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Ta duoc vira da .

CACTHONG TIN KHAC:

Xin doc trong ta huéng dan sir dung.

BAO QUAN: Noi khé, nhiét d6 khéng qua 30°C,
tranh dnh sang.

Nha may dat tiéu chudn GMP - WHO

San xudt tai: CONG TY TNHH MTV DUQC PHAM DHG
L6 B2 - B3, Khu cong nghiép Tan Phii Thanh - giai doan 1,
xa Tan Phu Thanh, huyén Chau Thanh A, tinh Hau Giang

961
CHi DINH - CHONG CHI DINH - LIEU DUNG VA CACH DUNG -

7]

xin vui ldng lién hé

@ 0292.3899000

S5 16 SX: HD:
C

U Moi théc méc vé san phém,

| Go6i 1,5 g thubéc cém
i pha hén dich uéng

Hagifen

THANH PHAN: Ibuprofen ......
Té dugc via da
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CACTHONG TIN KHAC:

Xin doc trong t& hudng dan sir dung.

BAO QUAN: Noi khé, nhiét d6 khéng qua 30°C,
tranh anh sang.

Nha may dat tiéu chudn GMP - WHO

San xudt tai: CONG TY TNHH MTV DUQC PHAM DHG
L6 B2 - B3, Khu cong nghiép Tan Phi Thanh - giai doan 1,
xa Tan Phu Thanh, huyén Chau Thanh A, tinh Hau Giang
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* To hwéng dan sir dung thudc (danh cho can bo y té): (Gép ¥y 1an 1)

NI DUNG HUGNG DAN SI DUNG THUGC CHO CAN BO ¥ TE

DUQC LUC HOC:

Ma ATC: MO1AEO1

Ibuprofen 13 thudc khéng viem nhom NSAID ddn xust tir acid propionic cd tac dung Uc ché t8ng hgp prostaglandin, ibuprofen gidp lam
giam cac con dau do viém, sung phis va s6t. Ngodi ra, ibuprofen cling Uc ch& két tap tiéu cdu.

Nhigu dit igu thyc nghigm cho thay ibuprofen c6 tha (ic ché canh tranh vdi aspirin trén sy két tap tidu cdu khi sit dung ddng thas 2 thudc
nay. Mgt sd nghién citu da chi ra vigc sit dung ibuprofen iéu 400 mg trong vong 8 gid trudc hojc 30 phit sau khi udng aspirin liéu th&p
(81 mg) s& lam gidm téc dyng Uc ché tng hop thromboxan va Uc ché k&t tap tidu cdu clia aspirin. Tuy chua chic chdn néu ngoai suy tir
cdc dilligu ndy nhung khong thé logi trir kha naing 1am gidm higu qua bdo vé tim ciia aspirin khi si dyng ibuprofen 14u dai.

DUGC BONG HOC:

Hap thy

Ibuprofen hdp thu nhanh qua dubng tiéu héa véi sinh kha dyng 80 - 90%. Néng dg dinh trong huyét tuong dat dugc sau 2 gi udng
thuc. Khi ung cling thic &n, ndng a9 tdi da trong huyét tudng thdp hon va thdi gian dat duge Cmax fau han so vdi udng thudt lic bung
déi. Tuy nhién thic 3n khong dnh hudng ddng k& dén sinh khd dung cla thudc.

Phan bs’

Thude dugc phan bd rong khip cd thé, ti 16 gdn ket protein huy8t tugng rit cao (99%). Thé tich phan bd & ngudi truding thanh tir
0,12-0,21/kg.

Chuyén héa

Thudc duge chuygn hoa tai gan bdi enzym P450 (chil yéu CYP2CS) thanh 2 chét chuy@n héa khdng c6 hoat tinh 1 2 - hydroxyibuprofen
va 3 - carboxyibuprofen. Khodng 80% thulc dugc bai tist qua nudc tidu dudi dang oxy héa va lién hgp vdi acid glucuronic. Chi c6 mot
Igng nho ibuprofen dugic bai tist dudi dang khong ddi trong nudc tiéu,

Théi trif

Thasi gian bén thai trén nguisi khde manh khodng 2,5 gid. Cac chat chuyén héa khang cd hoat tinh dugc bai tiét chi yéu qua than va mat
(90%).

Trén cdc doi lugng dic bigt

Ngudi cao twéi

Khang ¢6 sy khdc bigt ddng ké vé céc thong sd duge ddng hoc gilia ngudi cao tudi khoe manh va ngudi tré.

Tréem

DO véi tré tir 1 tudi trés 1en da duge higu chinh liu ding theo can ndng (5 - 10 mg/ kg) thi cdc thang s& dugc ddng hoc tuong ty nhy
nguls trudng thanh. Tré tir 3 thang dn 2,5 tudi co thé tich phan b (I/ kg) va do thanh thai (I kg/ gid) cao hon so véi tré 1ir 2,5 - 12 wdi.
Suy thén

So vdi ngubi khoe manh, trén b&nh nhan suy than nhe s& ting ddng phan (S) - ibuprofen ty do, tang AUC va ti 1§ ddng phan S so Vi
ddng phan R.

O bénh nhan suy than giai doan cudi dang chay than nhan tao, ti 1§ ibuprafen ty do khodng 3% so véi 1% & ngudii khde manh. Tinh
trang suy thgn nang ¢6 thé din dén tich tu cdc chat chuyén hoa. tuy nhién chia nhn thiy anh hubing dang k& va co thé loai bd cdc
chét ndy bing thim phan m4u.

