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Panadol Extra
Giam dau tur nhe dén vira- Ha s6t

Liéu lwong va cach ding

Chi dinh

Quy cach dong goi

- Panadol Extra chira paracetamol 1a mét chat ha sét,
\ giam dau va caffeine 1a mot chat tang cuong tac

" dung giam dau ctia paracetamol. Panadol Extra c6
hi¢u qua trong diéu tri dau nhe dén vira va ha sbt
bao gom:

“ Hop 15 vix 12 vién.
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Hop 2 vi x 12 vién.

' Pau ntra dau

‘ Pau co

| Bau bung kinh

' Pau hong

- Pau co xuong

‘ Sot va dau sau khi tiém véc xin

Dau sau khi nhé riang hoac sau thu thuat nha khoa
Dau rang

‘ DPau do viém xuong khép.

Chéng chi dinh
' 500 mg Paracetamol ‘ Bénh nhan c6 tién sir qua man vdi paracetamol, \
' 65 mg Caffeine ]‘ - caffeine hodc bat ky t4 dugc nao cua thude.

Chi dung dudng ubng

Liéu lwgng

' Nen dung 500 mg paracetamol/ 65 mg caffeine dén

Nguoi 16n (ké ca nguoi cao tudi) 1000 mg paracetamol/ 130 mg caffeine (1 hodc 2 vién)
va tré em tir 12 tudi tro 1én moi 4 den 6 giod néu can.
Liéu t6i da hang ngay: 4000 mg/ 520 mg (paracetamol/
caffeine).

' Khong dung qué lidu chi dinh.
' Khong dung vdi céc thude khac c6 chira paracetamol.
Thoi gian toi thi€u dung licu lap lai: 4 gio.

Tré em dudi 12 tudi Khéng khuyén nghi dung thudc nay.

Than trong va luu y dic biét

Béc si can canh bao bénh nhan vé cac ddu hidu clia phan tng trén da nghiém trong nhu hoi chimg Stevens-
Johnson (SJS), hoi chimg hoai tir da nhiém doc (TEN) hay hdi chimg Lyell, hoi chimg ngoai ban myn mu toan
than cép tinh (AGEP). C6 su gia tang nguy co gdy hai ctia paracetamol ddi véi gan trén nhirg bénh nhan dang bi
céc bénh vé gan. Tham khéo ¥ kién bac si ddi v6i cdc bénh nhan suy gan, suy than hoic khi tri¢u chimg con dai
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nao cua parace amol dbi vai thai ky hodc su phat trién ph01 thai. Caffeine: Khoéng khuyen nghi dung paracetamol—
caffeine trong thoi ky mang thai do c¢6 kha nang lam tdng nguy co sdy thai tu nhién lién quan téi viée tich llly
caffeine trong co thé.

Phu nir cho con bii: Paracetamol va caffeine dugc bai tiét vao sira me. Paracetamol: C4c nghién ciru trén nguoi
voi paracetamol & lidu diing khuyén nghi khong xéc dinh dugc bat ctr nguy co nao ddi véi phu nir cho con bu
hoac tré bi me. Caffeine: Caffeine trong sita me c6 thé co tac dung kich thich dbi véi tré bu me nhung cho dén
nay van chua quan sat thiy doc tinh déng ké.

Téc dung khéng mong mudn:

Dit li¢u thu dugc tir thir nghiém lam sang

Céc tac dung khong mong muén thu duoc tir dit liéu ctia thir nghiém 1am sang thudng hiém khi xay ra va trén mot
s it cac bénh nhan.

Dir liéu thu duwgc tir qua trinh luu hanh sin pham

Céc tac dung khong mong mubn thu duoc trong qua trinh luu hanh san pham 0 liéu dung khuyén nghi duoc dua ra
trong bang dudi dy theo phan loai hé théng co quan ctia co thé va tan suat xuat hién.

Dit li¢u thu dwgc tir qua trinh luu hanh san pham

Céc tac dung khong mong mudn thu duoc trong qua trinh luu hanh san pham 0 lidu dung khuyén nghi duoc dua ra
trong bang dudi ddy theo phan loai hé théng co quan ctia co the va tan sudt xuat hién.

