e
o

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phuac

GIAY XAC NHAN
NOI DUNG QUANG CAO THUOC

Tén Co quan xac nhan: Cuc Quan ly Duge-Bo Y té

Xac nhan ndi dung quang céo thudc:

STT Tén thubc S6 gidy ding ky lwu hanh

1 | Panadol Extra With Optizob VN-19964-16

Pon d& nghi s6: CHVN/CHPAN/0021/17e

Tén co s& dé nghi xac nhan: Van phong dai dién GlaxoSmithKline Pte. Ltd tai
TP. Ho Chi Minh

Dia chi: Phong 701, 1au 7, Toa nha Metropolitan, 235 Pong Khdi, Quan 1,
TP. Ho Chi Minh

Phuong tién quang céo: Trén bao dién tir cho cong ching

86 gidy xac nhan: ¢:546.5./2017/XNQC/QLD

Ha N¢i, ngay | thang Llndm 2018

KT. CUC TRUONG
PHO CUC TRU()’}W

\‘Ng'(f‘én Tat Pat

31 -0 108 9






S
VAN PHONGNA
DAIDIEN \™

%\ TALTHANH PHG |
f%HOCHMWH ~ )

Panadol Extra 673\7.-
with Optizorb (&)

Giam dau NHANH*

*Céc triéu chirng & mirc do tir nhe dén viva

ailiet gom 2 frang. Phan thong tin chi tiét vé san pham: xem & trang 2.
'V'ié'yv:xéc'nhén ndi dung quang céo thuoc cia B4 Y té: ... /XNQC ..., ngay ... thang

S 208



=

i

... T

=
.
G




Panadol Extra /.
with Optizorh (&

Giam dau NHANH*
*Céc triéu chirng & mrc do tir nhe dén viva

Thanh phan: Mai vién nén bao phim chifa 500 mg paracetamol va 65 mg caffeine. Chi dinh:
Panadol Extrawith Optizorh chifa paracetamol la mot chétha sot, gidm dau va caffeine la mot
chat tang cuding téc dung giam dau ctia paracetamol. Panadol Extra with Optizorh c6 hiéu
qua trong: Diéu tri dau nhe dén vira va ha sot bao gom: Dau dév, dau nifa dau, dau co, dau
bungkinh, dau hong, dau ca xuang, sot va dau sau khi tiém vac xin, dau sau khi nhé rang hoac
sau cdc thi thudt nha khoa, dau rang, dau do viém xuong khop. Liéu lugng va cach dung:
Ngutildn (ké canguoicaotudi) vatréem tir 12 tuditrdlén: Chi ding duting uong. Nén diing 500
mg paracetamol/ 65 mg caffeine dén 1000 mq paracetamol/ 130 mg caffeine (1 hodc 2 vién)
moi 4 dén 6 gid néu can. Liéu toi da hang ngay: 4000 mg/ 520 mg (paracetamol/ caffeine).
énsti iéu thap nhat can thiét dé o hiéu qua diéu tr. Thai
A 6ng khuyén nghi duing thudc nay
cho tréem du6i 12 tudi. Chdng chi dinh: Chdng chi dinh chonhiing an cotiénstrqua
man vdi paracetamol, caffeine hodc vdi bt ky ta dugc nao cia thudc. Than trong va luu y