Suy gan

Bénh gan do rugu ¢6 sty gan nhe dén trung binh khéng lam thay ddi cdc théng s6 dugc ddng hoc.

& nhiing bénh nhan xo gan bj suy gan trung binh (chi s6 Child Pugh 6 - 10) khi diéu tri bling ibuprofen cd thisi gian ban thai dai gdp 2
14n va ty 58 AUC (S/R) th&p hon déng k& so véi nguéi khde manh.

QUY CACH BONG GOI: Hop 24 gdix 1,5g.

cHi BINH: Dung cho tré tir 3 thing - 12 tudi:

Giam sot trong céc trudng hgp sot, bao gém ¢ st sau tiém chiing.

Gidm cAc trigu chiing cim ciim va c&c trudng hap dau nhe d&n vita nhuviém hong, dau ring, dau moc ring, dau ddu, dautai, bong gan,
trat khdp, dau co.

LIEU DUNG VA CACH DUNG:

Tré tis 3 - 6 thdng tudi va cn nang trén 5 kg: 50 mg (1/2 g6i) x 3 I4n/ ngay.

Tré tir6 - 12 théng tudi: 50 mg (1/2 g6i) x 3 - 4 1dn/ ngay.

Tréem tit1 - 3 tudi: 100 mg (1 g6i) x 3 1dn/ ngay.

Tré em tis 4 - 6 tudi: 150 mg (1 % g6i) x 314n/ ngay.

Tré em tit 7 - 9 tudi: 200 mg ( 2 g6i) x 3 14n/ ngay

Trd em tif 10 - 12 tudi: 300 mg (3 goi) x 3 14n/ ngay.

Khodng cdch giita cdc liu i 6 - 8 gid, tol thisu 12 phai céch ft nht 4 gio.

Khang i dyng cho tré em dudi 3 thang tudi hodc can ndng dudi 5 kg do thiu dir ligu vé 49 an toan.

Khuyn cdo sif dyng liéu thap nhat c6 hiéu qud trong khodng théi gian ngdn nhét.

D6 véi tré 3 - 6 thang: Néu trigu chiing x4u di hodic kéo dai trén 24 gid, c4n tham kho ¥ kign bac s.

B6i voi tré > 6 thang: NEu tridu chitng xau di hodc kéo dai trén 3 ngay, cdn tham khao y kién bac sT.

Hodc theo chi dén ciia Thdy thudc.

CHONG CHI DINH: Man cam véi ibuprofen hodic mét trong cac thanh phén ciia thudc.

Loét da day lién trién.

Qua man véi aspitin hoc véi cic thudc chding viém khong steroid khac (hen, viém mii, néi may day sau khi ding aspirin).

Nguisi bénh bj hen hay bj co thit phé quén, rdi loan chay mau, bénh tim mach, tién sitloét da day ta trang, suy gan hodc suy than (mdc
loc cdu than dudi 30 mi/ phat).

Ngudi bénh dang dugc diéu trj biing thude chdng dong coumarin.

Ngudi bnh b suy tim sung huy8t, bi gidm khdi lugng tudn hoan do thuc Igi ni¢u hodc bi suy than (tng nguy cd Bl loan chifc nang
than).

Ngubi bénh méc mot trong nhdm bénh tao keo (6 nguy cd bi viem mang ndo vd khudn; c4n chd y 12 t4t cA ngudi bénh bi viem mang
ndo vb khudn déu 0 co tién sif mic mét bénh ty mién).

Ba théng cudi thai ky.

Tré sosinh thiéu thang dang c6 chay mau nhu chay mau da day, xudt huyst trong so va tré ¢6 gidm tiéu cdu va i loan dong mau.

Tré sosinh c6 nhigm khudn hodc nghi ngd nhigm khudn chua dugc didu tri. Tré sa sinh thigu thang nghi ngd viém rut hoai 1l

CANH BAO VA THAN TRONG:

Téc dung khdng mong mutin c6 thé dugc giam thigu bing céch st dung lidu thap nhat trong khodng thisi gian ngdn nhat.

C4n than trong khi ding ibuprofen ddi voi ngudi cao tudi.

Ibuprafen nén sif dyng than trong cha bénh nhan mAc hodc ¢6 tién sif cia bénh hen phé quan hodc bénh di ing do nguy ca bi co thit
ph& quéan.

Ibuprofen c6 thé Iam c4c enzym transaminase tang 1én trong mdu, nhung bign ddi nay thodng qua va hdi phuc dupc.

C4n theo ddi chic nang gan thubng xuyén khi st dyng ibuprofen au dai. Néng d0 ALT huyét tuong 12 chi g nhay nhat d€ dénh gid nguy
cdlam gidm chiic nang gan clia thubc chdng viém khdng steroid.

R loan thi gidc nhu nhin mé 12 ddu hiéu chi quan va s& hét khi ngimg dung ibuprofen.

Ibuprofen G ché két tap tiéu c4u nén c6 thé lam cho thi gian chay mau kéo dai.

Can than trong va theo ddi chit ché bénh nhan suy gidm chifc ndng than khi sit dyng ibuprofen.

[1} ngudi ¢6 acid phenylpyruvic ni¢u (nhy thigu enzym phenylalanin hydroxylase) va nhiing ngudi phéi han ché lugng phenylalanin nén
than trong khi sif dung thudc nay.

Cén theo ddi chdt ché nguy co chay mau khi ding ibuprofen & tré sd sinh thisu thang.

