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B OE AW LR E RS T REARAE(CC) 8 I7 R Z A, F ik iR IR2016 6 A —2017 5 1 A TR IZAm A4 69
CC %% 100 4] , #: FEALE T Ak 5 A 3T B LA Ao UL IR 4R, A-50 4] o 34 B4R % % v R A ¥R Bk 32 00 oo A 5 5 mg+5L R 48 v IRIE 7% 10
mL,# B 3R MR EH O RIEH IR L F T LA K 2me, A8 1k, MABFYELET AR, WEFHEEF G RST AR
W7 A G e K g B[ @ i ieA-& 6(IL-6) AT 3R 5 B T o TNF-a) , FHEy(IFN-y) K -F & m et e (&2 miEmera | A
FLE AR at R A S R a1 B ARG A et 1)) R R MR A A R B R Y A AL, &R A i/”u‘*ﬁ
B LA B0 B AR A 94.00% , 2% 3 T xR 2149 78, 00%,%;%75%1‘+#%>‘L(P<0.05>0 WG IT R, P AL 6y i K
BT K AR I AR, £ A%t F EXL(P>0.05), 976, AT IRAE L IL6, IFN-y7J<%%\:X)J~U}1,@%IL-6\TNF-a\
IFN-y7R 3% B % F %, VL4 1L-6  TNF-o . IFN- Y7K-T'iﬁm%1'fzfﬁ,ﬂ€éﬂ P4 U5 P A B T 18) 34 23 R g, BLULAR A 2 48
TP, 2R AL FEL(P<0.05), &7/  EMEZFHRR /) Hw Rhd AR BT RR G K A 3 B EAK T )
PR, £ FIUAH G FEL(P<0.05), BAEEBT MR E AR RE PN EEFRIE, £2FHRG%HFEL(P>
0.05), %535 LA BRA LRI ELRIE T H I, &5 F oA TH K CC B b iF X B F KT, 44245 % et
] R Y HAR AR ) HEE R AS MRk A A B2,
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Clinical Observation of Prucalopride in the Treatment of Chronic Constipation
GUO Lingli, LI Hongyan, BIAN Honglei, ZHANG Yan, YU Suyang, LI Meng (First Dept. of Anor
Third Hospital of Hebei Medical University, Shijiazhuang 050051, China)

ABSTRACT OBJECTIVE: To observe therapeutic efficacy and safety of prucalopride in the t %mc constipation
(CC). METHODS: Totally of 100 CC patients were selected from anorectal departm urhpspital during Jun. 2016-Jan. 2017,
and then divided into control group and observation group according to ran mber tabl®, with 50 cases in each group. Control

group was given Mosapride citrate tablets 5 mg +Lactulose oral s n Ily, 3 times a day. Observation group was given

re treated for consecutive 4 weeks. Clinical efficacies of 2
groups were observed, and the levels of sefuny/ffflal tory fact@rs (IL-6, TNF-o, IFN-y) and colonic transit time (total colonic
transit time, left colonic transit ti g Xl icMransit time, rectosigmoid colonic transit time) were observed before and after
is

treatment. The occurrence_ ofgdefegati

Prucalopride succinate tablets 2 mg orally, once a da;. Both

ers and ADR were recorded. RESULTS: None of patient in 2 groups was cured. Total

response rate of @bs group was 94.00% , which was significantly higher than 78.00% of control group, with statistical
signifigan . Before treatment, there was no statistical significance in the levels of serum inflammatory factors or
time (P>0 05). After treatment, the levels of IL-6 and IFN-y in control group, the levels of IL-6, TNF-a and

IFN-y in observation group were decreased significantly, and the levels of IL-6, TNF-o and IFN-y in observation group were

colonic

significantly lower than those of control group; the colonic transit time in 2 groups was shortened significantly, and observation
group was significantly shorter than control group, with statistical significance (P<C0.05). After treatment, the incidence of
defecation, incomplete emptying, sense of obstruction and sense of rectal tenesmus in observation group were significantly lower
than control group, with statistical significance (P<C0.05). There was no statistical significance in the incidence of sense of rectal
tenesmus after treatment or ADR between 2 groups (P>0.05). CONCLUSIONS: Compared with traditional plan of mosapride
combined with lactulose, prucalopride can more effectively reduce the levels of serum inflammatory factors, shorten colonic transit
time, reduce the occurrence of defecation disorders as defecation and incomplete emptying, with equivalent safety.

