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Hwéng dan sirdung

MOFEN 400
Ibuprofen 400mg

Doc ky huéng dan sirdung trudee khiding.

Dé xa tam tay tré em.

Théng bao ngay cho bac sy hodc dwoc sy nhirng tac dung khéng
mong muén gap phai khi strdung thuéc.

Thanh phén:

Méi vién nén bao phim chira

Hoat chat: 400mg ibuprofen

Ta duvoc: tinh bét ngd, colloidal silicon dioxide, polyvinyl pyrollidone, acid
stearic, talc, colloidal silicon dioxide, natrilauryl sulphate, croscarmellose
natri, opadry fl green.

Dang bao ché: vién nén bao phim.
Mo ta dang bao ché: vién nén bao phim, hinh trén, mau xanh, hai mat hoi
16i, c6 56 “400” trén mot mat va mat bén kia tron.

Chidinh:

- Gidm dau chéng viém tir nhe dén vira: trong mét s6 bénh nhu dau dau,
dau rang. Dung ibuprofen co thé gidm bét liéu thude chira thube phién
trong diéu tri dau sau dai phau thuat hay dau do ung thw. Viém khép dang
thép, viem khop dang thap thiéu nién.

-Bau bung kinh.

Cachding, liéudung:

Cachdung:

Ding dwérng udng.

Nén uéng ciing hodc sau khi an.

Liéudung:

Nguoilon va tré em trén 12 tucu

- Ligu uong thong thuwérng dé gidm dau: 1,2 - 1 Bglngay, chla Iam nhiéu liéu
nho, thy Ileu duytri 0,6 - 1,2g/ngay da c6 hiéu qua. Néu can, lidu co thé tang
lén, liéu t6i da khuyéncaola2 ,4g/ngay hoac 3,2g/ngay. .

- Nguéi bénh bi viem khép dang thap thweng phai ding ibuprofen ligu cao
hon so v&i ngurdi bithoai hda xwong, khép.

- Liéu khuyén céo gidm sét la 200 - 400mg, cach nhau 4 - 6 gid/Ian, cho téi
toidala1 ,2a/ngay.

-Liéu thong thwéng trong dau bung trong th&i ky kinh nguyet la 200mg mai
4 -6 gio, can dung ngay khi bi dau va tang Ién 400mg moi 4 - 6 gior néu can
thiét nhwng khdng qua 1,2g/ngay.

Suy thén

Chura xac dinh dwec d6 an toan cla thuoc & ngudi bi suy than. Bé tranh
thudc tich Iuy qué nhiéu, nha san xuat khuyén nén giam liéu ibuprofen &
ngedi co tén thwong chu’cnang than.

Chéng chi dinh:

-Tré em tlr 12 tudi trd xuébng.

-Man cam véiibuprofen hodc b4t cit thanh phan nao cla thuéc.
-Loétdaday tatrang tién trién.

- Qua man véi aSPIfIn hoc vei cac thudc chdng viém khéng steroid khac
(hen, viem mai, ndi may day sau khi dung aspmn)

- Ngudi bénh bi hen hay bi co that phé quan, réi loan chay mau, bénh tim
mach, tién st loét da day ta trang, suy gan hoac suy than (mircloc cauthan
dwéi 30ml/phat).

- Ngudibénh dang duoc digu tri bang thudc chong dong coumarin.

- Ngu@ibénh bi suy tim xung huyét, bi giam khéi Iong tudn hoan do thudc
loi niéu ho&c bi suy than (t&ng nguy co réiloan chire néing than).

- Nguwei bénh mac mét trong nhém bénh tao keo (cé nguy co viém mang
n&o vo khuan can chuyla tatca ngu&i bénh bi viem mang néo vé khuan
déudaco tlen sirmacmotbénh tw mién).

- Ba thang cudi cla thaiky.

-Tréso'sinh dang co chay mau nhw chdy mau da day, xuat huyét ndiso va
tré bi giam tiéu cau va réi loan déng mau.

