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diéu tri triéu chiing ciia tiéu chdy cap tinh & ngudi I6n va tré em tir 12 tudi trd 1én )

THONG TIN KE TOA

ﬂgp ki hudng dan sir dung trudc khi ding. _
Néy can thém thang tin xin hoi y kién bac sy. . L ) . . .
THANH PHAN IMODIUM chiia hoat chdt chong tiéu chay tdng hgp, dubing udng, 1a loperamid hydrochlorid. IMODIUM c6 G dang wéri
nanﬁ. M@i vién nang chiia: 2 mg loperamid hydrochlorid. Td dugc: Lactose monoiydrat, tinh bot ngd, bt talc, magnesi stearat CH
DINH: Diu tri triéu ching cla tiéu chdy cép finh 6 ngudi 16n va t%g em tir 12 tudi trg Ien. Diéu tri triéu ching cla,cac dot tiéu cha
c4p 6 lién quan dén hoi ching rudt kich thich & ngudi I6n tir 18 tudi trg 18n dang %uoc,bac S{_gh n dodn sd bo. LIEU DUNG & CAC
DUNG: Nén udng vién nang vl nudc. Tiéu chdy cap: Naudi Ion va tré em tii 12 tbi trd 1én. Lieu khéi ddu la 2 vién nang (4 mg), sau
d6 1 vién nang (2 mg) sau moi lan tiéu phan Iéng. Lieu théng thu‘ﬁng la 3-4 vién nang (6 mg — 8 mg) mdt ngdy. Tong lieu hang
ngay khdng nén vugt qud 6 vién nang (12 mg). Diéu ri tridu chifng cac dot tiéu chay cap lién quan dén hoi chimg rugt kich thic
¢ ngu@i 10n tir 18 tudi trd 1én: Lieu khoi ddu 12 2 vién nang (4 mg), sau d6 1 vién nang (2 mg) sau moj lan tiéu phdn Ibnﬁ, hodc
khi c6 chi diph clia béc s&. Liéu toi da hang n aﬁ khﬁn% nén vuot qud 6 vién nang (12 mg). Ngudi cao tudi: Khong can chinh liéu 6
nﬂllﬂl cao tudi. Suy thin: Khéng cin chinh liéu & bénh nhan suy than. S n. Mdc du khong c6 sdn di ligu dugc dong hoc G bénh
nhan suy gan, ngn th@n trong khi dung IMODIUM & nhiing bénh nhan ng vi gidm chuyén hod bap ddu qua gan (Xem Cdnh bdo va
thdn trong). CHONG Hi B NH: Chdng chi dinh dimq thugc ndy o: - Bénh nhan da biét bi qua man cam v6i loparimid hydrochlorid
hay bat ky thanh phdn nao cla thubc. - Tré em dudi 12 tudi. - B&nh nhén Iy cép, vdi ddc diém cé mau trong phan va sot cao. - Bénh
nhan bj viém loét dai trang cap, - B&nh nhén bj viém rudt do vi tring xam tﬁp bao gom Salmonella, Shigella va Campylobacter. -
Bénh nhdn bj viém dai trang gia_mac lién quan déé;u viéc dung khdng sinh phd rong. Khdng dudc su dung IMODIUM khi cén tranh
viéc (c ché %hu dong rudt do nhiing ngf“uy ¢ cO thé xay ra cac bién ching ning bao gdm: tdc rudt, phinh to dai tranglya hinh to
dai trang nhiém doc, Phai ngung dung IMODIUM ngay khi xuat hign tac rudt, tdo bon, cdng chubng bung. CANH BAD %T AN TRONG:
Diéu tri tiéu chay bang IMODIUM chi 1a diéu tri triéu chang. Can cd bién phap diéu trj ddc higu phu hop khi c6 thé xdc dinh dugc
nguyén nhan gﬁy tiéu chdy. Viéc uu tién trong diéu tri tiéu chay cdp la ngan ngiia va khoi phyc viéc mat nudc va cdc chat dién gilaL
Di8u ny la dac biét quan trong & tré nhd va bénh nhdn 6m yéu va ngudi cao tudi_bi tiéu chdy cdp, St d%lng,,thubc nay khong lam
can trb viéc dung cac liéu phdp bu nubc va dién ?‘iéi thich hgp. Bai vi viéc tiéu chdy kéo dai cé thé |a chi diem cho cac finh trang
bénh Iy tiém_tang nghgm trong hon, thudc nay khéng nén dugc ding trong mot thdi gian dai cho dén khi tim ra cdc nguyén nhan
that sy gdy tidu chay. O bénh nhan tiéu chdy cip, néu lAm sang khong cdi thién trong vpng 48 gid, khdng nén dung tiéﬁ i,IJ}AOI'(['!‘!UI‘J,I
udc khi cé
to dai trang
ydrochlorid. Mdc

