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Rx: Thudc nay chi dimg theo don thuoc

TORFENO 600

TalYE
Vién nén bao phim Ibuprofen 600 mg INHH
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CAC DAU HIZU LUU V VA KITUYEN CAO KHI DUNG THUOC
BPé xa tam tay tré em

Doc ki huong ddn str dung trude khi dimg

Thong bao ngay cho bdc st hodic dirpe sT nhitng tde dung khong mong mudn gdp phai khi st
dung thudc

THANH PHAN CONG THUC THUOC

Thémh phdn hoat chdt: 1buprofen 600mg,

Thanh phdan (i duge: Hypromellose; starch, pregelatinised; microerystalline cellulose;
croscarmellose sodium; lactose; silica, colloidal anhydrous; magnesium stearate; purified
water*.

Théanh phén bao phim: Hypromellose; titanium dioxide (ci=77891, e-171); talc; propylene
glycol; purilied water*.

*Khéng ton tai trong thanh phdm cudi ciing.

DANG BAO CHE: Vién nén bao phim
M ta dang bao ché: Vién nén bao phim hinh bau dyc, hai mit 161 va mau tréng.

CHI DINII:

Pidu (ri viém khép dang (hdp (bao gom viém khép dang thdp & we vi thanh nién hode bgnh
Still), viém cot song dinh khép, thodi héa khdp va cac bénh khép khac khong do viém khop
dang thip (huyét thanh am tinh).

Trong diéu tr} cac tinh trang thap ngoai khép, ibuprofen duge chi dinh trong cdc tinh trang
viém quanh khép nhu dong cng vai (viém bao khép), viém bao hoat dich, viém gan, viém bao
gén va dau (hit lung.

Didu rj cée chdn thuong mé mém nhu bong gan va cing co.

Ibuprofen ciing duge chi dinh lam giam con dau tir nhe dén trung binh nhu dau byng kinh, dau
rang, dau sau phau thudt va dé giam triéu chimg dau dau, bao gdm ca dau nia dau.

CACH DUNG, LIEU DUNG

Cich dang:

Dudng udng.

Nhiing bénh nhédn c6 da day nhay cam nén ding thudc cing vé6i thie dn hodic ngay sau an,
udng cting véi nhidu nude.

Khong nhai, bé, nghién hodc ngdm vién thude dé tranh kho chju & miéng va hong,

Litu ding

(6 thé giam cdc tac dung khong mong muén ctia thude bang cach siv dung lidu lhép nhét ¢6
hiéu qua trong thoi gian ngén nhat can thiét d2 kiém soét céc triéu chimg.

Newdi lén va tré em irén 12 méi: Liu khuyén cdo 1 1200-1800 mg (2-3 vién)/ngdy chia lam
nhiéu lan.

M6t s bénh nhan ¢o thé duoc duy tri & lidu 600-1200 mg (1-2 vién)/ngay. Trong tinh (rang
bénh ning hotic cdp tinh, ¢6 thé tang lidu cho dén khi giai doan clp tinh duge kiém sodt, voi
diéu kién 1a tong liéu hang ngay khéng vuot qua 2400 mg (4 vién) chia lam nhiéu lan.

Trong bénh viém khdp dang thdp & tré vi thanh nién, co thé dung téi 40 mgrkg trong lugng co
(hé méai ngay, chia lam nhiéu lan.
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Thube nay khong pht hop cho tré em dudi 12 tudi.

Nguroi cao tudi: Ngudi cao (ubi co nguy co cao gip phai cac hiu qua nghiém trong cua cac
phan tng bat lgi. Néu can thlel phai str dung NSAID, nén sir dyng NSAID & lidu thap nhat c6
hiéu qua trong thoi gian ngdin nhat ¢6 thé. Bénh nhan can duac theo doi thudng xuyén dé phat
hi¢n tinh trang chdy méu dudng tiéu héa trong qua tr inh didu trj NSAID. Néu chirc ndng lll'm
ho#ic gan bi suy giam, nén diéu chinh lidu lirong theo timg ca nhan.

CIION(: CHI DINH

Qué man véi ibuprofen hoiic voi bt ky thanh ph’m ta dunrc nio ciia thude.

Khong duoc sir dung ibuprofen & nhirng bénh nhén cé tién st phan img qua man (vi dy: hen

suyén, may day, phtt mach hodic viém miii) sau khi ding lIJupmtcn, aspirin hodc cac NSAID

khéc.

Bénh nhan ¢6 tién st xuat huyét hodc thing duéng tiéu hda, lién quan dén didu (i bing

NSAID trude dé.

Khong nén st dyng ibuprofen & nhimg 'b¢nh nhan dang bi loét da day hodc c6 tién st loét da

day 1 trang tai phat hogc xual huyét tiéu héa (hai hofic nhidu dot loét hodc xudt huyét da duge
xéac dinh).

Khéng nén dimg ibuprofen cho nhitng bénh nhan c6 tinh trang dé chiy mau.

Ibuprofen chéng chi dinh & nhitng bénh nhan suy tim ning (NYHA dg 1V), suy gan néng va

suy thin nang.

