Rx; Thudc nay chi ding theo don thud

DEXIBUFEN e

Dexibuprofen 400,0 mg/vién
Déxa tdm tay tré em
Doc ky hudng ddn sir dung trude khi ding

Thanh phdn: Mdi vién nang mém co chira;

Hoat chdt:

Dexibuprofen 400 mg

Td duoc:

Methylparaben natri, Propylparaben natri, Vitamin E, Polyethylen glycol 400, Polyoxyl 40 hydrogen castor oil,
Povidon K30, Monoethanolamin, Gelatin, Glycerin, Sorbitol, Vanillin, Nudc tinh khiét vira dd(*)

(*) Bay hai 1 phén trong qua trinh sn xudt.

Dang bao ché: Vién nang mém

M2 ta: Vién nang mém mau tring dén nga vang, bén trong chita dich udng nga vang hodc hai vang, déng nhét.

Chi dinh:

Dau va viém trong viém khép.

Gidm dau trong céc truting hop nhu dau rang hodc dau do nhé rang, dau ddu, dau bung kinh, dau do bong gan...
Hdi tién sit di img cia bénh nhan, néu bénh nhan c6 mét trong cic tién sif di img: viém mii man tinh,
hen, mé day, 8a bi di itng véi Ibuprofen hodc NSAIDs khéc.... Bénh nhan can nhdc gitia lgi ich va nguy co (xem
phdn tac dung khong mong muén)

Liéu lugng va cach diing

Liéu diing nén dwoc diéu chinh theo muc 6 nghiém trong va kh nang dap ting cda bénh nhan. Khi st dung kéo
dai, liéu cén duoc diéu chinh dén liéu duy tri thap nhat ma tai dé van dap ing dugc kha ning diéu tri.

Khong udng nhiéu hon 400 mg dexibuprofen mdi Ién dung,

Khéing udng nhiéu hon 3 vién 400 mg dexibuprofen trong mét ngay.

Diéu tri dau do viém khdp:

Dung 1vién/lan x 2 ldn/ngay.

Trong diéu tri c3p liéu 6 thé tang Ién: 1 vién/lan x 3 1an/ngay.

Diéu tri dau nhe va vifa (dau do nhé ring, dau ddu, dau bung kinh, dau do bong gén...):

1vién/lan x 2 1an/ngay. Khong diing qud 3 vién 400 mg dexibuprofen méi ngay.

Diéu chinh liéu & cic d6i tugng dac bigt:

- B vdi ngudsi cao tudi: Liéu diéu tri nén bit ddu bing liéu thip nhat, liéu 6 thé tang ddn trong qud trinh diéu tri
néu can thiét.

- Bénh nhan suy gidm chiic nang gan: Cn gidm liéu va dugc theo ddi chat ché trong qua trinh diing thuéc ddi voi
bénh nhan suy gidm chic nang gan & mic do nhe va vira. Khdng diing thudc cho bénh nhan suy gidm chiic nang
gan & muc d ndng.

- Bénh nhan suy gidm chiic ndng than: Cdn gidm liéu ddi voi bénh nhan suy gidm chic nang than & muc d6 nhe va
vita. Khong diing thudc cho bénh nhén suy gidm chifc nang than & muc 49 nang.

Chéng chi dinh

Man cdm vdi dexibuprofen va bat ci thanh phan nao clia thudc.

Tién sif chdy mau hoac loét da day — rudt lién quan dén si dung NSAIDs trudc day.

Qua mén vdi aspirin hay vdi cic thudc chdng viém khang steroid khéc (hen, viém miii, ndi may day sau khi diing
aspirin).

Ngudi suy gan hodc suy thén nang.

Ngu@i bénh dang duoc diéu tri bing thudc chdng dong coumarin.

Nguai bénh bj suy tim, cao huyét 4p nang.

3 thang cudi cta thai ky mang thai.

Bénh Crohn.

Bénh nhan c6 bt thutg hodc ¢ bénh vé déng méu.

