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T huéng din sit dung thude

Rx Thube nay chi ding theo don thube

Bismuth Subsalicylat MCN Tab

Vién nén nhai
Thube nay chi diang theo dom thude
DPé xa tAm tay tré em.

Poc ky hwéng dan siv dung trude khi dung.

THANH PHAN
- Thanh phén dwee chit: Bismuth subsalicylat 262 mg.

- Thanh phin t4 dwge: Calci carbonat, manitol, povidon K30, natri saccharin, aspartam, bot

hwong ddu, mau hong amaranth, magnesi stearat, talc.

DANG BAO CHE, MO TA SAN PHAM
Vién nén nhai.

Vién nén hinh caplet, mau hong, vi ngot, huong déu, hai mit 161, mot mit cé khic vach ngang, mot
mit tron, canh va thanh vién lanh lan.

Vach ngang khong nhdm muc dich chia liéu.

CHI PINH

Lam giam tri€u ching dau da day, an khong tiéu, ¢ néng va budn noén. Lam gidm tiéu chay

LIEU DUNG, CACH DUNG

Liéu ding

Nguwoi trwong thanh va tré em tie 12 tuoi tro lén: 2 vién moi 0,5 - 1 gid khi can.
Khong ding qué 8 liéu (16 vién) trong 24 gio.

Tré em dieéi 12 tuéi: tham khao y kién béc si.

Nén udng nhidu nude dé gitip ngin ngira tinh trang mét nude do tidu chay.
Cach dung

Dung duong udng, nhai vién thude trude khi nubt.

CHONG CHI PINH

Man cam voi bét ky thanh phan nao cua thude.

Khéng st dung khi co vét loét, xudt huyét, phén ¢6 mau hodc phéan den.

San pham c6 chira salicylat. Khong dung thude néu bi di tmg véi salicylat (bao gdm ca aspirin), hodic
dang dung céc ché phim salicylat khac.
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Tir hwéng din sir dung thude

CANH BAO VA THAN TRONG KHI DUNG THUOC

Hoi chitng Reye: Tré em va thanh thiéu nién di hodc dang hdi phuc sau bénh thiy dau hodc cac
triéu chimg gidng cum khong nén sir dung sén phdm nay. Khi s dung san pham nay, néu c6 thay
d6i vé hanh vi kém theo budn ndn va non, hdy tham khao y kién béc st vi nhiing triéu chimg nay ¢
thé 1a déu hiéu sém ctia Hoi chimg Reye, mot can bénh hiém gdp nhung nghiém trong.
Hoi y kién bac s trude khi sir dung néu c6 bidu hién: s, phan ¢6 chat nhay. ‘
Netmg st dung va hoi bic si néu: Céc triéu chung tro nén & hon, xdy ra tinh trang 1 tai hofic mét
thinh luc, tiéu chay kéo dai trén 2 ngay.

Ta dwoe: San phdm chira ft hon 1 mmol natri (23 mg) cho mdi vién, tic 1a vé& co ban “khong chira
natri”.

SU' DUNG THUOC CHO PHU NU CO THAL VA CHO CON BU

Chua ¢6 dit liéu an toan diy du vé ding thudc nay trén phuy nit cé thai. Cic nghién ciru trén dong vat
1a chua ddy du dbi véi cac tac dong trén giai dean thai ky, sy phat trién ciia phoi/thai nhi, sy sinh
trirémg va phét trién sau sinh. Nhitng nguy co tiém 4n trén con ngudi con chua phat hién.

Thude khéng nén str dung trong thoi ky mang thai hodc cho con bu trir khi loi ich 16m hon rui ro.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chura c6 bang chiing vé anh huong ctia thuoce 1én kha nang lai xe, vin hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thube ‘

Hoi v kién bac sT hodc dugc sT truée khi sir dung néu dang ding cac thudc: thube chéng dong, thude

déi thao dudmg, thude diéu tri gout, thude diéu tri viém khép.

San pham c6 chiia salicylat, do do cin than trong & nhirng bénh nhan dang dung:

- Liéu phap chéng dong mau vi st dung dong thoi cé thé 1am ting nguy co va mirc do nghiém
trong ctia xuét huyét;

- Thube diéu tri bénh gout (nhu probenecid, sulfinpyrazon) vi sir dung ddng thoi c6 thé 1am tang
nguy co tang acid uric va lam bénh gout ning hon; '

- Sulfonylure diéu tri d4i thao duémg (nhu chlorpropamid, glibenclamid) vi sir dung ddng thoi c6
thé 1am ting nguy co ha duong huyét;

- Thube diéu tri viém khép (nhu methotrexat) do ¢6 kha nang tuong téc thude.

