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100mg/Sml tbuprofen

Compoesitian: Each Smi (1 sceop)
contains 100mg lbuprofan

Indications:

To reduce fever in children:

-To relief mild to moderate pain, such

s dental pain or dental extractions pam,
headsche, pestoperstive pain, pain in
rheumatic conditions of bones and jeints,
pain in snscciation with sprains,

Advere EFfects, Contraindications, Drug
Intersctions:
Pleave vee the pack invert

Prasentation: Bottle of 60ml.

Dosage and Administration:
Recommanded daily dose 1 20mglkg
body weight in drvided doses

To relief pain: 3 to 4 times of 10mi a day.

Te relief faver and pain:
Ao 2years: 2.5mix 3 tod timesa day.
Jto 7 years Smlx 3 to 4 times a day
Htol12ywars: 10mls3 to 4 timex a day.

Storage: Store in temperature not more
than 30°C. Carefully read the pack ingert
before ue

Oral suspension

+ Reduces fever
* Relieves pain

60ml

Oral suspension

« Raduces fever
* Relieves pain
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BRUFEN for Children

Brufen for Children is differentiated
from the core adult variants.

The product illustration contains s i oo
Pantone 158 C Orange.

Flavour is supported with the use

of fruit characters.
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Doc kj hwong dan siv dung trude khi dimg. Dé cé thém thong tin, xim fo

BRUFEN®

Hon dich hwong cam
THANH PHAN
Mdi SmL (1 mudng ca phé) chira 100 mg ibuprofen.
T4 dugc: methyl parahydroxybenzoat, propyl parahydroxybenzoat, acid citric monohydrat, kaolin,
glycerin, sorbitol, sucrose, sodium benzoat, FD & C vang s6 6, huong vi cam D0717BBA, polysorbat 80,
agar, nudc tinh khiét.

MO TA
Ibuprofen la mot thube khéng viém khong steroid (NSAID), ¢6 tac dung giam dau va ha sot.
Cheé pham la hon dich uong, mau vang, huong cam.

CHI PINH

e Hasot o tré em.

e Giam dau trong cac truong hop nhu dau ring hodc dau do nhd rang, dau dau, dau bung kinh, dau
xuong va khép do thap, dau do bong gan.

LIEU DUNG VA CACH DUNG

Liéu ding

Tac dung khéng mong mucm co thé duge giam thiéu bing cach dung liéu thap nhét c6 tac dung trong
khoang thoi gian ngin nhét can thiét dé kiém soat triéu chimg (xem phin CANH BAO VA THAN
TRONG). -
Liéu ding ibuprofen phu thugc véo trong lugng co thé va tudi ctia bénh nhén. Liéu ding t6i da mot lan
hang ngay déi véi ngudi 16m va thanh thiéu nién khong nén vuot qua 400 mg ibuprofen.

Dung trén 400 mg ibuprofen mét lan khong lam tang tac dung giam dau.

Thai gian gitra cac liéu it nhat 12 4 gio.

Tong liéu ding dbi véi ngudi 16n va thanh thiéu nién khong nén vuot qua 1200 mg ibuprofen trong
khoang thoi gian 24 gio.

Bénh nhéan ngudi 16n nén hoi y kién bac 51 néu triéu chirg khong thuyén giam hodc nang thém, hogc can
dung ibuprofen qua 3 ngay dé diéu tri ha sot hodic qué 5 ngay dé diéu trj giam dau.

Ngwai lon va thanh thiéu nién (tic 12 tudi trov lén)

Dung giam dau: 200 — 400 mg (10 — 20 mL) mét lan, ba dén bdn lan hang ngay.

Tré em

Dung dé ha sbt va giam dau.

Lleu hang ngay 13 20-30 mg/kg thé trong, chia 1am nhiéu lan.

Liéu nay c6 thé dat dugc bang cach dung hén dich 20 mg/mL nhu sau:

Tudi/ Cin ning Tan suit Liu dung mjt lin Licu tdi da hang ngay
Khoang 3 — 6 thang 2 dén 3 lan mot ngay 2.5 mL (50 mg) 150 mg
(khoang 5 — 7 kg) i
Khoang 6 — 12 thang 3 lan mot ngay 2,5 mL (50 mg) 150 mg
(khoang 7 - 10 kg)

Khoang 1 — 2 tudi 3 dén 4 1an mot ngay 2,5 mL (50 mg) 200 mg
(khoang 10 — 14,5 kg)

Khoang 3 — 7 tudi 3 dén 4 1an mot ngay S mL (100 mg) 400 mg
(khoang 14,5 — 25 kg)

Khoang 8 — 12 tudi 3 dén 4 lan mdt ngay 10 mL (200 mg) 800 mg
(khoang 25 — 40 kg)
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Khong dung cho tré em tudi dudi 3 thang, hodc tré em cén nang dudi 5 Kg.

D6i v6i tré em tudi tir 3 — 6 thang, cin hoi ¥ kién bac sT néu triéu chimg trdm trong thém, hodc néu triéu
chimg khong thuyén giam trong vong 24 gid.

Déi voi tré em tudi tir 6 thang tro 1én va dbi véi thanh thiéu nién (tr 12 tudi tros lén dén dudi 18 tudi), can
hoi y kién béc si néu can ding thude nay trong hon 3 ngay, hodc néu tri¢u chimg tram trong thém.

Cich dung

Dé thude c6 tac dung nhanh hon, ¢6 thé ding thube khi doi. Pbi véi cac bénh nhan c6 da day nhay cam,
nén ding thude kém véi thire an.