dacbiét: Bacsy cin cdnh hdo bénh nhan vé céc dau hiéu cia phan ting trén danghiém trong
nhut hdi chiing Stevens-Johnson (S15), hdi chiing hoai ttt da nhiém dac (TEN) hay hoi chiing
Lyell, hdi chiing ngoai ban mun m toan than cap tinh (AGEP). Chifa paracetamol. Khong
diing vdi cdc thudc khdc ¢ chifa paracetamol. St dung dong thoi cdc thudc khac c6 chifa
paracetamol 6 thé dan dén tinh trang qualiéu. Dung qué liéu paracetamol 6 thé gay ra suy
gan, diéu nay c6 thé dan dén viécghép gan hay tirvong. Trén cacbénh nhan dang bi cacbénh
vé gan, ¢d sy gia tang nquy ¢o gay hai ctia paracetamol d6i vdi gan. Tham khao y kién bac s§
trudc khi dung thudc nay cho cdc bénh nhan dugc chan dodn 1a suy gan hodc suy than. Ba ¢
bédo cdo trudng hop rdi loan/suy gidm chiic ndng gan & nhiing bénh nhén b thiéu hut
glutathione nhufsuy dinh duGng, biéng an trém trong, cd chi s khoi ca thé thép hodc ngubi
nghién ruou man tinh. Nhiing bénh nhian 6 trang thai thiéu hut glutathione nhu nhiém triing
mau, st dung paracetamol cd thé lam tang nquy co chuyén ha acid trong mau. Néu céc triéu
chiing con dai dang, tham khao y kién béc s. Tranh diing qué nhiéu caffeine (vi du nhu tifca
phé, tra vamot s6 d6 udng ddng hop khéc) trong khi dang dung thudc nay. Dé xa tam tay tré
em. Phu nit mang thai va cho con bi: Khid nang sinh san: Chta 6 di liéu. Phu nir mang
thai: Paracetamol: Cac nghién ciu trén ngudi va dong vat van chua xc dinh dugc bat ky nguy
(0'nao clia paracetamol 6 vdi thai ky hoac suf phét trién phoi thai. Caffeine: Khong khuyén
nghi ding paracetamol-caffeine trong thi ky mang thai do cd khd nang lam tang nquy cosdy
thai tunhién lién quan tdi viéc tich liiy caffeine trong cothé. Phu nircho con bii: Paracetamol va
caffeine duoc bai tiét vao sifa me. Paracetamol: Gac nghién cuu trén ngu@ y
liéu diing khuyén nghi khdng xc dinh duochat afnguy conao ddi véi phu i cho con bii hoac
tré b me. Caffeine: Caffeine trong sitame ¢ thé c6 tac dung kich thich ddi vdi tré bime nhung
cho dén nay van chua quan sat thay ddc tinh déng ké.
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TACDUNG KHONG MONG MUON
Tan sudt xuat hién @ac id

Roi loan hé mién dich Phdn (ing qua man. Rat hiem
Phén ting di ing da nhu; ban da,
phi mach, hdi chiing Stevens-Johnson.

Rai loan hé ho hap, nguc va (o that phé quan & cdc bénh nhan nhay cam | Rat hiém
trung that vdi aspirin va cac NSAID khac.

Roi loan gan mat Bat thuting

Hé than kinh trung uong Bon chon.
Khi dung lié én nghi paracetamol-caffeine ciing vdi 0 an uo € g
phu do qué liéu caffeine nhu mat ngd, thao thic, lolang

Docky hudng dan sit dung trudc khi dimg. San xuat tai: GlaxoSmithKline Dungarvan Ltd. Knockbrack, Dungarvan, Co.
Waterford, Ireland. Déng gi tai: Sterling Drug (M) Sdn. Bhd. Lot. 89, Jalan Enggang, Ampang/Ulu Kelang Industrial Estate
54200 Selangor, Malaysia. PANADOL Ia nhan hiéu s¢ hituboThoac cap phép cho Tap doan GSK.
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Hinh anh minh hoa st* dung trén trang thong tin dién tur
Trang 1
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Giam dau NHANH* T

*C4c triéu chirng & mrc dd tir nhe dén vira
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Hinh anh minh hoa str dung trén trang théng tin dién tir
Trang 2

p‘j o-ac

dacbiét: Bacsj can canh bdo bénh nhan vé cac dau hiéu clia phan ting trén da nghiém trong TAC DUNG KHONG MONG MUON
) nht hoi chiing Stevens-Johnson (SJS), hoi chiing hoai tir da nhiém ddc (TEN) hay hdi ching Tan suat xuat hién cac tac dung khéng mong mudn duge udc lugng tir cdc bdo cdo thu duoc trong qud trinh lus hanh san pham.

vmamQO\ MXH\N Lyell, hoi chiing ngoai ban mun m toan than cap tinh (AGEP). Chia paracetamol. Khéng [Goquan | Tacdungkhong mong muon it e

with H - diing vdi cic 9:& khdc co chiia paracetamol. Sif dung dong thai cic thuoc éﬁ €0 chira
°b n.\ ZOr D paracetamol 6 thé dan dén tinh trang qua liéu. Ding qué liéu paracetamol 6 the gay ra suy Paracetamol

Giam dau NHANH® gan, diéu nay c6 thé dan dénviec ghép gan hay tirvong. Trén cc bénh nhén dang bi cicbénh R6iloan mau va hé bach huyét | Gidm tiéu cau.

