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Xac nhén ndi dung quang céo thudc:

STT Tén thube S6 gidy ding ky lwu hanh

1 Panadol cam cim VD-16582-12

Don d& nghi s6: CHVN/CHPAN/0046/17b
Tén co s& dé nghi x4c nhan: Van phong dai dién GlaxoSmithKline Pte. Ltd tai
TP. Ho6 Chi Minh
Dia chi: Phong 701, lau 7, Toa nha Metropolitan, 235 Pong Khéi, Quan 1,
TP. Ho6 Chi Minh
Phuong tién quéng cdo: Treén sich, bdo, tap chi, to roi, bao dién tir va cic
trang thong tin dién tir cho cong chiing
S6 gidy xac nhan: 04 50/2017/XNQC/QLD
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Thanh ph{‘nn: MGi vién chira Paracetamol 500 mg, Caffeine 25 mg va Phenylephrine hydrochloride 5 mg. Chi dinh: Panadol Cam
cum lam giam céc triéu chimg clia cam cim ghu spt, dau va xung hyyét mii. Lieu luong & cach dung: Chi ding dudng uong.
Khéng diing qua liéu chi dinh. Nén sir dung liéu thap nhat can thiet dé co hiéu qua diéu tri. Neuoi Ién (ké ca ngudi cao tudi) va tré

cem tr 12 toi trg 1én: Nén dung 1 hodc 2 vién moi lan, ¢ the dung t6i 4 lan ;ngay. Lieu toi da hang ngay: 8 vién trong 24 gid.