Lic ky lo thuoc tru6e khi ding. Hon dich ibuprofen cé thé giy ra cam giac nong rat thoang qua ¢ vung
miéng hodc ¢ hong.

CHONG CHI PINH

Bénh nhén qua man véi hoat chat hoiic bat ky thanh phén ta duge ndo cia thude.

e Bénh nhin cé tién sir phan tmg qua man (vi du bénh hen, viém miii, phut mach, hoac mé day) khi sir
dung aspirin hodc nhimg NSAID khac.

e Bénh nhan trong tinh trang lién quan dén chay méau hodc ting xu huéng chay mau.

e Bénh nhin dang trong tinh trang hodc ¢6 tién sir loét duong tiéu hoa hodc chay mau da day rudt téi
di&n (c6 it nhat 2 1an riéng biét c¢6 bing chimg loét hodc chay mau).

e Bénh nhén co tién sir chay mau hodc thung da day rudt cé lién quan dén viéc str dung NSAID trudc

do.

Bénh nhén suy tim nang (NYHA 1V)

Bénh nhan suy gan nang.

Bénh nhan suy than nang (téc do loc cau than dudi 30 mL/phut).

Bénh nhin mét nude ning (do nén, tiéu chay hodc bu nudce khong di).

Phu nir ¢6 thai trong 3 thang cudi thai ky.

Bénh nhan trudc, trong va sau phiu thuat bic cau déng mach vanh

CANH BAO VA THAN TRONG

Than trong chung

Téc dung khong mong mudn co thé duoc giam thiéu bing cach dung lidu thap nhat c6 tac dung trong
khoang thoi glan ngin nhit cn thiét dé kiém sot tridéu chimg (xem phan LIEU DUNG VA CACH
DUNG, va phan canh bao va than trong lién quan dén da day ruot va tim mach dudi day).

Ciing nhu céc thube NSAID khac, ibuprofen c6 thé che glau diu hi¢u nhiém trung.

Nén tranh str dung ibuprofen cling véi cac NSAID, bao gbm céac thube trc ché chon loc cyclooxygenase-2,
do nguy co téc dung hiép dong (xem phén TUONG TAC THUOC)

Ibuprofen co thé tam thoi (e ché chirc nang tidu cdu méau (két tép tiéu cau)

Khi str dung kéo dai bat cir thude giam dau nao, c6 thé xay ra dau dau nhung khong duogc diéu tri bing
céch tang liéu | dung ctia thudc.

Khi diing thude cuing voi ruou, céc tac dung bét loi c6 lién quan dén hoat chat cia NSAID, dic biét 1a céc
tac dung lién quan dén da day rudt hoic hé than kinh trung uong, c6 thé tang lén.

Nguoi gia ) ) )
Bénh nhan ngudi gia cé thé gip tac dung bat loi ciia NSAID véi tan sudt tang 1én, dic biét 1a tac dung

thing va chay mau da day rudt, cé thé gay tir vong.

Anh huéng d6i véi tim mach
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Can than trong (hoi y kién béc si hodc duge si) trude khi bit dau dleu tri dbi voi cac bénh nhan c6 tién sir
tang huyét ap va/hodc suy tim, do hién tugng gitr nude va phi né da dugc béo céo cé lién quan dén diéu
tri bang NSAID.

Cac nghién clru 1am sang goi y rang viéc sir dung ibuprofen, dac biét la & liéu cao (2400 mg/ngay) va kéo
dai c6 thé gan lién vai tang nhe nguy co blen c0 huyet khoi dong mach (vi du nhdi mau co tim, dot quy).
Nhin chung, dir li¢u dich t€ khong goi y rang viéc ding ibuprofen liéu thap (vi du < 1200 mg/ngay) gin
lién vi viéc tang nguy co bién ¢ huyét khdi dong mach.

Bénh nhan tang huyét ap khong dugc kiém sodt, suy tim sung huyét (NYHA II-111), thiéu mau co tim da
thiét 1ap, bénh dong mach ngoai bién, va’hodc bénh mach nao chi nén dung ibuprofen sau khi da cén nhéc
ky va Iieu cao (2400 mg/ngay) nén dugc tranh.

Ciing can can nhéc k¥ trudce khi bit diu diéu tri kéo dai ddi vai cac bénh nhan c6 céc yéu td nguy co vé
cac bién b tim mach (vi du ting huyét ap, tang lipid mau, tiéu duong, va hit thude), dac biét néu lidu cao
ibuprofen (2400 mg/ngay) dugc yéu cau.

Chay mau, loét va thing da day rudt )

Chay mau, loét hodc thing da day rudt, co thé gay tir vong, da dugc bao cao dbi v6i tat ca cac NSAID tai
bt ky thoi diém nao cua dot diéu tri, ¢6 hodc khong c6 diu hiéu canh bao hoic tién sir bién cb da day
rudt nghiém trong.

Nguy co chay mau, loét hodc thung da day rudt cao hon khi tang liéu NSAID déi véi cac bénh nhén c6
tién st loét, dac biét néu loét kém chay méu hodc thung (xem phan CHONG CHI DINH), va ddi véi bénh
nhan ngudi gia. Cac bénh nhén nay nén bat dau diéu tri & liéu thap nhit c6 thé.

Két hop diéu tri voi céc thude bao vé (vi du thude diéu tri loét da day té trang hodc thudc u‘c ché bom
proton) nén duqc can nhic doi voi nhitng bénh nhin nay, cing nhu di v6i cac bénh nhan can didu tri
dong thoi lidu thap acid acetylsalicylic, hodc nhimg thudc khac co kha nang ting nguy co da day rudt
(xem phan dudi va TUONG TAC THUOC).