Than trong khi sif dyng ibuprofen §tré so sinh thiéu thing c6 nguy ca nhigm khudn hodc nhiém khudn chua duge kiém soat ddy di

Kni sit dung ibuprofen cé thé lam tang huyat dp holic Iam ndng hon bénh ting huyét &p, 1Am ting nguy cd cdc bién ¢& tim mach @ bénh
nhén c6 bénh tim mach hodic c6 y8u t6 nguy cd médc bénh tim mach.

Ibuprofen nén sir dung than trong & bénh nhin c6 it dich, suy tim.

Cdn than trong vi tac dung ha nhigt va chding viém clia ibuprofen ¢6 thé che ma cac ddu higu va trigu ching viém ciia bénh khac.
Ibuprofen nén than trong khi sif dung & bgnh nhan ting bilirubin toan phin vi nguy cd ibuprofen thay th bilirubin trong lign k&t véi
albumin.

Lién quan dén da: Cdc phan (ng da nghiém trong, mot s§ co thé gay tif vong, bao gém viém da tréc vay, hji ching Stevens - Johnson,
haai tif biéu bi nhiém ddc d dugc béo co 1a it litn quan dén sir dung NSAIDs. Céc phan ing nay d xudt hién trong giai doan dau ciia qua
trinh didu tri, dac bigt trong thing ddu tién sir dung thude. Can ngung sif dung ibuprofen khi xudt hign cc triéu ching ban da, t6n thugng
nigm mac hodc cac dau hidu qu mén khéc.

Ngodi ra, virus thily dau c6 thé gay ra cdc bign chiing nhifm tring da va m nghiém trong. Do d6 khéng thé Ioai trif ring NSAIDs lam
trdm trong han cac trubng hgp viém nhigm nay, cén tranh sif dung ibuprofen dai véi bénh nhan thiy dau

Nguy cg huy8! khdi tim mach: Cdc thudc chong vim khang steroid (NSAIDS), khang phii aspirin, ding dubng toan thn, ¢d thé lam
tang nguy cd xudt hign bién c& huyét khdi tim mach, bao gém ¢ nhdi mdu ca tim va dot quy. ¢ thé din dén it vong. Nguy ca ndy ¢6 th
xuélt hign sdm trong vai tudn ddu ding thudc va o6 thé ting 1én theo this gian dung thudc. Nguy co huyét kndi tim mach dugc ghi nhan
ch y&u 6 1idu cao.

Bdc s7cdn dénh gid dinh ky sy xudt hign cia cdc bigh ¢ tim mach, ngay ¢ khi bnh nhan khang co cac trigu ching tim mach trudc d6.
Bénh nhan cén dugc cénh bdo vé cac trigu chiing clia bién cd tim mach nghigm trong va cdn tham kham bac s ngay khi xudt hién céc
trigu ching nay. B8 giam thiéu nguy co xuat hign bign c6 bat loi, cdn sir dung Hagifen kids & liéu hang ngay thap nhat co hiéu qué trong
thi gian ngin nhét c6 the.

Lién quan dén 14 duge:

Lactose: Thudc c6 chia t duge lactose do d6 c6 thé khang phil hop cho bénh nhdn thidu men lactase, khéng dung nap galactose, hay
kém hap thu glucose/ galactose. C4n tham khdo ¥ kiéh bac T truc khi sif dung

Aspartam: Gdn than trong d6i véi bgnh nhan bj phenylceton nigu va binh nhan cdn kidm soat lugng phenylalanin vi thusc c6 chia
aspartam (Do aspartam chuyn héa trong duding tiéu héa thanh phenylalanin).

Phy nd cd thai va cha con bi: Khang sif dyng thudc trong thdi ky mang thai vi thudc cd thé e ch& co bép tlf cung va lam cham dé; nguy
cotang ap lyfc phdi ngng va suy ho hap ndng & tré sa sinh; 1am tang nguy co chay méu; c6 thé gdy tac dyng phu trén hé tim mach clia
thai nhi. Trong 3 thng cufi thai ky, phai hét sic han ché st dung ddi vdi b3t cir thudc chdng viém nao. Céc thusc nay chdng chi dinh
tuygt ddi trong vai ngay trudc khi sinh.

Ibuprofen vao sila me rdt it, khng dang k&. [t khd nang xdy ra nguy cd cho tré & lidu binh thuiing véi me. Khdng khuy&n cdo sif dung
thudc trong thai gian cho con bi vi nguy cd tc chd prostaglandin tiém tang & tré sd sinh.

Anh hung ciia thuSc d6i véi cong vige: Thin trong sif dyung thudc khi dang van hanh may moc, 14i tau xe, ngudi 1am viée trén cao va
céc trudng hop khéc.

TUONG TAC THUGC: Ibuprofen higp ddng tac dyng véi warfarin gdy chay mdu da day. Phéi hgp hai thudc ny 1am tang nguy co chay
mdu da day cao hon khi ding ting thudc don dgc.

Ibuproten khi dung déng thai vdi aspirin lam tang nguy co gdy chdy mau da day. Ngodi ra, ibuprofen ddi khang tac dung c ché k&t tap
tiéu cdu khong hdi phue cta aspirin nén lam gidm tdc dung clia aspirin trén tim mach va 1am tang nguy co tim mach. Do nguy co tang tac
dung phy nén khuy&n cao khéing nén ding déng thdi thube chiing viém khéng steroid voi aspirin

Ibuprofen Iam ting néng dg huyet tuong ctia lithi va gidm thai trir lithi qua than.