Canh béo va than trong khi ding thudc

- Liéu ding 400 mg/lén chua ¢d bdo cdo an toan va hidu qua trén tré em va thanh thi€u nién (<18 tugi) do d6 cin
than trong khi st dung cho nhiing ddi tugng nay.

- Nquti gia: Khi ding thudc cho ddi tugng nay, nguy co xudt huyét tiéu hoa va thiing dutmg rugt dan dén tif vong
do d6 cén kiém sodt va theo ddi cht ché khi diing thugic cho d6i tugng nay.

-Tranh diing thuéc phéi hap véi cdc NSAID khac, bao gdm cac thudc ifc ché ¢d chon loc trén COX-2 (Cyclooxygen-
ase-2).

- Can than trong khi stt dung thudc cho bénh nhan dang sif dung cac thudc ¢6 thé lam ting nquy ca chdy mau.

- Dotrong cdng thifc ¢ methyl paraben va propyl paraben do do cén than trong khi st dung do c6 khd néing gay ra
diing.

-Trong cdng thifc Dexibufen softcap ¢6 chiia sorbitol do d6 cén than trong khi st dung cho d6i tvgng khong dung
nap sorbitol. Vi liéu ding sorbitol Ién dén 140 mg/kg/ngay, c6 thé cé cdm glac khé chiu duding rugt va nhudn trang
nhe ¢d thé xdy ra.

- Nguy cohuyét khdi tim mach: Céc thudc chng viém khang steraid (NSAIDs), khdng phi aspirin, ding duting toan
than, c6 thé 1am téng nguy co xudt hién bién cd huyét khdi tim mach, bao gém cd nhdi mau co tim va dot quy, o
thé dén dén tif vong. Nguy ca nay cd thé xudt hién sém trong vai tusn ddu ding thudc va cd thé ting én theo thai
gian dung thudc. Nquy co huyét khéi tim mach dugc ghi nhan chi yéu & liéu cao.

Bac st cén danh gid dinh ky su xudt hién ctia cac bién ¢ tim mach, ngay ca khi bénh nhan khng c6 cdc triu chimg
tim mach truic d6. Bénh nhan can dugc canh bo v cic trigu chiing clia bién cd tim mach nghiém trong va cn
tham kham béc si ngay khi xudt hién cac triéu ching nay,

DE gidm thiéu nguy co xudt hién bién cd bat lgi, cén sir dung dexibuprofen & iéu hang ngay thap nhat 6 hidu qua
trong thoi gian ngdn nhat co thé.

Sir dung thudc cho phu ni ¢6 thai va cho con bi

Strdung cho phu ni cd thai

Cac thudc chdng viém c6 thé e ché co bop tir cung va lam cham dé,

Cac thudic chéng viém khong sterold ciing cd thé gdy tang dp luc phdi nang va suy ho hip ning & tré s sinh do ddng
sdm dng ddng mach trong tl cung. Cac thudc chdng viém ciing e ché chiic nang tiéu cdu, lam tang nguy co chdy
mau,

Sau khi ubng cac thudc chng viém khong steroid cing cd nguy ca it nudc & va vo nidu & tré sa sinh. Trong 3 thang
cudi thal ky, phdi hét sic han ché st dung dai vi bit et thubc chong viem nao. Cac thudc nay cling ¢d chdng chi dinh
tuyét ddi trong vai ngay trudc khi sinh,
Sirdung cho phu nit cho con bil

Dexibuprofen vao siia me rdt it, khong dang ké. It khd ndng xdy ra nguy co cho tré & lidu binh thudng vai me.

