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S6: 147/2017/XNQC-QLD Ha Noi, ngay. AS. thang.c.s. nam 2017

GIAY XAC NHAN NOI DUNG QUANG CAO THUOC
Tén 16 chic, cd nhan: Van phong dai dién GlaxoSmithKline Pte. Ltd tai TP. Ho
Chi Minh

bia chi: Phong 701, lau 7, Toa nha Metropolitan, 235 Pong Khoi, Quan 1, TP.
Ho6 Chi Minh

bién thoai: 08 3827 5929 Fax: 08 3827 5927
STT Tén thuoc So dang ky thuoc
1 Panadol Extra with Optizorb VN-19964-16

Phuong tién quang cao: Trén sich, bdo, tap chi, to roi, bang, bién, ap phich, decal,
man hinh chuyén quang cdo, bdo dién tu va cdc trang thong tin dién t cho cong
chung.

Noi dung quang cao: Theo ndi dung gom 01 trang (ma code: CHPAN/0039/16h) ¢
dong dau xdc nhan cua Cuc Quan ly Dugc dinh kém Gidy xdc nhan nay.

Vin phong dai dién GlaxoSmithKline Pte. Ltd tai TP. H6 Chi Minh ¢6 trdch nhiéry
quang cdo ding ndi dung da dugc xdc nhan.
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Thanh phan: Mdi vién nén bao phim chifa 500 mg paracetamol va 65 mg caffeine. Chi dinh: Panadol Extra with Optizorb chia paracetamol la mdt chét ha sét, gidm dau va carfe ine la mot
chat tng cuding tdc dung giam dau clia paracetamol. Panadol Extra with Optizorb  hiéu qué trong: Diéu trj dau nhe dén visa va ha s6t bao gdm: Bau déu, dau ntia déu, dau g dai oung kinh
dau hong, dau coxuong, sét va dau sau khitiém véc xin, dau sau khi nhé rang hodc sau céc thd thudt nha khoa, dau réng, dau do viém xuong khdp. Liéu lwgng va cach dur.g: Nguoiln
(ké cdngudi cao tudi) va tré em tix 12 tudi o én: Chi ding duding udng. Nén dling 500 mq paracetamol/ 65 mq caffeine dén 1000 mg paracetamol/ 130 mg caffeine (1 ho=< . vién) mdi4 dén
6gionéu can. Liéu t6i da hang ngay: 4000 mg/ 520 mg (paracetamol/ caffeine). Khong duing qua liéu chi dinh. Nén st dung liéu thap nhat cén thiét dé c6 hiéu qua diéu tri. Thoi gian t6i thié
dung liéu lap lai: 4 gidt 17é em duti 12 tudi: khong khuyén nghi diing thudc nay cho tré em dudi 12 tudi. Chéng chi dinh: Ching chi dinh cho nhiing bénh nhén ¢ tién stf qué mén vd
paracetamol, caffeine hodc vdi bat ky ta dudc nao clia thudc. Than trong va luu y dac biét: Bac sy cin canh bao bénh nhan vé cac déu hidu cia phan ting trén da nghiém trong nhut ho
chting Stevens-Johnson (SJS), hoi ching hoai tirda nhiém doc (TEN) hay hoi chiing Lyell, hdi chiing ngoaiban mun mdi toan than cdptinh (AGEP). Chifa paracetamol. Khdng dling véi cac thudc
khéc cd chiia paracetamol. Sirdung déng thdi céc thudc khéc b chiia paracetamol 6 thé dan dén tinh trang qué liéu. Ding qua liéu paracetamol ¢6 thé géy ra suy gan, diéu nay cd thé dan dén
viéc ghép gan hay tivong Trén cac bénh nhan dang bi cac bénh vé gan, cd su gia téing nguy co gdy hai clia paracetamol dGi vdi gan. Tham khdo y kién bac sy trudc khi duing thudc nay cho céc
bénh nhén duigc chan doan la suy gan hodc suy than. a 6 bo cdo tniing hop i loan/suy giam chiic nang gan & nhiing bénh nhén bi thiéu hut glutathione nhuf sty dinh duing, biéng an
tram trong, 6 chi s khdi cor thé thap hodc ngusi nghién nigu man tinh. Nhiimg bénh nhan & trang thdi thiéu hut glutathione nhu nhiém triing méu, strdung paracetamol ¢ thé lam tang nguy
a0 chuyén hda acid trong méu. Néu céc triéu chiing con dai dang, tham khéo kién bac sj. Tranh duing qud nhiéu caffeine (vi du nhutirca phé, tra va mdtsd d6 udng dong hap khac) trong khi
dang dung thudc nay. D€ xa tam tay tré em. Phu ni mang thai va cho con bu: Kfidndng sinh sdn: Chua cd i liéu. Phu nitmang thai: Paracetamol: Cac nghién clu trén ngutiva dong
vétvan chua xac dinh dugic bat ky nquy co'ndo clia paracetamol doi vdi thaiky hodc suphat trién phi tha. Gaffeine: Khdng khuyén nghi duing paracetamol-caffeine trong thof ky mang thai do
¢ kha nang lam téing nguy co'sdy thai tuf nhién lién quan tdi vic tich Iy caffeine trong o thé. Phu nicho con bui: Paracetamol va caffeine duicc baitiét vao sia me. Paraceramol; Cac nghién
(i trén nquii vdi paracetamol & [iéu diing khuyén nghi khong xc dinh dugic bt et nguy <o nao dGivdi phu ni cho con bii hodc tré bt me. (afeine: Caffeine trong stia me  the ¢ tdc dung
kich thich ddi i tré (i me nhung cho dén nay van chua quan sdt thdy doc tinh dang k€ Docky hudng dan sit dung trudc khi diing. San xuat tai: GlaxoSmithKline Dungarvan Ltd
Knockbrack, Dungarvan, Co. Waterford, Ireland. Bong gdi tai: Sterling Drug (M) Sdn. Bnd. Lot. 89, Jalan Enggang, Ampang/Ulu Kelang Industrial Estate 54200 Selangor, Malaysia. Nha
nhap khau: (ing ty TNHH MTV Vimedimex Binh Duong — 56 18 L1-2VSIP I, duing 56 3, Khu Cng nghiép Viét Nam — Singapore 2, Phuong Hoa Pha, TR Tha Dau Mét, Tinh Binh Duong.
S8 gidy xdc nhan ndi dung quing o thudc cdia Cuuc Quan Ly Dugc ox/xoo/XNQC-QLD, ngay . . . thang. . ..nam......
PANADOL fa nhan higu & hitu béi hodc cap phép choTap doan GSK.
Kich thuc i thiu:  1:1 vdi cdic hinh thic:in sdch b, tap ch, trrof vt phém indin: khay, K, trén b dién & cdic trang théng tin dién i dnh cho @ing chiing.  1:2 v hinh thiic bang bién, dp
Phich, poster, decal (ddn g myt trubc qudy thudc hodic trong khu wic trung bay ctia nha thudc) vaman hinh chuyén qudng cdo (khng ddt ngodi troi, khdng @ dm thanh) danh cho cong ching.
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