Khdng phsi hgp ibuprofen véi cac thudc e ché enzym chuyén hay d6i khdng thy thé angiotensin If do 1am gidm higu qua clia cic nhom
thudc nay trén huygt 4p.

Str dung ddng thasi corticoid v thudc chdng viem khdng steroid lam ting nguy ca loét da day.

Ibuprofen va cdc thugc chéng viém khong steroid khac lam ting ADR ciia c4c khdng sinh nhom quinolon 1&n hé thin kinh trung ong va
¢6 thé dén dén co giat.

Magnesi hydroxyd lam ting s hap thu ban d4u cia ibuproten, nhung néu nham hydroxyd cling ¢6 m3t thi khang cd tac dung nay.
V6l céc thubc chéng viem khang steroid khac: ting nguy co chay miu va gay loét

Methotrexal: ibuprofen [am tdng ddc tinh cla methotrexat.

Furosemid, c4c thiazid: ibuprofen c6 thé Am gidm téc dung bai xudt natri niéu cla furosemid v cc thut Igi tiéy

Digoxin: ibuprofen c6 thé 1am tang ndng do digoxin trong huy8t tuong

Mifepriston: 1am gidm higu qud clia thudc, diéu ndy cd thé gidi thich do tdc dng tic ché prostaglandin clia NSAIDs. Con thigu céc ching
o cho ring viéc sif dung NSAIDs khi dang udng prostaglandin khdng nh huing nhiéu d&n higu qua cila mifepriston hay prostaglandin
1n sy chin ¢ tif cung va con co that tif cung ciing nhu khéng lam giam téc dung phé thai clia prostaglandin,
Zidovudin: ting nguy co gdy ddc vé huyé! hoc khi sif dung chung NSAIDs va zidovudin. D o6 ching ¢l vé vigc ting nguy co tu méu va ty
miu & khdp trén bdnh nhan duong tinh vai HIV khi sif dyng ddng thai zidovudin va ibuprofen

Ciclosporin: tang nguy ¢o gay dgc than.
Tacrolimus: lAm ting nguy cd gay ddc than khi sit dung dong thai NSAIDs va tacrolimus.
TAC DUNG KHONG MONG MUBN: 5 - 15% nguti bénh c6 téc dyng phy vé tiéu héa.

Nguy c6 huyst khdi tim mach (xem thém ph}n Canh bao va than trong)

Thudng gap, ADR > 1/ 100
Toan thén: sol, mét méi. Tidu
ngifa, ngogi ban.

itgap, 17100 > ADR > 1/1.000
Toan than: phin ng dj ing (ddc bist co thit ph# quan & ngubdi bénh b hen), viem mii, ndi may day. Tiéu héa: dau byng, chay mau da
day - rudt, 1am loét da day tién trién. Thén kinh trung uiang: 16 ma, mét ngl, i tai. Mat: r6i loan thi gidc. Tai: thinh lyc gidm. Mau: thdi gian
chay mau kéo dai.

Hiém gdp, 1/10.000 < ADR < 1/1.000
Toan than: phis, ndi ban, hoi ching Stevens - Johnson, rung téc. ha natri. Than kinh trung vong: trdm cam, viém mang ndo vd khun va
han mé, nhin ma, rdi loan nhin mau, gidm thi e do ngd doc thudc. Mau: gidm bach cdu, gidm tidu cdu, gidm bach cdu trung tinh, ting
bach cdu a eosin, giam bach ciu hal, thigu méu. Tiéu hoa: r6i loan co bop ti mét, cc thit nghiém thim do chdc nang gan bt thiding
nhigm dc gan. Viém rudt hoai tl, hdi ching Grohn, viém tyy. Tiét nigu - sinh dyc: viém bang quang, di ra mau, suy than cap, viém than
k8, héi chiing than hu. Da: nhay cam vii dnh sdng.

Rat hiém gdp, ADR < 1/ 10.000

Viém nhigm: 12m ndng hon tinh trang viém nhiém. Mau va h¢ lympho: réi loan tao méu (thiéu mau, giam bach cdu, gidm tiéu ciu, thisu
méu khdng ti tao, mat bach cAu hat). Cdc ddu higu bao gdm: sét, viem hong, loét midng, trigu ching gidng cim, mét moi qud milc, chay
mau, xust hign cac vét bim. Ha midn dich: di Ung qua muc, phiy m3t, Iui, thanh qudn, kho thé khi ndm, ahip tim nhanh, huyét dp thap
(do 56¢ phan vé. phit mach), suyén, co thdt ph& quan. Tiéu hoa: loét da day rudt. chidy mdu tiu héa, tiu phan den, non ra mdu, viém da
day, viém logt dai trang, Crohn. Gan mét: r8i loan chic ndng gan. Da va md dudi da: céc phan Ung nghiém trong trén da nhy viém da
tréc viy, viem da bong nudc, hdi ching Stevens - Johnson, héng ban va hoai tif bigu bi nhigm ddc. Than va hé nigu: suy thin cdp, hoai tif
nhii than, tang ure huy8t thanh, phi.

QUA LIEU VA CACH XU TRI: G4 it thang tin vé xdy ra doc tinh cap vai ibuprofen. ADR do qué lidu ibuprofen thusing phy thudc vao lugng
thudc udng va théi gian uding. Tuy nhién vi sy dap (ing vi thudc 12 khac nhau nén qua lidu phéi dénh gia trén tiing ca thé.

