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UNAFEN

Dé xa thm tay tré em
Boc ki hwéng diin sir dung trwde khi dung
Liic k¥ trude khi dimg

THANH PHAN CONG THUC THUOC:

Mbi chai 100 ml hdn dich ubng cé chira :

Thimh phrm hoat chat: Ibuprofen 2000 mg.

Thémh phén té diege: Sorbitol solution 70%, sodium methyl hydroxybenzoate, sodium propy!
hydroxybenzoate, carmellose sodium, guar gum, polysorbate (tween-80), aspartame, citric acid
monohydrate, propylene glycol, colloidal anhydrous silica, color sunset yellow supra, essence
mixed fruit, essence banana. purified water.

DANG BﬁLp CHE:
Hon dich udng mau cam

CHI PINH:

Thuéde duge diing dé giam dau va chong viém trong duéu tri viém khép dang thip (bao gdm viém
khép dang thap lhnc:u nién hoic b ﬁﬂ[) viém cit song dinh khép, viém xuong khop va cic
bénh khép dang thip khic. Ny

Trong diéu trj bénh thip ngodi khtftp, thude duge chi dinh trong cic trudmg hcp viém quanh khép
nhur viém quanh \rung, khip vai, viém bao hoat dich, viém gin, wcm bao gin va dau lung ving
thip; Thudc ciing c6 thé duge sir dung trong cde chin thwong md mém nhur bong gin va cing co
qud mirc.

Thude cung durge chi dinh dé giam dau 1ir nhe dén trung binh nhur dau bung, kinh, dau riing va dau
sau phau thugt, va dé gidm triéu chimg dau dau bao gom ca dau nira diu.

Thube duge sir dung ngin han dé didu e s6t & e em tén mot i,

CACH DUNG VA LIEU DUNG:

Tic dung khong mong mudn cd thé duge gidm thiéu bing cich sir dung liéu thap nhit ¢6 higu
qua trong thai gian ngin nhit -:::m llm.t dé kiém sodt cic triéu chimg.

Ngudi 16n vi tré em trén 12 tudi: Lidu khuyén cdo cia 1hu|:mfen 14 1200-1800 mg / ngdy, chia
lm nhiéu lin, Mgt s6 bénh nhin c6 thé diing liéu duy tri 600-1200 mg / ngay. Tong licu khong
duge virgt qua 2400 mg / ngiy.

Tré em: Licu ding ctia ibuprofen 13 20 mg / kg thé trong / ngay, chia lam nhiéu lin. C6 thé sir
dung nhir sau;

1-2 twdi: 2,5 ml (50 mg) x 3-4 l3n / ngay.

3-7 widi: 5 ml (100 mg) x 3-4 lin / ngay.

8-12 tdi: 10 ml (200 mg) x 3-4 lin / ngay.

Khong nén dung cho tré em cin niing dudi 7 kg.

Trong viém khép dang thip thiéu nién, ¢6 thé ding liéu 1én dén 40 mg / kg trong lrgng / ngay,
chia lam nhlcu lin,

Ngudi cao tuu-l Ngudi cao i ¢o nguy cor gla ting cdc hiu qua nghiém trong cia cic phén tng
bat loi. Néu cin thiét phai ding thudc chang viém khong steroid, nén ding liéu lhap nhat cé hiéu
qué trong thai gian Ilgm nhit ¢ thé. Bénh nhén cin duge theo doi thudng xuyén vé xuit huyét
tiéu héa trong khi diéu i bﬂng, thude ching viém khﬁng steroid. Néu chire niing thiin hofic gan bi
suy yéu, cin diéu chinh liéu cho ttrng bénh qhﬁn
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Bénh nhin ¢6 da day d& kich img nén ding thude cing véi thire an. Néu ubng ngay sau khi an,
tic dung ciia thude €0 thé bi tri hodn, Thude duge dang 16t nhit trong holic sau khi an.

Thube phai dge Ve k¥ lnwc khi sir dung. Cdm gide nong thodng qua trong miéng hodc ch hong
¢6 thé xdy ra khi ding thude.

CHONG CHI DINH:

Ch;‘ing chi dinh & nhirng bénh nhin qua min cam véi ibuprofen hoje bit kv thanh phﬁn nio cla
thuoc.

