
Thai J Pharmaco/: Vol 22: No 2, May-Aug 2000 

, 
<IU1'1Jfl1'!W'lliM Cisapride 

'il1 f111 '! <11 ':i <llfl fl lJ b.fHf'lll'l'l 1'11 bb vi.;i 

ti 1 ~.i. 
':i::b'l'll'I 'l'lU ll'U'U'l'lbb\11 Jan-Apr 2000, 

V 1 2 1 .... ti .... .... .J'.J ~ 
o . 2, No. 1 'Wflil<llJ'Ub\llU1fl'W'W'IJ'1lJ 

.d.J..... @:; 
b':iMbflU'lfl'U ctsapride (Prepulsid ) 'W'W 
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inihlli' flua1u 1 'Hni b?i'11'ilww~wi1mif ofl 
v • 

o ill.I il il fl'illfl \ll<ll\llbb<i'1 hi:il1 'Hti bL 'l'i'il~'1 

LL<f1 hil?J bdil'1'il1fliJL'H\llt-J<l'IJil'1ffl1lJ'ii1 • 
L ~ u ~ u.;i lli' il'1 fl'1 mv u1 u ifli' 1w u l 'HL i 
cisapride 1umru GI motility disorder ~ 
1ifo1lfl':i u 1i m ~'I.I 1lli' t-J<I hi milil'W i\'u 

. .J ....... .J'<:!I .... ' 
terfenadme 'll'l bf1 \l1 fl 'l tu bL 'U 'U'UL 'H lJ 11 'I.I fl 'WLb \l1 

FDA <l'Hf~mlJ~fl1tlil'WU1 terfenadine 
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il ilfl'il1fl\l1<11\ll L<IU 1Jl'ilb 'W1MlJ1'il1fllJU111'W 

1 . .J1 • ~ 1 • ~ ~ 
'Wfl'jlJ'l'l 'llbL'l'l'Wfl'W \l1 Lb<l::l.Jf11':it-J<l\llU1 

1 ,.J ~I 
'IJ'W1'U 'HlJ'l'lbu'W active metabolite 'll<N 

terfenadine ~111'11 fexofenadine ~'WlJlbL'l'l'W 
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'il1m1tMl'W'llil'1<f'Hf~mlJ~f11 iru 
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tfl\ll'illflfll'!li cisapride ?i'il'l11l.Jli ?i'ilm':i 
.... 0 di • ~ 

':i::1'1 bb<l::fl1b\llil'W\l11'1 'l'llil'1 cisapride 'il'1 

lllil'1ililfll.11 <1'Hf~m:1J~m 1lli'~w 1tl':iLbmlJ 

.J 1" :: ""' b'l'lilll1'Uf!l.Jf11'! 'l!U1'W fll':ibfl\ll arrhytlunia 

bb 'U U Tor sades de pointes 'H~ iJ 

polymorphic ventricular tachycardia iifl'il:: 

bi'\wtu 1lli''il1flm~'1111'11'fl~'l.I1 vJVl1'1111'i!a1u 

QT interval mu~u ~u1u'il::biiwmm':i 
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'HlJ\ll<i&i'i!1flfll'l~faii\ll1 tlt~1'1'1<flJ il'1 hiw il 
(syncope) tl1':i'Ubb':i'1il1'i!Ln\ll ventricular • 
fibrillation b1'i'Ub'H\l1~'1\l111'11lli' ~'1biiw 1lli'rf'1 • 
'il1fll'l1~lifflM1 hflll1l'il 1\ilbLfl' 1'11 

antiarrhythmic flcilJ IA quinidine flrilJ III • • 
• .J 

sotalol bb<1::1'11fl<jl.Jil'U (non-cardiac 

drugs) 1lli'Lbfl erythromycin, terfenadine, 
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astemizole, haloperidol ':i1l.J'Yl'1 cisapride 

:il.;i1 u'i~u r1ui1 fl11 lJ w w ti ':i fl&!~ bii wtu if 
J..v .... fl.',/ 

bf1U1'1Jil'1fl'Uf11':ifl<lll'l'l'l'Uli'llil'1 K' channel • 
genes 'llil'1b'l!<1<i'l111'il :ilwm filJ suscepti-

bility w am 1um':ifl\llm::bb<l1 vJVl1veJ.;il\'11'il 

1 • .Jd • 
fll':i '1!1'11'1'1!.Jt-J<I prolong QT '!1!.J 

~ ~ .(~1·c fl'U 'il::b<l'!lJ!]'l'llifl'U \l1 pharmacodynamic 

interaction) 'H~fl 1im~ilwauu~'1bil'U 1'lfi1 
.J • • 
'l'l'l11msm L 'Hri1il '1111 '11-;::~uma.;i~mba:::il • 

