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CONG THUC:

Thénh phan dwoc chat: BISHNE SIBRHCTIAY . .. coossammmmamssmss s b 262 mg

Thanh phan td dicgc: Avicel 101, Scoralite DC 90ST (calci carbonat va tinh bdt ngbd),
Mannitol, Sodium starch glycolat, PVP K30, Aerosil, Ponceau 4R,
Magnesi stearat, Huong cam ...........c.ooevviniiinnnnn. vd 01 vién

DANG BAO CHE

Vién nén tron, mau héng, thanh va canh vién lanh lan.

CHI PINH

Lam gidm céc triéu chimg kho tiéu, ¢ néng, budn nén, dau da day va tiéu chay.

LIEU DUNG, CACH DUNG
* Liéu ding:
Ngudi 1én va tré em tir 12 tudi tro 1én: 2 vién/lin.
C6 thé ding lap lai liéu trén sau % - 1 gio néu cin, dén ti da 16 vién/ngay.
*Cdch ding:
Nhai nhtr vién thuée rdi nudt véi nuée.
CHONG CHI PINH
- Mén cam véi aspirin, cac thudc chéng viém khong steroid khéc hoic bit ki thanh
phén nao caa thuée.
- Bénh nhan suy than
- Phu nir ¢6 thai va cho con bu (xem phén “Sit dung thuéc cho phu nir cé thai va cho
con bu”)
CANH BAO VA THAN TRQNG KHI DUNG THUOC ’
- C6 mdi lién quan gitra viéc dung salicylat va hoi chung Reye khi sir dung thude cho
tré em. Hoi ching Reye 12 mot bénh rat hiém gip anh hudng dén ndo, gan va cé thé
gy tu vong. Vily do nay, khong nén dung salicylat cho tré em dudi 16 tudi, trir khi
c6 chi dinh déc biét (vi du: bénh Kawasaki).
- Khoéng dung cung aspirin.
- Khéng diung cho bénh nhan bi bénh Gout.
- Néu céc triéu chimg ning hon hodc kéo dai hon 2 ngay, cin tham khao ¥ kién cua
dugc si hodc béc si.
- Khoéng ding qua liéu quy dinh.
- Thubc cé chira Ponceau 4R c6 thé gdy ra cac phan tng di ung.
SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu nir ¢6 thai




Y '{}E‘??E‘??“ cua\ bismuth subsalicylat trén phu nir ¢6 thai va cho con bu chua duoc

anhjgmww téc kong ddi véi thai ky.

SRLOGEFRANCES én dong vat chua du dir lidu dé xac dinh nguy co tiém 4n cho nguoi
mang thai. Khong nén st dung Babismo 262 trong khi mang thai.

diiter

Phu nir cho con bu
- Thong tin vé su bai tiét cta bismuth subsalicylat vao stra trén ngudi hodc dong vat

con han ché. Dir liéu vé duge ly va duge dong hoc cho thiy bismuth subsalicylat co
thé bai tiét vao sita me va khong thé loai trir nguy co khi tré bu. Khéng nén duoc st
dung Babismo 262 trong thdoi ky cho con b

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

Khoéng co bao cao.

TUONG TAC, TUONG KY CUA THUOC

TUONG TAC CUA THUOC

Thubc chong déng mau: Mudi salicylat (bismuth subsalicylat) co thé lam tang nguy co chay mau
khi dung dong thoi voi thude chdng dong mau Coumarin. Cén theo di viéc diéu tri chéng déng,
diéu chinh lidu thude chdng déng khi cin thiét.

Thube chita bénh tiéu dudng dang uong loai Sulfonylure. Téc dung ha dudng huyét co thé ting
khi diing d6ng thoi véi mudi salicylat. Can than trong khi dung két hop.

TUONG KY CUA THUOC

Do khdng c6 céc nghién ciru vé tinh twong ky thude, khong tron ldn thude nay voi cac

thude khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Bismuth phan tmg véi HaS cua vi khuan dan dén hinh thanh bismuth sulfid tao thanh mau den &

khoang miéng va phan.

Thudng gap, ADR>1/100

Nhuém den phén hodc lu@i, lam bién mau ring (c6 phuc héi)

It gap, 1/1000<ADR<1/100

Budn non, non.

Hiém gép, ADR<1/1000

Ddc tinh than, bénh ndo, ddc tinh than kinh.

Thong bdo ngay cho bdc sy hodc dwoc sj nhitng tic dung khong mong muin gip phai khi sir

dung thuoc.

QUA LIEU VA CACH XU TRi

Triéu chirng:

- Tri¢u ching ngd doc bismuth bao gdm rdi loan tiéu hoa, di tng da, viém miéng
hodc d6i mau niém mac. O nudu cé thé xudt hi¢én m§t duwong mau xanh dédc trung.
- Ngod doc salicylat hay gip khi nf‘mg d6 salicylat trong huyét tuong > 350 mg/l (2,5

mmol/l). Hau hét c4c truong hop tir vong & nguoi lon xay ra khi néng do vuot qua
700 mg/I (5,1 mmol/l). Liéu don dudi 100 mg/kg khéng c6 kha ning gay ngd doc
nghiém trong.