Khang nén sir dung thude & nhitng bénh nhin trede day di ¢d phin dng qua man (vi dy nhir hen,
nbi may day, phit mach hofe viém miii) sau khi ding ibuprofen, aspirin hojic cic thube chéng
viém khéng steroid khic,

Chéng chi dinh & nhimg bénh nhin c6 tién st chiy mau hofic thiing dudmg tiéu hoa ¢d lién quan
dén thude chong viém khang steroid. Khnng nén sir dung & nhitng bénh nhin ¢6 tién sir hojic
dang bi loét da day i phat hodic xudt huyé tidu hoa,

Khong nén diing thute cho bénh nhin ¢6 nguy co chiy méu.

Ch@ng chi dinh ¢ bénh nhdn suy tim ndng, suy gan vi suy than.

Chéng chi dinh trong ba thing cudi cia thaj ki,

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Neuy co Itu)’ct khii tim mach:

Cie thude clmm_. viém khéng slcrmd k}n’mg phdi aspirin, ding dudng todn than, ¢6 thé lam ting
nguy ¢o xuiit higp bién co huyét khgj tjm mach, bao gom ca nhoi mdu co tim v dgt quy, ur.'h thé
dan dén i vong. Nguy co ndy wit hign som trong véi tudn diu ding lhunc vil 6 thé ting
lén theo thoi gian ding thude. Nbu_y cor huyét khéi tim mach duge ghi nhan chi véu & lidu cao,
Béc s7 cin danh gia dm’n ky sy xuat hién cia cic huén ¢6 tim mach, ngay cd khi bénh nhan khong
cd cac rigu chimg tim mach trude do. Bénh nhin céin dirge canh bio vé cic triéu chimg cua bién
©o tim mach nghiém trgng va cin thiim kham béc i ngay khi xudt hién cac trléu chimg niy.

DE gidm thicu nguy co xudl hign bicn ¢b bat lgi, cin sir dung ibuprofen & lidu hang ngay thip
nhdt 6 hidu qud trong x thinl gian ngﬁn nhat ed the,

Newdi cao tudi ¢b thé gip phii nhidu tic dyng khéng mong mudn khi sir dunl, cae thude ching
viém khéng steroid, dﬁn biét nhur xudt huyet vi thiing dirbng ticu hoa ¢d thé gy Lir vong.

Lupus ban do h¢ thong va bénh mé lign két hin hop — €6 thé ting nguy co viém ming niio vo
khwidin,

Nén trdnh str dung dong théi ibuprofen véi cic thude chong viém khang steroid bao gbm ca chit
te ché chon loc cyelooxygenase-2.

Ba 6 bao cho vé xudt huyét liéu hoa, viém loét hofic thing da day ¢6 thé gay tr vong vdi tit ¢d
cac thude chong viém khéng steroid vao bit ofr thii gian nio trong qui trinh diéu tri, ¢6 hofic
khéng cé ede riéu chimg canh bdo trnrde d6 hodie ¢6 tién sir mic bénh duong tidu hoa nghiém
trong.

Thin trong khi ding & nhimg bénh nhin dang didu ri dung thoi vai cie thude ¢ thé lam ting
nguy co nhiém doc hodic xuat huyét da diy, nhu corticosteroids hn#c thue chérn;, s ding m‘lu nhu
wafarin, ciic thude (rc ché 14i hip 1hu serotonin ¢6 chon loe, cic thude die ché két tap tidu ciu nhir
aspirin.

Thiin trong khi ding & nhimg bénh nhin bj hen pht, quan hofie dj (mg vi nhimg bénh nhén sie
dung cde thude chdng vigm khang steroid — 6 thé bj hen suyén nhay cam két hop vai co thit phé
quin ning,

Suy tim, than va gan:

Vige sir dun_g thube chéng viém khéng steroid ¢o thé giy irc ché sinh long hop prostaglandin thy
thuge vio licu ding. Vige sir dung dl’iﬂ_ﬁ;lhﬁl thudmg xuyén cdc loai thude giam dau twong tu khic
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lam 1ang nguy co nday, Bénh nhin ¢d nguy co cao nhit |a nlnmg ngm‘n co chire nang thﬁn suy
gidm, suy tim, roi logn chirg néing gan, nhimg ngudi ding thube lgi tiéu va ngudi cao lum i:)r:u
vii nhl.rng bénh nhin nay, cin phai sir dung licu lhap nhm ¢6 hiéu ‘i’lm trong thoi gian ng.‘ln nhat
¢6 thé v theo dai chire niing thin, diie bi¢t 1a & nhung bénh nhin diéu wrf kéo dai.

MNén thin trong khi dimg thuﬁc_chn bénh nhin ¢6 tién sir suy tim hofic tang huyét dp vi phii né da
duge bio cdo la ¢ liégn quan dén vige sir dung ibuprofen,

Anh heeomg doi vai da ; .