Ibuprolen chdng chi dinh trong ba thang cudi cia thai ky.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Céc tac dung khoéng mong muon cO. thé duge giam thiéu bang cach sir dung liéu thap nhét co
hiéu qua trong thoi gian ngn nhat Lan thiél dé kiém sodt cdc tridu chiing. Gidng nhu cac thude
NSAID khdc, ibuprofen cé thé che gidu cac diu hiéu nhidm (ring.

Nén tranh su dung ibuprofen cimng voi cac NSAID, ké ca thube fic ché chon loc
cyclooxygenase-2 do téng nguy co loét hodc chay mau.

Chéan doan dau dau do lam dung thuée (MOH) nén duge nghi ngdy & nhitng bénh nhén bj dau
dau thuong xuyén hodc hang ngdy mic du (hodc do) sir dyng thudng xuyén thude giam dau.
Bénh nhan bj dau dau do lam dung lhuoc khong nén didu trj h’m.g, cach tang lidu thube giam
dau. Trong nhimg truong hop nhu vay cin ngung s dung lhuoc gidm dau.

Viée udng qué nhidu ruou ciing véi cac thude NSAID, bao gdm ca ibuprofen, ¢é thé lam tang
nguy co tde dung phu trén duong (iéu héa, nhi xudt huyét tiéu héa hoic rén hé than kinh trung
wong, c6 thé do hidu tmg céng gop.

Ngwdi cao tuﬂf

N&,lrm cao tudi c6 tAn sudt gip phal phan tng bat loi véi NSAID tang 1én, dic biét 1a xudt
huyét va thing dudng tiéu hoa, co thé gay tir vong.

1ré em

Cé nguy ca suy thdn ¢ (ré em va thanh thiéu nién dang trong tinh trang bi mat nude.

X Hfft I yet tiéu hoa, loét hodc thiing dudng tiéu hda

Xuat huyét tiéu héa, loét hodc thing dudng tiéu hoa co thé gly tr vong, da duoc bao cdo véi
(8t ca cde NSAID vao bét ky thoi diém nao trong qué trinh didu trj, ¢6 hodc khong ¢d widu
chimg canh bdo hoge khong co (ién st bénh nghiém trong vé dudmg tiéu hoa trude dé.

Nguy co xuét huyct loét hodic thungD duong (iéu héa cao hon khi tang liéu NSAID & nhiing
benh nhan ¢6 tién st loét, ddc biét néu cé bicn chimg xuét huyet hodic thing va & ngudi cao
tubi. Nhitng bénh nhan nay nén bit déu didu i véi lidu th'ip nhét hign c6. Nén xem xét didu tri
két hop véi cac thube bao vé (vi dy misoprostol hoge thube e ché bom proton) cho nhing
bénh nhan nay va ca nhitng bénh nhan can dung déng thoi aspirin liéu thip hodc cac thube
khac ¢ kha mng lam tang nguy co trén dudng tiéu hoa.

Bénh nhan ¢6 tién st bénh duong (idu hoa, dic biét 1A ngudi cao tudi, nén bio cdo bat ky Enq:u
chimg bét thuong nao & bung (dic biét 1a huél huyét tiéu hoa), dic biét 1a trong giai doan dau
didu tr].
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Cén than trong & nhitng bénh nhén d ung déng thai cac thudc ¢o thé lam tiang nguy co loét hogc
chay mdu, nhu corticosteroid duong ubng, thuée chongj tlong, mau nhu warfarin, thude tre ché
t4i hip lhu serotonin ¢6 chon loc hoge thude chéng két (ap tiéu ciu nhur aspirin.

Khi xuét hién xudt huyét hofic loét duomg tidu héa & bénh nhan ding ibuprofen, nén nging
diéu tri.

Nén than trong khi dnng, NSAID cho bénh nhién c6 tién str viém loét dai trang hode bénh Crohn
vi nhung, linh trang ndy ¢o thé (rdm trong hon.

Rm logn o I, ip va phdn irng yud min
Cén than trong néu ding ibuprofen cho bénh nhan dang méc hodc ¢6 tién si bénh phc quan,

viem mdi mgn tinh hodc cdc bénh dj ung vi NSAID da duge bao cdo la gdy co thit phé quan,
ndi may day hodc phi mach & nhiing bgnh nhén nay.

Suy timm, thin va gan

Vige sir dung NSAID c¢6 thé lam giam sy hinh thanh prostaglandin phu thude vao lidu va ddn
dén suy than. Viée thuomg xuyén sir dyng nhiéu loai thude g giam dau tuong ty lam tdng thém
nguy co nay. Bénh nhan cé nguy co gép phan ting nay cao nhét la nhiing ngrm suy giam chire
nang thén, suy tim, rdi loan chitc nang gan, dang ding lhum, loi tiéu va ngudi cao tudi.

Dbi Vi nhiing bénh nhan ndy, nén st dung lidu thap nhat ¢6 higu qué, trong thoi gian ngin
nhit ¢6 (hé va theo dai chire nang thin, dic bi¢t & nhitng bénh nhéan dleu trj dai han.

Nhiém toan dng than va ha kali méu cé thé xdy ra sau khi qua lidu cap tinh va & nhung bénh
nhén ding cac thube chiva ihuplotm trong thoi gian dai voi lidu cao (thudmg trén 4 tudn), bao
gdm cde lidu vuot qué lidu khuyén cdo hang ngay.