- Tré so sinh cé nhiém khuan hodc nghi ngd nhiém khuan chwa dwoc didu
tri. Tré so sinh thiéu thang nghi ng® viém ruét hoai tlr.

Canhbaova thén trong khi diing thuéec:
- Nguwéicao tudi: tang kha nang g&p phai tac dung phy dac biét la thiing va
xuathuyéttiéu hoa, cé thé gay tirvong.

Ibuprofen co thé Iam cacenzym transaminase tdng lén trong mau, nhwng
bién déi nay thoang qua va phuc hdiduwoc.
- Réi loan thi giac nhw nhin mé 1a dau hiéu chid quan va ¢é lién quan dén tac
dung phy cla thuéc nhwng se het khingirng dung ibuprofen.

- Ibuprofen (rc ché két tap tiéu cau nén co thé lam cho thei gian chay mau
kéo dai.

- Can theo dbi chire nang gan thu'0fng xuyén Jghf{ fu hg Lby,pr‘nfen lau dai.
Néng dd ALT 1a chi s nhay nhét @ danh gié nguy co lam giam chirc nang
gancua thuéc chéng viém khéng steroid. / < > / CMJF NG
- Can than trong va theo di chat ché beﬁh nhan ;kuy glam chwcnang than
khidung ibuprofen.
- Cén theo déi chat ché nguy co chay méu_ghl d@r\g_lbu r‘dfeh‘o’ tre so sinh
thiéu thang. T AMYD /.
- Than trong khi st dung |buprofen & tré\so. smh thseu thang Qib nguy co
nhiém khuan hodc nhiém khuan chua dwo'cklémsoatﬁay i+
- Khi str dung ibuprofen cé thé lam tang huyet ap.hodciam nan’g hdn hénh
tang huyét ap, lam tang nguy co cac bién cb tim mach“‘[bﬁ;’arofen lam tang
nguy co bién cd tim mach nghlem trong do huyét khéi. Nguy co bién co tim
mach cla ibuprofen tang & bénh nhan cé bénh tim mach hoac ¢cé yéu té
nguy co mac bénh tim mach. Dé gidm cac bién cé tim mach nén dung liéu
thap c6 hiéu qua va trong thei gian ngén nhét. Bénh nhan can dwocthéng
tin vé cac trieu chirng déc tinh nghlem trong trén tim mach (dau nguc, kho
thé, yéu, naikhé) va hueng dan x tri khi cac triéu chirng nay xay ra.

- Ibuprofen nén str dung than trong & bénh nhan cé & dich, suy tim vi da cé
bao cao vé tac dung phu (¢ dich va phi xdy ra khi sty dung cac thude nay
- Can than trong vi tac dung ha nhiét va chong viém ibuprofen co thé che
mé cac déu higu va triéu chirng viém cla cac bénh khac. Ibuprofen nén
than trong khi st dung @ bénh nhan tang bilirulin toan phan vi nguy co
foribuprofen thay thé bilirubin trong lién két véi albumin.
-Nguy co huyetkhm tim mach:
+ Céac thude chdng viém khéng steroid (NSAIDs), khéng phai aspirin, dung
dwong toan than, co thé lam tang nguy co xuét hién bién cé huyet khéi tim
mach, bao gém ca nh0| mau co tim va dét quy, co thé dan den ti vong.
Nguy co' nay cé thé xuét hién sém trong vai tuan dau dung thuéc va co thé
tang lén theo thevi gian dung thuéc. Nguy co huyét khéi tim mach duoc ghi
nhan chu yeu &lidu cao.
+ Bac sT can danh gia dinh ky s xuat hién cla cac bién cd tim mach, ngay
ca khi bénh nhan khéng cé cac triéu c:hu'ng tim mach trwée d6. Bénh nhan
can duoc canh bao vé cac triéu chirng cla bién cé tim mach nghiém trong
va can tham kham bac si ngay khixuat hién cactrigu chwng nay.
+Dé giam thiéu nguy co xuét hién bién cb bat o, can st dung Mofen 400¢
lidu hang ngay thap nhat cé hiéu qua trong thevi gian ngén nhat co thé.