Anh huémg dén kha nang 13l xe va van hanh méy moc



Thudc ¢ k nong mudn nhy nhitc ddu, hoa mdt chong mat, bdn chén, Cin than trong khi s
Jung ! i vdn hanh mdy mac
Quid lidu v xii trl
Phan (ing qua liéu it xdy ra va triéu chiing kém ré rang
Nhiing bénh nhan bi qud liéu dexibuprofen thudng cd 156 biéu hién nhi budn nén, nén, dau thuong vi va di khi
thé ¢6 tiéu chay xdy ra. U tai, dau ddu, chdy mau duong tiéu hoa cling o thé xdy ra. Trong truéng hap ngd dbc
nghiém trong hon, ddc tinh co thé xam nhap vao hé théng thn kinh trung wang ddn dén c6 thé co mot sd biéu hién
nhubuén ngi, hodc co thé mét phuong hutng, hon mé, co gidt... Trong triang hop ngd ddc nang <6 biéu hién nhiém
toan chuyén hoa, thei gian dong mau kéo dai. Dot cap hen suyén ¢6 thé xdy ra & bénh nhén hen, viém thén, suy gan
ciing o thé xdy ra trong qué liéu ibuprofen...

Thuting 14 diéu tri triéu chimg va h tro. Néu da uéng qué liéu thi can 4p dung nhing bién phdp sau day nham ting
dao thai va bat hoat thudc: rifa da day, gdy non va lui tiéu, cho udng than hoat hay thudc tay mudi. Néu co giat xdy
a, diéu tri co giat bang diazepam, cho gian phé quan & bénh nhan hen suyén,

Tuemg tac, tuang ky clia thuéc

Thudc chong dong: Dexibuprofen lam tang tac dung cda cdc thude chdng dong mau nhu warfarin, heparin...
Thudc ha huyét ap va thudc lgi tiéu: Dexibuprofen lam gidm tac dung cGa cac thudc nay. Thuéc loi tiéu: Lam ting
nguy ca suy than thir phat do lam gidm tudi méu than khi dung cing dexibuprofen.

Corticosteroid: Lam tang nguy co xudt huyét tiéu héa.

Cdc thudc tic ché ngung két tidu cau, de ché ti thu héi serotonin: Lar tang nguy ca chdy mau.

Glycosid tim (digoxin): Lam tang nguy ca suy tim trdm trong, tang néng d6 glycosid tim trong huyét tuang.

Lithi: Dexibuprofen lam tang ndng da trong huyét tuong cda lithi do tc ché kha nang thai tri lithi qua than.

VI (¢ huoc chong viem khong steroid khac: Tang nguy co chdy mau va gay loét.

Methotrexat: Dexibuprofen lam tang dac tinh cia methotrexat do tc ché kha nang thai trit methotrexat qua than.
Zidovudin: Lam tang déc tinh trén méu khi diing chung véi cac thudc chding viém NSAIDs khac.

Tacrolimus, ciclosporin, sirolimus, khang sinh aminoglycosid: Tang nguy cd 6 thé nhiém doc than khi diing ciing céc
thudc NSAIDs.

Vi céc thudc chong viém khéng steroid khac: Tang nguy co chdy mau va gy loét.

Magnesi hydroxyd lam tang sif hap thu ban déu ciia dexibuprofen; nhung néu nhom hydroxyd ciing ¢ mat thi lai
khang ¢6 tic dung nay.

Mifepriston: Khong nén sif dung NSAIDs trong vong 8-12 ngay sau khi dung mifepriston. Cic NSAIDs ¢6 thé lam
gidm hiéu qud clia mifepriston,

Khdng sinh ho quinolon: D liéu nghién ctu trén déng vat cho thay cd khd nang tang nquy cd co giat khi két hop
khéng sinh quinolon va véi cac thudc NSAID.

Tacdung khdng mong muén

50 vdi dang dung la hon hop racemic ibuprofen thi dexibuprofen it c6 tac dung phu hon. Mot s6 téc dung phu dudc
bdo cdo dudi day co thé xay ra khi dung vdi hén hap racemic ibuprofen ma chira difgc quan sat hodc chua 6 béo cao
khi dng vai dexibuprofen.

Thudmg gdp, ADR >1/100

Toan than: S6t, moi mét.