Nén thin trong khi ding ibuprofen cho nhiing bénh nhin ¢6 tién sir suy tim hogic tang huyél ap
vi dé ¢6 bao cdo lién quan dén viée gitt nude va phu lién quan dén viée dung ibuprofen.

Anh hwong tim mach vi mgch nmu tio

Cén theo dai chit ché va tu vén thich hop cho nhiing bénh nhén cé tién sur lang, huyét ap
va/hode suy tim sung huvel mic do nhe dén trung binh, vi vie gitt nude va phi né da duge
béo céo lién quan dén diéu (i b’mg NSAIDs.

Céc 11{,Inen cliu 1am sang cho (hay vide sir dung lbupn ofen, dac bigt & lidu cao (2400 mg/mgay),
¢6 thé lién quan dén nguy co ting nhe céc bién cé huyét khéi dong mach nhu nhdi mau co tim
hogic dot quy. Nhin chung, cic nghién ctru dich te hoc khong cho thay vige Sll’ dyng ibuprofen
lidu lhap (vi dy < 1200 mg/ngay) cé lién quan dén ting nguy co cic bién ¢ huyét khéi dong
mach.

Bénh nhan c¢6 tang huyét ap khéng kiém sodt, suy tim sung huyét (NYTIA [1-11), bénh (im
{hiul méu cuc b, bénh dong mach ngoai bién va/hogic bénh mach mau ndo chi nén diéu (i
bang itm]nofen sau khi di can nhic can than va cén trénh litu cao (2400 111£,fng'1y) Ciing cén
céin nhéc ky luéng rude khi bt dau didu (rj dai han cho nhimg bénh nhan ¢6 yéu 10 nguy co
dbi véi cae bién co tim maeh (vi dy: tang huyét ap, v6i loan lipid mdu, ddi thao dweng, hnt
thude 14), dic biét néu can st dung liu cao ibuprofen (2400 mg/ngay).

Di ¢ béo cdo vé cae trudmg hop hoi chimg Kounis 6 nhitng bénh nhén diéu tri bang ibuprofen.
Hi chimg Kounis duge dinh nghia la céc trigu chimg tim mach thir phat do phan ting di tng
hode phan tmg qua man cé lién quan dén co (hit dong mach vanh va c6 kha ning dén dén nhdi
mau co tim.

Anh huéng én thin

CAn than trong khi béL ddu diéu tri bang ibuprofen & bénh nhan mat née déng s ké. Co nguy co
suy giam chre nang thin, dic bigt o tré em, thanh thidu nién va ngudi cao tubi bi mat nudc.
Gibng nhu cdc NSAID khdc, viée st dung ibuprofen trong (hoi gian dai da gay ra hoai tr nhi
than va céc bién dbi bénh ly khic cia thin, Bdce tinh trén than ciing duge ghi nhin ¢ nhing
bénh nhan ma prostaglandin thdn dong vai tro bu trir trong vi¢e duy tri tudi mau thin. G nhiing
bénh nhan nay, viée st dung NSAID ¢6 thé gay gidm long hop prostaglandin phy thudc vao
lidu dung, tir d6 lam giam luu lugng mau dén than, cé thé dan dcn suy than.

Nhiing bénh nhan ¢o nguy co cao nhét gdp phan tng nay bao g,om nhitng nguoi suy giam chire
nang than, suy tim, ri loan chic nang gan, nhitng ngudi dang ding thude loi (iéu va thude e
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ché men chuyén A( E, va ngudi cao fudi. Ngtmg didu tri bang NSAID thuong s€ giup phuc hoi
chive nang thin vé trang thai trude khi diéu uj,
Bénh lupus ban da hé llmn;D (S1.E) va benh mo lién két hén hop
O nhing bénh nhan mac lupus ban dé hé thong (SLE) va rdi loan md lién két hdn hop, cd thé
¢ nguy co lang viém mang ndo vo khuén.
Phin ting bit loi n ghiém trong trén da (SCARs)
Céc phan tmg bat loi nghiém trong (rén da (SCARs), bao gbm viém da bong vay, hong ban da
dang, hoi uhunb Stevens-Johnson (SIS), hoai tir thugng bi nhiém doc (TEN), phan tng thude
cé tang bach mu 4l toan va tridu ching todn than (hdi chimg DRESS) va mun mu cap (oan than
(AGLEP), ¢6 thé de doa tinh mang hodc gay tir vong, da duge bdo cdo lién quan dén viée sir
dung ibuprofen. I [Au hét cac phan tng nay xay ra trong thang didu trj dau tién. Néu xuét hién
cac dau hiéu va triéu chung goi y cac phan (g nay, cAn nglmg ngay ibuprofen va cén nhic
diéu trj thay lhe phu hop.
Trong mot s6 truomg hop hiém gdp, bénh [huy ddu co thé 1a ng,uon gbc clia cac bién ching
nhiém tring nghiém trong trén da va md mém. Pén nay, vai 10 cia NSAID trong viée lam
niing thém cac nhiém tring nay chua thé loai trir. Do dé, nén tranh st dung ibuprofen trong
lruong Imrp bénh thuy déu.
Che ;;mu trigu chiin g C tia nhiém trimg tidm in
Thuode co thé che g j:l"lll cde trigu chamg nhiém trung, diéu nay cé thé dan dén viée bit ddu diéu
tri thich hop bi tri hodn va lam tram trong thém hiu qua cua nhiém tring. Hién tuong nay da
duge quan sét thiy trong trudng hop viém phoi cfng clong do vi khuén va cdc bién ching
nhiém khudn do thuy dau. Khi thube duoe ding dé giam sdt hodc gidm-dau lién quan dén
nhidm (ring, can theo doi cén than cdc dau hiu nhiém trimg. Trong trudng hop diéu trj ngoai
llu bénh nhan nén tham khao y kién béc si néu cde tridu chirng kéo dai hogc xAu di.