Strdung thuéc cho phu nir ¢6 thaiva cho con bi:
Thoi ky mang thar

Ibuprofen cé thé (rc ché co bop tir cung va lam cham chuyen da. lbuprofen *

¢6 thé gay tang ap Iwc dong mach phoi ndng va suy hé hap nang & tré sor
sinh do dong sém bng déng mach trong t& cung. Ibuprofen (e ché chirg
nang tiéu cau, lam tang nguy co chdy mau. Do tc ché tong hop
prostaglandm nén co thé gay tac dung phu trén hé tim mach cla thai. Sau
khi uong cacthuédc chdng viém khong steroid cling co nguy cor it nuéc biva’
vo niéu & tré so sinh. Trong 3 thang cudi thai ky, phai hét strc han ché s
dung doi voi bat ctr thube chéng viém nao. Céc thudc nay chong chi dlnh
doivéisan phu trong vai ngay trieéc khi sinh. ‘
Thoikychoconbi:

lbuprofen vao siva me rét it, khong dang ké. Cac nha san xuat van khuyén
cao khéng nén ding lbuprofen trong théi gian cho con bu vi nguy co rc
ché prostaglandin tiém tang & tré so'sinh.

Anh hwéng cia thuée 1én kha nang lai xe, van hanh mayméc ,
Tacdung khong mong muén nhw chéng méat, budn ngl, métmaiva réiloan
thi gidc co thé xdy ra sau khi dung NSAID. Néu bi anh hwdng, bénh nhan
khéng nén lai xe hodc van hanh méay moéc.

Twong tac, twong ky ctia thuédc:

- Ibuprofen hiép dong tac dung véiwarfarin gay chay mau da day. Phbihop
hai thudc nay lam tang nguy co gay chay mau da day cao hon khi ding
tirng thubc don déc.

- Ibuprofen khi diing déng théi v asplnn lam tdng nguy co loét hodc chay
mau da day. Ngoal ra, ibuprofen dbi khang tac dung trc ché két tap tiéu cau
khéng héi phuc cla aspirin nén lam giam tac dung clia aspirin trén tim
mach va lam tang nguy co tim mach. Liéu ibuprofen 400mg x 3 lan/ngay
dung déng thei véi lidu aspirin 81mg Iam rc ché tac dung v ché hoat tinh
cla enzym cycfooxygenase -1 clia tiéu cAu ciing nhu tac dung tre ché két
tap tiéu cau cla aspirin khi dung aspirin kéo dai. Do nguy co'tang técdung
phu nén khuyén cao khong nén dung dong thoi thude chéng viém khéng
steriod véi aspirin.

- D4 c6 béo céo ibuprofen 1am tang ndng do huyet twong cda lithi lén 12 -
67% va gidm thai trir lithi qua than. Co ché cla twong tac nay chua rd
nhuwng sw rc ché tong hop prostagrandin cé thé &nh hwéng dén su thai triv
lithi & than. Mot so nhalam sang khuyén cao khéng nén diing déng theilithi
v&i ibuprofen. Tuy nhién, néu dung dong thoi phal theo doéi chat ché cac
dau higu ngo doc lithi va néng dé huyet twong cua lithi phai dwec theo doi
khi bat dau st dung ddng thei haithube va hiéu chinh cac liéu tiép theo. Cé
thé phai gidm ligu lithi & mét sd bénh nhan va can ngirng higu chinh liéu lithi
khingwng ding ibuprofen.

- C6 mét sb bang chirng vé hiép déng tac dung e ché prostaglandm khi
dung dong thei ibuprofen véi cac thude e ché enzym chuyén hay di
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khang thu thé angiotensin Il 1am gidm hiéu qua cta cac nhém thuoc nay
trén huyét ap. Phai theo dbi chat ché huyét ap khi ph0| hop thuéc chong
viém khong steroid & bénh nhan dang ding (¢ ché enzym chuyén hay
chen thu thé angiotensin Il. Cé it dir liéu vé viéc gay giam chirc nang than
cép tinh khi phoi hep thudc chong viém khéng steroid va thuoc rc ché
enzym chuyén, tuy nhién khéng thé loai triy nguy co nay vimdi nhém thudc
khiding don doc déu gay phan irng bat lgi clia thudc nay.

