificance (P<<0.05). CONCLUSIONS: For COPD patients, salmeterol fluticasone combined with tiotropium bromide via gas compres-
sion type ultrasonic spray inhalator is better than inhalation device coming with medicine in clinical efficacy and safety.
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