BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOQC Poc lap - Tu do - Hanh phiic

S6: A7472017/XNQC-QLD Ha Noi, ngay.2.z. thang.c: <. nam 2017

GIAY XAC NHAN NOI DUNG QUANG CAO THUOC
Tén t6 chite, ¢4 nhan: VPPD GlaxoSmithKline Pte Ltd tai TP. Ho Chi Minh

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

Dién thoai: 08 3827 5929

STT Tén thuoc So dang ky thuoc

| Panadol Extra with Optizorb VN-19964-16

Phuong tién quang cdo: Trén sich, béo, tap chi, to roi, khay, ké cho cong chiing.

NoOi dung quang cdo: Theo noi dung gém 02 trang c6 déng ddu xdc nhan ctia Cuc
Quan ly Duoc dinh kém Gidy xdc nhé4n ndy.

VPDD GlaxoSmithKline Pte Ltd tai TP. H6 Chi Minh c6 trach nhiém quéng cdo din
ndi dung da dugc xac nhan.

KT. CUC TRUONG
PHO CUC TRUONG

uyeén Tat Pat
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*Gidm manh con dau v
Tacdung nhanh v/
Khéng gay budn'ngt v

9 phim chia 500 mg Patacetamol va 65 mg Caffeine.

Tai liéu gom 2 trang. Phdn thong tin chitiét vé sdn phdm: xem dtrang 2
$6 gidy xdc nhdn ndi dung qudng cdo thudc cuia Cuc Qudn Ly Duoc: xooc/so00/XNQC-QLD, ngay . . ..
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"Giam manh con dau v
Tacdung nhanh v
Khéng gay budn ngt v/

O phim chila 500 mg Paracetamol va &5 myg Caffeine

(¥) Cac triéu chiing & miic d6 tif nhe dén vida

Thanh phanzMbivien nén bao phim chiia 500 mg paracetamol va65ma caffeine, Chi dinh: Panadol Bxtra with Optizorb chiia paracetamol fa mdt chdt ha sdt, giam dau va caffeine |a mot
chét tang cueng tac dung giam dau cla paracetamol. Panadol Extra WithOptizorb ¢6 hiéu qua trong: Diéu trj dau nhe dén vita va ha s6tbao gom: Dau dau, dau nia dau, dau c, dau bung kinh,
dau hong, dau c@ Xuang, s6t va dau-sau khi tiém vac xin, dau sau khi nhd rang hodc sau cic thl thudt nha khoa, dau rang, dau do viem xuong khdp. Liéu hiong va cach diing: Niguoi ion
(kE cd nquitt cao tudi) v tré em i 12 tudi trtfén: Chi ding dung udng. Nén ding 500 mg paracetamol/ 65 mg caffeine dén 1000 mg paracetamol/ 130 mg caffeine (1 hodc 2 vién) mdi4 dén

6qitrnéu can. Liéu ti da hang ngay: 4000 ma/ 520 mq (paracetamol/ caffeine). Khong diing qué liéu chi dinh. Nén st dung liéu thap nhat cén thiét dé cd hiéu qua diéu . Thas gian ti thigu
diing liéu Ip lai: 4 i, 17¢ em duii 12 tudi: khdng khuyén nahi dung thuGe nay cho tré em dui 12 tui. Chding chi dinh: Chang chi dinh cho nhiing bénh nhan c6 tién sif qua mén véi
paracetamol, caffeine hodc vdi bat ki ta ducc nao clia thudc. Than trong va luu y dac biét: Bic sy can canh bao bénh nhan vé cac dau hiéu ctia phan ting trén da nghiém trong nhu hoi
chiing Stevens-Johnson (SJS), hdi chiing hoai ttrda nhiem doc ( TEN) hay hdi chiing Lyell, héi chiing ngoai ban mun mu toan than cdp tinh (AGEP). Chifa paracetamol. Khong dung vei dicthude
khéic cd chiia paracetamol. Sir dung ddng thdi cac thudc khdc c6 chia paracetamol cd thé dan dén tin hirangmaheu Dung qué liéu paracetamol ¢6 the gdy ra suy gan, diéu nay cd thé dan dén
viécghép gan hay trvong. Trén cdc bénh nhan dang bi La : bf‘!nh VE gan, (0 su gia tang nguy ¢ qay hai cia paracetamol doi vai gan.Tham khdo y kién bdc sy truc khi dung thudc nay cho cac
bénh nhén duoc chan doan la suy gan hodc suy than. Da cd béo cdo truting hap rdi loan/suy giam chuic nang gan & nhiing bénh nhan bi thiéu hut glutathione nhu suy dinh dudng, biéng an
trdm trong, co.ch 150 khai cothé thap hodc nquo namemm uman tinh. Nhiing bénh nhén G trang thdi thiéu hut glutathione nhu nhiém tring mau, strdy ujpara(etamulw thé lam t3 na nquy
cd chuyén hda acd trang méu. Néu cic triéu chiing cdn dai dang, tham khdo y kién bdc sy. Trédnh duing qud nhiéu caffeine (vidu nhu tirca phé, tra va mot sd dé udng dong hdp khdc) trong khi
dang dung thudcnay. DE xa tam tay tré em.Pht_mu’mangthalvamocon bui: Khd ndng sinh sdn: Chua ¢ dir liéu. Phu nizmang thai: Paracetamo: Gc nghién cdu tén nguti va dong
vt van chua xac dinh duoc bat ky nquy co nao clia paracetamol di vdi thai ky hodc su phat trién phoi thai. Caffeine: Khong khuyén nghi dung paracetamol-caffeine trong thoi ki mang thai do
¢ kha nang lam tang nquy co'sdy thai ty nhién lién quan tdi viec tich iy caffeine trong ca'thé. Phu nir cho con bid: Paracetamol va caffeine duci bai tiét vao siia me. Paracetamol: Cac nghién
(i trén nguci voi pam cetamol & liéu dling khuyén nghi khiing xdc dinh duoc bét clt nquy cornao ddi véi phu ni cho con bi hodc tré bii me. Caffeine: Caffeine trong sifa me ¢6 thé ¢ téc dung
kich thich ddi vdi & b me nhung cho dén nay van chua quan sét théy dac tinh dang k€. Docky huding dan st dung trudic khi ding. San xuat tai: GlaxoSmithKline Dungarvan Ltd.
Knockbrack, Dumaml (0. Waterford, Ireland. D(mg goi tai: Sterling Drug (M) Sdn. Bhd. Lot 89, Jalan Enggang, Ampang/Ulu Kelang Industrial Estate 54200 Selangor, Malaysia. Nha
nhap khau: (ng ty TNHH MTV Vimedimex Binh Duong — 56 18 L1-2VSIP Il dutng s6 3, Khu (ng nghiép Vet Nam — Singapore 2, Phudng Hoa Phd, TR Thd Dau Mat, Tinh Binh Duong.
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