Bénh nhan cé tién sir ngd doc da day rudt, dac biét 1a bénh nhan nguoi gia, nén dugc yéu cau thong bao
bat ky triéu chimg bat thudng nao & viing bung (dic biét 1a chay mau da day rudt), dac biét trong giai
doan dau diéu tri.

Khuyén nghi can than trong d6i véi nhimg bénh nhan diéu tri déng thoi vai cac thude c6 thé tang nguy co
loét hodc chay méu, nhu thude corticosteroid dang u0ng, thudc chng déng nhu warfarin, thude Grc ché téi
hép thu serotonin chon loc, hoac thude te ché tiéu cau nhu acid acetylsalicylic (xem phan TUONG TAC
THUOC).

Nén dirng diéu trj véi ibuprofen néu bénh nhén bi chay mau hodc loét da day rudt.

Nén thdn trong khi sir dung NSAID d6i v6i cac bénh nhan co tién sir loét dudng tiéu héa hodc bénh da
day ru¢t khac vi du loét rudt két va bénh Crohn vi cac tinh trang nay c6 thé nghiém trong thém (xem phan
TAC DUNG KHONG MONG MUON).

Anh huéng dén thin ) , )

Can than trong doi véi cac bénh nhan bi mat nudc, dic biét doi vai tré em, thanh thiéu nién va nguoi gia

vi 6 nguy co suy than.

Nhin chung, th6i quen ding thudc giam dau, dic biét 1a dang két hop mot vai hoat chét giam dau, c6 thé

dan dén ton thuong than lau dai voi nguy co suy thén (bénh than do dung thuoc giam dau). Nguy co nay

c6 thé tang 1én khi c6 cang thing vé thé chit két hop véi mat mudi va mat nude. Do d6 nén tranh théi
uen nay.

qCan than trong v6i bénh nhan tang huyét 4p va/hodc suy tim, do chirc ning than c6 thé da suy giam (xem

phan CHONG CHI BINH va TAC DUNG KHONG MONG MUON).

Rm loan hé ho thg
Can than trong néu dung ibuprofen cho bénh nhan dang trong tinh trang hodc c6 tién sir hen phé quan, do
da c6 bao céo vé viéec NSAID thic day co thit phé quan & nhimg bénh nhan nay.
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Anh huomg dén da ) :

Phan (mg da nghiém trong, mdt s6 gay tr vong, nhu viém da tréc vay, hoi chimg Stevens-Johnson va hoai
tir biéu bi nhiém doc, da duge bao cdo rat hiém khi ¢6 lién quan dén viéc ding NSAID (xem phan TAC
DUNG KHONG MONG MUON). Nguy co xay ra cac phan tmg nhu vay 16n nhét khi bit dau diéu tri,
phan l6m cac trudng hop xdy ra trong théng dau tién. Nén dimg diéu tri v6i ibuprofen ngay khi thiy ban
da, ton thuong niém mac hodc cac dau hiéu qué man khéc

Trudng hop ngoai 1€, bénh thiy ddu c6 thé 1a ngudn goc cia boi nhiém moé mém va da nghiém trong.
Hién nay, van chua thé loai bo vai trd ciia NSAID trong viée 1am tram trong thém céc nhiém tring nay.
Do vdy, tranh str dung ibuprofen trong truong hop thiy dau.

Lupus ban dé hé théng va bénh mé lién két hén hop o _
Can than trong doi voi cac bénh nhan lupus ban do hé thong (SLE) va bénh mé lién két hon hop. C6 the
tdng nguy co viém mang nédo vo khuan (xem phan dudi va TAC DUNG KHONG MONG MUON).

Cic phan 1mg di 1rng
Cac phan (mg quéa man cép tinh nghiém trong (vi du séc phan vé) da thay nhung rat hiém. Ngay khi thay

dau hiéu dau tién cua phan ing qua man sau khi ding ibuprofen phai ngu’ng thu6e ngay 1ap tirc. Céc bién
phap y té can thiét, tiy theo triéu chimg, phai duoc thuc hién béi ngudi c6 chuyén mon.

Cén thén trong dbi v6i cac bénh nhén da timg c6 phan (mg qua man hogc di (mg dbi véi cac chét khac boi
vi nguy co xay ra phan (mg qua man khi dung ibuprofen & cac bénh nhén nay c6 thé tang 1én.

Cén than trong d6i v6i cac bénh nhén bi sdt co kho, polip & miii hodc rdi loan nghén duong hd hip man
tinh vi ting nguy co xdy ra phan (mg dj (mg. C4c phan (mg nay c6 thé biéu hién nhu hen (con dugce goi la
hen do thudc giam dau), phii Quincke hogic may day.

Anh huéng trén huyét hoc ) o .
Ibuprofen ciing nhu cac NSAID khac, c6 thé tc ché két tap tiéu ciu va kéo dai thoi gian chay mau &
nguoi binh thudng

Viém mang nio vo khuén

Viém mang ndo v6 khuéan da dugc quan sat trong cac truong hop hiém gdp ¢ nhimg bénh nhan dang diéu
tri voi Ibuprofen. Mic dii bénh nay c6 thé nhiéu kha nang xay ra & nhimg bénh nhan dang bi lupus ban do
hé thong_ bénh mo lién két c6 lién quan, bénh nay da dugc bdo cao & nhilng bénh nhan khong c6 bénh
man tinh

Suy tim, thin va gan

Can than trong & bénh nhén suy than, gan hay tim vi viéc sir dung cac NSAIDs ¢c6 thé dan dén suy giam
chirc nang than. Viéc udng dong thoi thuong xuyén cac thude giam dau tuong tu 1am tang thém nguy co
nay. D&i voi bénh nhan suy than, gan hodc suy tim, ding liéu thap nhét c6 hiéu qua, trong thoi gian ngén
nhét c6 thé va theo dai chirc ning than dic biét 12 & nhitng bénh nhén diéu tri dai han (xem phan Chong
chi dinh).

