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TRADEMARK

i1 Imodiumes-

Kiém soat céc triéu chiing tiéu chdy cap va man

IMOGiUM £ e

Loceramide H Mg De psule
25X4 capsules

B8 A e
MG A LA () PTRALL S051 DS B

i3 Imodiumses.
JANSSEN

Kiém sodt cdc tridu ching liu chdy cdp vi man

Sé gidy tiép nhan hé so dang ky quang céo clia Cuc Quan ly Dugc:
XXXX/XXIQLD-TT, ngay XX/ XX/XXXX Ngay XXXX/XXXX in tai liéu

Tai liéu bao gém 2 trang. Théng tin chi tiét san pham, vui I6ng xem trang 2
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14 Imodium .

Kiém soét céc triéu ching tiéu chdy "cé'ﬁ?j{é man

Thanh phan: M&i vién nang Imodium chifa: 2 mg Loperamide hydrochloride. Chi dinh: Kiém soat triéu chiing tiéu chdy cap va
man. G bénh nhan mé thong hdi trang, thudc ¢ thé dung dé gidm s& I4n va thé tich phan va lam ciing thém do dac clia phén.
Li€u lvgng & cach sir dung: Ngudi I6n va tré em 5 tudi trd [én: - Tigu chay cap: Liéu ddu la 2 vién cho ngudi I6n & 1 vién cho tré
em, sau do 1 vién sau mdi 1an tiéu phan 1dng. - Tiéu chay man: Liéu ddu 1a 2 vién/ngay cho ngudi I6n & 1 vién cho tré em, ligu dau
" nay sé dugc diéu chinh dé dat dugc 1-2 14n di tigu phan dac/ngay, liéu duy tri binh thuting dat dugc & khoang 1-6 vién/ngay. Liéu
t6i da cho tiéu chay cdp va man la 8 vién mdi ngay cho ngudi I6n; & tré em thi thy vao thé trong (3 vién/20 kg). Tré em tir 2-5 tudi:
Vién nang IMODIUM khdng thich hop dé dung cho tré tif 2-5 tudi. Tré em duidi 2 tudi: Khong khuy&n céo viéc sii dung IMODIUM &
tré em dudi 2 tudi. Nguoi gia: Khong can phai chinh liéu & ngudi gia. Suy than: Khéng can phai chinh liéu & nhiing bénh nhén suy
than. Suy gan: Mac du khdng c6 sdn dii lidu dugc dong hoc & bénh nhan suy gan, IMODIUM phai dugc dung véi sy cén trong &
nhiing b&nh nhan nay vi gidm chuyén héa théi trli 1dn ddu. (Xem thém phan Chi y va than trong dac biét khi dung). Chdng chi
dinh: Khong dung IMODIUM & nhiing bénh nhén ting man cam v6i Loperamide HCI hay bat ky thanh phan nao clia thudc.
IMODIUM khong khuy&n céo diing cho tré nhé hon 24 thang tui. Khdng dung IMODIUM nhu ligu phép dau tién &: - Bénh nhén ly
cép, véi ddc diém c6 mau trong phan va sot cao. - Bénh nhan viém loét dai trang cdp. - Bénh nhan viém rudt do cac vi tring xam
lan nhu salmonella, shigella va campylobacter. - Bénh nhan c6 viém dai trang gia mac lién quan dén viéc dung khang sinh phé
rong. IMODIUM khong dugc diing khi viéc Gic ch& nhu dong rudt can trénh do nhiing nguy ca c6 thé gay cac bién chiing bao gém:
tac rudt, phinh to dai trang va phinh to dai trang nhiém doc. Diéu tri tiéu chay v6i IMODIUM la diéu tri trigu chiing. Ngay khi xac
dinh dugc nguyén nhan, viéc diéu tri ddc higu phai dugc thuc hign néu can (khi ¢d chi dinh). Phai ngung dung IMODIUM khi téo
bon, cang chudng bung va tic rudt tién trién. Chii y & than trong: G nhiing bénh nhan tidu chay, mat nuc va dign giai c6 thé xay
ra, trong nhiing trudng hgp nay thi liéu phdp bu nudc va dién gii thich hgp Ia bién phap quan trong nhat. IMODIUM khéng duge |