Phin (mg nghiém trong twén da, mot vai trudng hop di 1 vong, bao gom viém da trée vay, hdi
chimg Steven-lohnson vit hogi U bidu bi :1|'|_iEm dac.

Khong ding thuf_:t.: cho tr¢ tir 3 = 6 thang twoi qui 24 gid.

Khéng ding thube cho tre em = 6 thang tudi quda 3 ngay.

Lién hé nzay vGi bie s7neu tri¢u chimg kéo dai hofic xXau di.

Khang ding vurgt qud lidu cho phép. _

Khong khuyén ¢do ding cho (ré em dudi 3 thang tudi. 5

Thuoe cé chira aspartame co the chuyén thanh phenylalaning trong co thé gay anh hurdng ¢6 hai
dén ngL.rm bj bénh phenylketon nigu.

Thube c6 chira sunset yellow ¢6 thé gy di ing, do d6 nén thin wong khi ding thude nay.

Thude ¢é chira sorbitol, do d /].r nhéin ¢6 cic vin dé vé di lruy% hiém gap khéng dung nap
fructose khdng nén diing ti‘.lumz

Thube ¢6 chira sodium methyl h},dmxyhcnmalc sodium propyl hydroxybenzoate ¢6 thé gay dj
irng, do do nén than trong khi diing thude ndy.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phy nir ¢d thai:

Mie di khéng ¢6 béo cio vé kha ndng giy quai thai trén dong vit thi nghiém, nhung nén teanh sir
dung ibuprofen trong 6 thing ddu cda thai ky.

Phy nir cho con bi: '

Ibuprofen bai tiét rat it vao sita me va dudmg nhur khong anh hadng gi den tré so sinh,

ANH HUONG CUA THU(JC LEN KHA NANG LA.I XE. VAN HANH MAY MOC:

Cace tic dung khing mong mudn nhu chong mit, budn ngl. mét moi va r6i logn thi gide ¢d thé
xay ra sau khi ding thube chéng viém khong steroid. Néu gip phai cac tic dyng khéng mong
mudn niy, bénh nhiin khong nén 1i xe hojic vin hanh miy moce,

TUONG TAC THUOC:

Nén drdnh s .'."mrg ibuprafen khi dang sit dung cic thidc sau:

Aspirin: do ¢é thé [am ting cdc tic dung khéng mong mudn, teir khi str dung aspirin liéu thip
(khong qua 75 mg mdi ngay) dudi sy huéng diin cia béc si.

Céc thude chdng viém khong steroid khac bao gém ca chit ire ché ¢é chon loc cyclooxy_g,enase -2

nén trinh ding dong thii 2 hoiic nhleu hon cic thude khang viém khong steroid vi ¢6 thé lam
tang cde tic dyng khéng mong mudn.

Nén thin Irong khi siv dung ibuprafen dong thii véi ede thude sau:

Thube chunb dong mau: cic thude l..h[ln“ viém khong steroid ¢6 thé lam ting tic dung cia cic
thude chunﬂ dfm[, méu, vi du nhur warfarin.

Thude ha huyél. ap va thude loi tiéu: cic thude chéng viém khong steroid ¢6 thé lam gidm tic
dun&, ctia cac thude nay. Thudc loi tiéu cd thé ting nguy co gay dic vai thin cia cic thube chong
viém klu.mg steroid khi dang dong thoi,

Diing dong théi vai corticosteroid lam _\[ﬁng-]\ligl_.l_',' co loét v xudt huyét da day.
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Cic thude chong két tap tiéu ciu vi ede thude (e ché tai hap thu cé chon loc serotonin lam tang
nguy co chay mﬁu da day néu ding dong thii,

Ding dong thai véi glycosid tim i cie thude -::hung viém khong steroid cé thé [am tram trong
thém bénh suy tim, giam d lpe cau thin vi ting néng do glycosid |IU}‘LI thanh.

Ciclosporin: ¢6 thé ting nguy co gdy doc véi thin cta cde thube chdng viém khéng steroid khi
diing dong thivi.

Mifepristone: khéng nén sir dung cae thude chong viém khéng steroid sau 8 — 12 ngay sir dung
mifepristone do ¢o thé lam giam tée dung ciia mifepristone.

Tacrolimus: C6 thé lam ting nguy co nhigm doc thin khi dimg dong thdi véi thude chéng viém
khong steroid,

Zidovudine: Tang nguy c0r nhiém ddc mau khi ding dong thii véi thude chong viém khong
steroid. C6 biing chimg vé ting nguy ¢o tu mdu khép va u médu & bénh nhin HIV duong tinh,
nguy co wa chay mau khi sir dun‘i__, dong thiv zidov udine va ibuprofen.