Nguy co huvet khoi tim mach:
Céc thude chong viém khong steroid (NSAIDS) khong phai aspirin, dang dudng toan than ¢ thé 1am

tdng nguy co xuat hién bién cb huyet khéi tim mach, bao gom ca nhdi mau co tim va dot quy, c6 thé dan
dén tir vong. Nguy co ndy ¢6 thé xuét hién sém trong vai tuan diu dung thuoc va c6 thé tang 1én theo thoi
gian dung thuée. Nguy co huyét kh01 tim mach dugc ghi nhén cha yeu & liéu cao.

Bac si can danh gia dinh ky su xuat hién ctia cac bién c6 tim mach ngay ca khi bénh nhan khong c6 cac
triéu chimg tim mach tru6c do. Bénh nhén can duorc canh bdo vé céc triéu chimg cta bién ¢ tim mach
nghiém trong va can thdm kham bac s ngay khi xuat hién cac tri¢u chimg nay.

Pé giam thiéu nguy co xuét hién bién co bt loi, cin sir dung Brufen & lidu hang ngay thip nhat c6 hiéu
qua trong thoi gian ngédn nhit c6 thé.
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Céc thong tin lién quan dén td dwoc

Ibuprofen hon dich uong 20 mg/mL c6 chira sucrose va sorbitol. Bénh nhan c6 van dé di truyén hiém gap
khéng dung nap fructose, kém hap thu glucose-galactose hodc thiéu hut sucrose-isomaltase khong nén
diing thude nay. Can than trong véi cac bénh nhan tiéu duong. Thube c6 thé gay hai cho ring.

Ibuprofen hén dich uong 20 mg/mL c6 chira methyl parahydroxybenzoat va propyl parahydroxybenzoat.
Cé thé gay ra phan ing di img (c6 thé tri hoan).

Ibuprofen hdn dich udng 20 mg/mL c¢6 chira chat tao mau vang. C6 thé gay ra phan (g dj img.

TUONG TAC THUOC )

Nén luu y khi str dung cho nhimg bénh nhén dang ding nhimg thudc sau vi da c6 nhimg tuong tac dugc
bao cdo & mot s6 bénh nhéan:

Nhitng rhm‘fq lgi tiéu, thudc iec ché ACE, th uéfc' chen beta va thuéc déi khing angiotensin-I1

NSAID c6 thé 1am giam tac dung ctia nhirng thuoc nay.

Thude loi tiéu ciing c6 thé lam tang nguy co ngd doc than cua NSAID.

O mot s6 bénh nhén ¢6 chirc nang than suy giam (vi du bénh nhan mét nude hodc bénh nhan nguoi gia co
chirc nang than suy giam), viéc sir dung dong thoi voi thudc e ché ACE, thudc chen beta, thude doi
khéng angiotensin-II va cac chét (rc ché cyclooxygenase ¢6 thé lam htiy hoai thém chirc nang thén, bao
gbm kha ning suy than cép, thudng 1a c6 phuc héi. Do dé, viéc ding phdi hop thuoc nén dugc tién hanh
than trong, dac biét & ngudi gia. Bénh nhan nén dugc bu nude dAy du va nén cn nhic theo doi chirc ning
than sau khi khoi liéu diéu tri dong thoi, va dinh ky sau dé.

Glycosid tro tim
NSAID co thé lam tram trong thém tinh trang suy tim, giam téc d6 loc cAu than va tang ndng do trong

huyét tuong cta glycosid tro tim (vi du digoxin).

Lithium .

. i x : ; S
Viéc sir dung dong thoi ibuprofen véi cac ché pham lithium c6 thé lam tang nong d¢ trong huyét thanh 3
cua cac thudc nay. J
Methotrexat

NSAID c6 thé tre ché bai tiét methotrexat & dng than va lam giam d6 thanh thai methotrexat.

Ciclosporin
Tang nguy co ngd doc than vai NSAID.

M{feprfsmn
Khong nén diing NSAIDs trong 8 dén 12 ngay sau khi ding Mifepriston vi NSAIDs c6 thé 1am giam hiéu

qua cua mifepriston

Corticosteroid : ) )
Ibuprofen nén duge dung thén trong khi ket hop véi corticosteroid do su ket hop ndy c6 the lam tang
nguy co tac dung bat lgi, dac biét doi vai ong da day rudt (loét hodc chay mau da day rudt).

Nhitng thuéc chéng dong

NSAIDc6 thé 1am ting tic dung ctia nhimg thudc chong déng, vi du warfarin (xem phan CANH BAO VA
THAN TRONG).

Acid acetylsalicylic
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Ciing nhu voi cac thude khéc cé chira NSAID, diing dong thoi |huprofen voi acid acetylsalicylic/ aspirin
nhin chung khong dugrc khuyen nghi do kha nang tang tac dung bat lgi.

