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Tai liéu thong tin thuoc
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Tacdung nhanh v/
_Khéng gay budn'ngu v

PANADOL EXTRA WITH OPTIZORB
Giam dau hiéu qua cho céc triéu chimg dudi day*

v’ Dau diu & Pau nira diu

v Pau co xuong

v’ Pau do viém xuwong khop

v Dau hong

v Pau rang & Dau sau thu thuat nha khoa
v Pau bung Kkinh

Vv’ S6t & Pau sau khi tiém vic xin
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*Cac tri¢u ching & mirc dé tir nhe den vira

50 Giay xac nhan ndi dung thong tin thuoc cua Bo Y te: ... /XNTT/ ..., ngay.... thiang ..... nam ...
Phan thong tin chi tiet vé san pham xem & trang 2.
PANADOL la nhadn hiéu so hiru béi hodc cap phép cho Tap doan GSK.
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Tai ligu thong tin thuéc

TllANP

Mai hira:

Hog

Paaipotamol .t Nl o<avaroun: 500 mg
Cattine NSRS L. 8o 65 mg

Nized, Povidone, Calcium carbonate,

Cro&p thyl parahydroxybenzoate (E219),
Sodju dbenzoate (E215) va Sodium propyl
para AE217), Alginic acid, Magnesium
stearate € YS-1-7003, Carnauba wax.

DANG BAO CHE
Vién nén bao phim.

CHI PINH DIEU TR]
Panadol Extra with Optizorb chira paracetamol 12 mét chét ha sot, glam
dau va caffeine 1 mot chit tang cuomg tic dung giam dau cua
paracetamol. Panadol Extra with Optlzorb c6 hiéu qua trong:
Piéu tri dau nhe den vira vi ha sit bao gbm:

Pau dau. Pau nira ddu. Pau co. Pau bung kinh. Pau hong. Pau
co xuong. Sot va dau sau khi tiém vic xin. Pau sau khi nhd
rang hodc sau cac thu thudt nha khoa. Dau rang. Dau do viém
xuong khép.

LIEU DUNG & CACH DU NG

Ngudi lon (ke i ngudi cao tudi) va tré em tir 12 tudi tro 1én: Chi
dung duomg uong. Nén dung 500 mg paracetamol/ 65 mg caffeme
den 1000 mg paracetamol/ 130 mg caffeine (1 hodc 2 vién) mdi 4
dén 6 gid néu can. Licu téi da hang ngéy 4000 mg/ 520 mg
(paracetamol/ caffeine). Khong dung qua lleu chi dinh. Nén sir
dung lidu thap nhét cin thiét dé cé hiéu qua dleu tri. Thoi gian tm
thiéu ding liéu lap lai: 4 gio. Tré em duwdi 12 tubi: khong khuyén
nghi dung thude nay cho tré em dudi 12 tudi.

CHONG CHI PINH
Chéng chi dinh cho nhunz, benh nhan ¢o tién su qua m

THAN TRQNG VA CAC LL‘}U X })AC BIET

Bic sy cin canh bao bénh nhin vé cac déu h|¢u cua phan (m
nghiém trong nhu hdi chimg Stevens-Johnson (SJS), hdi chi
tir da nhiém ddc (TEN) hay héi chimg Lyell, hdi chimg ng
mun mu toan than cap tinh (AGEP).

Chira paracetamol. Khong dung véi cac thubc khic cé ch
paracetamol Sir dung dong thoi cac thude khac ¢6 chira paracelamo!
¢6 thé din dén unh trang qua lidu. . Ding qua lidu paracetamol co thé
gdy ra suy gan, diéu nay c6 thé din den vige ghep gan hay tr vong.
Trén cac bénh nhan dang bj céc bénh vé gan, ¢6 sy gia ting nguy co
gdy hai cua paracetamol dbi véi gan. Tham khao y kién béc sy truée
khi dung thude nay cho cdc bénh nhan duqc chan dodn 1a suy gan
hodc suy than. Da cé bao céo tru'cmg hop rdi loan/suy giam chirc ning
gan & nhung bénh nhan bi thleu hul glutathmne nhu suy dinh dudng,
biéng an tram trong, ¢6 chi s6 khdi co thé thap hodc ngudi nghién
rugu man tinh. Nhing bénh nhan ¢ trang thai th:eu hut glutathione
nhu nhiém triing méu str dung paracetamol c6 thé lam tang nguy co
chuyen hoa acid trong mau. Néu céc triéu chirg con dai dang, tham
khao ¥ kién bac A Tranh dung qua nhiéu caffeine (vi du nhu tir ca
phe tra va mdt so db ubng dong hop khac) trong khi dang dung thude
nay. Dé xa tim tay tré em. Sodium methyl-, Sodium ethyl- va
Sodium propyl-parahydroxybenzoate (E219, E215, E217) c6 thé gay
ra phan tmg di mg (c6 thé bi tri hodn).

