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HUGNG DAN SU DUNG

==
Thudc nay chi diing theo don thude
Dé xa tim tay tré em
Doc kf hudng dén siv dung trwde khi diing

THANH PHAN CONG THU'C

MOoi vién chira:

Thanh phén duge chét: Bismuth subsalicylat ..............ooroooooooooooooooo 262,5 mg
Thanh phén ta duge: Manitol, calci carbonat, lactose monohydrat, povidon, natri saccharin,
erythrosin, menthol, huong bac ha, tale, magnesi stearat, silic dioxyd dang keo khan.

DANG BAO CHI: Vién nén nhai.
M@ ta: Vién nén hinh try, mau hong, hai mit nhin, canh va thanh vién lanh lin, huong bac ha, vi

ngot.

CHI DINH
Gidm cdce tri¢u ching kho chiu & da day, kit6 tiéu, ¢ nong, budn non.
Thude dimg dé kiém soat tidu chay.

CACH DUNG, LIEU DUNG

Ngudi 16n va tré em trén 16 tudi: 2 vién. Lidu 1ap lai sau mdi 30 phit dén 1 gio néu cin. Khong
diing qua 16 vién trong 24 gio.

Khong ding qu4 liéu duge khuyén cdo.

Diing cho @én khi hét tiéu chay nhung khong qué 2 ngay.

Ubng nhiéu nuée dé gitp ngan nglra tinh trang mét nude do tidu chay.

C6 thé duge nhai thube trude hoZc sau bita dn, khi déi hodc no,

CHONG CHI BINH

Bénh nhdn qua man véi aspirin hoidc cic salicylat khdc khong nén st dung thude nay.
Bénh nhén qu4 min véi hoat chit hodic bét ky thanh phén ndo ctia thuée.

Chéng chi dinh cho tré em dudi 16 tudi,

CANH BAO VA THAN TRONG KHI DUNG THUOC
Khéng ding cing voi aspirin hodic salicylat khdc,
Khong duge dung thude cho tré dudi 16 tudi do thube 6 chira salicylat ¢6 thé gy hoi chimg

Reye, hdi ching rat hiém gép nhung rit nghiém tr ong.
Cén than trong khi st dung thudc cho nhitmg bénh nhén bj rdi loan dong mau hodc bénh gt hodic

nhitng ngudi dang ding thude chong dong méu (lam losing mau), bénh dai thao dudng.
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Khéng sir dung thuée néu céc triéu chitng nghiém trong Imic kéo dai hon 2 ngay.

O bénh nhin bj tiu chay, déic biét & nhitng bénh nhin gia yéu, c6 thé xay ra tinh trang mét nuée
va dién giai. Trong nhing trudmg hop ndy, cin bl nude va dién giai kip thoi.

Khéng str dung qua liéu khuyén cdo. Khéng sir dung qud 2 ngay trir khi cé sy chi din cua béc si.
Sir dung liéu cao hon lidu khuyén céo hodc trong thoi gian dai c6 thé dén dén ting tac dung khong
mong mudn (dé.c biét 1a nhiém dgc bismuth),

bé thude xa tam tay tré em.

Cinh b#o lién quan dén t4 duge:

Lactose: Bénh nhan bj tdi logn di truyén hiém gap nhu khong dung nap galactose, thiéu hut lactase
hoan toan ho#c kém hép thu glucose- galactose khong nén ding thube nay.

Natri: Thube nay c6 chira dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem nhu
‘khéng chira nati’,

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Dii li¢u vé viéc sir dung thudc trén phuy nit ¢6 thai con han ché.

