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Thanh phan céng thirc cho 1 vién:

Thanh phan hoat chat:

Méi vien AGIROFEN 200 chtra 200 mg Ibuprofen.

Thanh phan ta dwec:

Natri starch glycolat, Lactose monohydrat Colloidal silicon dnox&d
Dangbaoché:

Vién nang ctrng s6 2, nép mau vang, than mau vang nhat bén trong chira bot

thubcmau trdng, toi x6p "

Chi dinh: :
Gidm dau va chéng viém tir nhe dén vira: Trong mdt sé bénh nhur dau déu dau
réing. Dung ibuprofen c6 thé gidm bét lidu thube chiva thube phién dé didu tr
dau sau dai phau thuét hay dau do ung thuw. Viém khép dang thép, viém khép
dang thép thiéu nién.
Hasététréem . N
Bau bung kinh. '

Céachdung, liéu dung:
Céach dung:
Thubc diing dwdng udng, ubng vién thube véi nhiéu nwére, khong nhai. Néu co
rbiloan nhe vé tiéu hda thi nén ubng thubc Itc &n hay uéng voi slra.
Liéu dung:
Nguwoi lon: '
Lieu ubng théng thuérng dé gidm dau: 1 - 2 vién ham Ichrng 200 mg x 3 1An/ngay
hoéc 1vién400 mgx 3 gningéy Néu can, liéu c6 thé tang I&n, lidu tdi da khuyén
caola2,4 g!ngéy hoéc 3,2 g/ngay.
Liéu khuyén cdo giam sbt1a 200 - 400 mg, cachnhau4 -6 gu‘ﬂlén cho téi ti da
la 1,2 g/ngay.
Ngui bénh bj viém khép dang thap thurdng phai ding ibuprofen liéu cao hon
s0 voi ngwoi bj thoai héa xwong - khép.
Liu théng thwérng trong dau byung théi ky kinh nguyét 1a 200 mg mbi4 - 6 gidy,
cén dung ngay khi bj dau va ting |&n 400 mg mdi 4 - 6 gi néu can thiét nhung
khdng qua 1,2g/ngay. -

" Tréemtrén 12 -18 tubi:

Liéu ubng dé gidm dau va ha sdt: Kndi dau 200 mg dén 400 mg X 3-41an/ngay.
Téida 2,4 g/ngay. Liduduytrila0,6-1,2g.
Viém khop dang thap thiéu nién: Téida 40 mg/kg thé trong/ngay.
Khéng dung thudc nay cho tré em can néng duwéi 30 kg.
Dé trénh thudc tich Iy qua nhiéu, nén gidm liéu ibuprofen & nguri c6 tén thuong
chircnang than Chuaxéc dinh dugc do an toan cla thuécbngm‘ﬂ suy than.
Mot sd Itru y dic biét vé xir Iy thudc trwde va sau khi siv dung thu6c
Khang c6 y8u cau dac bigtvé x1y thube sau khistrdunig. ™



Chéng chi dinh: iy
Man cam véiibuprofen hogc vé&i batky thanh phan ndo cla thube.
Loét da day ta trang tién trién. :
Qué man véi aspirin hoéc véi cac thudc chong viém khong steroid khac (hen,
viém mdi, ndi may day sau khi ding aspirin).
Nguw&i bénh bj hen hay bj co that phé quan, réi loan chay mau, bénh tim mach,
tién sir loét da day ta trang, suy gan hodc suy than (mtrc loc cau than duwoi
30 ml/phat). '
Nguwéi bénh dang dwoc didu tri bang thubc chdng déng coumarin.
Ngudi bénh bj suy tim sung huyét, bj giam khéi ligng tudn hoan do thubc loi
niéu ho&c bj sug than (tang nguy co'réiloanchircndngthan). =
Nguw&i bénh mac mét trong nhom bénh tao keo (cé nguy co bj viém mang nao
v6 khudn; can ch y 14 tAt ca cac nguwdri bénh bj viém mang néo v6 khuan déu da
c6 tién str méc mot bénh tw mién).
3 thang cudi ctia thai ky.
Tré so sinh thiéu thang dang c6 chdy méau nhw chay mau da day, xuét huyét
trong so va tré co gidm tiéu ciu va rbi loan d6ng mau. Tré so sinh cd nhiem
khuan ho#c nghi ng® nhiém khuén chuwa dugc dieu trj. Tré so sinh thiéu thang
nghi ngd viém rudt hoai tlr. i