duing cho tré em dui 6 tudi ma khong co sy ké toa va giam sat clia bac sT. G nhitng b&nh nhan tiéu chay cap, néu lam sang khang
cai thién trong vong 48 gid, khdng nén dung ti€p IMODIUM va bénh nhan nén tham khao 16i khuyén clia béc si. 0 nhitng bénh
nhan AIDS diing IMODIUM dé diéu tri tiéu chay thi phai ngung thudc khi c6 nhiing triéu chifng sém nhét clia cdng chuéng bung.
Da ghi nhan vai trudng hgp phinh to dai trang nhiém doc & nhitng bénh nhan AIDS c6 viém dai trang nhigm khun do virus va vi
" tring diéu tri bing loperamide HCL. Mac du khdng c6 bat ky dii ligu vé dugc dong hoc 6 bénh nhan suy gan, van phai than trong
' khi dung IMODIUM & nhitng bénh nhan nay vi gidm chuy&n hoa Ian ddu. B&énh nhan rdi loan chifc nang gan phai dugc theo doi sat
cc dau hidu gay doc than kinh trung uong. Vi phdn I6n thudc dugc chuyén héa cling nhu thudc & dang khong déi dugc bai tiét ra
phan, sy diéu chinh liéu & bénh nhén suy than 1a khdng can thiét. Phy nif ¢é thai & cho con bi: DU khdng chi ra duge IMODIUM
c6 dac tinh gay ddoc phéi thai hay sinh quéi thai, cdn can nhic gitia Igi ich diéu tri va nguy co tiém tang khi dung cho phy ni cé
thai, dac biét 1a 3 thang ddu . Mat lugng nho loperamide co thé thay & sita me, vi thé khdng dugc khuyén khich dung khi dang cho
con bii. Anh hu@ing 1&n kha néng lai xe va van hanh may méc: Mét méi, choang véng hodc budn ngli c6 thé xay ra trong bénh ‘
canh héi chiing tiéu chay duge diéu tri v6i IMODIUM. Vi thé, nén than trong dung thudc nay trong khi dang Iai xe hay van hanh
' may méc. Xem phan tac dung ngoai V. Tac dung ngoai y: Tac dung ngoai § trén bénh nhén tiéu chay cap va man: tdo bon, ‘
| chodng vang, budn ndn, ndn, dau ddu, khd miéng, ddy hai, sdi bung va co that. Sau khi dua thudc ra thj trudng: rat hiém gap: ‘
Phéat ban, mé day va nglia, dau bung, tic rudt, cang tiic bung, budn nén, tdo bon, nén, phinh to dai trang bao gém phinh to dai
trang nhidm déc, ddy hoi, kho tiéu, bi tiéu, budn ngl, mat tinh tao, suy gidm sy tinh tdo, choang vang. Lé té c6 thé xay ra phi
mach, ban béng nuéc, bao gdm hdi chiing Stevens-Johnson, hoai tif da do nhi@m doc va hdng ban da dang. Trong mot so trudng
hop phan (ing qua mén néng bao gom sdc phan vé va phan ting gidng phan vé da dugc bao cdo & bénh nhan sif dung loperamide
' hydrochloride. Mdt s6 tac dung phu duge ghi nhan trong qué trinh nghién ciu lam sang va kinh nghiém khi st dung la nhiing triéu
chiing thuding gép clia hdi chitng tiéu chay (dawkho chiu bung budn nén, ndn, khd migéng-mét, budn ngd, chong mat, tdo bon va
ddy hoi). Nhitng trigu chiing nay thuding kho phan biét vi tac dung ngoai y clia thudc.
Thang bao cho béc si nhitng téc dung phy khdng mong mudn gap phai khi st dung thudc.
Doc ky hudng dén sir dung rudc khi ding. DE thudc ngoai tam tay tré em.

Nha $an xudt: OLIC (THAILAND) LIMITED
Bia chi: 166 Moo 16 Bangpa-In Industrial Estate, Udomsorayuth Road, Bangpa-In District, Ayutthaya Province, THAI LAN
Nha phan phéi: Vimedimex Binh Duong, s 18 L1-2 VSIP I, dubing s6 3, KCN VSIP 2, Thii Dau M@t, Binh Duong
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