Pé phén loai mirc d¢ thuong gip cac tic dung khong mong mubn, st dung quy udc sau day: Rét thuong gip
(21/10), thudng gép (=1/100, <1/10), khong thuong gép (=1/1000, <1/100), hiém gap (=1/10000, <1/1000), rat
hiém gap (<1/10000), chua biét (khong thé udc luong tir cac dir liéu hién co).

Tan suat xuét hién cac tac dung khong mong muén duoc ude lugng tlr cac bdo cdo thu duge trong qué trinh luu
hanh san pham.

Co quan Tic dung khéng mong mudn Tén suit
Paracetamol
Réi loan mau va hé bach huyét Giam tiéu ciu Rét hiém
Phan vng qua min
Réi loan hé mién dich Phan ting di tng da nhu: ban da, phit mach, héi ching Rt hiém

Stevens-Johnson
Co thit phé quan & céc bénh nhan nhay cim véi aspirin va

Réi loan hé hé hip, nguc va tung that AT Rt hiém

Rdi loan gan mat Bit thwong gan Rét hiém

Caffeine

Hé than kinh trung wong Bén chén Chura biét
Choéng mit Chura biét

Khi dimg liéu khuyén nghi paracetamol - caffeine cimg véi ché d6 Zn udng co nhiéu caffeine, s& gay ra cac tic dung phu do qud kiéu
caffeine nhw mét ngi, thao thirc, lo Iing, cau kinh, dau &, réi loan tiéu hoa, héi hép.

Thong bao cho bac si cac tdc dung khong mong mudn gip phai khi dung thube

San xu,f'lt tai . TLINAYY
Sén xuat nhugng quyén cta GlaxoSmithKline Pte Ltd : Vi

Tai Cong ty C6 phan Duoc phim SANOFI-SYNTHELABO VIET NAM s NPHO/VG
15/6C Déang Van Bi, Tha Btc, Thanh pho Hb Chi Minh, Viét Nam. ar '-"(D/EN
S6 gidy xac nhan noi dung quang céo thube ctia Bo Y té: ../XNQC, ngdy ..... thang.....nam..... ‘/O @.’VHP/./ d
Poc ky huéng din sir dung truée khi dung. X CH M/NH 9
PANADOL la nhén hiéu s& hitu bdi hodc cap phép cho Tap doan GSK. s
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Hinh &nh minh hoa dé st dung trén
trang thong tin dién tr danh cho céng ching
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Panadol

Panadol Extra y
Giam dau tir nhe dén vira- Ha sot

G e ]
Panadol Extra chir paracetamol I mt chit ha sot, Hop 15 vix 12 vién.

gidm dau v caffeine 1a mdt chit tang cuimg tic Hop 2 vix 12 vien.
dyng giim dau ciia parscctamol. Panadol Extra co
hiéu qua trong didu trj dau nhg dén vira va hg st
bao gom:

Paudiu

Pau nira diu

Pauco

Pau bung kinh

Dau hong

Duu co xuong

S6t vi dau sau khi tiém vic xin

Pau sau khi nhé ring hode sau thit thudt nha khoa

Pau ring

Dau do viém xwong khép.

500 mg Paracetamol Bénh nhin c6 tién sir qua man vdi paracetamol,
65 mg Cafleine caffeine hojic bt ky ti duge ndo cia thude.

T.idu hrgmg va céch ding
Chi ding duimg ubng

1-2 vién (500 mg paracetamol 65 mg caffcine dén | ¢

Ngudi b (ké cé ngudi cao tdi) paracetamol/130 mg caffeine). M3i 4 - 6 gier néu cin.
VA tré em ir 12 tdi tro Kén Lidu 18i da hing ngay: 4000 mg/20 mg
(paracetamol/cafleine).
Teé em dudi 12 wdi Khong khuyén nghi ding thudc nay.