Cénh béo va than trong khi ding thudc:
CAan than trong khi diing ibuprofen déi véi ngudi cao tudi.
Ibuprofen cé thé Iam cac enzym transaminase tang |&n trong mau, nhuwng bién
ddi nay thoang qua va hdi phuc dugrc. ,
Réi loan thi gidc nhwe nhin md 1a d4u hiéu chi quan va cé lién quan dén tac dung
cé haiclia thubcnhirng sé hétkhingirng dung ibuprofen.
Ibuprofen (rc ché két tu tiéu cau nén cé thé 1am cho théi gian chay mau kéo dai.
Nguy co huyét khéitim mach: _
Céc thubc chéng viém khéng steroid (NSAIDs), khdng phai aspirin, ding
dwdng toan than, cé thé 1am tang nguy co xuét hién bién ¢ huyét khéi tim
mach, bao gém ¢ nhdi mau co tim va dét quy, ¢6 thé dan dén tir vong. Nguy co
nay c6 thé xuét hién s&m trong vai tuin dau ding thudc va c6 thé tang I1én theo
ttAOi gian dung thudc. Nguy co huyét khdi tim mach dwoc ghi nhan chi yéu &
lieu cao. _
B4c s§ cAn danh gia dinh ky sy xuét hién clia cac bién cb tim mach, ngay ca khi
bénh nhan khdng cé cac triéu chirng tim mach trrdc 6. Bénh nhan can duwoc
canh bao v& cac triéu chirng clia bién cb tim mach nghiém trong va can tham
kham béc sg ngay khi xuét hién c4c triéu chirng nay. |

_Dé giam thiéu nguy co xuét hién bién c6 bat Igi, can str dung AGIROFEN 200 &

~ lidu hang ngay thAp nhét c6 hiéu qua trong thoi gian ngan nhat qééthé o
Thudc nay cé chira lactose: Bénh nhan mac cac rdi loan chuyén héa di truyén
hiém gap vé& dung nap galactose, chirng thiéu hyt lactase Lapp ho&c réi loan
héap thu glucose-galactose khéng nén str dung thubc nay.
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Str dung thudc cho phuy nir cé thai va cho con bu:
Thoikycothai: .. . . gt}
Ibuprofen cé thé (rc ché co bép tir cung va lam cham dé. Ibuprofen cling c6 thé
gay tang ap lyc phdi ndng va suy hd hap néng & tré so sinh do déng sém éng
déng mach trong tr cung. Ibuprofen (rc ché chirc ndng tiéu cau, lam ting nguy
co chdy méau. Do (ke ché téng hop prostaglandin nén c6 thé gay ra tdc dung phy

~ trén hé tim mach cua thai. _
Sau khi uéng céc thubc chéng viém khéng steroid ciing cé nguy co it nwére 6iva

vd niéu & tré so sinh. Trong 3 thang cubi thai ky, phai hét sirc han ché st dung

doi vai bat cwr thu 6ng viém nao. Cac thude nay cling cé chong chi dinh
ARl dnsionsd i
Phu nir cé kha nang mang thai hoac dang st dung cac bién phap tranh thai

ho#dc dang mang thai nén tham kh&o y kién bac sy can than tredrc khi didu tri véi
thubc nay. | ;
Thdi ky cho con bu: '
Ibuprofen vao sira me rét it, khéng dang ké. It kha nang xay ra nguy co cho tré &
liéu binh thuéng véi me. |

Anh hwéng ciia thude khi lai xe, van hanh may méc: 3
Thén trong khi dung thudc cho ngwdi dang l&i xe hay van hanh may méc vi
thubc cé thé gay tinh trang nhirc dau, hoa mat chéng mat, réiloan thi giac.