NG TY C‘
( gmchun g0 doc salicylat gdm non mira, mat nudc, U tai, chéng mit, diéc, dd
LIE

e ){U chi cting cac xung gidi han, ting nhip h6 hip va thong khi. M6t s6
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f axit-bazo ¢d mit trong hau hét cac trudng hop.
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i< 0 hap hdn hop va nhiém toan chuyén héa thuong xay ra ¢ nguoi 16n

j ‘trcn 4 tudi véi pH dong mach binh thmmg hoic cao (ndng do ion H* binh
thuong hodc giam). O tré em tir 4 tudi trér xudng, phin 16n 12 nhidm toan chuyén
hoa v&i pH dong mach thip (ndng d6 ion H' ting). Nhiém toan cé thé lam ting vén
chuyén salicylat qua hang rao mau nio.

- Céc triéu chimg khong phé bién ciia ngd doc salicylat bao gom xuat huyét, ting m&
mau, ha dudng huyét, ha kali mau, giam tiéu cau, tdng chi s6 INR/ PTR, déng mau
ndi mach, suy than va pha phoi khéng do tim.

- So véi tré em cée tri¢u chirng ctia hé than kinh trung wong bao gdm nhim 14n, mét
phuong hudng, hon mé va co giat & ngudi lon it gap hon.

TQI

Xur tri:

- Dung than hoat tinh cho ngudi 16n trong vong mét giér sau khi uéng hon 250 mg /
kg. Kiém tra ndng do salicylat trong huyét twong, do mirc d¢ nghiém trong ctia ngd
doc khong phan énh hoan toan qua ndng do, céc triéu chimg lam sang va chi sd sinh
hoa phai duoc theo dai. Ting thai trir biang cach kiém héa nude tidu, sir dung natri
bicarbonat 1,26%. Cén theo doi thudng xuyén pH nudc tiéu. Nhiém toan chuyén
hoa can dung natri bicarbonate 8.4% tiém tinh mach (kiém tra chi s kali huyét
thanh lic dau). Khong nén ding thube loi tidu vi no khong ting thai salicylat ma
con ¢6 thé gay phu phdi.

- Chay than nhén tao 1a mot lua chon cho diéu tri ngo ddc néng va nén duge xem
x¢t 0 nhimg bénh nhan c6 ndng d¢ salicylat huyét twong >700mg/1 (5,1 mmol/l),
hodc nong d¢ thap hon nhung co céc tridu chimg vé 1am sang hodc chuyén hoa
nghiém trong. Bénh nhan dudi 10 tudi hodc trén 70 tudi co nguy co nhiém déc
salicylat va phdi dugc loc méau ¢ giai doan sém.

PAC TINH DUQC LUC HQOC

- Nhém thuée: Thude diéu tri dau da day, tiéu chay.

- Ma ATC: AO7B B

- Bismuth c6 tinh chit khang acid yéu.

- Bismuth subsalicylat c6 dung chéng tiéu chiy khéng chi bang céach kich thich su
hdp thy chét long va chat dién gidi qua thanh rudt ma con thity phan thanh axit
salicylic ¢6 tac dung tic ché sinh téng hop prostaglandin cé tac dung chéng viém va
giam nhu ddng rudt.

- Ngodi ra, bismuth subsalicylat con lién két duge voi cac doc td do E.coli san xudt.

DPAC TINH DUQC PONG HQC
Hﬁp thu:

- Sau khi udng, lugng bismuth dugc hip thu khéng déng ké, trong khi salicylat duoge
hap thu hoan toan va nhanh chéng tir rudt non.
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%P E hﬁfﬁj n phéan 1én trong da day thanh bismuth oxyclorid
va axit salicylic. 'It‘ﬁﬁhn abismuth subsalicylat phan ng véi céc anion khéc
dé tao thanh cac mueibismithkhong tan. Trong dai trang, cac mudi bismuth phan
{ing v6i hydro sunfua dé tao ra bismuth sulfid, mét loai mudi den khong tan gay ra

den ludi va phan.
Thai trir:

Phén bd va chuyén h

- Bismuth subsali

- Bismuth dugc bai tiét chu yéu qua phan, con gdc salicylat dugc bai tiét chi yéu qua
nude tiéu dudi dang axit salicylic tr do hodc cdc chét chuyén héa dang lién hop.

QUY CACH PONG GOI:
Hop 06 vi; 10 vix 10 vién.

BAO QUAN: Bio quan noi khé, nhiét 46 khéng qué 30°C, tranh 4nh séng.
HAN DUNG: 36 thang ké tir ngdy san xuAt.
TIEU CHUAN: TCCS.

CO SO SAN XUAT:
CONG TY CP LIEN DOANH DUGC PHAM ELOGE FRANCE VIET NAM
Dia chi: Khu céng nghiép Qué V&, xd Phuong Lidu, huyén Qué V4, tinh Bic Ninh
Dién thoai : 0222.3617.888  Fax : 0222.3617.789