e dong huyét hoe
(nongj nhir cde NSAID khdc, ibuprofen ¢o thé can thigp vao sy két 1ap tidu cau va kéo dai thai,\

gian chay mdu & nguoi khoe manh binh thudng, ‘f{ )

Viém mang nio vo Jhudn /

Viém mang ndo vd khuan da duge ghi nhan hiém gip & nhitng bénh nhén diéu (1] big
ibuprofen. Mie di tinh trang nay ¢6 kha ning xay ra cao hon & nhitng bénh nhan mic iupu
ban do hé thong (SLE) va céc bénh md lién két lién quan, nhung cting d& duogc bao cdo &
nhting bénh nhan khong co benh ly nén man tinh.

Suy gidm kha ndng sinh san o niv

Viéc st dung ibuprofen cé lhe lam giam khi nam3 sinh san & phy ni va khéng duge khuyén
cdo & nhitng phy nir dang ¢b gdng mang thai. Péi voi nhitng phu nir gap kho khan trang vige
thy thai hodic dang diéu tri v sinh, nén cén nhic ngimg str dyng ibuprofen.

Nguy co hupe! khéi tim mach

Céc thude chéng viém l\hong steroid (NSAIDs), khong phai aspirin, duong ding toan théan, cé

thé lam ting nguy co xudt hién bién cb huyel khéi tim m'mh bao gom ci nhoi mau co tim va

dot auy, ¢6 (hé din dén tr vong. Nguy ca nay cé thé xudt hi¢n sém trong vai tudn dau ding

thudc va o thé lang> [én theo thdi gian ding thudc. Nguy co huyét khdi tim mach di duoc ghi

nhan cha yéu & liéu cao.

Bic si can danh gia dinh ky nguy co xudl hién cua cac bién (‘0 tim mach, ngay ca khi bénh

nhan khéng ¢b cac tri¢u chimg tim mach trude do. Bénh nhan can duge cc‘mh bdo ve cde tigu

chimg cta bién b tim mach nghiém trong va can tham khém béc st ngay khi xudt hién cdc

triéu ching nay

Dé giam thidu nguy co xudt hién bién co bét loi, can st dung Torfeno 600 & liéu hang ngay

thdp nhél c6 hi¢u qua rong thoi gian ngén nhét cé thé.

Laclose

Bénh nhan bj r6i loan di truyén hiém gap nhu khong dung nap galactose, thicu hut lactase hoan
toan hogc kém hap thu glucose-galactose khong nén ding thuoe nay.

Natri
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A

Thude nay ¢6 chira du¢i I mmol (23 mg) natri trong mdi vién nén bao phim, vé co ban dwgc
xem nhu “khéng chiva natri”.

SO DUNG THUOC CHO PHUNT €O THAI VA CHO CON BU

Phy niv ¢6 thai

Viéc tic ché thng hop prostaglandin ¢6 thé anh hwong bat loi dén thai ky va/hodc sy phét trién
ctia phoi/thai nhi. Dir lidu tir cae nghién ctu dich t& hoc cho llny nguy co gia tang say thai, di
(4t tim mach va dj tat thanh bung sau khi st dung cht Gc ché téng lu‘rp prostaglandin trong giai
doan ddu ctia thai ky. Nguy co ndy duoe cho la tang 1én cing voi licu lugng va thai gian diéu
(ri.

Trén dong vl viée str dung chét tic ché (dng hop prostaglandin da cho thay sy gia ting 1y 1&
mat phoi trude va sau khi lam (6 cling nhv tang ty & (& vong phdi/thai nhi. Ngodi ra, cdc
nghién clu (rén ddng vat con ghi nhan sy gia tang ty 18 di tat, bao gom di tat tim mach, khi
dimg ihuou. trong giai dogn hinh thanh co quan.

Tur tudn thai thir 20 we di, viée s dyng ibuprofen ¢o thé gy thiéu 01 do 16i logn chm, ning
(hédn cha thai nhi. Tinh trang nay co thé xay ngay sau khi bit dau dlcu tri va thuong hdi phuc
sau khi ngimg thube. Ngoai ra, ¢d cde bdo cdo ve hién tugng co that dng dong mach sau khi
didu tri trong ba (hdng ;,ma thai ky, hiu hét tudmg hop déu hoi phuc sau khi ngung thude.

