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Bismuth subsalicylate 262 m
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g Composition: Each tablet contains
| Bismuth subsalicylate...............
Excipients: q s

....262 mg

Indications/ Dosage and administration/ Contra-indi

tion:

and other inf

| Please read the package insert inside

| Storage: In & sealed package, at a dry place and below 30°C
Specifications: Manufacturer's i
Manufacturer |
HERA BIOPHARMACEUTICAL COMPANY LIMITED |
Address: Lot A17, Tu Ha Industrial Zone, Tu Ha Ward,

Huong Tra Town, Hue City, Vietnam ]

Keep out of reach of the children/ Read the leaflet carefully before using _
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SALI’.:UTH 262

Bismuth subsalicylate 262 m
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3 blisters x 10 tablets

e Thanh phdn: Méi vién nén cé chira
| Bismuth subsalicylate

Ta dugc: vira du 01 vién

Chi djnh/ Lidu ding/ Cach ding/ Chéng chi dinh va nhimg théng tin khac:
Xin xem k§ 1o hudng dén st dung

| Bao quan: Trong bao bl kin, noi khé rdo, nhiét 36 dudi 30°C
| Tiéu chudn: NSX

| Co s¢ sén xudt

CONG TY TNHH SINH DUQC PHAM HERA

Bia chi: L& A17, KCN Tir Ha, Phuémng Tu Ha,

Tx. Huong Tra, Thanh phé Hué, Viét Nam

DE thubc xa tém tay tré em/ Doc kj hudmg dén sir

262 mg
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//’?7;';\\ SALIMUTH 262/SALIMUTH 525
/X2 Vién nén Bismuth subsalicylate 262 mg/525
A coNG TY NN ién nén Bismuth subsalicylate mg mg
_f{'g TNHH )\

‘* SINH DUGC PHAM _H,

THANH PHAN VA HAM LUQNG

M&i vién nén c6 chira:

Hoat chiit:

Vién nén Bismuth subsalicylate 262 mg:

Bismuth subsalieylate. covsmamamsses 262 mg

Vién nén Bismuth subsalicylate 525 mg:

Bismnth subsalicylate..cmenmssvsrones 525 mg

Td dwogc: Microcrystalline cellulose 101, mannitol, povidone, croscarmellose sodium,
colloidal silicon dioxide, magnesium stearate.

DANG BAO CHE

Vién nén Bismuth subsalicylate 262 mg: Vién nén mau trang dén tring nga, hinh capsule,
hai mat khum, mot mat dugce dp chim chir “HERA”, mdt mdt tron ling, canh va thanh
vién lanh lan.

Vién nén Bismuth subsalicylate 525 mg: Vién nén mau tréng dén tring nga, hinh capsule, i
hai mit khum, mot mat dwoc dap chim chit “HERA”, mdt mit tron lang, canh va thanh

vién lanh lan.

CHI PINH

Lam giam trong cac tri€u ching:

— Tiéu chay khi di du lich

— Tiéu chay

— Khé chiu ¢ da day do dn uéng qué mirc, bao gém: o nong, kho tiéu, budn nédn, déy hot,
o hoi, cam giac day bung.

LIEU DUNG VA CACH DUNG

Liéu ding

Ngueoi lon va tré em tir 12 tuoi tré lén:

+ Trong truomg hop tiéu chay: Dang 2 vién 262 mg hogc 1 vién 525 mg (1 liéu) mdi 30

phut, hay 4 vién 262 mg hoac 2 vién 525 mg (2 lidu) mdi 1 gio.

+ Trong truong hgp dn udng qua mirc (khé chiu & da day, o néng, kho tiéu, budn nén):

Dung 2 vién 262 mg hodc 1 vién 525 mg (1 liéu) mdi 30 phut.

Khong dugc udng qué 8 liéu (16 vién) trong 24 gid.

St dung cho dén khi ngimg tiéu chay nhung khong dugce qua 2 ngay.

Tré dudi 12 tudi phai tham khao y kién ciia bac si.