Khing sinh quinolone: Di.'r gu trén ding vt chi ra riing cde thude ching viém khong steroid c6
thé lam ting nguy ¢o ¢ FiEn quan dén khang sinh quinolone. Bénh nhin ding thude chbng
viém khong steroid dong » thivi v quinolone ¢6 thé ting nguy co co gidt.

TUONG KY: ) ) )
Do khong c6 cde nghién ciru vé tinh trong ky ciia thude, khong trgn 1an thude nay véi cic thude
khie.

TAC DUNG KHONG MONG MUON:
Nguy co huyét khéi tim mach (xem thém phan Cénh bio vi thin tong khi ding thuée).
Roi loan tiéu héa: Cée tde dyng khdng mong mudn thudng gip nhit |3 rdi loan dudng tiéu hoéa.
Loét duomg ticu hoa, thing Im@c chay mau dudng l|éu hoa, doi khi gay wr vong, dic bigt la &
ngudi gid, ¢b thé xay ra. Budn ndn, non, ticu chay, day hoi, tio bon, kha tiéu, dau bung, dai tién
ra mdu den, ndn ra mau, viém loét migng, xudt huyét tiéu hoa va dot edp cia viem dai trang va
bénh Crohn di duge bdo cido sau khi dimg ibupyoﬁ:n.
Cam gide nong lhm’}ny, qua trong miéng hode co hong cb thé xay ra.
Réi loan hé t!mn“ mién dich: {.ac phén (mg qua mén da duge bdo cdo sau khi diéu tri bing thude
chéng viém khong slerotd bao -=om (a) phin (mg dj (ing khong diic hi¢u va phan vg, (b) phan im
duimg hd hap bao g,nm hen suyén, hen suyén ning, co thit phé quan hofic khé the, hodc (c) roi
loan da cic loai, bao gom phat ban cac logi, ngira, noi may day, ban xudt huvét, phi mach va, it
hlcm khi, ban do da dang, hi cllr.rng Stcvcns Johnson va hogi tir bidu bl nhigm déc.
R loan tim va roi loan mach mdu: Phi ne, ting huyét ap va suy tim d3 duoe bdo cdo 14 ¢d lign
quan dén thude chéng viém khong steroid. Céc nghién clru ldm sing cho thiy viée sir dung
ibuprofen, dic biét & lidu cao (2400 myg / ngay} ¢ thé ¢o lién quan dén sir gia ting nho cc bién
ch huyet khi dqng mnch nhu nhoi méu co tim hna-:: Aot quy.
Nhiém khudn va nhiém ky sinh tring: Vll.rn miii vi viém mang ndo vo khuin (dic bigt la &
nhimg bénh nhin dang bi rm loan tu mién nhu lupus ban do hé lhﬁnb vii bénh md lién két hén
hop) véi cde tri¢u chimg cd cimg, dau diu, budn ndm, ndn, sot hodic mit phuong hudng.
Pt ¢dp cia cde nhiém khudn lién quan dén viée sir dung thude chéng viém khang steroid da
duge bdo cdo. Néu ¢6 dau hiéu nhiém khuin xdy ra hofe tré nén 16i té hon trong qué trinh sir
dung ibuprofen, bé¢nh nhin nén di khidm béc singay.
R&i logn da vi mé dudi da: Trong trudmg hop dic biét, nhiém khuan da nghiém trong vé bién
chiing mé mém ¢é thé xay ra khi bj bénh thiy diu.
Cée tic dung khong mong mudn sau day c6 1hé lién quan dén ibuprofen vi duge hién thj theo tin
sudit quy wdic va phin loai theo hé co quan. Cde nhom tin suit duge phan loai theo cac quy udc
sau: it hay gap (=1 / 10), hay gdp (=1 / 100 duﬂ,ﬁjf;tg\, itgdp =1/ 1,000 dén <1/100), hiém eip
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(=1 / 10.000 dén <1 / 1,000), rit hiém gip (<1 / 10.000) vi khdng duge biét (khong thé wde tinh

diroc ur dir lidu 6 sin).