Than trong dac biét véi khang sinh tetracyclin vi dung ddng thoi c6 thé lam thay do6i duge dong hoc

ctia mdt s6 khang sinh nhu tetracyclin va doxycyclin (khéng sinh tetracyclin ¢6 thé lam giam sinh

kha dung ctia bismuth subsalicylat do tuong tac voi nhom magnesi silicat trong cong thL'I‘C).

Ngoai ra, su hdp thu khing sinh tetracyclin ¢6 thé giam khi dung dong thoi voi cdc san phiam cé

chira bismuth mic di tuong tac ndy c6 thé dugc giam thiéu bang cach ding thude cdch nhau vai gio.

Khong st dung cho bénh nhin dang dung aspirin hodc cdc salicylat khac do nguy co qua lidu va ngd

doc salicylat.

Twong ky
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Do khong ¢6 cdc nghién ctru vé tinh tuong ky ctia thude, khong tron lan thude nay véi cdce thude

khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Khi str dung co thé xay ra tinh trang phan va/hogc ludi sdm mau tam thdi nhung vo hai.

Théng bio cho béc si trong truwomg hop cé bit ky tic dung khong mong mu6n nao lién quan
toi viée dung thuoe. \

Bio cdo cdac phan ting bat loi nghi ngo

Viée béo céo céc phan tmg bét loi nghi ngd sau khi san pham dugc cép phép la rit quan trong, No
cho phép theo dai lién tuc ty 1¢ loi ich/nguy co ctia san phidm. Céc chuyén gia y té bao cao moi tac
dung phu bi nghi ngd vé Trung tam Thong tin thudc va Theo doi phan (ng c6 hai cta thude.

QUA LIEU VA CACH XU TRi

Bismuth

Triéu ching:

Nhiém déc bismuth ¢6 thé biéu hién 1a bénh ndo cp tinh v6i cac triéu ching 14 1an, cir dong rung
git co, run, r6i loan ngdn ngit va 18i loan di dimg. Nhiém doc bismuth cling cé thé gay r6i loan tiéu
héa, phan (mg trén da, bién mau mang nhdy, va r5i loan chirc ning than do hoai tir 6ng than cép tinh.
Cdch xu iri:

Rira da day, gdy nhuén trang va bu nuéc. Tac nhan tao chelat ¢6 thé hiéu qué trong giai doan dau
sau khi ding thudc va can thiét c6 thé thim phan méu.

Salicylat

Triéu ching:

Nhiém doc salicylat thuong xay ra khi ndng do trong huyét twong > 350 mg/L (2,5 mmol/L). Héu
hét trudmg hop tir vong & ngudi 1on xay ra khi néng d6 vugt qua 700 mg/L (95,1 mmol/L). Liéu don
dudi 100 mg/kg khong cb kha nang gay doc tinh nghiém trong.

Triéu ching thuong gap bao gé‘)m nén, mAt nudc, U tai, chong mat, diée. toat mo hoi, tir chi 4m kém
theo mach doi (bounding pulse), ting nhip th¢ va giam thong khi. Héu hét céc trudng ]hgp c6 roi
loan acid - base & mirc d§ khac nhau.

Nhifm kidm ho hip kém theo nhiém toan chuyén héa véi pH dong mach binh thudng hodc cao (nong
do ion H+ binh thuong hogic giam) 1a binh thuong & nguoi 16n va tré em > 4 tudi. O tré <4 tudi, chi
yéu nhiém toan chuyén hoa véi pH dong mach thép (tang nong do ion H+) la thuong gap. Nhiém
toan c6 thé lam tang van chuyén salicylat qua héng rdo mau nio.

Céc triéu chimg it gip bao gdbm nén ra mau, s6t cao, ha dudmg huyét, ha kali huyét, giam tiéu cau,
tang chi s6 INR/PTR, déng méu ndi mach, suy than va phu phoi khong do tim. Cac trigu ching than
kinh trung wong bao gom It 1in, méit phuong huéng, hon mé va co giat 1 it gap & ngudi l6n hon so
voi tré em.