KEYWORDS Prucalopride; Mosapride; Lactulose; Chronic constipation; Inflammatory factors; Colonic transit time; Defecation
disorder; ADR
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WA 5l 01 25 M5 2, Forh i e Iz i i A A 45 520
W] FLAORESE (A R2 o CCHRRR iR ) A
HAEAR A R O£, &R 2 F] (Prucalopride)
SFET— AR R R R R A T 5-FE B 4 (5-hydroxy-
tryptamine 4, 5-HT.) 32 (A3 5h 24 , BERIEUYE - 18 LIS AR
sl , HEsh 2 iz sl , LASEBUEsARE Y H /9™, 4
KA WFARIE R FIXS CCH RAF IS HY
I, ASBIF S R BUREAIL G BRSS9 7 v R R
FIX CC i RAE 57K ¥ 55 25 11 1% fai 15 17 (Colonic
transit time, CTT) 5200 , FEPEH BRI R e 41, DU
it W AT S NTERLRI 3R 225

1 {/REHE

L1 WMNSHERRIRE

WAFRE: (DG (b Eg HEERRSIR 4R R (2013,
DO ) H CC RIS IMbRiE™, HAT 40 F ARl i (55 ) 2 Fi
PLb HEEE 9% 07 HEEASS | B A BH R LT BH 2 )k
it il D HEAE A R HERE R <3 WK 5 (2) ol 2 B ik
(Irritable bowel syndrome, IBS) ; (3) 27 AN Bl 515 245 1
ARAHER R AE 5 (4) fERLRREEIN TR =6 1 .

HEBRARE - (1) & IF HAME AL 1B PR & 5 (2) A 1
FARSH 5 (3) G IR M WE PR 55 r] RS A 15 i 18 8
IR S ™ g MR A s (4) 57 5 T2 e S i 1
B J1BE R AT E BRI 2SN T# 5 (5) iR Bk
WL IA 2 5 (6) i B B
12 HRWK

2016 476 H — 201748 1 H FRBEALH RS
[ CC 3 100 BIFE AR5 . Horfr, BBk 44 4] Aok
56 9], 47 % 25~70 % SRR (46.65 £ 5.21) %, i it
6~ 184F SEHGHE(13.63 +2.36)4F ., R MBEYLECF &
Dok BB 5y S L TR B, 45 50 181 . PRAL RS i1k
Wi AR R TEAE — TR LR, 22 R TSI E R X
(P>0.05) , HAT AT edk, PR ISR 1o ABFR T RABE B
BE2EAR PR ZE Dy o WA, T SR Y [ B 2 A Y
I T HERES.

x1 WMABRE—MABLLR
Tab 1 Comparison of general information of patients

between 2 groups

AL n Tkt B (xts), % il (xts) 4
XA 50 23/21 46.64+5.32 13.62+2.45
g4 50 21/29 46.67+5.18 13.64+2.51

1.3 RITHE

X HEZH 28 1 IRAAG R s Vb b 1) By (- Bl DR 24
AR E] L HEHE S [E 25 MET H19990317, A% : 5 mg)
5 mg+FL A RV W (A6 50 S 2 AT FRZA ], b S
5o E 25 UE T H20065730, A% : 100 mL:66.7 g) 10 mL,
B H 3 LR R T IRBEHARRE = R R R ik
Janssen Inc., VEMHIE S : H20140058, HLA% : 2 mg (L% 7

- 1694 - China Pharmacv 2018 Vol. 29 No. 12

RFIH)]2 mg, B H 1R, WALBREBIELSAYT 48 .
1.4 WMEIEHR
L4l IGIRITRL IR E v D ——IR 8 IR IT e HE
o380 Wy , M R SR AEH  E K S I R R | 5 2
H HESE O 100 AL 1097 280 T 455 IR W 27
fife , LA AR IR BH S 4, 4 2 H HE(E R B0 3 1K
AR ARIT IR FE T E5 AR A S, 28RS T, 9 3 H
HEME R L 1 ToR (AR TC R B 0% . BA 3K
(% ) = (IR 750 B0+ 52 85000 B+ A8 A5 550) /8 48] 5 <
100% .
1.4.2 I3 RAE R 7K WES AL B BRI
Al 14 2% 6 (Interleukin-6, IL-6) | Ji 88 TR HE K 1~ o ( Tumor
necrosis factor-o, TNF-a.) , T-#t %y (Interferon-y, IFN-y ) 7K
W REEBESIEEIKIL 4 mL, 205205 M, R
i £ 92 W BFHI % 72 (Enzyme linked immunosorbent as-
say, ELISA) LA 7650 4 [ g) 4= k.43 #74X ( H 4% Hitachi
Z8 E] )R, TL-6 . TNF-o  TEN-y K6 528 5771 8 447 iy TR I
Y TR FRA AL,
143 CTT JiABERR 12 h EHE 1R (B 12
MR, L% 6 U0 0 h s 7 Ao A AU 4%, 12 h Bspe il (R T
%5,24.36.48.,60 h A IRAI RIIES) , SRR X £6F
WS B RN R B SR E BRI RS A
ZE WAL I 1] (Total colonic transit time, TCTT) 222K 4%
9 14 i 5} 8] (Left colonic transit time, LCTT) . 47245 %)
{5 [A] (Right colonic transit time, RCTT) | L7 2k 4E
W& 4B} 8] (Rectosigmoid colonic transit time , RSTT)",
144 HEERERTAAENDL  WEPA B E BT EHHE
I HeZ A A AR AT RH R LT B K8 & A
TH L
145 RNRJY FHZ5 AR TS P A 8 80 I
15 LA KSR S5 B RN & A
1.5 SitEHZE