Do dd, trong ba thang dau va gitra cia thai ky, ibuprolen chi nén duge sir dung khi that su u'm
thiét, Néu phdi st dyng, lidu ding can duy ti & mm, (hép nhét cé thé va thoi gian diéu tri ngan
nhét ¢6 thé. Khi lhm phu da dimg 1huptulen tir tudn thai (hit 20 trov di trong vai ngay, nén xem
xét theo doi lhieu Si va tinh trang co that dng dong mach. Néu phat hién thiéu 6i hodc co that
dng dong mach, czm ngling ibuprofen ngay 1dp tic.

Trong l}a thang cudi cta thai ky, cde chét trc ché tdng hop prostaglandin ¢é thé gay ra cac anh
hudng bt loi cho:

Thai nhi:
- Doc tinh trén tim- phdi (co thit/dong som dng dong mach va tang huyét ap phoi).

- RéAi logn chire nang thén.
Déi véi me va tré so sinh vao ¢ wdi thai ky:
- €6 kha nang kéo dai thoi gian chay méau do tac dung tc ché Két tap tidu cau, ngay ca

khi dimg liéu rét thap.
U ché co bop 1 cung, ¢6 thé lam chim hogc kéo dai thoi gian chuyén da.

Do do, ibuprofen bj chong chi dinh trong ba thang cubi cua thai k.

I’Im nii' cho con b
Theo céc nghién ctiu han ché hién cd, NSAIDs ¢6 lhc tim lhay (rong stia me ¢ nong do rat thap.

Nén tranh str dung NSAIDs khi dang cho con bu néu cé thé.

ANH HUONG CUA T IIUO{‘ LEN KHA NANG LAI XE, VAN llANll MAY MOC
Céc tac dung khéng mong muén nhu chéng mat, budn ngd, mét maéi va vdi loan thi gide c6 thé
xay ra khi ding NSAID, Néu nhu bj anh huong, bénh nhan khéng nén ldi xe hofic van hanh

may mac.

TUONG TAC, TUONG KY CUA THUOC

Twong tie ciia thude
CAn than trong & nhitng bénh nhén duge diéu trf biang bat kv loai thudc nao sau day vi tuong

tac da duge bao cdo ¢ mot s6 bénh nhan.

Thuée ha huyét dp, thuée chen beta va thude fm tiéu: NSAIDs cé i 16 Iam gidm téc dyng cia

thude chong tang huycl ap, chang han nhu llmou e a,hc men chuyen lhuoc ddi khang thy thé

angiolensin-1l, thude chen beta va thude loi tidu. Thudc loi tiéu ciing cd thé lam tang nguy co
gy doc than cua NSA1Ds.

Glycoside tim: NSAIDs c6 thé 1am Am trong thém finh trang suy tim, giam tde da loc cau than

(GFR) v tang néng do glycoside tim trong hayét tuong.
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Cholestyramin: Dimg dong thoi ibuprofen va cholestyramine cb thé 1am giam hép (hu
ibuprofen & duang tiéu hoa. Tuy nhién, y nghia 14m sang la khong ro.

Lithiun: Giam dao thai lithium.

Methotrexate: NSAIDs ¢é thé (e ché bai tiét methotrexate & dng than va lam giam dd thanh
thai cia methotrexale.

Ciclosporin: I‘m}: nguy co doc than.

Mifepristone: Ve mit ly lhllyel hiéu qua cua thube ¢6 1he glam do digc tinh khing
prostaglandin cua NSAIDs. Bang chimg han ché cho tlny ring viée sir dung déng thoi
NSAIDs vao ngay ding prostaglandin khong anh hudng dén tac dung cua mlfcp; istone hodc
pr oqt'u,lcllltiln (rong vige lam mém ¢o ty cung hodc co thit tir cung va khong lam giam hi¢u qua
lam sing cia vige chdm dit thai ky hanl, thuéc.

Thiudc giam dau khdc va f)'mﬁ: e ché chon loc cyelooxygenase-2: T ranh sir dung dong (hoi hai
hojic nhidu NSAIDs, bao gbm thude tre ché Cox-2, vi diéu nay c6 thé lam ting nguy co tée
dung phy.

Aspirin (Acetylsalicylic acid): Ciing nhu cée thude khic ¢é chira NSAIDs, ding ddng (hai
ibuprofen va aspirin khong duge khuyén cdo vi kha ning tdng tde dung phu.

Dir li¢u thye nghiém cho lha) [ang ibuprofen cé thé tic ché canh tranh tac dung clia aspirin Ileu
timp ddi vai su két tap tiéu cdu khi duge (Iung, dong thoi. Mic di co s I\hong, chiic chan vé
viée ngoai suy nhimg div liéu nay cho tinh huong lam sang, nhung khong thé loai e kha ning
vige dung ibuprofen thuong xuyén, l4u dai cd thé lam gidm téc dyng bao vé tim mach cua acid
acetylsalicylic lidu thap. Khong cé tac dung lién quan dén 1am sang nao duge coi 1a cé thé xay
ra khi sur dyng khong thudmg xuyén.

Cor m,usfu oid: Tang nguy co loét hoge chay méu duong tiéu hoa khi c!ung, NSAIDs.

Thude chdng dong mau: NSAIDs cé thé lam ting téc dung cia thude chéng dong mau, ching
han nhu warfarin.