.t .r 
!]'l'lli prolong QT l.Jlfl'IJ'U (pharmaco-

kinetic interaction) rf'1'HlJ\llifb1'i'WB'Ulil'!1U 
d 1"...s .... .J.c1 .... :; 
!Nlilll'I \l1 '11'H':i'U cisapride tll'l'll.Jt-J<ll'l'UU'1 
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LBU1'lnJ CYP 3A4 'il::iiVJmVllJ'l::~u 

cisapride 1maalil mn~lJ~l'l 1~iim1uu~'l 
L81J 1'lfi1~1rl'1iilmh1 li'tt<i'1 lu11'li.'11'l'i!UU 

. .J1, 1·· ~ 
nau 'lf'l mn1 'lf'l1lJflU cisapride uamnn 

ifcJ-.:iii amiodarone, cimetidine, diltiazem, 

verapamil, grapefiuit juice, isoniazid, 

metronidazole, quinine ~i'l1TV1am~1NLU 
fl1'lL-ii'~1lJflU cisapride 'll<ilJ<HVl~lfi'A1'l 
t~uu11lu~'ht&iau 'IJB'l cisapride mh'l 

<J:: LBCJ Iii Lt<J::A11&\lil lill !J tl'.l11::1'lfll'l 1-il'mrl' 

fl Ul'l <1J1L<l!JB~B1 ti 

, . 
<lfl1Ufl1'lil!1J1 cisapnde 

v " ~I i'l'l'lHl1U LL<l::llfllilB'l Luu 
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ti 'l:: 1 l'l'lfU B ti l'l ~'l ~a fll ':Hn Iii au l;i 1 u VI '111'1 

1::~u 1i.ii1'il::tl'lm~B'lu 11'1U11'1 Vl~mhwfo 

N tl'l::fl BUl'lfl~W~ tflt11'1l fl'lflU fll'l{;)lil au 1'\J 
" 

ih wu fl'll fl !J" m1iil Iii au h'll fl'l fl'l A' n1 mu A !J " . 
m1utl"ln'Vli'l~l'l '1 !il'lrl' 

(US-FDA) liilflflfl FDA Talk Paper <N1u 
,J .J ,J.,,_Q.J I 
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~ .J .J 
1U'VI 14 fl'lflt)li'llJ 2543 lllfl'l'illflWU 

ii i;y V11 'il1 h ti u ii liltl n &\'il1flm"l1im1i'l~u 

taa~'ilil 1 uil'1.'ht1<ij1u1uV1d'l 11ilm~ai1 trlu1 
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i a'lnutl~fi~m~ ailu ilum~1u Vl~a mm1 

Nliltlfl&l'IJeJ'l~U11'1 bL<J::U~tl'YI 1iiltl~fl'tl1flU 
• . .J1 'V .J'lij Q.J 

US-FDA LL<l111fll'l'YI Vll'llU bU<lfl'tltl!:: 

general US prescription ifu1ifl lttLOlili'l11lJ 

L~l'l'l~~u hiliil ..t'ldu~ti'VJ'il::ir'li'l'lfl'l::'il1l'lm 
1 t1'tt ri il'u1 l'I~ ii A11 lJ'11 L tJu 'Vll'l ii11u Aliil fl Iii 'l'l 

" 
lill lJ fl&\ fll ~ 'l::l! 111 u limited- access 

v o<::I """""" Q.J "" protoco 1 Ll<l::lil rN !J fll"llil'l1'il1'1J'ilil CJLL<l ::Iii Iii 

lill!Jfll'l 1-il'mafi1'l 1fl<i'~lil Llill'lu~ti'VI 1iilaafl 

'illil'Vl!Jll'I (1u~ 12/4/2543) fi'li:Jlt1'U~fll'l 
~ . 