Tiéu héa: Chudng bung, budn ndn, nén.

Than kinh trung wong: Nhic ddu, hoa mat chéng mat, bn chén, i tai, i loan thinh gidc, thi gidc...

Da: Man nga, ngoai ban

Itgép, 1/100 > ADR > 1/1000

Toan than: Phan g di ting (déc biét co that phé quan & ngudi bénh b hen), viém mili, ndi may day.

Tiéu héa: Dau bung, chdy mau da day - rugt, lam loét da day tién trién.

Than kinh trung uong: Lo mo, mét ngd, U tai.

Mat: Rai loan th gidc.

Tai: Thinh luc gidm.

Mau: Thti gian méau chiy kéo dai.

Tudn hoan: Nguy co huyét khdi tim mach.

Hiém gdip, ADR < 1/1000

Toan than: Ph, ndi ban, hdi chiing Stevens - Johnson, rung téc.

Thn kinh trung vong: Trém cém, viém mang nao v khuan, nhin i, r6i loan nhin méu, giam thi luc do ngd doc
thudc.

Mau: Giam bach cau, giam tiéu cdu, gidm bach cu trung tinh, tang bach ciu va eosin, gidm bach cu hat, thiéu
mau.

Gan: Réi loan co bép tiii mét, cac thif nghiém tham do chic nang gan bat thung, nhiém doc gan.

Tiét niéu - sinh duc: Viém bang quang, dai ra mau, suy than cap, viém than k&, hi chimmg than hu.

Thdng bdo ngay cho b si hodc dugc si khi gdp phdi cdc tdc dung khéng mong muéh cila thude.

Céc dactinh dugc luchoc

Ma ATC: MOTAE14

Nhom téc dung duoc I: ThuGc khang viém va chdng thap khap, khéng steroid.

Dexibuprofen ((S)-+ibuprofen) Ia ddng phn enantiomer clia ibuprofen thudc nhém chéng viem khang steroid.
Gidng nhu céc thudic chdng viém khéng steroid khdc, dexibuprofen c6 tac dung gidm dau, ha sét va chéng viém. Co
ché téc dung clia thudc la ifc ché prostaglandin synthetase. Dexibuprofen da dugc chiing minh 13 ¢6 tic dung tuong
duang véi hon hop racemic ctia ibuprofen trong diu trj viém khdp v gidm dau trong tniong hop dau bung kinh tai
liéu khuyén cdo.

Cac dactinh dugc d6ng hoc

Dexibuprofen digc hp thu chi yéu tai rudt non, néng d6 i da trong huyét tuang dat dugc sau khi udng khodng 2
gid. Khd nang lién két protein tuang ddi cao (khodng 99%) va dugc chuyén hoa tai gan dudi dang cac hop cht
hydroxyl, carboxyl héa thanh cdc chét khang con hoat tinh, Cac chit nay dugc thai trir chi yéu & than (90%) va mot
phén nha dugc thii trir qua mat. Thi gian ban thi tir 1,8 - 3,5 gid.

Thic dn lam kéo dai thei gian dat duoc ndng do tdi da trong huyét tong clia dexibuprofen va lam gidm néng do
chit nay trong huyét titang tuy nhién khdng anh hudng dén muc d6 hip thu clia dexibuprofen.

Quy céch déng goiz Hop 2vix 15 vién.

Bao quan: Bao qudn trong bao bi kin, tranh dm, tranh dnh sang, nhiét do dudi 30°C.

Han diing ctia thudc: 30 thang ké tir ngay sin xudt khi bdo quan trong bao bi kin.

Tiéu chudn chét lugng: TCCS.
Tén, dia chi, biéu tugng (néu c) cha ca s sin xuit:

CPC1HN

CONG TY C6 PHAN DUGC PHM CPCT HANOI
Cym cong nghiép Ha Binh Phuang, xa Van Binh, huyén Thutmg Tin, thanh phd Ha Noi
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