va banh nhan nén tham khao J8i khuyén cta bac sT. Benh nhan AIDS dung thudc nay dé diéu tri tieu chdy phai ngun%t
nhiing triéu chfrn% s6m nhat cla cing chuéng bung. Pa ?(hi nhén vai truting hdp tdo bon c6 nguy cg gia tang gay Rhln
nhiém ddc & bén hua d

nhan AIDS c6 viém dai trang nhiem n do virus va vi kﬁuan dugc didu tri bdng loperami
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Kifm sodt céc trigu chiing tiéu chdy cdp

THONG TIN KE TOA

giam chuyén héa ban ddu qua gan, do do co the xdy ra qud liu tudng doi d

| va tham khdo v kién bac sy. Bénh nhan nén tai khdm

- Tur 40 tudi trG [én va cac trigu chfmg IBS Ian nay khéc véi lan trudc -
- Khi cam gidc bi 8m hay kém ndn oi. - Kh

ddy c6 du lich nu6c ngodi. Tham khap y kién bac sy néy xuat
cai thién trén 2 tuin.TUONG TAC VOI CAC THUOC KHAC VA CAC LOAI TUONG

ché P-glycoprotein, d t v
tuong tac dugc dong hoc nay véi cdc chat ic ché P-glycoprotein t

n dén két qua la gia ting 2 dén 3 lin nﬁn%do loperami

loperamid trong huyét

lan tdng ndng do t

chiic ning nhdn thic bing biéu tugng s (Digit Sym

nong do thudc nay khdng lam tang téc dung dugc luc hoc khi do bang m

téc dung cta thudc. PHY NO CO THAT & CHO CON

khong dugc khuy&n cdo dung khi dang cho con bi. Do d6, phu pu cd, thai hodc da
ligu phii hgp. ANH HUHNG TREN ?(HR NRNG LAl XE VR VAN HANH MAY Ml?g:

