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So Giay xac nhdn ngi dung théng tin thuoc cua Bo Y té:
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Tai liéu nay c6 10 trang. Théng tin chi tiét vé san pham xin xem tir trang 4 dén trang 9.
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Tai liéu théng tin thuée

GIAM PAU HIEU QUA CHO CAC TRIEU CHUNG DUOI PAY!"

\ Dau dau & Dau nua dau

Dau co xuong
Pau do viém xuong khop
Dau hong
\ Dau rang & Pau sau thu thuat nha khoa

\ Pau bung kinh

\ Sot & Pau sau khi tiém véc xin

*Céc triéu chimg ¢ muic do tir nhe dén vira ks S
vy /Cka
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Tai liéu théng tin thube

1. T& hudng dan sir dung thude Panadol Extra véi Optizorb.
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THONG TIN SAN PHAM

Panadol Extra with Optizorb

THANH PHAN

M3i vién nén bao phim chira:

Hoat chat:

Paracetarnol .o sovssmsmmwinan 500 mg
65 mg

Ta dugc: Starch pregelatinized, Povidone, Calcium carbonate,
Crospovidone, Sodium methyl parahydroxybenzoate (E219),
Sodium ethyl parahydroxybenzoate (E215) va Sodium propyl
parahydroxybenzoate (E217), Alginic acid, Magnesium stearate,
Opadry white YS-1-7003, Carnauba wax.

DANG BAO CHE

Vién nén bao phim.

Tai liéu théng tin thube

CHI PINH PIEU TRI

Panadol Extra with Optizorb chtra paracetamol 1a mot chét ha sot,
giam dau va caffeine la mdt chat tang cuong tac dung giam dau cua

paracetamol. Panadol Extra with Optizorb c¢6 hi¢u qua trong:
Piéu tri dau nhe dén vira va ha sot bao gom:

Pau dau

Pau nira dau

Dau co

Dau bung kinh

Dau hong

Dau co xuong

St va dau sau khi tiém vic xin

Pau sau khi nhé riang hodc sau cac thu thuat nha khoa

Dau rang

Pau do viém xuong khop.
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LIEU DUNG & CACH DUNG
Ngudi lom (ké ca ngudi cao tudi) va tré em tir 12 tudi tré 1én:
Chi dung dudng uéng.

Nén dung 500 mg paracetamol/ 65 mg caffeine dén 1000 mg paracetamol/ 130
mg caffeine (1 hodc 2 vién) mdi 4 dén 6 gio néu can.

Liéu t6i da hang ngay: 4000 mg/ 520 mg (paracetamol/ caffeine).
Khéng dung qua lidu chi dinh.

Nén sir dung liéu thép nhét cin thiét dé c6 hiéu qua diéu tri.

Thoi gian téi thiéu dung lidu 13p lai: 4 gio.

Tré em dudi 12 tudi: khong khuyén nghi ding thuée nay cho tré em dudi 12
tuoi.

CHONG CHI PINH

Chong chi dinh cho nhitng bénh nhan ¢6 tién sir qua man véi paracetamol,
caffeine hodc vai bat ky ta duge nao cua thudc.

THAN TRONG VA CAC LUU Y PAC BIET

Béc sy can canh bao bénh nhan vé céc ddu higu cta phan img trén da nghiém trong nhu

héi chimg Stevens-Johnson (SJS). hdi chimg hoai tir da nhiém doc (TEN) hay hdi ching

Lyell, hoi chirg ngoai ban mun mu toan than c¢ép tinh (AGEP).

Chira paracetamol. Khéng ding v&i céc thube khac c6 chira paracetamol. Str dung dong

thoi cée thude khac c6 chira paracetamol ¢6 thé din dén tinh trang qud liéu.

Dung qua liéu paracetamol cé thé gy ra suy gan, diéu nay cé thé din dén viéc ghép gan

hay tir vong.

Trén cdc bénh nhan dang bi cdc bénh vé gan, c6 sy gia ting nguy co gdy hai cia

paracetamol ddi v&i gan. Tham khao y kién béc sy trude khi ding thude nay cho ¢

bénh nhan duoce chan dodn la suy gan hodc suy than. ;
h

2

Di c6 bao cdo trudng hop rdi loan/suy giam chirc nang gan & nhirng bénh nhén bi t
hut glutathione nhu suy dinh dudng, biéng in trdm trong, c¢6 chi s& khéi co thé t
hoéc ngudi nghién rugu man tinh. y
Nhirng bénh nhan & trang thai thiéu hyt glutathione nhu nhiém tring mau, sir dyng
paracetamol co thé lam tdng nguy co o:cu\ms hoa acid trong mau.

Néu céc tridu chimg con dai ding, tham khao y kién béc sy.

Tranh diing qué nhiéu caffeine (vi du nhu tir ca phé, tra va mot sé dd uéng dong hop
khac) trong khi dang ding thudc nay.

Dé xa tim tay tré em.

Sodium methyl-, Sodium ethyl- va Sodium propyl-parahydroxybenzoate (E219, E215,
E217) ¢6 thé gay ra phan Gmg di Gmg (c6 thé bj tri hodn).
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Tai lidu théng tin thubc



THONG TIN SAN PHAM

THAI KY VA CHO CON BU
Kha niing sinh san

Chura ¢6 dir liéu.