[ Thin trong v luu § dic bigt

Béc sl ciin cinh bdo bénh nhdn vé cic ddu hi¢u cua phdn img trén da nghiém trong nh hoi chimg Stevens-

Johnson (SJS), hdi chimg hogi tir da nhiém dge (TFN) hay hdi chime 1 yell, hdi chimg ngoai ban mun mi toin

thin cip tinh (AGEP). Co su gia thng nguy cu gily hai cia paracetamol i vdi gan trén nhimg bénh nhin dang bi

C= ‘bénh vé gan. Tham khio ¥ kién bic T dbi voi céc bénh nhin suy gan, suy thin bodc khi wi¢u chimg con dai
& Trinh diing qua nhiéu caffeine (nhw ca phé, trd va mt s6 dd udng dong hop khac) trong khi dang dung

thude ndy. DE xa thm tay tré em.

Phy nir mang thai vi cho con bii
| Kha niing sinh sin: Chua c6 di ligu.
‘ Phy nir mang thai- Paracetamol: Céc nghién ciru trén ngudi va ddng vit vn chua xic dinh duge bit ky nguy co
ndo ciia paracetamol di vdi thai ky hodic sy phit trién phoi thai. Cafleine: Khong khuyén nghi diing paracetamol-
| caffeine trong théi ky mang thai do c6 kha niing lam tang nguy co sdy thai ty nhién lién quan t6i viée tich ly
cafleine trong co'
Phy nir cho con bii: Paracetamol v caffeine duge b tiét vdo sita me. Paracetamol: Cdc nghién ciru trén nguti
véi paracetamol & lidu diing khuyén nghi khdng xic dinh duge bit ci nguy co ndo ddi voi phy nir cho con bii
hode tré bii me. Caficine: Caffcine trong st me €6 the 6 tic dyng kich thich d6i v6i tré bi mg nhumg cho dén
nay vin chua quan sdt thdy dje tinh ding ké.
Téc dyng khong mong mubn:
Dir ligu thu duge ti thir nghi¢m lm sing
| Ca tic dung khong mong muén thu duge t 3 ligu cda this nghigm lim sing thudng hiém khi xiy ra v trén mit
| 58 it céc bénh nhin.
Dir ligu thu duye tir qud trinh heu hanh sin phim
Cilc tic dung khdng mong mubn thu duoc trong qué trinh hru hinh sin phim & lidu ding khuyén nghi doc dua ra
trong bang dudi ddy theo phin logi hé thdng cu quan cis co thé vi i sudt xudt hign
Di li¢u thu duge tir qui trinh hru hinh sin phim
Ciic tic dung khong mong mua thu duo trong qud trinh hru banh san phim § liéu ding khuyén nghi duge dw @
trong bing dudi diy theo phin logi hé théng co quan ciia co thé va tin sudt xudt hign
Dé phin logi mic &) thuimg g3p céc e dung khong mong mubn, sir dung quy woe sau diy: Rt thudng glp
(21/10), thusimg g3p (21/100, <1/10), khong thizimg gfp (>1/1000, <1/100), bidm gap (1710000, <1/1000), rit
hiém g3p (<1/10000), chua biét (khong thé uire luome tir céc dir liéu hién c6).
Tin sudt xudt hién cic tic dung khong mong mudn duge woc hegng tis cac bao cdo thu duge trong qud trinh luy
hanh sa
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Théng béo cho béc si ci tic dung khdng mong mudn gap phai khi ding thubc

Sin xudt tgi

Sén xudt nhiromg quyén cia GlaxoSmithK line Pre Ltd

Tai Cong ty Cfphzn Duge phim SANOFI-SYNTHELABO VIET NAM

15/6C Ding Van B, Tha Dirc, Thanh phd H Chi Minh, Viét Nam

I |5 gidy xic nhin nomungqnangdomuéc cua BY Y té: ./XNQC, ngdy ..... thing.....nam.
Doc k§ hurimg diin sir dyng trwde khi ding.

] PANADOI. 1a nhan higu s hitu boi hode ‘i phép cho Tép doin GSK.

1
1
1
1
L