ng_uc; ‘ . _ G it iU, VRN KOO D01
" Twongtac ctia thube véi cac thube khac va cac logiterong tdckhéc:
Ibuprofen hiép ddng tac dung véi warfarin.gay chay méu da day: Phéi hop hai
thudc nay 1am tang nguy co gay chdy méu da day cao hon khi dungtirng thube
Ibuprofen khi diung dong thei véi aspirin lam téng nguy co gy chay mau da
day. Céc nghién cru trén dong vat cho théy ndng d¢ ibuprofen giam khi dung
ddng thei véi aspirin, méc du nhitng nghién clru trén nguwdi con han ché va
khéng thdy s gidm ndng dd nay. Ngoai ra, ibuprofen doi khang tac dung ke
ché két tap tiéu cau khong hdi phuc clia aspirin nén lam gidm tac dung clia
aspirin trén tim mach va lam tang nguy co tim mach. Lidu ibuprofen 400 mg x 3
|&n/ngay dung ddng thei aspirin 81 mg lam &rc.ché tac dung trc ché hoat tinh
_ ,cga enzym cyclooxygenase-1 clia tiéu cau clng nhw tac dung. trc ché két tap
tiéu cAu clia aspirin khi dung aspirin kéo dai. S&r dung aspirin tréc 2 gidr khi
dung lidu ibuprofen budi sang khdng tranh dwgc xay ra twong tac khi ding ché
@6 don lidu ibuprofen trong ngay. Co quan quan Iy dwoc pham va thyc phdm
My (FDA) khuyén céo & bénh nhan'slr dung lidu ibuprofen 400 mg/lan/ngay
phéi hop véivién gidi phéng ngay Iap tire, ham lwgng thap aspirin, nén sir dung

Tén, dja chi ciia co s& san xuét thuéc:
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ibuprofen 8 gi& trwéc hozc it nhat 30 phut sau khidung aipirin. Do nguy co'tang
tac dung phu nén khuyén céo khéng nén ding ddng thei thubc chong viém
khong steroid v&i aspirin. ey e e ——
D4 c6 bao céo ibuprofen lam ting ndng d6 huyét twong clia lithi 1&n 12 - 67% va
giam thai trir lithi qua than. Co ché clia twong tac nay chwa rd nhwng thyc sy
trc ché tdng hep prostaglandin c6 thé anh hudng dén sy thai trir lithi & than.
M6t s6 nha 1am sang khuyén céo khéng nén dung ddng théi lithi véi ibuprofen.
Tuy nhién, néu diing dng théi phai theo ddi chat ché cac déu hiéu ngd ddc lithi
va ndng dd huyét tvong cua lithi phai dwrg'c theo ddi khi bat d4u str dung abgg
thévi hai thube va hiéu chinh cac lidu tiép theo. C6 thé phdi gidm liéu lithi & mot
bénh nhan va cén hiéu chinhlidu lithi khinglrng ding ibuprofen. S
Cé mdt sb bang chirng vé hiép ddng tac dung trc ché prostaglandin khi dl‘mg
ddng thri ibuprofen véi cac thube e ché enzym chuyén hay déi khang thy th
angiotensin Il lAm gidm hiéu qua clia cac nhém thube nay trén huyét ap. Phai
theo ddi chat ché huyét ap khi phéi hgp thube chéng viém khéng steroid & bénh
nhan dang dung (rc ché enzym chuyén hay chen thy thé angiotensin Il. Cé it dir
liéu vé viéc gay gidm chirc nang than cap tinh khi phdi hop thubc chéng viém
khdng steroid va thudc trc ché enzym chuyén, tuy nhién khdng thé loai trlr nguy
co nay vi méi nhém thube khidung don dgc déu gay raADR nay.
Str dung ddng thoii corticoid va thubc chong viém khong steroid lam ting nguy
co loét da day. | :
Ibuprofen va céc thuéc chéng viém khéng steroid kha¢ lam ting ADR clia cac
khéang sinh nhém quinolon 1&n hé than kinh trung wong va cé thé dan dén co giat.
Magnesi hydroxyd lam ting sy hép thu ban dau cia ibuprofen; nhwng néu
nhédm hydroxyd cung c6 mat thi lai khéng co tac dung nay.
V&i cacthube chong viém khdng steroid khac: Tang nguy ¢o chdy méu va gay loét.
Methotrexat: Ibuprofen lam tdng ddc tinh cia methotrexat.
Furosemid, cac thiazid: Ibuprofen cé thé lam gidm tag dung bai xuét natri niéu
cua furosemid va cac thudc i tiéu.
Digoxin: Ibuprofen ¢é thé lam tang ndng dé digoxin huyét twong.
Twongkyctathube: . . S
Do khéng cé cac nghién. ctru vé tinh twong ky cua th
nay vdicéac thubc khéac.