S6 liéu thi nghiém goi y rdng ibuprofen c¢6 thé trc ché canh tranh tac dung chong két tu tiéu cdu & liéu
thap cua acid salicylic/aspirin khi st dung ddng thoi. Mic du co su khong chic chin cua viée ngoai suy
tir cac dir liéu 1am sang vé tinh hudng 1am sang kha nang khi str sung lidu théng thuong, lau dai coa
ibuprofen cé thé giam tac dung bao vé tim mach cua lidu thap cua acid acetylsalicylic/aspirin khong thé bj
loai trir. Khéng c6 tac dung lam sang dang ké ndo c6 thé coi 1a c6 kha nang xay ra khi thinh thoang sir
dung ibuprofen (xem phan PAC TINH DUQC LUC HQC).

Sulfonylurea ) . ) )
Céac chat NSAID co th;“: lam tang tdc dung cua cac thude sulfonylurea. Co6 rat it bao cao cho thay hién
tuong giam duong huyet & bénh nhan dang diéu tri véi sulfonylurea cé ding ibuprofen.

Zidovudin

Str dung chung véi NSAIDs ting nguy co giy doc tinh huyét. C6 bang chimg tang nguy co tu mau khép
va buéu mau & bénh nhan HIV duong tinh ¢6 chimg mau kho dong, sau khi dugc diéu tri dong thoi
zidovudin va ibuprofen.

Cidc NSAID khdc, bao gom salicylat va rhftffc ire ché chon lpc cyclooxygenase-2
Str dung dong thoi mét vai NSAID c6 thé lam tang nguy co loét va chay méu da day rudt do tac dung
hiép dong. Nén tranh stir dung dong thoi ibuprofen véi cac NSAID khéc.

Aminoglycosid
NSAID c6 the lam giam su dao thai cia cac aminoglycosid.

Cholestyramin
Viéc ding phdi hop ibuprofen va cholestyramin ¢6 kha niang lam giam hap thu ctia ibuprofen trong dudng
tiéu héa. Tuy nhién, anh huéng mang y nghia lam sang con chua duoc biét.

Tacrolimus ) )
Str dung dong thoi hai thudc co thé ting nguy co ddc tinh thén.

Nhitng thuéc chéng két tu tiéu cau va nhiing rhuoc irc che tai hap thu serotonin chon lpc
Tang nguy co chay méau da day rugt (xem phan CANH BAO VA THAN TRONG).

Nhitng chiét xuit tir cdy co
Ginkgo biloba cd thé lam tang nguy co chay méau véi NSAID.

Khang sinh nhom Quinolon

Nhirng dir liéu thu dugce trén dong vit cho thdy NSAID c6 thé ting nguy co co giét gan lién voi khang
sinh nhom quinolon. Bénh nhan sir dung NSAID va khang sinh nhém quinolon c6 thé ting nguy co co
giat.

Cic thuéc irc ché CYP2CY9

Viéc ding két hop ibuprofen véi cac thube trc ché CYP2C9 c6 thé gia ting phoi nhiém véi ibuprofen (co
chét cia CYP2C9). Trong mot nghién clru véi voriconazol va fluconazol (cac thudc (rc ché CYP2C9) cho
thdy muc d6 phoi nhiém véi S(+)-ibuprofen tan% khoang tir 80 dén 100% . Nén cén nhéc viéc giam lidu
ibuprofen khi chi dinh phdi hop céc thude trc ché CYP2CY, dic biét khi ibuprofen lidu cao dugc sir dung
phoi hop véi voriconazol hodc fluconazol.

KHA NANG SINH SAN, PHU NU CO THAI VA CHO CON BU
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Kha mmg sinh san

Cé mét s6 bang chimg ring cac thude trc ché tong hop cyclooxygenase! prostaglandin co thé 1am suy
giam kha nang sinh san & phu nir do anh huong dén rung trimg. Anh hudng nay c6 thé mat di khi két thic
diéu tri.

Phu nit c6 thai

Uc ché tong hop prostaglandin ¢6 thé gay tac dong bét lgi cho viéc mang thai va/hodc cho sy phal trién
cua phéi/ thai. Céc so liéu dich t& hoc dua ra gia thuyét rang viéc sir dung chit Gc ché tdng hop
prostaglandin & giai doan dau cua thai ky lam tang nguy co sdy thai, di tat ¢ tim va tat nit bung. Nguy co
duoc cho la tang Ién theo liéu va thoi gian diéu tri. Trén dong vat, vigc sur dung chét tc ché téng hop
prostaglandin cho thay két qua tang tén thét trudc va sau khi trimg 1am td va tang nguy co chét cua phoi/
thai nhi. Hon nita, da c6 bao cdo & dong vit ding chét trc ché tong hgp prostaglandin trong giai doan hinh
thanh co quan (ndi tang) lhay gia ting ty 1¢ di dang cac loai ké ca di dang tim mach.

Trong glal doan ba thang dau hoic ba thang gilra cua thai ky, khong nén str dung ibuprofen, trir khi that
su can thiét. Néu sir dung ibuprofen cho phu nir dang ¢b ghng thy thai hodc trong ba thang dau hodc ba
thang gitra cua thai ky, nén str dung liéu thap nhit c6 thé ctng nhu liéu trinh diéu trj cang ngin cang t6t.
Trong giai doan ba thang cudi cua thai ky, viéc sir dung chat tic ché tong hop prostaglandin c¢6 thé phoi
nhiém thai nhi véi cc nguy co sau:

- Nhiém doc tim phm (sinh non do tang huyel ap 6ng dong mach va tang huyét 4 ap mach phoi).

- Suy giam chirc ndng thén, ¢6 thé din dén suy than ¢ tinh trang it nudc oOi.

Vio cubi thai ky, viéc str dung chat (rc ché tong hop prostaglandin cé thé phoi nhim ngudi me va tré so
sinh trudc cac nguy co sau:

- C6 thé gay chay mau kéo dai

- Uc ché con go cia tir cung, ¢6 thé dan dén qua trinh chuyén dabi tri hoan hodc kéo dai.