Ubng nhiéu nudc dé tranh mét nuéce do bi tiéu chay.

Cach dung

Pudng udng.
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Ubng nguyén vién véi nude, khong duoc nhai.

CHONG CHI PINH

— Qué mén vé6i hoat chit hodc bét ky thanh phin nao ctia thudc.

— Quéa man vé&i aspirin hodc cac thube salicylate khac.

— Bénh nhan bi loét da day, roi loan chay mau, phan c6 mau hodc phéan den.

CANH BAO VA THAN TRONG KHI DUNG THUOC

— Hbi chitng Reye: Tré em va thanh thiéu nién c6 hoic dang hdi phuc sau khi bj thity dau
hoic cac triéu chimg giéng cim khéng nén sir dung thudc. Trong khi sir dung san phim,
néu c6 thay dbi vé& hanh vi kém theo budn nén va nén, can hoi y kién bac si ngay vi
nhitng triéu ching nay c6 thé 1a ddu hiéu sém cia hoi ching Reye — mdt bénh hiém giip
nhung nghiém trong.

— Canh béo di Gmg: Bénh nhén bi dj ing vai céc salicylate (bao gdm aspirin) hoic dang
dung céc thude salicylate khac khong nén dung thube vi san pham c6 chira salicylate.

— Bénh nhén bj sdt, ¢6 chat nhdy trong phan nén tham khéo y kién bac sf.

— Bénh nhan dang dung thudc chéng dong mau (lam lodng mau), dai thio dudng, git,
viém khop nén tham khao y kién bac si hodc duoe si.

— Khi dung thudc nay, phan va/hodc ludi c6 thé xuét hién mau den tam thdi nhung khong
hai.

— Ngirng str dung va tham khao y kién béc si néu cac tri¢u ching tré nén x4u hon hoic
kéo dai hon 2 ngay, U tai hodc mét thinh lyc, tiéu chay kéo dai hon 2 ngay.

Ta duoc

— San pham nay chira it hon 1 mmol (23 mg) natri (sodium) trong mot vién, vé co ban la
“khong chira natri”.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Chua c6 dir liéu day du vé viée sir dung thude & phu nit c6 thai.

Céc nghién ciru trén dong vat vé anh hudng dbi véi thai ky, su phét trién ctia phoi/thai, qua

trinh sinh va giai doan sau sinh con han ché. Nguy co tiém 4n d6i v6i con nguoi hién chua

duoc biét ro.

Khong str dung thude trong khi mang thai va cho con bu trir khi 1gi ich diéu trj vuot troi

hon nguy co tiém an.

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

Chua ¢6 nghién ctru nao vé& anh huéng dén kha ning 1ai xe va vén hanh may méc duoc

thuc hién.

TUONG TAC, TUONG KY CUA THUOC

Twong tac

— Thubc chéng dong mau: Mubi salicylate (bismuth subsalicylate) c6 thé lam ting nguy
co chay méu khi ding ddng thoi v6i thube chdng déng mau. Can theo dai viée didu tri
chéng déng, diéu chinh lidu thude chéng dong khi can thiét.

_ Thubc diéu tri dai thao duong: Téc dung ha duong huyét c6 thé tang khi dung dong thoi
v6i mudi saliclate. Can thén trong khi ding két hop.

— Ciprofloxacin: Bismuth subsalicylate lam gidm nhe ndng do dinh trong huyét twong va
AUC cua ciprofloxacin.
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— Doxycyclin: Bismuth subsalicylate lam giam su hép thu ctia doxycyclin. Trdnh ding
bismuth subsalicylate dé tw diéu tri dbi v6i du khach dang dung doxycyclin dé tu phong
sOt rét.

Twong ky

Do khéng c6 cic nghién ciru vé tinh twong ky, ctia thubc, khong tron 13n thude nay véi cac

thude khac.

TAC DUNG KHONG MONG MUON

Thuong gap, ADR > 1/100

— Nhudm den phéan hodc ludi, lam bién ddi mau rang (co phuc héi).