C4c tridu ching qué lidu gém: dau byng, budn ndn, ndn, thd d, ngi ga, c6 thé xay ra dau ddu, can co ciing, Uc ché thdn kinh trung uong, co
giat, ha huyél ap, nhip nhanh, thd nhanh va rung nhi. R&l higm gdp nhidm toan chuyén hda, hon mé, suy than cdp, ting kali huyét,
ngling th (chl y&u 6 tré nha), G ché ho hap va suy ho hdp

@ tré em tinh lidu theo trong lugng ca thé co thé gidp dy dodn trudc nguy cd ddc tinh nhung nén danh gid trén timg ca thé. Lidu
100 - 400 mg/ kg c4n uSng khi d6i va theo i tré tai co s y t& 4 gits sau khi udng thudc. Vi liéu trén 400 mg/ kg cdn can thigp bing
thudc ngay 1ap tifc, theo ddi cht ché, didu tri hd tra, khang khuyén cdo sif dung cac thudt gay ndin do nguy ¢o gy co gidt va hit vao da
day.

Thuing 1A didu tri trigu chiing va hd tr. NEU 0 udng qua liéu thi cdn dp dung nhiing bién phip sau day nhim ting dao thdi va bat hoat
thudic: rlia da day, gay non, Igi tidu. cho udng than hoat hay thudic tdy mudi. N&u ning: thAm tich mdu hodc truyén mdu. Vi thudc gdy toan
hda va dao thii qua nudc tidu nén vé 1Y thuyét s cd Igi cho truyén dich kism va lgi tidu. Cin phai theo ddi, kigm sodt nguy ¢ ha huyét ap,
chiy mau da day va toan hoa mau.

Doc ki hidng dén sit dung trude khi diing.

N&u can thém théng tin, xin hdi y kién bac sT.

BIEU KIEN BAO QUAN: Noi kho, nhit do khang qua 30°C, tranh dnh sang

HAN DUNG: 24 thing ké tif ngay san xudt

NGAY XEM XET SUA DI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:

ung, budn ndn, nén. Than kinh trung wong: nhifc ddu, hoa mét, chong mat, bén chdn. Da: mén

San xuat tai: .
CONG TY TNHH MTV DUGC PHAM DHG
Lo B2 - B3, Khu cdng nghiép Tan Phi Thanh - giai doan 1,
x3 Tan Pht Thanh, huyén Chau Thanh A, tinh Hau Giang
PT: (0293) 3953454 e Fax: (0293) 3953555

Moi thdc mdc vé san phdm,

. xin vui 1ong lién hé

0292.3899000

E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn

Size 90%
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* To hwéng dén sir dung thube (danh cho ngudi bénh): (Gop v lan 1)

NQI DUNG HUGNG DAN SU DYNG THUGC CHO NGUOI BENH

agifen

Y

3¢ dugc sTnhiing tdc dyng khéng mong mudh gdp phai khi st dyng thuée.
UA THUGC:

Té dugc vila d ..
(Lactose h hydroxy prop aspartam, bot huang cam).

MO TA SAN PHAM: Thudc c6m ma tréng dén tréng nga, kho rdi, mii thom.

QUY CACH BONG GOI: Hop 24 g6i x 1,5 g.

THUGC DUNG CHO BENH Gi: Ding chotré tir 3 thang - 12 tudi:

Giam s6t trong céc trudng hop s, bao gém cd sét sau tiém chiing.

Gidm c4c trigu ching cim cim va cdc truting hgp dau nhe dén vita nhu viem hong. dau ring, dau moc rang, dau d4u,
dau tai, bong gén, trat khdp, dau co.

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUQNG:

Tré tir3 - 6 théng tudi va can néing trén 5 kg: 50 mg (1/2 g6i) x 3 14n/ ngay.

Tré tlr6 - 12 thang tudi: 50 mg (1/2 g6i) x 3 - 4 14n/ ngay.

Tré em tir1 - 3 tudi: 100 mg (1 g6i) x 3 1dn/ ngay.

Tréemir4 - 6 tudi: 150 mg (1 % g6i) x 3 l4n/ ngay.

Tré em 17 - 8 tudi: 200 mg ( 2 gi) x 3 14n/ ngay.

Tré em 110 - 12 tudi: 300 mg (3 goi) x 3 14n/ ngay.

Khodng cdch gilta cdc liéu tir 6 - 8 gio, tdi thiéu 1a phai cach it nhat 4 gids.

Khong sif dyng cho tré em dugi 3 thang tudi hodic can néing dudi 5 kg do thidu di lidu vé d6 an toan.

Khuyéh cdo si dyng liéu thap nhét ¢6 hiéu qué trong khodng thdi gian ngdn nhat.

DG i tré 3 - 6 thang: Néu tridu ching xdu di hoc kéo dai trén 24 gid, cdn tham khao ¥ kién bac s7.

D6 voi tré > 6 thang: NE trigu ching xau di hodc kéo dai trén 3 ngay, cin tham kho y kién bc sT.

Hoiic theo chi d4n clia Thy thudc.

KHI NAO KHONG NEN DUNG THUGC NAY:

Min cdm vdi ibuprofen hodc mét trong cac thanh phan clia thudc.

Loét da day tién trién.

Qué man vdi aspirin hodic vai cac thudc chong viem khong steroid khac (hen, viém mii, ndi may day sau khi ding
aspirin).