VE gan, 6 st gia tang nguy <0 géy hai ctia paracetamol ddi véi gan. Tham khdo y kién bdc sy Phan tng qua man.

trudc khi dung thudc nay cho cacbénh nhan dugc chan doan fa suy gan hodc suy than, Da Phan ting di tng da nhu: ban da,

bdo cdo truong hop roi loan/suy gidm chifc ndng gan & nhiing bénh nhan b thicu hut phit mach, héi chiing Stevens-Johnson.

glutathione nhu'suy dinh duéng, biéng an trdm trong, ¢6 chi 56 khoi o thé thap hodc nqudi — - - —
Thanh phan: Miviénnén bao phim chifa 500 mg paracetamol va 65 mq caffeine. Chi dinh nahién nou mantinh. Nhiing bénh nhén & trang thai thiéu hut glutathione nhu nhiém triing Roi loan hé h hdp, ngucva Co that phé quan § cdcbénh nhannhay cdm | Rathiém
Panadol Extra with Optizorb chifa paracetamol Ia mot chét ha sot, gidm dauva caffeine lamot mau, strdung paracetamol ¢ thé lam tang nguy o chuyén héa acid trong méu. Néu cic trigu trung that vai aspirin va cac NSAID khac

chatténg cuong tacdung giam dau ctia paracetamol. Panadol Extra with Optizorb c6 hieu chiing con dai dang, tham khéo y kién bac s, Tranh diing qué nhiéu caffeine (vidu nhutifca Réiloan gan mat Bat thudng gan.

qud trong: Diéu tri dau nhe dén vira va ha st bao gom: Dau dau, dau niia dau, dau c, dau phé, trava mot so da uong ddng hap khac) trong khi dang diing thudc nay. Dé xa tam tay tré QB,..“E -

bungkinh, dau hong, dau caxuong, s6t va dau sau khi tiém vacxin, dau sau khi nho ring hodc em. Phu nit mang thai va cho con bui: Khd nang sinh sdn: Chuta 6 dit liéu. Phu nit mang — — -
sau cic thi thuat nha khoa, dau rang, dau do viém xuong khép. Liéu igng va cach dung: thai: Paracetamol: Cac nghién ctiu trén nqudi va dong vat van chua xdc dinh dugc bat ky nguy He than kinh trung uong iﬁ
Noutrlin (ké cdnguti cao tudi) va tréem tir 12 tuditréén; Chi diing dugng udng. Nén diing 500 €0 nao clia paracetamol doi v thai ky hodc su phét trién phoi thai. Caffeine; Khong khuyén j at. Chua biét
mg paracetamol/ 65 mg caffeine dén 1000 mg paracetamol/ 130 mg caffeine (1 hodc 2 vién) nghidiing paracetamol-caffeine trong thi ky mang thai do cokhd nanglam tang nquy co'sdy

moi 4 dén 6 gid néu can. Liéu toi da hang ngay: 4000 mg/ ) i vi

*C4c tridu chirng & mirc do tir nhe dén vira

gian toi thiéu diing liéu lp lai: 4 gio. Tré em duti 12 tudi: khdng khuyén nghi diing thudc nay uding _&&m: nghikhong xicd h duocbat clfnguy conao ddi vl phu nit cho con bi hodc Doc ky hudng dan sif dung trudc khi dung. San xuat tai: GlaxoSmithKline Dungarvan Ltd. Knockbrack, Dungarvan, Co.

cho tré em dudi 12 tudi. Chang chi dinh: Chong chi dinh cho nhiing bénh nhan ¢ tiénstrqua tré bii me. (affeine: Caffeine trong st me o thé cd tac dung kich thich ddi véitré bime nhung Waterford, Ireland. Dong géi tai: Sterling Drug (M) Sdn. Bhd. Lot 89, Jalan Enggang, Ampang/Ulu Kelang Industrial Estate

man vdi paracetamol, caffeine hodc vdi bat ky ta dugc nao cla thudc. Than trong va luu y chodén nay van chua quan sét thay dc tinh dang ké 54200 Selangor, Malaysia. PANADOL [ nhan hiéu s¢hiw b1 fioac cap phép cho Tap doan GSK. AT 5
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