Chinh vi vy, chéng chi dinh diing ibuprofen trong ba thang cudi cua thai ky.

Sinh dé va chuyén da ‘
Khong khuyén nghi str dung ibuprofen trong qué trinh sinh dé, chuyén da.

Phu nit cho con bu ' ) ) ’
Trong nhing nghién ciru han che c6 dugc deén nay, ibuprofen xuat hién trong sita me v6i ham luong rat
thap, néu co thé, nén tranh str dung ibuprofen cho nhimg ba me dang cho con bi.

TAC PONG PEN KHA NANG LAI XE VAN HANH MAY MOC

Khi str dung ibuprofen, thoi gian phan (g ctia bénh nhén ¢6 thé bj anh huéng. Vi vay can tinh dén tac
dong nay doi vdi nhirng hoat dong doi hoi canh giéc cao, vi du nhu 14i xe hodc diéu khién may méc. Diéu
ndy cang can quan tdm hon khi sir dung thube két hop véi rugu.

TAC DUNG KHONG MONG MUON

Tac dung bét loi thuong gap nhét 1a ddi véi da day rudt. Loét hé thong tiéu hoéa, chay mau hodc thung da
day ruét, doi khi gy tir vong, dic biét & ngudi gia, ¢6 thé xay ra (xem phin CANH BAO VA THAN
TRONG). Budn non, non, tiéu chay, day hoi, tdo bon, kho tiéu, dau bung, dal tién mau den, non ra mau,
loét da day, bénh viém rudt két tién trién va bénh Crohn (xem phan CANH BAO VA THAN TRONG) da
duoc ghi nhan sau khi str dung thude. Viém da day ciing da dugc bao cao, nhung it gip hon.

Hf)n dich uéng hodc cém dang sui ibuprofen c6 thé gy ra cam gidc néng rat thodng qua & viing miéng va
cd hong.

Phin trng qui min ) )
Céac phan {mg qua man di dugc bdo cdo sau khi diung NSAID. Cac phan (g nay c6 theé bao gom
(a) cac phan ing dj ung khong dac hiéu va phan vé; o
(b) céc phan tmg dudng hé hip bao gdbm hen, hen ting Ién, co that phé quan hodc kho the;
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(¢) céc rdi loan vé da, bao gdm phat ban cac loai, ngtra, may day, phi bach huyét va, rat hiém gap,
ban do da dang va bénh da bong nude (bao gém hoi chimg Stevens-Johnson, hoai tir biéu bi
nhiém doc).

Cic tinh trang nhiém tring va nhiém ky sinh tring

Hién tugng tram trong thém cta tinh trang viém da do nhiém tring (vi du tang viém mac hoai tir) da dugc
mo ta khi sur dung NSAID. Néu diu hiéu nhiém tring xay ra hodc tram trong thém trong luc st dung
ibuprofen, khuyén céo bénh nhan dén gip bac si ngay lap tire.

Da va roi loan mé duéi da N . ‘ ‘

Trong mét s6 trudong hop cd biét, nhiem tring da nghiém trong va béi nhiem mé mém cé thé xay ra khi bj
viém thiy ddu (xem phan “Céc tinh trang nhiém tring va thim nhiém” va CANH BAO VA THAN
TRONG).

Roéi loan tim mach

Cac nghién ctu lam sang goi y réng vige sur dung ibuprofen, déc bi¢t 1a & lieu cao (2400 mg/ngay) cé thé
gén lién vGi tang nhe nguy co bién ¢d huyét khoi dong mach (vi du nhdi méu co tim, dot quy, xem phan
CANH BAO VA THAN TRONG).

Nguy co huyét khdi tim mach (xem thém phan Canh béo va than trong)

Téc dung bt loi it nhét c6 thé lién quan dén ibuprofen dugc trinh bay theo phan loai h¢ co quan va tan
sudt quy chuin ciia MedDRA. Céc nhom tan suat sau dugc sir dung: Rét phd bién (=1/10), Phé bién
(=1/100 dén <1/10), Khong pho bién (>1f1000 dén <1/100), Hiém gip (>1f10000 dén <1/1000), Rét hiém
gap (<1/10000), va Khong rd (khong thé udc tinh duogc tir cac dir ligu san co).

Céc tan suét da néu, lién quan dén viéc sir dung ngan han liéu ding hang ngay khéng qua 1200 mg
ibuprofen dang udng.

Hé co quan Tan sqét i Phén g bat loi
Tinh trang nhiém Khong pho bién | Viém miii. )
tring va nhiém ky Rat hiem gap Viém mang ndo vo khuan.

sinh trung

R6i loan l:néu va hé
bach huyét

Rat hiém gip

Giam bach cau, giam tiéu cau, giam bach cau trung tinh, mét
bach céu hat, thiéu méu bﬁt san va thiéu mau tanhuyét.

Céc dau hiéu dau tién: s6t, dau hong, loét bén ngoai miéng,
triéu chirg nhu ciim, mét moi kiét sirc, chay méau va tham tim
khong giai thich duoc.

R&i loan hé mién
dich

Khéong pho bién

Qua man

Rét hiém gip

Phan (mg qua man nang.

Triéu chimg c6 thé la: phong rop thanh quan, lugi va mat, kho
tho, tim dap nhanh, tut huyet ap (phan vé, phu bach huyét hodc
sdc ning).