ldi xe hay vdn hanh mdy moc (xem fdc dun% khéng mong muén). T

du khong ¢6 sdn du liéu vé dugc dong hoc & bénh nhin suy gan, van phai éhan trong khi dung thudc ndy & nhiing bé vi
ban ddu qua n dén ddc tinh trén hé thong than kinh trung uong. Bgnh
nhdn c6 van dé di truyén hiém gdp khdng dung nap galatose, thiéu hut Lapp lactase, hodc kém hap thu glucose-galactose khong nén
dung thudc nay bdi thudc cé chia lactose. NEu bénh nhan dang ding thudc nay dé kiém sodt cac dot tiéu chay lién quan d&n hi ching
ngt kich thich ma da dugc bac s§ chan dodn trudc do, va khﬁgg cd,cal thién lam sang trong vong 48 gd, nén ngung diéu tri v6i loperamid
HC ) 1 u kiéu trigu chdng cua ho t,har 18U C3 1
dai hon 2 tudn. Canh bdo d3c biét: Chi dung IMODIUM dé diéu tri cac dot tiéu chdy cap lién quan dén hdi ching ruft kic
trudc do da dugc chan dodn 13 IBS boi bac sy. Néu cd bt ky cdc ddu hiéu sau, khang nén su un? thudc ma khong ¢6 sy hudng d
cla béc sy, n%a_ ¢4 khi ban biét minh bj hgi chiing rubt kich thich (IB?Q:‘- Tu 40 tudi tro 1én va da 13
[ hi phat hién tro I ]
- Khi %iém ngon miéﬂﬂ hodc gidm cén. - Khi tiéu tién kho hodc bi dau. - Khi bj sbt. - Khi g n
d ign cdc trigu chirngrknﬁi. khi cdc triéu chiing ndy ndng thém hodc khon
; TAC ) ] C C KHAC: Du liéu phi lam qang cho thay loperamid
) mgt chét nén P-glgcoprpteln. S dung ddong thoi loperamid (liéu don 16 ng v@i quinidin, hay ritonavir, ma c e
trong huy8t tuong. Su lién quan vé 1am saneg clia wgg
: A i chua dugc biét khi | n cdo. Su
dgng ddng thai loperamid iheu don 4 mg) va itraconazol, mdt thudc (c ché CYP3A4 va ] ]
d wong. Trong nghién ciu tuong ty véi gemfibrozil, mét thubc dc ché CYP2G8 thi ndng do loperamid tang
khoang 2 lan. Dun?] két hop vira itraconazol va gemfibrozil lam ting 4 1an ndng dd dinh trongﬁ huy&t tuong cuia loperamid va ting 1
| hubc trong huyét tuong. Nhiing trubng hop lam tang nong do thudc nay kh |
kinh trung uodng khi dugc_tham do bang cac test danh %ié tdm than van dong (vi du nhu test klém_ tra tinh tranF lo mo va danh gid
% ol Substitution Test). St dung dong thdi loperamid %I
ketoconazol, mot thudc tc ché CYP3A4 va P-glycoprotein, dan ti lam tang gdp 5 lan ndng dg tr
d [ y do déng tir. Su dung ddng thdi vi :
ubng lam tang 3 lan ngng do desmopressin trong huyét tudng, cd 1€ la do van dgn? dudng tiéu héa bj chdm lai. Cdc thudc vgi tinh chat
dugc Iy tuong ty cd thé lam anB hufin? dén tdc dun% gla loperamid va cdc thudc lam ting van dong dudng tiéu héa c6 thé lam gidm
U: Tinh an todn trén phu nf c6 thai chua dugc thiét lap, mdc du cac nghién ciu
trén dong vat khong thay co ddu hiéu rang loperamid HC| gdy qudi thai hodc dgc tinh phdi thai. Nhy cac thudc khdc, khon nén diing
thusc nay cho phu ni cd thai, dic biét trong 3 thdng du thai ky. Mot lugng nho loperamid cd thé thdy ¢ siia me vi thé thubc nay
3 cho con b nén tham khao v kién bac sy dé co
trg' | ING, . ; Mt y thic, gidm nhén thic, mét moi, choéng
vang hodc budn ngl c6 thé xay ra khi diéu trj tiéu chay dugc bang tguﬁc nay. Vi thé, nén thén tr%u dung thudc nay trong khi d?]gg
| C DUNG KHONG MONG MUON; . > uol.
Tinh an toan cla loperamid HCI da dugc danh gid trén 2755 bénh nhdn ngudi Ion va tré em = 12 tu&othqm gtl'a trong 26 thu n%hlém
[am san% co doi chung va khdng ddi chiing cta loperamid HCI trong diéu tri tiéu chay cap tinh. Cdc phan (ng ba ;
dugc bdo cdo (tin sudt = 1%) trong cdc thir nghiém Idm sang vai loperamid FLCI. tronJ? tiéu chay cap 1a tao bon (2,7%), ddy