It gap, 1/1.000 < ADR < 1/100

— Budn noén, ndn.

Hiém gap, ADR < 1/1.000

— Daoc tinh than, bénh ndo, doc tinh thén kinh.

Théng bdo ngay cho bdc st hodc dwoc sT khi gdp cdc tac dung khong mong muén nhu trén

khi stk dung thudc hodc bdo cdo cdc phan iing ¢é hai ctia thuéc vé Trung tdm Quoc gia vé

Théng tin thuéc va Theo dbi phan img c6 hai cia thuée (DI & ADR).

QUA LIEU VA CACH XU TRi

Triéu chirng

Budn ndn, ndn, tiéu chay, thé cham, u tai, sbt, tim dap nhanh, lo mo, té mat cam gidc, ngira

va co giat.

Cdch xir tri

Géay non hodc rira da day, sir dung than hoat tinh. Truyén dich, loc mau, tham phéan phuc

mac hodc truyén mau la can thiét cho nhiing truong hop qué liéu nghiém trong. Theo ddi \%
nong do salicylate trong huyeét than? cho dén khi ndng d6 thude giérp duéi mirc nhiém doc. {JY
Theo doi chit ché cac chirc nang song va ap dung cac bién phap diéu tri ndng d& phu hop. IC PHA
Dic biét, can luu y dén nguy co phi phdi va co giat, tién hanh theo doi lién tuc dé phat R
hi¢n sém va cé hudng can thiép kip thoi. 4
DUOC LUC HOC =

Nhém duwoce ly: Chat hap phu dudng rudt nhom Bismuth

Ma ATC: AOTBB

Bismuth subsalicylate c6 kha nang bao vé niém mac da day thong qua viéc gén két tai vi
tri loét va trén bé mat niém mac, gin véi acid mat, dong thoi lam giam ndng do
prostaglandin ndi sinh va bicarbonate.

Bismuth subsalicylate 1am giam sd 1dn di tiéu, 1am rin phén, binh thudng hoa sy van
chuyén dich trong rudt théng qua cac co ché khang tiét, lién két véi doc t6 vi khuan va thé
hién hoat tinh khang khuén & bénh nhén tiéu chay.

DUQC DPONG HQC

Sau khi udng, bismuth subsalicylate dugc bién ddi thanh bismuth carbonate va sodium
salicylate ¢ rudt non.

Sinh kha dung duong udng cua bismuth subsalicylate rat thap. Kha ning phan bb cia
bismuth trong cdc md co thé ngudi rit it. Thai trir qua than 1a con dudng chinh dé loai
bismuth ra khéi co thé, mic du bismuth cling dugc bai tiét qua mét. Phén con lai cia thude
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duoc bai tiét qua phan duéi dang mudi bismuth khong hoa tan. Sau khi ubng liéu khuyén
cdo hiing ngay t6i da cho ngudi 16n, thoi gian bén thai sinh hoc trung binh khoang 33 git
va ndng do dinh trong huyét twong ciia bismuth dat duéi 35 ppb.

Salicylate hap thu nhanh qua rudt va phan b rong khip cac mb trong co thé. Sau khi dung
lidu tbi da hing ngay, ndng do dinh trong huyét twong dat khoang 110 pg/ml. Salicylate
duogc bai tiét nhanh ra khoi co thé va thoi gian ban thai trung binh khoang 4 — 5.5 gio.
QUY CACH PONG GOI

Hop 3 vi x 10 vién.

BAO QUAN

Bao quan trong bao bi kin, noi kho rdo, nhiét do dudi 30°C.

TIEU CHUAN CHAT LUQONG

Nha san xuat.

HAN DUNG

36 thang ké tir ngay san xuét.

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han diing (Exp. date): xin xem trén nhén
bao bi.

San xudt tai:

Cong ty TNHH Sinh Dwgc phim HERA

L6 A17 Khu céng nghiép Tir Ha, phieong Tir Ha, thi xd Hwong Tra, thanh phé Hué, Viét
Nam.
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