R4&i loan tam than Khéng phé bién | Mat ngt, lo au.
Hiém gip Tram cam, tinh trang 1an 16n.
R&i loan hé than Phé bién Chéng mat.
kinh Khoéng phé bién | Pau d?m, di cam, budn ngu.
Hiém gap Viém day than kinh thi giac.
R&i loan vé mit Khéng phé bién Suy giam thi lyc.
Hiém gap Nhiém doc roi loan than kinh thi giac.
R&i loan thinh gidc | Khong phd bién | Giam thinh lyc.
va tai trong Hiém gap U tai, chong mat.
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R&i loan hd hap. Khong pho bién | Hen. co that phé quan, khé tho.
16ng nguc va trung
that
R&i loan da day rugt | Phd bién Khé tiéu, tiéu chay, buon nén, nén, dau bung, day hoi, tdo bén,
dai tién mau den, n6n ra mau, chay mau da day rudt.
Khong pho bién | Viém da day, loét ta trang, loét da day, loét miéng, thung da
day rudt.
Rat hiém gap Viém tuy.
Khéong rd Viém rudt két va bénh Crohn
R6i loan gan mat Khéng pho bién | Viém gan, vang da, chirc nang gan bat thudng.
Hiém gap Ton thuong gan.
R4t hiém gap Suy gan.
Roi loan da va mo Khong pho bién | Phat ban, may day, ngira, ban xuat huyét, phan (g nhay cam
dudi da véi dnh sang.
Rét hiém gap Phong da, bao gobm hoi chimg Stevens-Johnson, hoai tir biéu bi
nhiém déc va ban dé da dang.
Réi loan than va Rt hiém gip Viém bng than k&, hoi chimg than hu va suy than.
dudng nigu Suy thén cap, hoai tir nhu thén (dac biét khi dung thuée kéo
dai) gén lién véi tang ure huyét thanh.
Céc roi loan chung Phé bién Mét moi.
va tai vi tri diing Hiém gap Phui né.
thude
R6i loan tim Rét hiém gap Suy tim, nhdi mau co tim (xem phan CANH BAO VA THAN
TRONG).
R6i loan mach mau | Rat hiém gap Tang huyét ap.
QUA LIEU
Ng¢ dje

Céc déu hiéu va triéu Chng ngd doc khéng quan sét duge vai liéu dudi 100 mg/kg ké ca ngudi 16m va tré
em. Tuy nhién, trong mot s6 truomg hop ¢6 thé van can trg gitip. Tré em ¢ dau hiéu va triéu chimg ngd
doc sau khi ubng lieu 400 mg/kg hodc 16n hon. O ngudi 16n, tac dung dap tmg liuit rd rang hon. Thoi
gian béan huy trong truong hop qué lidu 1a 1 gio rudi dén 3 gio.

Tri¢u ching

Hau hét céc bénh nhan da udng lugng dang ké - ibuprofen ¢ biéu hién triéu chimg trong vong 4 dén 6 gio.
Triéu chimg qua liéu dugc bao cdo nhiéu nht bao goém budn nén, nén mira, dau bung, ngu lim va ngu
gat. Téc dong 1én hé than kinh trung wong (CNS) bao gom dau déu, 1 tai, chong mat, co giat, mat tinh tao.
Céc triéu chimg nhu ching rung gidt nhan cau, nhlem acid chuyen hé6a, ha than nhiét, anh hudng dén
than, chay mau da day rugt, hén mé, ngat thé va tram cam do hé than kinh trung wong va hé hé hip ciing
dugc bao cao, nhung rat htém

Ng6 doc tim mach, bao gom tut huyét ap, chim nhip tim, tim ddp nhanh da dugc bao céo. Trong trucng
hop qua lidu dang ké, co thé xay ra suy than va ton thuong gan. Qua liéu mét lwong 16n nhin chung c6 thé
dung hoa duge néu khong cé thude nao khac dugc sir dung cung.

Xir tri

Khong c6 bién phap giai doc dédc hi¢u khi dung qua liéu ibuprofen. Khuyén cdo rira da day/ lam sach da
day kem theo cac bign phap hé trg néu liéu dua vao vuot qua 400 mg/kg trong gio dau tién.

Dé ¢ duge hudng dan cap nhét nhat, d& nghj lién lac v6i trung tim chong doc ctia dja phuong.

CAC PAC TINH DUQC LY
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Phan loai nhom tac dung duge 1y: thudc chdng viém, chdng thip khép nhom phi steroid, dan chét cia
acid propionic.

Ma ATC: MO1AEOI.

Tén héa hoc cua ibuprofen 1a acid (£)-2-(4-isobutylphenyl) propionic. Phan tir lugng cua ibuprofen la
206,28 va cong thuc phan tir 1a CI13H1802.

bAC TINHDUQ’CLVCHOC

Ibuprofen 1a thuoc chong viém khongsteroid (NSAID) din chat «cua acid propionic ¢6 tac dung giam dau,
chong viém va ha s6t. Hon nira, ibuprofen (rc ché két tu tiéu ciu c6 thé phuc hdi. Tac dung dleu tri cla
thu6c nay dugc cho la do kha ning trc ché enzym cycio—oxygenase va do d6 gidm déng ké tong hop
prostaglandin. Cac dac tinh nay gitip giam tri¢u chimg viém, dau va sot.

Cac dir liéu thur nghiém cho thay khi ding dong thoi voi nhau ibuprofen c6 thé trc ché canh tranh tac
dung két tu tiéu cau cua acid acetylsalicylic/ aspirin lleu thap. M6t vai nghién ciru duge dong hoc chi ra
rang, khi mot liéu duy nhét 400 mg ibuprofen dugc udng trong vong 8 gio trude hodc trong vong 30 phut
sau khi udng acid acetylsalicylic/ aspirin giai phong nhanh véi liéu 81 mg, ibuprofen da han che anh
hudng cua acid acetylsalicylic/ aspirin Ién qua trinh tong hop thromboxan va qua trinh két tu tiéu cau.