- Slrdung dong thoi corticoid va thudc chéng viém khéng steriod lam tang
nguy co loétda day.

- Ibuprofen va cac thubc chéng viém khong steroid khac lam tang ADR clia
céc khang sinh nhém quinclon |én hé than kinh trung wong va c6 thé dan
dén co giat.

- Magnesi hydroxyd lam tang si hap thu ban du cla ibuprofen; nhung
néunhém hydroxyd clng cé métthi khong co tac dung nay.

- V&i cac thude chdng viém khong steroid khac: Tang nguy co chay mauva
gay loét,

- Methotrexat: ibuprofen lam tangdactinh cla methotrexat.

- Furosemid: iuprofen co the lam gidm tac dung bai xuét natri niéu cla
furosemid va cacthube lpitiéu. . .

- Digoxin: ibuprofen c6 thé Iam tang néng dé digoxin huyéttrong.

Tac dung khong mong muén: ‘
5-15% nguwéibénh co tac dung phu vé tiéu hoa.

Céc co Thudng it gap Hiém gip Khéng
quan bj gip biét dén
réi loan
Quaman | Buénnén, | Phan dng di Phu, néi ban, hoi
moi mét. (ng (dac biét | chimg Stevens -
co thét phé Johnson, rung
quan @ ngusi | toc, ha natri.
bénh bi hen),
viém mii,
ngifa.
Réi loan Thai gian Giam bach cau,
mau va méau chay giam tidu cau,
hé bach kéo dai. gidm bach cau
huyét trung tinh, ting
bach ciu ua
eosin, gidm bach
cdu hat, thiéu
mau.
Réi loan Nhirc dau, | Lo mo, mat Tram cam, viém
hé than hoa mét ngu, U tai. mang néo vb
kinh chéng khuén va hon mé,
mét, bén nhin ma, réi loan
chén. nhin mau, mat thi
Iyc do ngd doc
thudc.
Réi loan R6i loan thi
thi giac giac.
Réi loan Thinh Iyc gidm
thinh giac
Réi loan Chudng Pau bung, Réi loan co bop
tiéu hoa bung, chdy mauda | tdi mat, cac thir
buén nén, | day - ruét, nghiém tham do
nén. lam loét da chifc nang gan
day tién bat thudng, nhiém
trién. déc gan. Viem
rudt hoai td, héi
chiing Crohn,
viém tuy.
Da va cac | Mé&n ngira,
mo dudi ngoai ban.
da
Réi loan Viém bang quang,
than va dai ra mau, suy
tiét niéu than cép, viém
than k&, hdi chimg
than hu.
Cac r6i Sung hoic
loan loét niém
chung mac
miéng, gilr
nudc, ma
c6 thé gay
sung chan
tay

Nguy co’ huyét khéi tim mach (xem thém phén canh bao va than trong).
Hwéng dan cach xwrtriADR )

Néu ngudri bénh thay nhin me, giam thi lwc, hoac réi loan cam nhan mau
sac thi phaingirng ding ibuprofen.
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Néu co réiloan nhe vé tiéu hoa thi nén uéng .é‘pjaca_ ‘Ha_w g voistra.
Théng bdo cho Bac si nhirng tac dun 55‘6ﬁ8 mon_q mu p phai
khistrdung thuéc. W/ CONGT y
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Qua liéu va cach xd tri: ‘
Triéu chirng ! L&)

C6 it théng tin v& xdy ra déc tinh cap vérr lbuprof‘en R/ ua ligu
ibuprofen thw Ung phu thudc vao luong thuqc‘/uang va théi gran ong. Tuy
nhién vi sy dép (rng véi thudc la khac nhau nén %uaheup/hata‘anh gid trén
tirng ca thé.