Cée nghién ciru trén ddng vét chua cho thay ddy du anh hudmg cia thude véi thai nhi, sir phat
trién cua thai nhi, qud trinh chuyén da va sy phat trién cta tré sau sinh. Khong thé loai trr cic
nguy co tiém dn. Khdéng khuyén cdo dimg bismuth subsalicylat cho phu nit ¢6 thai va cho con b

trir trudmg hop thure sur cén thiét,

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chura o thong tin.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thude;
Thube cé chira salicylat, do dé cén thin trong khi sir dung cung v6i thude 1am loding méau (thude

chéng dong mau) hofic thude didu trj dai thdo dudng dudng ubng hoiic thube didu trj gut.
Bismuth ¢4 thé 1am giam kha ning hp thu ciia khang sinh tetracyclin khi ding ddng thoi. Tuong
tdc ndy c6 thé dugce han ché bing céch six dung hai loai thudc nay cach nhau vai gidr.

Twong ky thude:

Do khéng ¢é cac nghién ciru vé tinh twong ky cua thudce, khong trén Ian thudc ndy véi cdc thude
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

R&i loan tiéu hoa:

Thudng gép (1/100 < ADR < 1/10): ludi den.

Rét thudmg giip (ADR > 1/10): phéan den.

Thong bdo ngay che bic st hogic diege si nhitng phin ting cé hai g(ip phdi khi si dung thuée.

QUA LIEU VA CACH XU TRi
Bismuth
Qud liéu:
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Ngb ddc bismuth cd thé ¢é biu hign nhw bénh nio efp tinh véi 1 4n, giat co, rbi loan ngdn ngir
v rbi loan vén dong.

Ngd doc bismuth ciing ¢o thé gay rdi loan tiéu héa, phan trng da, ddi mau niém mac va rdi loan
chire nimg thén do hoai tir dng than cép tinh.

X tri:

Picu tr bao gdm rira day day, thanh loc va hydrat héa, Céc téc nhén chelat héa ¢6 thé hidu qua
trong giai doan déu sau khi ubng va c6 thé cin thAim tach méu.

Salicylat

Qu liéu:

Qua liéu thude cling c6 thé gdy ra cdc triéu chimg ng¢ dc salicylat. Ngd doc salicylat thuong
lién quan dén ndng do thude trong huyét trong >350 mg/L (2,5 mmol/L). HAu hét cac trudmg hop
tir vong & ngudi trudmg thanh xdy ra ¢ nhimg bénh nhén cé ndng dd vugt qua 700 mg/L (95,1
mmol/L). Liéu don thip hon 100 mg/kg khong c6 kha ndng gy ddc nghiém trong.

Néu cdc tridu chimg qua lidu xay ra, ngimg sir dung thude ngay.

Cac biéu hién ngd doc salicylat bao gdm nén mura, mét mrée, o tai, chéng mit, diée, dé md hoi,
tr chi néng 1én c6 xung déng, ting nhip thé va ting théng khi. Réi loan cén bang acid — base xay
ra & hau hét cc trudng hop.

Nhiém kiém ho hép va nhiém toan chuyén héa véi pH dong mach binh thudng hoidc cao (néng
d ion H* binh thuong hoiic gidm) thudng xay ra & ngudi 16n va tré em trén 4 tudi. O tré em dudi
4 tudi, tinh trang nhim toan chuyén héa véi pH dong mach thap (ndng do fon Fi+ tang) ia pho
bién. Nhiém toan c6 thé fam ting van chuyén salicylat qua hang rio mau nio.

Céc triéu chimg it gap bao gdm ndn ra mau, sdt cao, ha dudmg huyét, ha kali mau, gidm tiéu cau,
tang INR va thoi gian prothrombin, dong méu ndi mach, suy than va phi phdi khéng do tim.
Céc triéu ching trén hé than kinh trung wong bao gdm 1% 14n, mét phuong hudng, hon mé va co
gidt it phé bién hon & ngudi 1én so véi tré em.

X i

Néu mdt ngudi 1én xudt hién ngd doe trong vong 1 gid, cho udng than hoat liéu hon 250 mg/kg.
Nén theo ddi ndng d¢ salicylat trong huyét twong, tuy nhién chua thé xédc dinh duge mic do
nghiém trong ctia ng doc tir didu nay ma cin phai xem xét dén céc dic diém 1am sang va sinh
hoa.