KA SPSS 20.0 BAF R BAE AT G o0 b e BT
BHAX £ s FR SR K56 5 T HECTORH RN SS90 RS DL A7)
BECRIFON BT R R, 5 3 R BRI g . P<
0.05 ZEmAGEIT 3 o
2 H#7
2.1 MARFEKRTILE

PR IR MRS . I B R RCR N
94.00% , i 3 5 T X BE41 19 78.00% , 2 A Gii - X
(P<<0.05), W% 2,
22 WHEBEHERTIEMEFRERFKELRE

IBITHT, W2 R IL-6  TNF-a IFN-y /K- o4, 22
S TG B L (P>0.05) . JAIT )T, A IR 4 %
IL-6 . IFN-y/K~ - FI 54 £ 45 IL-6 . TNF-o . IFN-y/K -3
BT, HOWELLH IL-6 . TNF-a  JFN-y/K V44 3 % T
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XA, 22 S AT et S (P<0.05) s X HRZH SR #00A
TR TNF-o/K-F RS, 22 57 R4E 2 8 L (P>0.05),
PR3,
®2 MABRFRKTRELRIG](%)]
Tab 2 Comparison of clinical efficacies between 2
groups [case( %) |
M n i A %k T BT

AR 50 0(0) 11(22.00)  28(56.00)  11(22.00) 39(78.00)
WERAL 50 0(0) 15(30.00)  32(64.00) 3(6.00) 47(94.00)"

T ST B LA, " P<<0.05
Note: vs. control group, “P<<0.05
x3 WHBEHEEAFTAEMERERFKELLE (x£s,
ng/mL)
Tab 3 Comparison of serum levels of inflammatory
factors between 2 groups before and after
treatment (x +s,ng/mL)

Eibl no B 1L-6 TNE-a IFN-y

SIA 50 IRIFRD 31024647 9.02+2.27 136.89 +40.82
T 2048 +5.56" 8314148 117.06 +16.93"

WE4L 50 YT 30.79+6.18 849+231 138.45+42.51
T 11.5143.03" 724+135™ 96.22+15.81**

T SIRYTET AR, * P<<0.05; 5 AL Hed,"P<<0.05
Note: vs. before treatment, *P<<0.05; vs. control group,”P<<0.05
2.3 WHBERTEIE CTT LR
IBITHT, 4L A TCTT .LCTT .RCTT .RSTT Fbi&,
S G X (P>0.05) . K7, P4l
RCTT ¥ 4k, HMESH B350 TX i, 271
AEIEE X (P<0.05), FEILEK 4,
F4 WMABFBTAECITIER(XEs,h)
Tab 4 Comparison of CTT between 2 groups before
and after treatment(x +s,h)

A5 n WE TCTT LCTT RCTT RSTT

STIRAE S0 RITHT 100561754 21.85+2.65 1985242 60.28+5.86
BT 8854+6.58°  1836+2.32°  1685+2.12°  5432+4.65°

WS 50 WITH 101231721 22244245 20014236 60361654
WP 645446727 143242147 134542127 36.12+4.25

T SIRIT I AL, *P<<0.05; 5N HR41 H A, "P<<0.05
Note: vs. before treatment, *P<<0.05; vs. control group,”P<<0.05
24 MARBEFRTEHHERRFLERRILER
RITIE WG B HEE 2% ) s A4 AERELRR
JITT T A IR ) S A 480 W AT X IR, 22 S I A it
R L(P<<0.05) s (HH 2H £ 5 AN Y e A 28 LU A
2ZEF G L (P>0.05), K5,
x5 MABRFRITRHHERBRERBRILEG(%) ]
Tab 5 Comparison of the occurrence of defecation disor-
ders between 2 groups after treatment[case( %) |

Eig] no HERD HEAe R B RTTERMKE
WEAL S0 32(6400)  37(7400)  28(56.00)  20(40.00)  13(26.00)
WAL 50 18(36.00)°  23(46.00)°  22(44.00)  8(16.00)°  2(4.00)°