<l'llillW'YI fl i'lU fl fllil11J • • 
2. 
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m cisapride 1u°li1'llii'utl 2543 Llil!HilUBlM 

l'lru::m':i:1Jfll':ii'l1'\JA:1Jm{u·:m-u1ilid BU1'1 h • 
ii~ rn-;!ii' lil lhit'ildii r.rnfl':in'l'\J t Yl1nmi lJ!l1 • 
illilf.\! (generic drugs)LW'J1::1iJiim'lfB'I Q-. J d • '~ti '\J'J1"i'l lil'UU '\J'\J'lf Ui'I:! L '\J UU'il1Vl1J1 U L 1J 'J:: Li'1 i'1 

d 
3, 111nnlil1 fl':i::i'l':i1'1illtn'Jrua'lf1iii'aafl • 
tl':i::ml'ltrlai'u~ 311512543 1'1l'irnmn 

cisapride :ilw<Ju'!i;'\'u 1'1i'iK'!um1u~ 7 a'!l111'llJ 

,J Q -"' ' w, ( 2543 L1JB'l'il1filflliluf.\!l111ilflVl1 b'il heart 

complications) 1u~ffi'li'md ~LLlT'il::'l'l'\J 1ii 

inflilmLmn-;uu ':i'IG'!~maunilil N'u1u . " 
, • .i 1· ,J 

illlJ1':ill L'lf!J11J1Ji'llilLLi'J'IJ lil 1J<lfl'il1fl'\J1'1':i1tli'I 

1 , . .i d,n•w 
lJlil<l'\Jil1Jfl'llil1ltl11J'IJ 'ii'! tVI lil'l'\J!Jlcisapride 

N11J bl'l':HflT'l Special Access Programme 

~-.:i 1 u m&du wi'ltl tj.i''I 1'1i'mill'l11:11{u Nlil'lfau 

d • ?1, ~· i'J'il:! W1J ill Viii! W'1l'l11lJ'il1Lu1J b 1J fll'J'IJ il L'lf £11 • 
d Q d 

fl.,:: i'l ':i1'1 a1 ll1 ':i ru il'll'il'I 'ii:: '!'l'il1 ':i ru1 L w a • 
11'Uru11il 1'1i'u~i1i'lww1'ilil~lilmm:1J1 ltl' ~"if . " " 
u~i1'1'11iii'.,::ui1'il::'11illilm'lfl':i::'l1<1m 1 tl'uritl' . " 
"""" 0 fl1 "" .J1 '"" ~ ..J .....i i'I :IJ l'l11 lJ'il1 L u'IJ'il':i'I '] i'I lJlJi'l1'1 L<l ilfl '11J Vl':i1l 

\V .J'.<>1 
i'l'\Ji'J11J'IJ illJ<l <JTW il fl 

" 
4, il'I fl !J'"' l'l ru:: fl'l'llJ m':ilii'1u m1 :1Jtl ;;i a lil 

.ilu'1Jil'i!J1 (the Committee on Safety of 
<'1il .dc:1wd 

Medicines Vl'lB CSM '1hllJVl'U1i'llil1lJ 

fl ~VI lJ1 !J l ti fll 'l~'Ui'I:: LlJtl'W W1f 'IJ tn ili lil lil1 lJ 

1'l11lJtl'1111i1.ilu u;;i::m':il1Bt1m) 1iii'<l'llJ&il ti' 
llB'Um cisapride 'il1fllil'11\il ilwmJ'li;'\'ul'li'iK'I 

LLm 28 mfl~11'llJ 2543 mrudd'.J'Ufl1'HL'IJ1'U 
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(suspend) i'J:: L ii tJ 1J w 11'u !J1'il ti fl1,1'il:: il 

th::mmtl~umttl<J'I 11ilu csM 1iii'wtiai1w 
" 

u1tJi'lfll'l'Ulii eFmu lil aTd L w:n:: il1lJTrn1 'li'm • • 
.J~I .<':! ..J 1" .J' ,_.,. 
i'JL u'Ui'l1'1L'1Bflfl'ULLi'l'U lil ti flfl'il1fl'UW'\J11lJ 

~>"} "'.!ldw1•d - d fl1'l L'lf L 'ULlilfl'INi'IU'I lJ lJfl1'J'J'\J'lB'IVl':iB 

"l d "' .d "' "" B'l~(\J11ilil':i'JW!'l!U L'ULlilflB'lflf]1'1 'lf'llilB'llJfll'J 

Vl!Jlil 1-il't?iu n'U au1'1 hil ~m11u'11'U'IJ a'! • 
t1-;::'lf1A"u1.,t1 ti1a'! i'l'\Ji'11'U 5'1 m1lJ L~u" LL<l:: 

' 

ti-;:: dJ t1-8'11 m)'! fl q ""11 fl l'l ~-.:i 
5. ~~'11i'la 1iii'ilm-;ililillilwm-; 1imau1" 

tilJ'lllil LL<l::Ltflt'lfiBlJ<ltn lil<lBlil'il'Ufll'l<i'I 
" 