Ngutsi bénh bj hen hay bj co thit phé quan, rfi loan chdy mau, bénh tim mach, tién sif loét da day t trang, suy gan
hodc suy than (mic loc c4u than dudi 30 ml/ phit).

Nguisi bénh dang duge diéu tri bing thudc chéng dong coumarin.

Ngudi bénh bj suy tim sung huyét, bj giam khoi lugng tudn hodn do thudic Igi nidu hogic bi suy than (tang nguy co rdi loan
chic nang than)

Ngudi bgnh mdc mdt trong nhém banh tao keo (c6 nguy cd bj viém mang nao vd khudn; c4n chi ¥ 14 tit ca ngudi bgnh
bi viém mang no vo khudn déu da cé tién sit mdc mot bénh ty mién).

Ba thang cudi thai ky.

Tré sa sinh thidu thang dang c6 chay mau nhu chay mau da day, xudt huyét trong so va tré cé gidm tidu cdu va rdi loan
dong méu.

Tré sdsinh ¢6 nhi8m khudn hodc nghi ngd nhidm khudn chua dugc didu tri. Tré sd sinh thigu thang nghi ngd viém rudt
hoai ti.

TAC DUNG KHONG MONG MUGN: 5 - 15% ngudi bénh co tac dung phy vé tiéu hoa.

Nguy co huyét khai tim mach (xem thém phan Canh bédo va than trong)

Thudng gdp, ADR > 1/ 100

Toan than: sGt, mét mdi. Tieu héa: trudng bung, budn ndn, ndn. Than kinh trung uong: nhitc ddu, hoa mét, chéng mét,
bdn chén. Da: mén nglia, ngoai ban.

Itgap, 1/100>ADR > 1/1.000

Toan than: phan ing dj tng (d%c bigt co thdt ph& quén & nguoi béanh bj hen), viém mii, ndi may day. Tiéu héa: dau
byng, chdy mau da day - rudt, 1am loét da day tién trién. Thén kinh trung uong: 10 md, mét ngd, U tai. Mét: réi loan thi
gidc. Tai: thinh lyc giam. Méu: thoi gian chay mau kéo dai.

Hiém gap, 1/10.000 < ADR < 1/1.000

Toan than: phi, ndi ban, hi ching Stevens - Johnson, ryng téc, ha natri. Than kinh trung uong: trdm cam, viém mang
ndo vo khun vi hon mé, nhin md, rdi loan nhin méu, gidm thj luc do ngd ddc thudc. Mau: gidm bach cAu, giam tiéu
cdu, gidm bach cdu trung tinh, ting bach cdu va eosin, gidm bach cdu hat, thiéu méu. Tiéu héa: 6i loan co bop tii mat,
cdc thif nghigm tham do chiic nang gan bt thubing, nhiém dgc gan. Viém rut hoai tir, hi ching Crohn, viém tuy. Tiét
niéu - sinh dyc: viém bang quang, dai ra mau, suy than cdp, vidm thén k&, hgi ching than hy. Da: nhay cdm véi anh
sdng.

Rét hiém gdp, ADR < 1/10.000

Viém nhi€m: 13m n3ng han tinh trang viém nhidm. Médu v hg lympho: r6i loan tao mau (thiéu mdu, gidm bach cdu,
gidm tiéu cdu, thifu mau khdng tai tao, mat bach cdu hat). Cdc ddu hidu bao gém: s6t, viém hong, loét miéng, trigu
chimg gidng cim, mét moi qua miic, chdy mau, xudt hign cdc vét bim. Hé midn dich: dj ing qud mitc, phil mat, Wi,
thanh quan, khé thé khi ndm, nhip tim nhanh, huy8t &p thap (do sdc phan vé, phii mach), suyén, co thét phé quan. Tiéu
hoa: loét da day ruft, chdy mau tidu hoa, tiéu phan den, non ra mau, viém da day, viém loét dai trang, Crohn. Gan mat:
r8ii loan chdc nidng gan. Da va md dudi da: cdc phan dng nghiém trong trén da nhu viém da troc vay, viém da bong
nude, hoi ching Stevens - Johnson, héng ban va hoai tif biéu bi nhiém doc. Than va hé niéu: suy than c4p, hoai tif nhi
thdn, tang ure huy8t thanh, phi.

Thdng béo cho béc sTnhilng tic dung khdng mong mudn g3p phai khi st dyng thudc.

NEN TRANH DUNG NHONG THUOC HOAC THYC PHAM GI KHI DANG SU DUNG THUGC NAY:

Ibuprofen higp déng tic dung véi warfarin gay chdy méu da day. Phoi hgp hai thudc nay 1am téng nguy cd chiy mau da
day cao hon khi ding timg thudc don dgc.

Ibuprofen khi diing d8ng thdi vai aspirin 1am tang nguy co gdy chay mau da day. Ngoai ra, ibuprofen d6i khang téc
dyng Uc ché ket tap tidu cdu khdng héi phyc clia aspirin nén 1am gidm tic dung clia aspirin trén tim mach va lam tang
nguy co tim mach. Do nguy co ting tic dung phu nén khuy&n cdo khdng nén dung dng thdi thuc chéng viém khéng
steroid vdi aspirin.

Ibuprofen Iam ting néng d huy&t tuong cia lithi va gidm thai tri lithi qua than.

Khong phi hop ibuprofen véi cac thudc (fc ché enzym chuyén hay déi khdng thy thé angiotensin Il do 1am gidm hiéy" s 2

qud clia cac nhom thude nay trén huygt p.