Khang sinh quinofone: Dt li¢u trén dong vét cho (héy NSAIDs ¢6 thé lam ting nguy co co giat
lién quan dén khdng sinh quinolone. Bénh nhan dimg NSAIDs va quinolone ¢ (hé tang nguy 0
co bi co giat.

Sulfonylurea: NSAIDs 6 thé 1am tang tae dyng cua thude suliony]mea Pa cd nhiing bao céo
hiém gap vé ha duong huyct o b¢nh nhéan dung don;, thari thube sulfonylurea va ibuprofen.
Thudc dmng két !(!p 1iéu cdu var thude tre ché tdi hdp thu serotonin ¢é chon lpe (SSRIs): Ting
nguy co Xudt huvct dudng tiéu hoa khi dimg ciing NSAIDs.

Tacrolimus: C6 thé ting nguy co doc tinh trén than khi ding NSAIDs dong thoi veéi
tacrolimus.

Zidovudine: Tang nguy co doc tinh tén Iulye hoc khi dimg NSAIDs dong (hoi v6i zidovudine,
Ca b’mb chir ng vé viée tang nguy co :ulal huyel lerp va (y mau ¢ bénh nhan méc bénh mdu
khé déng nhidm IV (+) dang diéu ti ddng thei bang zidovudine va ibuprofen.
Aminoglycoside: NSAIDs cd (hé lam giam thai trir aminoglycoside.

Chiél xudt théo duee: Ginkgo biloba ¢é (hé lam ting nguy co chdy mau khi ding dbng thoi véi
NSAIDs.

7'!:!15(* ire ¢hé CYP2C9: Ding dong thoi ibuprofen voi thude e ché CYP2C9 c6 thé lam ting
nong do ibuprofen tong co thé (1a co chat cua CYP2C9). Trong mot nghién ctu voi
voriconazole va fluconazole (chdt Gic ché CYP2CY), nong do S(+) ibuprofen tang lan luot
khoang 80 dén 100% da duoge chiimg minh, Nén can nhéc giam liéu ibuprofen khi dung dong
thei cde chét Ge ché manh CYP2CY, dic bidt khi dimg ibuprofen lidu cao véi voriconazole

hodc tluconazole.

Twong ky thube
Do khéng cé cdc nghién ctu vé tinh tuong ky cia thube, khdng trén 1n thude ndy véi cic

thude khdc.

TAC DUNG KHONG MONG MUON CUA THUOC
RO logn tién hiba:
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Cac tic dung khong mong mubn thuong gap nhét lién quan dén duong tiéu héa. Loét da déy -
td trang, thung hofc xudt huydt tién hoa, dbi khi gay tir vong, dic bitt & ngudi cao tudi, cé thé
Xay ra. Budn non, ndn, tiéu chay, Llay hoi, (40 bon, khé tiéu, dau bung, phan den, nén ra mau,
viem lodt miéng, xudt huyél‘ tiéu hoa va lam néng hon tinh trang viém loét dai trang hogic bénh
Crohn da duoc ghi nhan sau khi sir dung ibuprofen, it gip hon, ¢6 thé xudt hién viém da day,
loét (4 trang, loét da day va thing dudng tiéu hoa.

Roi logn hé mién dich: ; .

Phan img qua mdn da dirge ghi nhan sau khi diéu trj véi NSAIDs. Cdc phan fing nay c6 thé bao
;__,om (a) Phan muz di timg khdng dac hiéu va |)han vE, (b) Phan tmg trén tluronxg ho hd]) nhu hen
phé quan, hen phé quan ning hon, co that phe quan hogc khé the, (¢) Cée roi loan da lidu da
dang nhu phét ban dang khac nhau, ngtva, may day, ban xudt huyét, phit mach va rat hiém khi
xay ra hdng ban da dang, bénh da bong nuée (bao gdm héi chimg Stevens-Johnson va hoai tir p

thirgng bi nhiém doc).

R loan tim rgelt vamgeh wdu:

Phi, tang huyét dp va suy tim da duoc ghi nhén lién quan dén viée diéu tri bing NSAIDs. Céc
nghién civu lam sang cho thiy viée st dung ibuptofcn dac biét ¢ lidu cao (2400 mg/ngay), c6

thé lién quan dén nguy co ting nhe cdc bién ¢d huyét khéi dong mach nhu nhdi méu co tim
hodc dot quy.

Nguy co huyét khéi tim mach (xem thém phan Canh bdo va thin trong).

Tinh trang viém nhiém lién quan dén nhiém trung cé (hé re nén ram trong hon khi dung
e A , A ' o x 5 o X A A . . 5
NSAIDs, Néu ¢d dau hiéu nhiém trang hodc tinh trang nhiém tdng xau di trong khi ding

ibuprolen, bénh nhan nén nhanh chong dén gép béc si.

Roi logn da va moé dwoi da: =\

Trong cédc trudmg hop hiém gip, c6 thé xdy ra nhiém triing da nghiém trong va bién chimg mé I l
I

mém (rong khi bi nhiém thty dau. Ful

Ciac phan ung bat loi ¢o thé lién quan dén ibuprofen dugc phan loai theo tan sudt xuat hién va
phén loai theo hé co quan ciia MedDRA. Phan loai tin suft dia trén quy ude sau: Rat thudng
gap (21/10), thudng gap (21/100 dén <I1/10), it gip (>1/1.000 dén <1/100), hiém gip
(>1/10.000 dén <1/1.000), rit hiém giip (<1/10.000), khong xée dinh (khéng thé wée tinh tir dit
[igu ¢o san).