gdp nha
Hé théng cd quan D&u higu
Thuding gap | It 0dp Hiém gdp
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pay hai Kh6 migng do nhiBm doc®) Cing chubng bung
Pau byng trén
N&n
Khé tidu ®
R6i logn da vé md dvdi da Mé4n ngua NBi bong rdp ¢ (bao gém hdi ching
Stevens-Johnson, hoai tif biéu bl nhi#m doc va
ban d6 da dang). Phit mach *. May day *. Ngua *
R61 loan thdn va tiél nigu Bi tifu ®
RA1 loan toan thdn va tinh Mgt moi *
trang 12l noi ding thudc

a: Cac thuat ngll dugc I8t ké dya trén dif liu hiu mai clia loperamid HCI. Qué trinh xdc djnh phén ing
b4t Igi clia thuSc hdu mai khong phdn biét cho chl dinh c&p tinh hay man tinh hodc ngudi I6n hay tré
em, tAn sust dugc utic tinh tf tt cd cdc thir nghiém 14m sang voi loperamid HCI (cdp tinh hay man
tinh), bao gém cac thir nghiém & tré < 12 tudi (N=3683).

b: Xem Cdnh bdo va than trong
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nhan it nhat 48 giv dé phat hién céc du hiéy tc ché thdn kinh trung uong c6 thé xay ra.
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ddi hodc néu cdc dot tiéu chay ldp lai kéo
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u chua bi hdi ching rudt kich thich
phdn c6 mdu gan ddy. - Khi bj tdo bén ndng.

ng
hai déula thudc ic

operamid dugc dung 6 cdc liéu khuy
If—gtycoprotein, dan t6i |am ting 3-4 14n ndng

ng di kém nhiing anh huong trén than

gu don 16 mgz va
uyét tuong. Sy ting

loperamid tron
gi desmopressin dutin

Nguoi I6n va tré em > 12 t

at Igi cla thudc thuong
oi 51 %), dau dau (1,2%) va budn ndn
(1,1%). Bang 1 liét k& cdc phin (ng bat lgi
cua thudc da dugc bao cdo khi sif dung lopera-
mid HCl tir cdc thir nghiém ldm sang (tiéu
chdy cdp) hodc trong kinh nghiém hdu mai.
Phan loai tin sudt theo quy udc sau. Rét
thuﬂng gdp (= 1/10); thudng gdp (= 1/100 dén
< 1/10); it gép (= 1/1.000 dén < 1/100); higm
a‘? (=1/10.000 dén < 1/1.000); va rat hiém
<1/10.000).Bang 1: Cdc phdn ung bat lgi cia
thudc. Thdng bao cho bac si nhifng tac dyung
khéng mopg mudn gap phdi khi si dyng
thude. QUA LIEY: Trigu chirng: Trong trudn
hop qud liéu (k& ca cl]u% liéu tuong doi do roi
loan chic ndng gan), biéu hién (ic ché hé than
kinh trung uong (suing s, bdt thudng, diéu
phdi van dong, ngl ga, tan% ruong lc co va
ic ch& ho hap), tao bon, bi tiéu va tac rugt co
thé xay ra. Anh huting trén thdn kinh kinh
trung uong & tré em_va bénh nhan suy gidm
chiic ndng gan co thé nhay cam hon. Diéu tri:
Néu cac triéu ching clia qué liéu xay ra, nalox-
on c6 thé dung nhu thudc déi khéng (antidot).
Vi thti gian tdc dung cla loperamid dai hon
naloxon (1 dén 3 gif:i}i nén co thé can phai Iﬁ,ﬁ
lai liéu naloxon. Do vdy, cén theo ddi sat bé
HAN DUNG: 5 ndm K& tir ngay san xudt. DIEU
Vién nang IMODIUM 2 mg dugc déng trong vi
Bangé:a-ln Industrial Estate, Udom-
td., Thai Lan. Mgi cdu hdi/Bao

& janssen J
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