T S0 B e 4, " P<<0.05
Note: vs. control group, “P<<0.05

HEZED; 2018455 29 5 12 1

25 ARRI

AR B R A TR 249 SR 1, N ROV R AR
KA 6.00% ; X BEZH FB A & AR 2 ) Sk 2 61, AN R
J IV BN 8.00% o WL R AN RN R AR HER,
ZRTHIFE L (P>0.05),
3 itig

CCHRRRK, H B BN IE R Z A, ™ E 5w 3L
ATE Y, TR BEAETE IRE AT S IR AR
T, FRBAAE 8 71 25 FN G215 25 2 16 RGBT CC L4t )y
PO, SR — R 5-HT Z R sh 2, &
SRS WL A 2200, A2 - UG 20 5 R A 7
[ 7 B R DA A e DA AR 2 T TR B R TR g s 3, A i
RIERIT AL IERY, FLRHE —Fh & O , & A
S I SR AN 22U B TC T K FLK A Ry B DRIk
A SRR BNIREE IR 5 FLAE A CUIRS , 1 0.125% 8% A
AT, FLE AR R 43 I 25 B PN 45 A0 781 o Aoy 1
HLIR , (A5 WA 18 pH FEAIG, DA TIHEG 35 1 N 98455 T, i il 3%
IR LS FHEH Y, FLRBHE N — MR B RIE Y,
Bl 2% [ FDA b FFIRY7 (R, Sy R A FLAR
WG RIG T CC R WL 28, BAEIE RS Hh 4k 52
HA—E M7 s B R Z KR , BRinE B
(BT 2% R TS 8 AT R RERG IO i A8 AN R 41
KA, B R A 5 S0 R34 Ry 5-HT 321438
B2Y, 43 5 JE TR Wk IR ok e 28 RO B RS o I R IF
FEUESE , 3 5 W R %) 5-HT. 32 R A3 sV FH B AT s ok
BEPERURE S eI B 1 1 N SE I S B
R BV A1) B 2R E A TR AL 25 i
Ui FHEZS , W0 P E FAILI AN 58 A R

AW, CC B T HRIERY, , 80k iE
P BE R TCHR SR 380 T W B AR ; [A])
1 FHEAE B KAE T2 T WA % A i
() A s BN Z B3 PR T HEGE 145 KA HE i s 1)
TCHE5E 34 RT3 1 S AT SR L 8005, 5 | % SR St 3
AR A, CC B AT K 7K P AT B[R]
3R . AP RN, E M IE R R AR R I IL-6 |
IFN-yFl TNF-o 5 2 4E K 5t i 3RE1 Y AR B R B 48 T
ANFNAYT J5 G4 CC B IMLIE RAE P F/K P12 . 45
BB IR E X B R TL-6 IFN-y K- FIURER 2 £
# IL-6 . TNF-o , IFN-y /K V34 1 25 R Fif, HOW R4 IL-6.
TNF-a IFN-y /K V34 1 A0 T B, 22 S 39 A e it
B, HOCER[15-16] 25 R A — 3, xR 554
CCIRYT W HLE, M FHA = - b ) B A R T i R A
I3 A AE P T 7K, T Bl B 1k s e 22 LR s g )
2

ENTIS 2 - IRl VTSR IS S i
TGYT CC I ACTT R S HXE £ 5 CTT FHHEAE B ) 5
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Wi o 25 2R OR, WLEE2H R Y A AR 3 R T IR
4, Lz 8% TCTT.LCTT .RCTT .RSTT ¥ g &4 T
IR, 2R A G L XN 51658 CCiRyY
Ly AE, R B B AT RCR , AT A
J B 1Y CTT, 3 7] 68 5 3% 25 BE % av 11 JUL 18] #h 28 5T
5-HT 32 G5 i 1B 8l 1 28 AL A . o A
WFFEIR K B, WSS L FE 3 HEE 9 ) (RS A 4 AR RH R
ALY R B e A 30 18 B AR T X IR A, 22 S A
Gt o XA A RE 1 s AR R

B RS REIR , TTIX AT B 5532 24l 313 ik o S L G M

VI 2l 77 Rk i e A I SRR SR A M. AR 2

RAERIE SR ), R s A REA B TR CC B E /Y

CTT; T BERGSFE T A I, 7R 0o RS XA 1 i

b B A TR ) B R HROE OB, s FE A s A

WORE . EIRUIE S ARG R A 2 oAb, W

HBHEAN RINLR AR, ZR TG Lo x4

IRPIRI T ZE L AR 2

25 bRTR, S5V MG PR L SR T T %

PR, 38 77 5 b M R AT AR ARG CC A IS JRAE A 17K

L A CTT, I8 HHE 98 ) HE2S A 2 A HEE R ATAE AR

MR AE, B 52 M A . (Hll TR REA R

/N, BB SRR UGS T B AR Z5 18 M A 15 T

KEEAS AR PR KIS T LABRIE .
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