Téac dung khéng mong muédn: ;
Cac phan (rng ¢6 hai dwoc phan nhém theo tan sué&)Rét thwérng gép (ADR 2
1/10), thurdng gép (1/100 <ADR < 1/10), it g&p (1/1.000 <ADR < 1/100), hiém
gap (1/10.000 SADR < 1/1.000), rat hiém gap (ADR < 1/10.000); khéng thé wéc
lgng tAn suét dugc lidt ké "Chuwa rd tAn suat”. '
5 - 156% ngudri bgnh c6 tac dung phuy vé tiéu héa, can/lvu y nguy co huyét khoi

" tim mach (xem thém phan cdnhbéo va than trong).

Thuong gép '
Toan than: Sét, méi mét.

- b

Lréc. khﬁngtrén 1&n thubc




Tiéuhoa: Chieéng bung, budnndn,ndn. = o e
Than kinh trung wong: Nhirc dau, hoa mét chéng mat, bdn chén.
Da: Man ngtra, ngoai ban.
It gap ‘ 131071
Toan than: Phan (rng dj (rng (d&c biét co that phé quan & ngwéi bénh bj hen),
viém mii, ndi mayday. | ; | .
Tiéu héa: Dau bung, chay mau da day - rudt, lam loét da day tién trién.
Than kinh trung wong: Lo mo, méat ngd, U tai. |
Mét: Réi loan thjgiac. _
Tai: Thinh lyc giam.
Méu: The gian mau chay kéo dai.
Hiém gép |
Toan than: Phu, ndiban, r:g- chirng Stevens - Johnson, ryng téc, ha natri.
Than kinh trung wong: Tram cam, viém mang ndo vo khuan va hén mé, nhin
ma, réiloan nhin mau, gidmthj lwe do ngd doc thube.
Ma&u: Giam bach cau, gidm tiéu ciu, gidm bach cau trung tinh, tdng bach cau
wa eosin, gidm bach cau hat, thiéu mau. L
Tiéu hoa: Réi loan co bép tii mat, cac thir nghiém tham do chirc ndng gan bat
. thurérng, nhiém ddc gan. Viém rudt hoai tir, hdi chirng Crohn, viém tuy.
Tiét niéu - sinh.dyc: Viém bang quang, dai ra mau, ?uy than cap, viém than k8,
hdi chirng than hu. - _
Hwéng dan cach xir tri ADR: | £ 51
Néu ngudi bénh thdy nhin mé, gidm thj lwc, hodc réiloan cdm nhan mau séc thi
phai nglrng dung ibuprofen.
Néu cd réiloan nhe vé tiéu hoa thi nén ubng thube luc &n hay ubng véi siva.

Quaé liéu va cach xdr tri:
QU&”&U , b 1 E Nl Phons AT E ot 141 s
C6 it thdng tin vé xay ra ddc tinh cap v&i ibuprofen. ADR do qué liu ibuprofen
thuérng phy thudc vao lwgng thube ubng va theri gian udng. Tuy nhién vi sy dap
(rng véi thube 1a khac nhau nén qué lidu phai danh gia trén tirng cé thé.
Céac triéu chirng vé qua liéu ibuprofen da dwge bao cédo gdm: Pau bung, budn
nén, ndn, thér o va ngli ga, 6 the xay ra dau dau, con co cirng, (rc ché than kinh
trung wong, co giat, ha huyét ap, nhip nhanh, thé nhanh va rung nhi. Cé bao
c4o nhwng hiém vé nhiém toan chuyén héa, hon mé, suy than cép, ting kali