Phu nir mang thai
Paracetamol

Céc nghién ctru trén ngudi va dong vat van chua xac dinh dugc bat ky
nguy co nao cua paracetamol doi véi thai ky hodc sy phat trién phoi thai.

Caffeine

Khong khuyén nghi ding paracetamol-caffeine trong thoi ky mang thai
do c6 kha néing lam téng nguy co say thai tu nhién lién quan téi viée tich
Iy caffeine trong co thé.

Phu nir cho con bu
Paracetamol va caffeine dugc bai tiét vao sita me.
Paracetamol

Céac nghién ctru trén ngudi v6i paracetamol ¢ liéu ding khuyén nghi
khong xéac dinh dugc bat cir nguy co nao doi vai phu nit cho con bl hodc
tré b me.

Tai liéu théng tin thubc

Caffeine

Caffeine trong sita me c6 thé co tac dung kich thich déi véi tré bi me
nhung cho dén nay van chua quan sat thay doc tinh dang ké.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Khéng cé anh huong dang ké.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC
DANG TUONG TAC KHAC

Str dung paracetamol hang ngay kéo dai lam ting téc dung chéng déng
mau cua warfarin va cdc loai coumarin khac dan dén ting nguy co chay
mau; dung thude khong thuong xuyén sé khong cé anh hudng dang ké.

TAC DUNG KHONG MONG MUON
Dir liéu thu dwgec tir thir nghiém lam sang

Céc tac dung khéng mong mudn thu duge tir dir liéu cua thir nghiém 1am
sang thuong hiém khi xay ra va trén mdt so it cac bénh nhén.




THONG TIN SAN PHAM

Dir li¢u thu dwge tir qua trinh lwu hanh san phim

Cac tac dung khong mong muon thu duge trong qué trinh luu hanh
san pham ¢ lidu ac:m khuyén nghi duge dua ra trong Um,zm dudi day
theo phan loai hé théng co quan cta co thé va tan suét xudt hién.

Dé phén loai mirc do thuong gip cac tic dung khong mong mudn, str
dung quy udc sau dy: Rét thuong gip (= 1/10), thuong gip (= 1/100,
<1/10), khéng thudng gip (= 1/1000, < 1/100), hiém gip (> 1/10000,
< 1/1000), rat hiém gip (< 1/10000), chua biét (khéng thé udc lugng
tir cac dir liéu hién co).

Tén suat xuat hién céac tac dung khong mong mudn duge ude lugng tir
cac bdo céo thu dugc trong qué trinh luu hanh san pham.

Tai liéu théng tin thube

Co quan Tac dung khéng mong mudn Tan suit
Paracetamol

R6i loan méu va hé | Giam tiéu cau. Rt hiém
bach huyét

Réi loan hé mién dich | Phan tmg qua man. Rét hiém

Phan tmg di img da nhu: ban da,
pht mach, hdi chimg Stevens-

Johnson.
R6i loan hé ho hép. | Co thit phé quan & cic bénh Rét hiém
nguc va trung thét nhian nhay cam vai aspirin va

cac NSAID khac.
R&i loan gan mat Bt thuong gan. Rét hiém
Caffeine
Hé than kinh trung | Bon chon. Chua biét
uwong

Choéng mat. Chura biét

Khi ding liéu khuyén nghi paracetamol-caffeine cing v&i ché do dn udng co
nhiéu caffeine, s& gdy ra cdc tic dung phu do qué lidu caffeine nhu mét ngu,
thao thire, lo ling, cau kinh, dau du, réi loan tiéu hoa, hdi hop.
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Tai liéu théng tin thubc
THONG TIN SAN PHAM

QUA LIEU VA CACH XU TRi

Paracetamol

D4au hiéu va Triéu chim

Dung qua liéu paracetamol cé thé gay suy gan, c6 thé dan dén tinh trang ghép gan hodc tir vong.

Dicu tri

Ap dung céc bién phap kiém soat y té ngay khi xay ra trudong hgp qua liéu tham chi khi céc triéu chimg cuta hién tugng qué liu
khong xuat hién.

C6 thé can st dung N-acetylcysteine hoiic methionine.
Caffeine

DAu hiéu va Triéu chim

Qué lidu caffeine c6 thé gay dau thugng vi, non, tang bai niéu, nhip tim nhanh, kich thich than kinh trung wong (mét ngt, thao thiic,
kich dong, boi roi, hoang s, run, co giat).

Khi dung thude qué lidu, cin chu y ring ngoai cac triéu chimg xay ra do qua lidu caffeine con c6 thé gay ra doc tinh nghiém trong
véi gan do qua liéu paracetamol.

Dicu tri
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Tai liéu théng tin thuée
THONG TIN SAN PHAM

HAN DUNG

24 thang ké tir ngay san xuét.

BAO QUAN

Bao quan dudi 30°C.

SAN XUAT TAI:

GlaxoSmithKline Dungarvan Ltd
Knockbrack, Dungarvan, Co. Waterford, Ireland.
PONG GOI TAI:

Sterling Drug (M) Sdn. Bhd.

Lot. 89, Jalan Enggang, Ampang/Ulu Kelang Industrial Estate
54200 Selangor, Malaysia.

Duya trén GDS phién bén 4.0 ngay 07 thang 07 nam 2015.
PANADOL la nhan hiéu s¢ hitu boi hogic cap phép cho Téap doan GSK.
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Tai liéu théng tin thuéc

_>_<_ pAU NHANH
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