Cdch xit tri:

Néu c6 triéu chimg qué liéu, nén ngimg thude. Didu trj qua liu tuong tu diéu tri qua licu salicylat.
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To hwéng din siv dung thude

Diing than hoat tinh trong trudng hop nguoi lon trong 1 gicr sau khi ubng hon 250 mg/kg. Po nong
d6 salicylat huyét tvong, mic di mirc d6 nghiém trong cua ngd doc khong thé danh gia qua chi sb
nay. Xem xét céc triéu chimg 1dm sang va chi s6 sinh hoa.

Qua trinh thai trir ting 1én nho kidém héa nude tiéu bang cach sir dung natri bicarbonat 1,26%. pH
nuée tiéu can phai dugc kiém so4t. Kiém sot nhiém toan chuyén héa bang dung dich natri
bicarbonat 8,4% tiém tinh mach (kiém tra ndng do kali huyét thanh ban dAu). Khong nén dung thube
loi tiéu cudng buc vi n6 khong lam tang bai tiét salicylat va co thé gay phu phéi.

Tham tach méu 1a lya chon diéu tri cho nhiém ddc nidng va nén xem xét & bénh nhén ¢6 nong do
salicylat huyét tuong > 700 mg/L (5,1 mmol/L), hodc thap hon lién quan dén cac tri¢u chung lam
sang hodc chuyén héa ning. Bénh nhan dudi 10 tudi hodc trén 70 tudi ting nguy co nhiém doc
salicylat va can thiét phai loc mau ¢ giai doan sém hon.

PAC TINH DUQC LUC HQC

Nhém duge ly: Ché phdm chira bismuth.

Ma ATC: A07BB. ‘

Téc nhéan lam dju véi tinh kiém (demulcent base) mang lai 16p pht bao vé cho phin duéi cta thue
quan, bao phtt mdt phén trong da day va gilt bismuth subsalicylat & duéi dang hon dich.

Cac nghién ciu in vitro han ché d3 cho thdy bismuth subsalicylat c6 mot vai hoat tinh chéng mot s6
vi khudn gdy bénh trong rudt, nhu Clostridium. Bacteroides, E. coli, Salmonella, Shigella,
campoylobacter (Helicobacter) va Yersina, nhung khong chéng lai cac vi khuén ki khi. Khong c6
day dt dir liéu chimg minh nhitng phat hién nay ¢6 lién quan dén két qua dicéu tri doi véi bénh nhén

str dung bismuth subsalicylat hay khong.

PAC TINH DUQC PONG HOC

Bismuth subsalicylat duoc chuyén thanh bismuth carbonat va natri salicylat trong rut non.

Sinh kha dung dudng ubng ctia bismuth duéi dang bismuth subsalicylat rat thap. Kha ning phén b
ctia bismuth trong cdc mo cta co thé nguoi 1a rat it.

Thanh thai than 13 con dudng thai trir chinh ctia bismuth duge hip thu trong co thé, tuy nhién thanh
thai qua mat cling ¢6 thé déng gép mot vai tro. Phin con lai duge thai trir theo phan dudi dang mudi
bismuth khong tan. Sau khi ding liéu t6i da méi ngay doi v6i ngudi 16n, thoi gian ban thai trung
binh xép xi 33 givr va ndng do dinh ctia bismuth trong huyét twong con lai dudi 35 ppb.

Salicylat dwoc hép thu tir rudt va phan phdi nhanh chéng dén tit ca cdc mod co thé. Nong d6 dinh
trong trong huyét tuong sau khi ding lidu toi da khuyén cdo mdi ngay 1a khoang 110 pg/ml. Salicylat
duroc thai trir nhanh chéng khoéi co thé voi thoi gian bén thai trung binh Xap xi 4 — 5.5 gio.

QUY CACH PONG GOI
Hop 06 vi x 10 vién nén nhai. Vi bdm AJ/PVC trong.
Hop 10 vi x 10 vién nén nhai. Vi bAm AJ/PVC trong.
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T hwéng din siv dung thude

BAO QUAN
Noi kho, khéng qua 30°C, tranh dnh séng. 1

HAN DUNG

36 thang (ké tir ngly sn xuat).

TIEU CHUAN CHAT LUQNG

Tiéu chuan nha san xuat.

Co s& san Xuat:
CONG TY CO PHAN MEDCEN
L6 F10, Budng s6 6, KCN Hoa Binh, Nhi Thanh, Thi Thira, Long An, Viét Nam.
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