* huyét, nglrng thé (cht yéu & tré nhd), (rc ché hé hap vasuy hd hap. C6 sy lién

quan rét itgitra ndng @ ibuprofen trong' mau va cac phan (rng nghiém trong xay
ra khi qua lidu ibuprofen. - . ~ e
O tré em tinh liéu theo trong lwgng co thé cé thé gitp dy doan tredc nguy co
ddc tinh nhwng nén danh gia trén tirng ¢4 thé. Mot s6 nha san xuét va mét sb
nha lam sang khuyén céo lgng li&u dwéi100 mg/kg it xay ra ddc tinh & tré em.

o MRIIOIG \IET o G, TR e
Lidu 100 - 400 ma/kg can ubng khi-déi va theo ddi tré tai co s& v t& 4 gidr sau khi
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ubng thubc. Vé&ilidu trén 400 mg/kg cin can thiép béng thubc ngay 1ap tire, theo
ddi chat ché, diéu tri hd trg, khdng khuyén céo str dung céc thudc gay nén do
nguy co gy co giatva hitvaodada
Thuwdng 1a didu trj triéu chirng va hg trg. Néu da ubng qua lidu thi can ap dung
nhirng bién phap sau day nham t&ng dao thai va bat hoat thubc: Rira da day,
gay ndn va lgi tiéu, cho udng than hoat hay thubc tdy mubi. Néu ndng: Thadm
- tAch mau hodc truyén mau. Vi thubc gay toan héa va dao thai qua nuée tidu
nén vé ly thuyét sé c6 lgi khi cho truyén dich kiém va lgitiéu. Can phai theo doi,
kiém soat nguy co ha huyét ap, chady mau da day va toan héa mau.

Péctinh dwere Iyee hoc: :
Nhém dugc ly: Thudc chéng viém khong steroid, dﬁn xuéttu' acid propaomc
MaATC: M01hE01
Ibuprofen 1a thubc chéng viém khéng steroid, dén xuét tir acid propionic.

Tuwong ty 'cac thubc chéng viém khéng steroid khéc, lbuprofen c6 tac'dung
gidm dau, ha sét va chéng viém. Co ché tac dung clia thudc |14 (rc ché enzym
prostagiandin synthetase va do d6 ngan tao ra prostaglandin, thromboxan va
cac sdn phdm khéc clia enzym cyclooxygenase. Ibuprofen ciing trc ché tong
hop prostacyclin & than va c6 thé gay nguy co & nwrérc do lam gidm dong mau
t¢i than. Can phai dé y dén didu nay dbivoi cac ngudi bénh bj suy than, suy tim,

suy gan va cac benhcérblloanvéthétlch huyét tuong.

Téac dung chéng viém clia ibuprofen xuét hién sau hai ngay diéu trj. Ibuprofen
cO tac ha s6t manh hon aspirin, nhirng kém indomethacin. Thudc c6 tac

- dung chdng viém tét.va o tacdyng gném dau t6t trong diéu trj viém khop dang
thap thiéu nién.

Pac gnh dwegrc déng hoc:
Hap thu:
lbuprofen hap thu tét & éng tiéu héa N6ng do téi da cua thubc trong huyét
twong datdugc sau khi uéngun dén2 gio
Phén phbi:
Thuéc gén rat nhidu véi pmtein huyét tm:mg
Chuyénhoa, thaitrir:
N(ra déi cta thubc khodng 2 gid. Ibupmfan dao thai rét nhanh qua nuwéc tiéu
- (1% dwéi dang khéng ddi, 14% dwéidanglién hop).
Quicach déng géi: Hop 3 vi, 6 vi, 10 vix vi 10 vién nang cirng.

Diédu kIQn bao quén, han dung, tiéu chudn chétlwgong cla thubc:
_ Pidukién bao quan: D& & nhiét do duéi 30°C, trdnh am va anh sang e
“'Hand iéﬂathu.sc 36 thang ké tir ngay sanxuét -~ -
Tiéu chuan chatlwong: TCCS. |
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