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BUDESONIDE
Giai phap gidm cac triéu chiing viém mdi di ing

Théng tin sdn phdm

THANH PHAN

M3i lidu (0,05 mi) chira budesonide 64 microgam

Té duoc: Natri uoseTneenSOdextmsekdima!,dmamedem acid clohydric, nurérc cAt

DANG BAO CHE: Hén dich
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DUQC LYC HOC 2 4
Budesonid 1a mot id c6 tac dung khang viém tai chd manh. Co ché tac dong chinh x4c clia glucocorticoid trong

aéumhmma.mméumamoan.cscmmmwemnmocméwmmlmmm&tmglangaywanva

ﬁgmnﬂndld\quaumgglanmla quan trong. Hoat tinh ciia budesonide dugc do béng 4i lyc ciia n6 ai véi
glucocorticoid cao hon khodng 15 14n so v6i hoat tinh clia prednisolon.
mmwmmmﬂummlmamm budesonid chimg t6 c6 tac dung bao vé chéng lai sy tham nhap clia bach
4i toan va gay qua

Véi lidu didu trj, BENITA khong gay ra bét ky thay ddi nao dang ké v& mat 1am sang & mirc ndng A9 can ban ciia cortisol trong
twong cing nhur dap (mg vdi kich thich ca ACTH. Tuy nhién, sy gidm lrgmg cortisol trong huyét trong va nuérc tidu

cowlmma&uihwdwdaduvcgmnhanbnhomM!Inhmw@nkhdomnhsauttﬂlglanmhwdeENﬁA

Khong ghi nhan méi quan h¢ dap (mg - lidu qua céc thir nghiém 1am sang & tré em bj viém mai dj (mg theo mua hodc quanh

&M va ngudi 16 bi viém mai dj mg quanh nam.

Zzycmuoc

Sinh kha dyng toan than clia budesonide trong BENITA dang dinh liu 12 33%, hAu hét trong 86 d6 h&p thu qua niém mac mai,

O ngusi Iém, ndng 80 huyét trong téi da sau khi sir dung 256 microgam budesonide trong BENITA 1a 0,64 nmoliL trong vong

0,7 gi¢r. Dign tich duéi duromg cong bidu dién ndng a0 thubc theo théi gian (AUC) sau khi ding 256 microgam budesonide tir

BENITA 12 2,7 nmol x gitv/L. & ngudi I6m va 5,5 nmol x gio/L & tré em, didu ndy cho théy & tré em, sir tiép xuc toan than véi
cao hon.

glycocorticosteroid
anwnmmnm o o
Budesonid co thé tich phan b6 khodng 3 L/kg. Két hop véi protein huyét trong 12 85 — 90 %. Budesonid chuyén hoa qua
gn'grn"::umm(—m)wnhcﬂcwélménmwmmHMQWMBuaesonldm&mblb&lhou?ul
Théi trir
Cac chét chuyén héa dugrc bai tiét qua than dudi dang khong ddi va dang két hop. Chi mdt lrgng khong dang ké budesonide
dang khong bin a8 dugc tim thAy trong nurérc tidu. Budesonid c6 49 thanh thai toan than cao (0,9-1,4 it/ phat), théi gian ban
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CHI DINH
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uEu . Diéu trj triéu chimg polyp mi

Viem mii
Mwmummewmw@mw s&mmmmmmaz&mw
mn?#mmmwmmmmmm sang va t6i). Khi dat dugc hiéu qué, cAn gidm xndnng
Hiéu qua dly du chi dat dugc sau vai ngdy didu trj (hiém khi qua 2 tudn). Vi vy nén bét ddu didu trj viem mai tiép xuc theo
mmmwammmwﬂm

Hudng dén sir dyng
Trude khi xit BENITA dugc sir 14n adu, thubc phéi durge bom thube. Lic chai thuc va xit vao khi cho
dnlmld:gvcm dm:wm:a‘wmlhﬁplm &uhﬁcuﬂmm&ﬂdﬂc&l
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Rira sach
xuyén nra sach c4c bd phan bing nhyra. M& nép béo vé va thao phan dAu xit vao mii. Rira sach cac phan bang nhya

trong nuéc 4m. D& cac phAn bing nhyra kho hoan toan trong khong khi tsée khi ddy ndp tai.
CHONG CHI BINH
Bénh nhan qua man véi budesonid hoac bt ky ta dugc nao cla thubc
THAN TRONG
Khi ding kéo dai & lidu cao, tac dung toan than ciia glucocorticosteroids nhur cudmg nding v thuomg than, suy tiry thuong
than va cham phat trién & tré em c6 thé xdy ra. Nén theo dbi thudmg xuyen tinh trang phat trién clia tré em khi didu trj kéo dai
béng corticosteroids, bt ké& duéng ding nao. Néu nghi nger ¢6 tinh trang cham phit trién, phai xem xét lai viéc ding thudc.
Than trong khi didu trj cho bé&nh nhan nhi&m nim hodc nhiém Herpes duémg mai
Thén trong khi diéu tri cho bénh nhan sir dung corticosteroid durémg toan than chuyén sang diing BENITA khi c6 nghi ngdr réi
loan tryc ha ddi — tuyén yén — thurong than. O cac bénh nhan ndy, idu corticosteroid toan than nén gidm mdt cach than trong,
theo dbi chirc ving ha adi — tuyényen thurgng than.
Bénh nhan lao phdi, chirc nang gan suy giam.
Tramnepmcat-:mmvmmNAuBENlTAnépmvonmétnenmmayvmmm

Tré em chi nén sir dung dudi sy sy huéng dan mmaéaammmmmmmleumm
SU’ DUNG CHO PHY N’ CO THAI VA PHY N CHO CON BU
Phy nir c6 thai

Khong c6 mt nghién ctru dy ai khi str dung thudc & phy nr c6 thai. Chi sir dyng trong khi mang thai khi thyre sy cAn thiét.

Phy nir cho con bu
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khong. BENITA c6 thé sir dung than trong trong théi gian cho con ba.
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BENITA khong anh hurdmg aén kha ning I4i xe va van hanh méy méc .

TAC DUNG PHY

Thuong gap (1/100 < ADR< 1110): Kich mg tai ch8, xult huyé durdmg mii nhe, chdy méu cam

ltg‘mmooqmnnom Phis mach, ndi mé day, viem da, ndi mn, ngra.
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Nguyén nhan ciia c4c phan (mg phy ndy van chira dugc 1am rd (do dung steroid, bénh tiém &n hay cac yéu t& )

Théng béo cho béc sy céc téc dung khdng mong mubn gip phdi khi st dyng thubc
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Ding ddng Kamuzmmu&umawmmmumu&umﬂumm)mmmumw

614n ndng A0 budesonid trong huyét trong. Khi diing sau khi ding 12 gi¢r thi ndng 60 budesonid

mmma&nmmmmwmmmmwmwmm i, nhung ndng 39 budesonid ciing
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khuyén céo dudmg mii. Néu phai diing két hop thi khodng cach diing budesonid va ketoconazol cang xa cang tét. Cling nén

xem xét gidm lidu budesonid. Cac c:gt ché CYP3A4 manh khéc cb thé 1am tang dang k& ndng 40 ciza budesonid trong

huyét tuong.

QUA LIEU VA XU TRI: Qua lidu c4p tinh BENITA, ngay ca khi sir dung liu cao cling khong phai 1a v&n a8 trong 1am sang.
Khi sir dung BENITA liéu cao trong thor gian dai, tac 60ng glucocorticoid todn than nhur cuomg nang vb thirgng than va suy
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