Sl dung ddng thisi corticoid va thudc chng viem khong steroid 1am tdng nguy co loét da day
Ibuprofen va céc thudc ghqnq viém khong steroid khac 1am tang ADR clia céc khdng sinh nhém quinolon Ian hé thin
kinh trung uong va cé thé dan dén co giat.

Magnesi hydroxyd Iam tang sy h4p thu ban ddu cia ibuprofen, nhung néu nhém hydroxyd cling cd mét thi khong cd tac
dyng nay.

V6i cc thudc chong viem khong steroid khac: tdng nguy co chdy méu va gay loét.

Methotrexat: ibuprofen Iam ting dgc tinh cia methotrexat.

Furosemid, cdc thiazid: ibuprofen ¢ thé lam giam tac dyng bai xut natri niu cia furosemid va cc thudc Ioi tidu.
Digoxin: ibuprofen cé thé lam ting néing d6 digoxin trong huyét tuong.

Mifepriston: lam gidm higu qua clia thudc, didu nay cd th giai thich do tic dong tic ché prostaglandin ciia NSAIDs. Con
thigu cac ching cif cho réing viéc sif dung NSAIDs khi dang uding prostaglandin khong anh hudng nhiéu dén hieu qua cta
mifepriston hay prostaglandin 1&n sy chin c8 tif cung va con co thit tir cung ciing nhu khong lam giam tac dung pha thai
cla prostaglandin.

Zidovudin: tang nguy cd gay doc vé huyst hoc khi si dung chung NSAIDs va zidovudin. B3 ¢6 chiing cif vé vige tang nguy
0ty mdu va ty mau & khép trén bénh nhan duong tinh vai HIV khi sit dung déng thdi zidovudin va ibuprofen

Ciclosporin: tang nguy co gay déc than.

Tacrolimus: 1am ting nguy co gdy dgc than khi sif dung déng thdi NSAIDs va tacrolimus.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC: Usng I tigp theo nhu huéng ddn. Khong sif dung thém thudc
8 bl lai lidu 4 quén dé trénh qué lidu.

CAN BAO QUAN THUBT NAY NHU THE NAO: Noi knd, nhiét do khong qud 30°C, trénh dnh sing.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:

C6 it thdng tin vé xdy ra doc tinh cap véi ibuprofen. ADR do qué liu ibuprofen thudng phu thudc vao lugng thude uong va
thoi gian udng. Tuy nhién vi sy dap ng véi thutic 12 khdc nhau nén qua lidu phai dénh gid trén ting ca thé.

Cdc trigu ching qua lidu gom: dau byng, budn ndn, non, the o, ngd ga, 6 thé xay ra dau diu, cdn co cing, Uc ché thin
kinh trung uang, co gidt, ha huyét &p, nhip nhanh, thé nhanh va rung nhi. Rat higm gap nhiém toan chuyén hoa, hon mé,
suy than cdp, ting kali huyét, ngimg thé (chit y§u & tré nhd), i ch& ho hap va suy hd hap.

CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO:

(1tré em tinh liéu theo trong lugng cothd c6 thé gitp dy dodn trude nguy cd doe tinh nhung nén danh gia trén ting cé the
Liéu 100 - 400 mg/ kg c4n udng khi doi va theo ddi tré tai co's& y té 4 gics sau khi udng thudc. Vi lidu trén 400 mg/ kg cdn
can thigp bing thudc ngay 1ap tic, thea di chat ché, didu tri hd trg, khong khuyén cdo st dung céc thudc gdy non do
nguy cd gdy co giat va hit vao da day

Thudng 12 didu trj trigu ching va h trg. N&u dd ubing qué liéu thi cdn dp dung nhilng bign phap sau day nham ting dio
thdi va bat hoat thudc: rifa da day, gay non, loi tiéu, cho udng than hoat hay thudc tiy mudi. Néu n3ng: thim tich mau
hogc truyén méu. Vi thudc gay toan hda va ddo thai qua nudc tiéu nén vé Iy thuyét s& co Igi cho truyén dich kidm va Igi tisu.
Gén phdi theo o, kiém sodt nguy co ha huyét ap, chay mau da day va toan héa mau.

NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY: Tic dung khang mong mudn ¢6 thd duge gidm thiéu bing
cdch strdung liéu thap nhat trong khoang thdi gian ngdn nhat.

Cdn than trong khi diing ibuprofen ddi véi nguisi cao tudi.

Ibuprofen nén sir dyng than trong cho bénh nhan mic hodic cd tién sif cla bgnh hen phé quan hodc bgnh dj img do nguy
cd bi co thit phé quan.

Ibuproten cé thé 1am cdc enzym transaminase tang 1én trong méu, nhung bién déi nay thodng qua va héi phyc duge.

Cén theo ddi chifc niing gan thuting xuyén khi sif dung ibuprofen lau dai. Néng do ALT huyét tuong 13 chi s6 nhay nhat d&
ddnh gid nguy cd lam giam chiic nang gan clia thudc chdng viém khdng steroid.

Rdi loan thi gidc nhu nhin mé ta dau higu chil quan va sé hét khi ngimg ding ibuprofen.

Ibuprofen dic ché kEt tap tidu cdu nén cd thé 1am cho thdi gian chay méu kéo dai.