Kiém hoa nuéc tiéu bing natri bicarbonat 1,26% giup tiing ddo thai salicylat. Nén theo doi pH
nude tiéu, Pidu trf tinh trang nhim toan chuyén héa bing natri bicarbonat 8,4% tiém (inh mach
(kiém tra kali huyét thanh lan dAu). Khéng nén st dung bai ni¢u cudng birc vi né khéng ting
cudng bai tiét salicylat ma con c6 thé gdy phi phdi.

Thim tich mau I phirong phap didu trj duge lwa chon trong trudmg hop ngd dde niing va cin
duge can nhic & nhitng bénh nhan c6 nong dp salicylat trong huyét twong >700 mg/L (5,1
mmol/L), hogc ndng d thép hon nhung lién quan dén cac diic diém lam sang hoiic chuyén héa
nghiém trong.

Bénh nhén dudi 10 tudi hogc trén 70 tudi ting nguy co nhidm dac salicylat va c6 thé phai loc mau

& giai doan sém hon,

PAC TINH DUQC LUC HQC
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Nhém duge Iy: Thude didu tri tiéu chay, viém nhiém dudng rudt/Chét hép phy dudng rudt.

Mia ATC: AO7B B

L&p nén lam dju cung chp mét Iép phu bao vé phan dudi thye quén va médt I6p phi mét phan
trong da day dé gift bismuth subsalicylat & trang théi lo Iimg,

MGt sé nghién ciru in vitro da cho thdy BSS c6 mét sé hoat dong chéng lai cic mim bénh dudng
rugt, vi duy nhu Clostridium. Bacteroides, E. Coli, Salmonella Shigella, campoylobacter
(Helicobacter) va Yersina, nhung khong chéng lai vi khudn ky khi. Khong ¢6 du dit liéu d& xéc
dinh xem nhiimg phat hién nay c6 lién quan gi dén két qua diéu tri & nhém bénh nhan cé thé nhéan
BSS hay khéng.

PAC TINH DUQC PONG HQOC
Bismuth subsalicylat duge bién doi thanh bismuth carbonat v natri salicylat & rut non.

Sinh kha dyung duémg udng ctia bismuth subsalicylat rét thip. Kha ndng phéan bd ciia bismuth
trong cdc mé etia co thé ngudi rét it, Mic di bismuth cling duge bai tiét qua mat, nhung thanh
thai qua than 1 con dudng bai tiét nguyén phdt ciia bismuth, Phan con lai cia thude dugce bai tiét
qua phén dudi dang mudi bismuth khong hoa tan. Sau khi udng liéu khuyén céo hing ngay t6i da
cho ngudi 16n, thoi gian ban hity sinh hoc trung binh khoang 33 gidr va ndng df dinh cia bismuth
trong huyét trong dat dudi 35pph,

Salicylat hdp thu qua ruét va nhanh chong phan b6 vao trong cdc mé cua co thé, Nong dé dinh
trong huyét twong sau lidu ding t6i da hing ngay khoang 110 microgram/ml. Salicylat duoe bai
tiét nhanh ra khéi co thé va thoi gian ban hiy sinh hoc trung binh khodng 4 - 5,5 gid,

QUY CACH PONG GOI
Hop 3 vi x 10 vién.

Hop 6 vix 10 vién.

Hop 10 vi x 10 vién,

DIEU KIEN BAO QUAN: Noi khd, tranh 4nh séng, dui 30°C,
HAN DUNG: 36 thang ké tir ngdy sin xuit.
TIEU CHUAN CHAT LUQNG: TCCS.
San xudt béi:
CONG TY CO PHAN DUQC PHAM THANH PHAT
Dia chi: L6 CN1-6, khu cng nghiép Pha N ghia, xd Phi Nghia, huyén Chuon g My,

thanh pho Ha Noi, Viét Nam.
SDT: 0243.200.9142
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