TUONG TAC CUA THUOC VG! CAC THUOC KHAC VA
CAC DANG TUONG TAC KHAC

Surdung paracetamol hang ngay kéo dai lam tang tac dung chéng dong
mau clia warfarin va cac logi coumarin khac din dén tang nguy co chay
mau; ding thude khéng thudmg xuyén sé khong c6 anh huong déng keé.

THAI KY VA CHO CON BU

Kha niing sinh sin

Chura c6 dir ligu.

Phu nii mang thai

Paracetamol

Céc nghién clru trén ngudi va dong vét van chua xac dinh dugce bat
ky nguy co ndo cia paracetamol doi véi thai ky hodic sy phat trién
phéi thai.

T

Caffeine

Khdng khuyén nghi ding paracetamol-caffeine trong théi ky mang
thai do ¢6 kha néing lam tang nguy co say thai tw nhién lién quan toi
viéc tich lity caffeine trong co thé.

Phu nir cho con bu )

Paracetamol va caffeine dugce bai tiét vao sira me.
Paracetamol

Cac nghién ciru trén ngudi voi paracetamol o liéu diing khuyén
nghi khéng xac dinh duge bét cir nguy co nao ddi véi phu nir
cho con bi hodc tré bl me.

Caffeine

Caffeine trong sita me c6 thé co tac dung kich thich déi vai tré
bi me nhung cho dén nay van chua quan sat thiy ddc tinh
déng ké.

TAC DUNG KHONG MONG MUON

Dir ligu thu duge tir thir nghiém lam sang. Cac tac dung khong
mong mudn thu dugc tir dir ligu coa thir nghi¢m lam sang thudng
hiém khi xay ra va trén mot sO it cac bénh nhén. Dir li¢u thu duorc
tir qua trinh luu hanh san phidm. Céac tac dung khéng mong muén
thu dugce trong qua trinh luu hanh san pham o liéu dung khuyen
nghj dugc dua ra trong bang du¢i ddy theo phén loai hé théng co
quan cia co thé va tan suat xuat hign. Dé phan loai mirc do thudng
gap cac tic dung khéng mong mudn, sir dung quy ude sau ddy: Rt
thuong gap (= 1/10), thudng gap (= 1/100, <1/10), khéng thudng
gap (= 1/1000, < 1/100), hiém gap (= 1/10000,
< 1/1000), rit hiém gap (< 1/10000), chua biét (khéng thé wdc
lwgng tir cac dir ligu hién co). Tén sudt xuat hién cac tac dung
khong mong mudn duge ude lugng tir cac bao co thu duge trong
ua trinh luu hanh san pham.,

Tac dung khéng Tén suét
mong muon
| Giam tiéu cu [Rét hiém
| Phéan img qué man Rét hiém
| Phan tmg di ing da nhu: ban
' da, phu mach, hoi chimg
Stevens-Johnson
Réi loan hé ho Co that phé quan ¢ Rét hiém
hap, nguc va cac bénh nhan nhay
trung that cam v&i aspirin va cac
NSAID khac '
R&i loan gan mit Bit thudng gan Rt hiém
| Caffeine j
Hé than kinh B6n chon Chura biét
trung vong
Chdng mat | Chua biet |
Khi ding lidu khuyén nghi paracetamol—caffeine cing véi ché do
an udng co nhiey caffeine, s€ gdy ra cdc tac dung phy do qua liéu
caffeine nhu mét ngu, thao thic, lo ling, cau kinh, dau déu, roi
loan tiéu hoa, hoi hop.

DE XA TAM TAY TRE EM . ‘

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
SAN XUAT TAI:

GlaxoSmithKline Dungarvan Litd

Knockbrack, Dungarvan, Co. Waterford, Ireland.

DPONG GOI TAI:

Sterling Drug (M) Sdn. Bhd.

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