Mic du ¢6 su khong chéc chan khi ngoai suy tir cac dir liéu nay dén thyuc té 1am sang, kha nang khi sir
dung liéu thong thudng, lau dai cua ibuprofen c6 thé giam tac dung bao vé tim mach cua liéu thip cia
acid acetylsalicylic/aspirin khéng thé bi loai trir. Khong c¢6 tac dung 1am sang dang ké nao c6 thé coi 1a co
kha nang xay ra khi str dung khong thuong xuyén ibuprofen.

PAC TINH DUQC PONG HQC

Ibuprofen 1a hén hop racemic ctia dbi hinh [+] S- va [-] R-.

Hép thu

Ibuprogen dugc hap thu nhanh tir duong tiéu hoa voi 80-90% sinh kha dung. Nong do dinh trong huyét
thanh dat dugc 1-2 git sau khi ubng déi voi dang bao ché giai phong nhanh.

Cac nghién ciru bao g gdm bira an chudn cho thay thic dn khong anh huéng dang ké dén sinh kha dung
toan phan

Phén bd

Ibuprofen gin két manh véi protein huyét tuong (99%). Ibuprofen c6 thé tich phan bé nho, khoang 0,12 —
0,2 L/kg ¢ nguoi lon.

Chuyén héa

Ibuprofen dugc chuyén héa nhanh & gan thong qua cytochrome P450, uu tién qua CYP2C9, tao thanh 2
chat chuyeén héa ban déu khong hoat tinh, 2-hydroxyibuprofen va 3-carboxyibuprofen. Sau khi ubng
thude, gan 90% liéu udng ibuprofen c6 thé thiy trong nudc tieu dudi dang chét chyen hoa oxy hoa va lién
hop glucuronic. Rét it ibuprofen dugc dao thai qua nuée tiéu dudi dang khong dbi.

Thai trir

Sy dao thai qua than vira nhanh vira hoan toan. Thoi gian ban thai cua dang bao ché giai phong nhanh la
khoang 2 git. Viéc dao thai ibuprofen thuc te hoan tat 24 gio sau khi ding liéu cudi cung. Trong cac
nghién ciru han ché, ibuprofen c6 trong sira & ndng do rat thap.

Cic quén thé dic biét

Nguwoi gia

Néu khong c6 suy than, dic tinh duge dong hoc va dio thai qua nude tiéu gitta ngudi gia va ngudi tré chi
khéac biét nho, khong c6 y nghia 1am sang.

Tré em

Phoi nhiém hé thong déi v6i ibuprofen tuy theo lidu diéu tri dugc diéu chinh theo cén nang (5 mg/kg dén
10 mg/kg) & tré em tir 1 tudi trés 1én ¢6 vé tuong ty nhu & ngudi 1én. Tré em tir 3 thang dén 2 tubi ruorl co
vé co thé tich phan bé (L/kg) va do thanh thai (L/kg/h) ibuprofen cao hon so véi tré em tir trén 2 tudi rudi

dén 12 tudi.
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[y

D6i véi cac bénh nhan suy than nhe, da c6 béo céo ting nong do trong huyet tuong cua (S)-ibuprofen, gia
tri AUC cao hon cua (S)-ibuprofen va tang ty 1¢ cta gla tri AUC giira cdc chat déi hinh (S/R) so véi nhém
déi chimg khoe manh. O bénh nhan suy than giai doan cudi dugc thdm phan mau hang ngay, ty lé
ibuprofen tur do trung binh khoang 3% so véi 1% & céc tinh nguyén vién khoe manh. Suy giam nghiém
trong chirc nang thén c6 thé xay ra do tich liy chit chuyén héa cua ibuprofen. Y nghia cua tac dung nay
con chua biét. Cac chat chuyen hoa ¢ thé duoc loai bo thong qua thim phan méu (xem phan LIEU
DUNG VA CACH DUNG, CHONG CHI PINH, va CANH BAO VA THAN TRONG).

Suy gan

Bénh gan do rugu kém suy gan & mic do nhe dén trung binh khong gay ra thay ddi dang ké cac thong s6
duge dong hoc. O bénh nhan xo gan kém suy gan mirc d¢ trung binh (diém s6 Child Pugh 6-10) duoc
diéu tri bang ibuprofen racemic, da quan st thay thoi gian ban thai kéo dai trung binh 2 lan va ty s6 gid
tri AUC ctia cac d6i hinh (S/R) thdp hon déng ké so véi nhém déi chimg khoe manh, cho thdy su suy
giam chuyen héa dao nguoc cua (R)-ibuprofen thanh chit d6i hinh (S)- c6 hoat tinh (xem phan LIEU
DUNG VA CACH DUNG, CHONG CHI DINH, va CANH BAO VA THAN TRONG).

Tiéu chuin: Nha san xuat.

Dang déng goéi: Chai 60 ml.

Han dung: 2 ndm ké tir ngay san Xuét. Khong dung thudc qua han sir dung.
Bio quan: Bio quan ¢ nhiét do khong qua 30°C.

Dé ngodi tam tay tré em. .
Théng bdo cho bdc si nhitng tic dung khong mong mubn gdp phdi khi st dung thuoc.

San xudt boi
PT. ABBOTT INDONESIA
J1. Raya Jakarta Bogor Km 37, Cimanggis, Depok, Indonesia.
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