HE¢ co quan Tan suit Tac dung khong
. mong mudn
Nhiém trimg va nhiém ky sinh | [t gap Viém miii
frimg [iém gap Viém mang nfo vd khuan
Réi logn mdu va hé bgch | Hiém gap Giam bach cu, giam tiéu cau,
huyé'! giam bach ciu trung tinh, mAt

bach cau hat, thiéu mau bat
| sdn, thiéu mau tan mau.

Roi loan hé thong mién dich Lgép Qué man

ITiém gap - Phén img phan vé L
Roi logn tam thn [t gap | Matngy, lo du

Hiém g gap Tram cam, trang thai 1o 13n .
Réi logn ié thin kinh Thudng gap Dau dau, chéng mat

it gép Dj cdm, budn ngu

Hiém giip Viém ddy than kinh thi giac
Roilognmar  [liggp Suy giam thi lyrc
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Roi loan tai va mé dao

Hiem gép

A A » = e I3
Bénh than kinh thi gidc nhiém
Nghe kém, u tai, chong mdl

Roi loan 1o hdp, long ngire va
A

rung that

Roi loan tiéu hda

it gdp
It gap

Fﬁufmg gap

Hen suyén, co thit phé quan,
_khé thé

Chimg khé tiéu, tiéu chay,
budn ndn, ndén, dau bung, day
hoi, tdo bén, di ngoai phéan
den, ndn ra mau, xudt huyél
duwong tiéu hda

it gap

Viém da day, loét hanh t4
trang, loél da day, loét miéng,
thiing dudng tiéu héa

| RALhiém gap

Viém tuy

Khong xde djnh

Dol cp cta viém dai trang va
bénh Crohn

Ro6i loan gan mdt

it gap

Viém gan, vang da, chic
nang gan bat thudng

Rat hiém gap

Suy gan

Réi loan da va mé dirdi da

Thuong gdp

| Phét ban

]

Lt gap

May day, ngta, ban xunal
huyét, pho mach, phan g
nhay cam véi anh sing

Rat hiém gap

Cac dang phin Gng da
nghiém trong (vi dyu: hdng
ban da dang, phan tmg bong
nude, bao gom hdi chimg
Steven-Johnson va hoait tir
biéu bi nhiém dac).

Khéng xdc dinh

Phan (g thude véi ting bach
cAu &i toan va cac triéu chitng
toan than (hdi ching DRESS)
Ban ma foan than cdp tinh
(AGEP)

Roi loan chuyén hoa va dinh
dudng

Khéng xéc dinh

Gidm thém an
Ia kali mau*®

R&i logn thén va tiét nigu

it gap

Nhiém déc than & cac dang
khdc nhau, vi dy nhu viém
émg than k&, hoi chung thén
huvasuy than

———

Rat hiem gap

Suy thén cép

Khéng xéc dinh

Con dau qudn than, tiéu kha
R i il
_Nhiém loan dng than®

1 A 2 x
Cee roi loan chung va tinh
trang tai cho dimg thuoc

Thuong gip

Mél moi

Hiem gap

+ A
Pho né

Réi logn tim

Rét hiém gip

Suy tim, nhoi méu co tim

Khéng xdc dinh

Hai chirng Kounis

Roi loan mach mdu

o o F L - N ' . o « . P 4 =
* Nhiém toan ong than va ha kali mau da duge bdo cdo trong giai doan sau khi thudc lwu hanh,

Rét hiém gap

Tang huyét ap

thudmg xay ra sau khi sir dyng ibuprofen kéo dai vai liéu cao hon mire khuyén cdo.
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Théng bdo ngay cho bic st hofic dupe st khi gip cic tic dung lhéng mong mudn nhar trén
ki sii dung thude hofic bdo cio cde phin fing ¢é hai ciia th ude vé Trung tim Thong tin
thude va Theo déi phin iing cd hai clia thudc (ADR) Quoc Gia.

QUA LIEU VA cAct XU TRi

Déc tinh

Cée diu hiéu va wigu ching ngd doe thuong khong duge ghi nhin & liéu dugi 100 mg/kg o ré
em hodc ngudi lén. Tuy nhién, trong mot so trudng hop ¢d thé can diéu tri hd trg. DA quan sat
thay (ré em xuAt hién cac dau hiéu va tridu chimg ngd doc sau khi ubng lidu (0r 400 mg/kg ey

1én.

Triéu chirng

[au hét cde banh nhan ding qua lidu ding k& ibuprofen s& xuAt hién triéu ching trong vong 4
dén 6 gio.