Cac triéu chirng vé& qua liéu ibuprofen da dwoc bao cao gém: dau bung,

budn nén, nén, the o va ngll ga, co thé xay ra dau dau, con co ciing, (rc
ché than kinh trung wong, co giat, ha huyet ap, nhip nhanh, thé nhanh va
rung nhi. Cé bao cao nhung hiém vé nhiém toan chuyén hoa hén mé, suy
than c:ap tang kali huyét, nglrng thé (cha yéu & tré nhd), e che ho hép va
suy hé hap. Co su lién quan rétitgicra nong doé ibuprofen trong mau va cac
phan (rng nghiém trong xay ra khi qua ligu |buprofen

O tré em tinh liéu theo trong lrong co thé cé thé gitp dv doan trwéc nguy
co déctinh nhing nén danh gid trén tirng ca thé.

Diéutri

Mot nha san xuat va mot sé nha 1am sang khuyén céo rang liéu dwdi
100mgrkg it xdy ra doc tinh & tré em. Liéu 100 - 400mg/kg can uong khi doi
va theo déi tré tai co s& y té 4 gitr sau khi udng thudc. V&i lidu trén
400mg/kg can can thiep bang thuéc ngay lap tirc, theo dichatché, didu tri
hé tro, khéng khuyén céo st dung cac thudc gay nén do nguy co gay co
giatva hitvao daday.

Thuéng diéu tri trigu chirng va hé tree. Néu da uéng qua liéu thi can apdung
nhirng bién phap sau day nham tang dao thai va bat hoat thuoc rira da
day, gay nén va lgi tiéu, cho udng than hoat hay thuéc thy mudi. Néu nang:

thAm tach mau hoéc truyen mau. Vi thudc gay toan héa va dao thal qua
nurére tiéu nén vé ly thuyét sé co loikhicho truyén dich kiém va loi tiéu. Can
phaitheo d&i, kiém soat nguy co ha huyétap, chdy mauda day vatoanhoa
mau.

Dwere Iwe hoc: )

-Nhom duocly: thude chng viem khong steroid
-MaATC: MO1AEQ1

Ibuprofen 1 thudc chong viém khéng steroid, d&n xuét tir acid propionic.
Twong tw nhw cac thuoc chong viém khong steroid khac, |buprofen cé tac
dung gidm dau, ha sétva chéng viem. Co ché tacdung cla thudc la (e ché
enzym prostaglandin synthetase va do d6 ngan tao ra prostacycliin.é than
va c6 thé gay nguy co (» nwéedo 1am gidm dong mau téithan, Can phauuu
y dén diéu nay khichidinh cho ngudi bénh cé suy than, suy tim, suy gan va
cacbénh cé réiloan vé thé tich huyettwang

Tac dung chéng viém cia ibuprofen xuét hién sau hai ngay dleu tri ‘,
Ibuprofen cé tac dung ha s6tmanh hon aspirin, nerng kém indomethacin |
Thubc cé tac dung chong viém tét va co tac dung giam dau tottrong dleu tr;
viém khép dang thap & thiéu nién. e

Dwoc dong hoc:

Hépthu )

Ibuprofen hap thu tét & ong tiéu hoa.

Phén b6

Ibuprofen phan bé nhanh chong khap co'thé.
Chuyen hoa

Nbéng do téi da cla thuoctrong huyét twong dat dwoc sau khi udng tir 1- 2
gi¢. Thudc gan rat nhiéu véi protein huyét trong.

Thai tree

Théi gian ban thai ciia thuéc khodng 2 gié. Ibuprofen dao thai rat nhanh
qua nuéc tidu (1% dwéidang khong adi, 14% dudi dang lién hop).

Trong cac nghién clru co gici han, ibuprofen bai tiét trong sira me véindng
doratthéap.

Quy cach déng géi:
Hép 10 vix 10 vién nén bao phim .

Bao quan:

Bao quan noi khd mat, nhiét do Gl 30°C tranh anh sang

Han ding cuia thuéc: 3 nan

é tu;,n,gay san xuat

Tiéu chuan: USP
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