'illilVlinu G'I wtl':i::m1uimnwV1m l'l l'l~'I lwri1'1 
" 

ti 2538-2540 'il1flfll'ltl'l::Li1mn-8'1ii11'1i'il 

fll'l~lilm cisapride LUt1mL'UUf.Yn 1 'llfl'I 
, <:>I O "" IV I 

p01sonous substances u;;i::lJfll':i'il1fllil'IJ<l'\J'I 

1'211 'Uf:!l my LVI~ m Yl 1l'! fll'lf mn symptomatic 
.,J Q fl.' ~ -d -gastroparesy LlJflW\j'iltl lil11 L'lf1lifll'l':ifl'tfl 

~'U 1iJ1!ii'l'J;;i L\ill'ltl'l::L:ilui1m1m~t1'11iil'i'lJ 
' 

ti-;:: fo'lft11 'U GERD ( Gastro-esophageal 

' "' reflux disease) LL<l:: esophagitis ill'UL1i1fl 

tL':lmfllil'il'UG'I 3 'lf1rnTt1 rda'!'il1flU'l 1ii:ilm 

i'llilLti'l'W'ii'lil'lfl'!jf.\!11ilL Vll'lfl 'U hl'l Compli­

cated gastro-esophageal reflux Ltl1.1l'111 tl' 

Lfllil respiratory pathology, ulcerated 

esophagitis Vl'lfl growth disorders ~~ifiiii'il 
m1tl{utl'J'1°1l fllJ<l m 1 'U '111'11 a 'II a '11lJ1'11 A1 

' " 

'IJ .:::! 'IJ J:: "" <V W I 

mm~'ll1~ Ll'l tl'I W'l il lJlN'\J11'1Ylli18~ ii'! L<I fl ill':i 

L MLL WY!tlLL<l:!Lflil'lffl':JBflfl{'I 

6. WB'HJU <J'IA°fl1'l<J1Vll':ILL<l::m (BfArM) 

1iii'ailflA1~~frflm'l1im cisapride YJ'UTitU'U 

Lll.'111 ti ul.'l::t'UL1'11L~t11ilt111il''lfa1'11mha 
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,nu European Medicine Evaluation Agency 

(EMEA) 'l'11tn'ltl'l::dJ'IJ.g1hid'.Jmrn1tll)u~ 
t~tJ1ilu~~tJ htl ~~Ju 1 mb'l~iitn'lVl'ntn'l • 
lii'd'ildiiiitn'lfl'ljf.]11\il L'111'2l'm cisapride 1:iJ 
i1mru1\il 1 'l'111ll'tl<ifl\ilfl11matJ'1'il1nm~'1 
mi11 tt<1::u~i111N'Nawniilflmil'1'1101'li'lmn 

u 

L tl1tJU L ii l'JUtl'l::il'l1fiN <I Lt<i::fl11lJtl<I fl \ilfttl 

trn:: wu mi fl :umil~\il t~tJ1iluu f.Yl11fl1'ltlll u 
~ 1 ~ ti ~.J ,J • ~ 

'llfl~'111 'ilN\il 0\il'l1LOEJ1'11fl'10Utl1 cisapride 

ti 1 .. ~.i 
7. 'l::L'11A '111'1 flUl::O'i'llJfl1'ltl1lJlJ\iltlJfl 
~.J ,, f'I 
1'1J'l1 29/6/2543 1'11m cisapride tumn 

fl1UfllJWLA1'1 'ii1tJ 11i11t! h'1VW1U1<1Lri1ifu • 
LL<I ::lJ flU 1 rl i.h U Ml'IJ fl ru:: O'l'llJ 01 'l fl1 '111'l 

tm::m ( fltJ.) w'il1'lru1rl1 '»1J\iltm1111'1tllju~ 

1 um'l~\il\illlJ rl1ilum'l 1'2l'mtt<1::fl1Ufl:1Jfl1'l • 

~'1flUA::flt10'l'llJfll'l"'1 1lii'W'il1'ltll1~\ilflBO'il10 • 
"" .:::t "" 1 ""' 9ol d "' .J 

Uf.Y'lltl1'11<10U'l1'1'111WLL<l1 LlJB1'1J'l1 8 

11'1'111\iJlJ 2543 

8. tl'l::l"IJA~u '1 '»ffltJtl'l::rn01lii'~011 
~1 t ilu m'lun1 'II t tl~tJuu tl<i'liltn'W.flTW'll eHm 
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