Céce tricu chimg qua lidu duge bao cdo thudng gap nhdt bao gdbm budn ndn, nén mia, dau
bung, 1o do va budn ngu.
Céc tac dong lén hé than kinh trung vong (CNS) bao gbm dau dau, U tai, chéng mit, co gift va
mat y thie. Ciing da hiém khi ghi nhdn rung giat nhan cAu, nhidm toan chuyén hoa, ha thén
nhié(, anh luréng dén than, xudt huy€l tiéu hoa, hon mé, ngung tha, ticu chay va tc ché hé than
kinh trung wong va hé ho hip. Trong trudmg hop ngd doc ndng, co thé xay ra nhiém toan
chuyén héa. DA ¢6 bao cio vé mit phuong hudng, kich dong, ngat xiu va dée tinh (rén lim
mach, bao gﬁm ha huyé{ 4p, nhip tim chdm va nhip tim nhanh. Trong cae trudmg hop qua lidu
nghiém trong, ¢ kha nang suy thén va tén thuong gan. Tuy nhién, cdc (rudng hop qua lidu 16n
thudng dung nap t6t néu khong st dung dbng theri véi cac thue khéc.

Trong ngd ddc nghiém (rong, co thé xay ra nhiém toan chuyén héa va kéo dai thoi gian
prothrombin/INR, ¢6 kha ning do dnh hudng dén céc yéu t6 dong mau tuan hoan, Suy than cAp
va 160 thuong gan c6 (hé xdy ra.

Str dyng kéo dai véi lidu cao hon mie khuyén cdo hodic qua lidu ¢6 thé gay nhiém toan bng
than va ha kali méau. Céc tri¢u chimg c6 thé bao gdm giam mic do tinh tdo va yéu co toan than.

Diéu iri

Bénh nhéan nén dugce di¢u tri riéu chimg khi can thiét,

Trong vong mot gio sau khi ubng mot luong cé kha ning gy doc, nén cin nhic st dung than
hoat. Ngoai ra, & ngudi 16n, nén cin nhic rira da day trong vong mot gior sau khi uéng qua liéu
¢6 kha nang de doa tinh mang.

Cén ddm bao lugng nude ticu bai tiét 1t

Chtie niing than va gan can duge theo ddi chit ché.

Bénh nhan nén duge theo doi it nhét 4 gid san khi ubng mét luong ¢6 kha nang gay doc.

Co gidt thuong xuyén hogc kéo dai nén duge diéu tr bing diazepam (iém (inh mach. Céc bign
phap khac co thé duoce chi dinh tiy theo tinh (rang lam sang cia bgnh nhén.

DAC TiNIL DUOC LUC HOQC

Nhém duwee Iy: Cac thube chbng viém va giam dau, khong steroid; ddn xudt cua acid
propionic.

Ma ATC: NMOLAEO]

Ibuprofen 1a mdt dan xudl ctia acid propionic ¢6 téc dung giam dau, chdng viém va ha sot. Hidu
qué diéu trj cia thude nhuy mdt NSAID (lhuéc khang viém khéng steroid) duge cho la nho kha
ning irc ché enzym cyclo-oxygenase, dn dén gidm déng ké (ong hop prostaglandin.

Dir liéu thue nghiém cho théy ibuprofen ¢6 thé trc ché canh tranh tac dung cta aspirin lidu thap
lén su két tap tiéu cau khi hai thude nay duge str dung dong thoi, Mot sb nghién ciru duge lyce
hoc chi ra rang khi ding mot lidu don 400 mg ibuprofen trong vong 8 gio trwde hode 30 phut
sau khi dung aspirin phéng thich nhanh lidu 81 mg, hiéu qua cua aspirin trong vige e ché hinh
thanh thromboxan va két (ap liéu cAu bj giam di.
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Mic dii chua ¢6 di co s& vé kha nang ngoai suy cha di liéu nay vao tinh huong lam sang,
khéng (hé loai trir kha nang viée sir dung llJUplOlbil thuong xuyén, lau dai ¢6 thé lam giam téc
dung bao vé lim mach cua acid acetylsalicylic liéu thap. Tuy nhién, viée st dung ibuprofen
khong thuong xuyén duoge cho 1a khong ¢ anh hudng 1am sang dang I(é.

DPAC TINH DUQC BONG HOC

Ibuprofen duge hap thu nhanh chong tir du(*ng, tiéu hoa, ndng do dinh trong huyél thanh dat
cduoe sau 1-2 gids sau khi dong thude. Thoi gian ban thai I\h()fl]]b 2 gio.

Ibuprofen duge chuyén héa tai gan thanh hai chét Lhuycn hoa khong ¢ hoat tinh, va cac chit
ndy, cimg véi ibuprofen chua chuyén héa, duoc bai tidt qua than dudi dang khong déi hoiic
dang lién hop. Qua trinh bai tiét qua than dién ra nhanh chéng va hoan toan.

Ibuprofen gan két manh véi protein huyét trong,

QUY CACH DONG GOI
HGp 4 vi x 10 vién nén bao phim

DPIKU KIEN BAO QUAN
Béo quén dudi 30°C.

HAN DUNG ,

I8 thang ké tir ngay san xuat

TIEU CHUAN CHAT LUQNG: \\

Nha san xuét );"'_' '

TEN, DIA CHI CUA CO $O SAN XUAT THUOC /
o

Scin xudt tai Tay Ban Nha boi:
Pharmex Advanced Laboratories S.L.
Dia chi: Ctra. A-431 Km. 19, Almodovar del Rio, 14720 Cordoba Iispana, TAy Ban Nha.
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