Khoang cach liéu toi thiéu: 4 gio. Thoi gian t0i da.dimg thuoc khong cé e van cia bac sp: 7 ngay. Tré em dudi 12 tudi: Khong
khuyén nghi dung thudc nay cﬁo tré em dudi 12 tudi. Chong chi dinh: Khong dung thudc cho bénh nhan ¢6 tién sir qua man voi
paracetamol, cafleine, phenylephrine hogc vdi bat ky ta duoc nao ctia thude, bénh nhan dang ding hoic di dung trong 2 tuin gan
day cac thuoc trc che monoamine oxidase. Than trong va cac lwu y dic biét: Bac sy can canh bao bénh nhén ve céc dau hiéu cua
Fhén ung trén da nghiém trong nhu hoi chimg Stevens-Johnson (SIS), hdi chimg hoai tir da nhiem dog (TEN) hay hoi chimng Lyell,
n0i chimg ngoai ban mun mu toan than cap tinh (AGEP). Chira paracetamol. Khong duing véi céc thuoe khac c6 chira paracetamol,
cge thu6e chong xung huyet va céc thuoe chong cam ctim khac. Str dung dong thoi céc, tﬁgéc khéc c6 chura paracetamol ¢6 thé dan
dén tinh trang qua lieu. Duing qu4 lieu Earacetamol co the gy suy gan, dicu nay co thé dan dén viéc ghég) ghan hay tir vong. Pa co
bao cdo truong hop,roi loan/suy giam chirc ning gan ¢ nhimg bén|y1 nhén bi thieu hut gJutathione nhu suy dinh dudng, biéng an tram
trong, ¢o chi so khoi co thé thap hodc ngydi nghién rugu man tinh. Tham khao v kién béc sy trude khi dung thuoc nay cho bénh
nhin dang bi cidc bénh sau: Cao huyét 4p, Bénh tim mach, Dai thdo duong, Cuong gidp, Glaucoma géc dong, Budu
Phaeochromocytoma, Phi dai tuyén tién liét, Bénh mach tic nghén (Hoi chimg Raynaud’s), Suy giam chiic ning gan hoic than. Co
sur gia tang ngui/ co gy hai cua Paracetamol doi v6i gan trén nhiing bénh nhan dang bi cac bénh vé gan. Nhiing Eénh nhan ¢ irang
thai th]éll?ll,lt glutathione nhu nhiém triing mau, sir cimg paracetamol c6 thé lam ting nguy co chuyén hda acid trong m#v Thén
trong khi dung thuoc cho nhiing bénh nhan dang dung cac thude chen beta, va cac thude ha huyet ap khac, thudc chong iram cam
3 vong. Khong nén dung thudce cho nhiing bénh nhan dang duing cac thude kich thich than kinh giao cam. Tranh dung qua nhiéu
caffeine trong khi dang §Em thudc nay. Néu cdc triéu chimg con dai dang, tham khao y kién bac sy. Dé xa tam tay tré em. Thudc
¢ chira Eurocol Sunset Yelﬁ)w (E110), co thé gy phan (mg di timg. Thai kaf va cho con bii: Kha ning sinh san: Chua ¢4 dir liéu.
Phu nir mang thai: Khong khuyén nghi dung thude nay cho phu nir mang thai. Paracetamol: Céc nghién clru trén nguoi va dong
vat van chua xac dinh dugc bat ky nguy co nao ctia paracetamol doi vai thai ky hodc su phat trién phoi thai. C. q)%}ine: Khong
khuyen nghi diing thudc nay trong thdi ky mang thai do c6 kha nang lam tang nguy co say Lﬁai tu nhién lién quan toi viée tich Iy
caﬂ%ine trong co the. Phenylephrine: Chua c6 dir liéu. Phu nir cho con bii: Néu k ong co chi dinh cua bac s§ thi khong nén diing
thuoe nay trong thoi gian dang cho con bu, Paracetamol: Cac nghién ciiu trén ngudi véi Paracetamol & licu dung khuyén nghi
khong xac dinh dyoc bat cir nguy co nao doi véi phu nir cho ¢on bu hoac tré bi, me. Caffeine: Caffeine trong sita me ¢6 tﬁé ¢o tac
dungT(fcb thich doi vdi tré bu me nhung van chua quan sat thay doc tinh dang k&. Phenylephrine: Phenylephrine c6 thé bai tict vao
stia me. Anh hudng 1€n khé ning ldi xe va vin hanh may méc: Bénh nhan bi chong mat do dung thuog khong nén lai xe va van
hanh may moéc. Tac dung khéng mong muon: Paracetamol: Réi loan mdu va hé bach huyeét: Giam tiéu cau. Roi logn hé mién
dich: Phan (mg qya man. Phan tmg di tmg da nhu: ban do, phi mach, héi chimg Stevens-Johnson. Roi loan hé ha hap, nguc va
trung that: Co that phé quan & cac bénh nhan nhay cam voi aspirin va cac NSAID khac. Roi logn gan mdt: Bét thuyong gan.
Caffeine: Khong xéc dinh) duge tan suat xuat hién cac tac dung khong mong muon nay. Hé than kinh trung wong: Bon chon, chong
mat. Khi dung liéu khuyen nghi paracetamol-gaffeine ciing voi che do An uong cé nhiéu caffeine, ¢6 thé 7ap cac tac dyng phu do
ug li€u caffeine nhu mat ngu, thao thirg, lo lang, c4u kinh, dau dau, rdi loan tiéu hda, hoi hop. Phenylephrine: Ciic r6i loan tam
than: Bon chon. Cdac roi loan trén hé than kinh: Pau day, chong mat, mat ngu. Cdc roi logn trép tim: Tang huyet ap. Cdc roi loan
trén diwong tieu,héa: Buon non, non. Cdc roi loan yé mat: Gian dong tir, glaucoma gée dong cép tinh, thuong hay xay ra & nhiing
bénh nhén ¢6 tién sir bi glaucoma goc dong. Cdc roi logn trén tim: Nhip tim nhanh, hoi hop. Cdc roi loan da va dirdi da: Phan (mg
di tmg (nhu phét ban, may day, viém da di tmg). Cdc roi loan thgn vq dwong tiét niéu: Tieu Euét. bi tieu. Thuong hay xay ra & nhimg
benh nhén bi dudng tigu tac ngh&n nhu bénh nhén phi dai tuyén tién liét. Thong bio cho bac sy céc tac dung khong mong muon
gip phai khi ding thude. Siin xuat tai: Cong Ty C0 Phan Duoc Pham SANOFI-SYNTHELABO VIET NAM, 15/6C Pang Vin
i, Tha Die, Thanh pho Ho Chi Minh, Viét Nam. Poc ky hwéng din siv dung truée khi dung. So6 giay xac nhan ndi dung quang
cao thude cia Bo Y te: ... /XXNQC ..., ngay .,. thang ... nim...
PANADOL I3 nhan hiéu s hitu boi hoac cap phép cho Tap doan GSK.
Kich thudc toi thiéu: « 1:1 vdi edce hinh thirc: in sdch bdo, tap chi, to roi, trén bado dién tir & cdc trang thong tin dién tir danh cho
cong chiing. CHV§I/CHPAN/0046/1 7b