Cén than trong va theo ddi chit ché bénh nhan suy gidm chic nang than khi sit dung ibuprofen

] ngudii ¢ acid phenylpyruvic nigu (nhu thiéu enzym phenylalanin hydroxylase) va nhiing ngudi phai han ché lugng
phenylalanin nén than trong khi s dyng thusc nay

Cdn theo ddi chit ché nguy cd chay mau khi dung ibuprofen & tré s sinh thigu thang.
Thén trong khi st dung ibuprofen & tré so sinh thigu thang ¢t nguy co nhiém khu&n hodc nhidm khudn chua duge kiém
soat ddy du.

Khi sif dung ibuprofen cd thé lam ting huyét 4p hodic 1am ning hon bénh ting huyét 4p, lam tdng nguy co cac bign c6 tim
mach & bgnh nhan cé bénh tim mach hodc ¢d yéu té nguy cd méc bénh tim mach.

Ibuprofen nén sit dung than trong G b&nh nhan ¢é i dich, suy tim.

Cdn than trong vi tac dung ha nhigt va chéng viem clia ibuprofen c6 thé che md cac diu hidu va trigu ching viém clia
bénh khic.

Ibuprofen nén than trong khi st dung @ béni
lign ket vai albumin.

Lién quan dén da: Cac phan dng da nghiém trong, mt s& c6 thé gay tir vong, bao gom viém da tréc vay, hi ching
Stevens - Johnson, hoai tif biéu bl nhiém ddc 0 dugc bdo cdo 14 it lién quan dén sif dung NSAIDs. Cac phan ing nay dé
xudt hign trong giai doan ddu clia qud trinh diu tri, ddc bigt trong thang d4u tign sit dung thudc. Cdn ngung
ibuprofen khi xudt hién cdc trigu ching ban da, t6n thuong niém mac hodc cac dau hisu qus man khac.

Ngodi ra, virus thiy ddu c6 thé gdy ra cdc bién ching nhim tring da va mo nghiém trong. Do do khéng thé logi
NSAIDs lam trdm trong hon cAc trudng hop viém nhiém nay, cdn tranh st dung ibuprofen déi vdi bénh nhan thily gy,
Nguy ca huyét khdi tim mach: Cac thudc chéng viem khong steroid (NSAIDs), khang phai aspirin, ding dubflg Yoan
than, c6 thé lam tang nguy co xuét hign bién cd huy8t khdi tim mach, bao gom ca nhéi méu co tim va dot quy, c6308 A
dén tlvong. Nguy co ndy cd thé xudt hign sém trong vai tudn d4u ding thudc va co thé tang Ién theo thisi gian dml .
Nguy ¢ huyt khi tim mach dugc ghi nhan ch yéu & liéu cao. Bac si cdn dénh gi dinh ky sy xudt hién clia cac bﬂn (5]
tim mach. ngay ca khi bénh nhan khang c¢6 cdc triéu ching tim mach trudc d6. Bénh nhan cdn dugc canh bigA
trigu ching cla bién cd tim mach nghiém trong va cdn tham khdm bdc sT ngay khi xuat hign cdc trigu ching

ilirubin toan phan vi nguy ca ibuprofen thay thé bilirubin trong

gidm thi€u nguy co xudt hién bién cd bat loi, c4n sif dung Hagifen kids & lidu hang ngay thap nhat co hiéu quir i
gian ngan nhét c6 thé. _
Lién quan dén ta dugc:

Lactose: Thudc co chita t duge lactose do do ¢6 thé khong phi hop cho bénh nhan thigu men lactase. khong dung nap
galactose, hay kém hdp thu glucose/ galactose. Cén tham khéo y kién béc sTtruéc khi sit dung.
Aspartam: Cdn than trong ddi véi bénh nhan bj phenylceton niu va bénh nhan cdn kiém soét lgng phenylalanin vi thudc
©6 chiia aspartam (Do aspartam chuyén hoa trong dung tiéu héa thanh phenylalanin).
Phy ni¥ cd thai va cha con bui: Khong st dyng thubc trong thisi ky mang thai vi thuéic 6 thé dc ché co bop ti cung va lam
chdm dé; nguy cd tang &p Iyc phéi nang va suy ho hép nang & tré sd sinh; 1am tang nguy co chdy mau; cd thé gay tic
dung phy trén h¢ tim mach cia thai nhi. Trong 3 thang cudi thai ky, phai hét siic han ché sir dung d6i vi bt oif thude
chéng vidm nao. C4c thudc nay chéng chi dinh tuyét déi trong vai ngay trudc khi sinh.
Ibuprofen vao sa me rdt it, khong dang ké. [t kha nang xdy ra nguy cd cho tré & lidu binh thuiing voi me. Khdng khuyé&n
cdo sif dung thudc trong théi gian cho con bl vi nguy cd e ché prostaglandin tidm tang & tré sa sinh.
Anh hu@ng ciia thudc dai vdi cang viée: Thin trong sif dung thudc khi dang van hanh may méc, 14i tau xe, ngudi lam
viéc trén cao va cac trudng hgp khac.
KHI NAD CAN THAM VAN BAC ST, DUGC ST:
Néu cdn thém théng tin, xin héi ¥ kign béc sThozc duge si.
HAN DUNG CUA THU()'CE 24 thang ké tir ngay san xuat, ~ 3
NGAY XEM XET SUA DI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:
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San xudt tai: .
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DT: (0293) 3953454 e Fax: (0293) 3953555

Moi thdc mdc vé san pham,
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0292.3899000

E-mail: dhgpharma@dhgpharma.com.vn
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