HE eo' quan

Tiin suit

Tie dung khong mong mubn

Nhiém khuan va nhiém ky sinh{it gip

Viém miii

QUA LIEU VA CACH XU TRi:

tring Hiém gip Viém mang niio vo khudn
Mau vit hé tao méu Hiém gap Giam bach cdu, giam tiéu ciu, giam bach cu
trung tinh, mét bach ciu hat, thidu mau bat
san, thiéu mau tan mau
Hé mién dich Hiém gip Phan tmg phan vé
Tam thin it gap Mat nga, lo kng
Hiém gip Tram cam, trang thai hdn loan
Hé thin kinh Hay giip Bau diu, chéng mit
it gap Mé man, buon ngi
Hiém gip Viém déy thin kinh thj giac
Mt It giip S%lhi luc
Hiém giip Nhién déc thin kinh thi gidc
Tai va tien dinh oc tai it gip Suy giam thinh lie, 0 tai, chéng mét
Ho hdp It gip Hen suyén, co that phé quin, khé thy
Hé tiéu hoa Hay gip Kho ticu, ti¢u chay, budn nén, nén, dau bung,
day hoi, tdo bon, dai tién ra phéin den, nén ra
méu, chay mau dudng tiéu hoa
it giip Viém da day, loét td wing, loét da day, loét
migng, thiing dudng tiéu hda
Rat hiém gap  [Viém wy
Khong duge biét Dot cdp clia viém dai tring v bénh Crohn
Gan mit It gap Viém gan, ving da, chirc nang gan bt
thurimg
Rat hiém gdp  (Suy gan
Da va md dudi da Hay gip Phét ban
it aap NG6i may day, ngira, ban xuat huyét, phi
mach, phin tmg nhay cdm dnh sang
Rat hiém gip Cic dang phan (mg da nghiém trong (héng
ban da dang, hji chimg Stevens-lohnson,
hoai tir bigu bi nhiém djc
Thiin vi tict niéu it gip Nhiém dge than nhu viém thin kg, hoi chimg
thin hw va suy thiin
Roi logn chung Hay gip Mét moi
Hiém gip Phi
Tim mach Rathiém gip  [Suy tim, nhdi mau co tim
Mach mdu Rit hiém gip  |Tang huyét ap

|
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Triéu chimg qua lidu: . o

Héu hét cac bénh nhan ubng qué lidu cic thube chong viém khéng steroid s& gdy ra budn nén,
nén, dau thuong vi hodc hiém khi gdy tiéu chay. U tai, dau dau va xuét huyét tiéu hoa ciing cé thé
xdy ra.

X ly:

Thudng la diéu trj triéu chimg va ho trobao gﬁm nhiéu bién phap ho tres ho hap va theo di cac
chi s6 sﬁng con va tim cho dén hi & on dinh. Néu bénh nhan mdi uéng qua liéu trong vong 1 gio,
cin nhic cho udng than b%gi%h Néu co gidt xay ra thuong xuyén hodc kéo dai, nén diéu tri
bing diazepam hodc loraze) Ding thude gidn phé quan -::ho bénh hen suyén.

PAC TINH DUQC LUC HQC:

Ibuprofen la thude chong viém khéng steroid, dan xudt cia acid proplonlc co tac dung tre ché
tong hop prostanladm 6] nguoi, |bupmf‘cn €0 tac dung chéng viém, giam dau va ha sbt. Ngodi ra,
ibuprofen con cé tic dung chdng két tap tiéu ciu.

DAC TINH DUQC PONG HQC:

Ibuprofen dugc hip thu nhanh sau khi udng va phin bd khip toan bé co thé. Nong do dinh trong
huydt twrong dat duge sau khi udng tir 1 — 2 gitr néu ding cting thirc @in hoiic khoang 45 phit néu
khong diing cling thire an.

Thude duge ddo thai nhanh qua nude tiéu.

Thoi gian ban thai cha thude khoang 2 gu:r

Thuéc duoe chuyén hoa thanh hai chit chuyen héa khong hoat dong va dao thii rit nhanh qua
nude ticu. Khoang 1% dudi dang khong doi, 14% dudi dang lién hop.

Ibuprofen gin két véi protein huyél turong.

QUY CACH PONG GOI:

Hop 1 chai x 100 ml. £
PIEU KIEN BAO QUAN: P

Bao quan & nhiét d§ dudi 30°C. re ; -

HAN DUNG: )
36 thang ké tir ngay san xuat

TIEU CHUAN CHAT LUQNG:
BP TUQ.CUC TRUING

, PTRUUNG PHONG
CO SO SAN XUAT: , Yiir Ko
GRACURE PHARMACEUTICALS LTD Tham Thi Vin Hank

E-1105 RIICO Industrial Area, Phase 111, B%%Q‘I{var, (Rajasthan), An Bo.
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