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THANH PHAN

M&i liéu (0,05 ml) chiva budesonid 64 microgam
Ta dwgre: Natri carboxymethylcellulose, tween B0, dextrose, kali sorbat, dinatri edelat, acid
clohydric, nuére cét

DANG BAD CHE: Hdn dich xit mai

QuY CACH BONG GOI: Hap 1 1o 120 ligu
DUQC LUC HQC

Budesonid |4 mét glucocorticoid c6 tac dyng khang viém tai chd manh. Cac tac dang khang
viém nhu (rc ché s phéng thich cac chét trung gian gay viém va trc ché dap (ng mién dich
qua trung gian cytokin la quan trong. Hoat tinh ciia budesonid dwgc do bang ai luc cia no
d@bi véri cac thu thé glucocorticoid cao hon khodng 15 1an so vé&i hoat tinh cla prednisolon.
Khi diing dy phong treére khi kich thich dwéng mii, budesonid chirng t6 co tac dyng bdo vé
chéng lai sy tham nhap cia bach cAu &i toan va gay qua man.

Vi ligu didu tri, BENITA khdng gay ra bat ky thay ddi nao dang ké vé mat lam sang & mic
ndng dd cin ban cia cortisol trong huyét trong ciing nhu dap img véi kich thich cia ACTH.
Tuy nhién, sy giam lrgng cortisol trong huyét tirong va nuére tigu cé lién quan dén lidu st
dyng da dugc ghi nhin & nhing ngudi tinh nguyén khde manh sau théxi gian ngén str dyng
BENITA.

Khéng ghi nhan méi quan hé dap (g - liéu qua cac thir nghiém 1am sang & tré em bj viém
mii dj &ng thee mua hodc quanh ndm va nguéri lon bi viém mii di ¢ng quanh nam.
DUQ'C BONG HQC

Hap thu

Sinh kha dung toan than cla budesonid trong BENITA dang dinh liéu 14 33 %, hau hét trong
sé d6 hép thu qua niém mac mi. & ngudi Ién, nbng o huyét twong téi da sau khi s& dyng
256 microgam budesonid trong BENITA la 0,64 nmolil trong véng 0,7 gio. Dign tich dudi
duémg cong bidu didn ndng d6 thubc theo thii gian (AUC) sau khi diing 256 microgam
budesonid tir BENITA 14 2,7 nmol x gidr/L & ngwdi lén va 5,5 nmol x gidy/L & tré em, dibu nay
cho thay & tré em, si tiép xdc toan than véi glycocorticosteroid cao hon.

Phan bo va chuyén héa

Budesonid cé thé tich phan bé khodng 3 L/kg. Két hgp véi protein huyét twong la 85 —
a0 %. Budesonid chuyén héa qua gan 14n dau manh (~ 90 %) thanh cac chat chuyén
héa ¢ hoat tinh glucocorticoid thdp. Budesonid khong bj bét hoat tai chd & mai.

Thai trir

Cac chit chuydn hoa duge bai tiét qua than dudi dang khéng déi va dang két hop. Chi mot
legng khong dang k& budesonid dang khong bién éi dugc tim thdy trong nuwdc tidu.
Budesonid 6 do thanh thai toan than cao (0,9-1,4 liv phit), thii gian ban hiy trong huyét
trorng sau khi tiém tnh mach trung binh khodng 2-3 gier.

CHI DINH

Viam mai dj trng quanh n&m va viém mdi dj irng thee mua, vidm mi do réi loan van mach.
Dy phéng tai phat polyp mii sau phau thual cét polyp. Bidu tri triéu chirng polyp mi,

LIEU DUNG VA CACH DUNG

Viém mai

Nguei lém va tré em trén 6 tudi: Lidu khéi dAu 256 meg/ ngay. S dung mot 14n vao budi
sang (128 microgam mbi bén mii) hoc chia déu sang va thi (64 microgam mdi bén mi
vao bubi sang va 18i). Khi dat Gugc hisu qua, cin gidm lidu xudng thap nhat ma van kidm
soat dugc trigu chirng.

Hiéu qua ddy do chi dat duoc sau vai ngay didu tr (hiém khi qua 2 tudn). Vi vay nén bét dau
didu tri viém mii tiép xiic theo mua trude khi tiép xic véi tac nhan gay di iing

An toan va higu qué & tré em dudi 6 tudi chua dugce xac dinh

Humg dén st dung

Truére khi éng xit BENITA dugc siv dyng dn ddu, dng thube phai duge bom thudc. Lac chai
thudc va xit vao khang khi cho dén khi dat dwoc dang xit dbrg nhit. Néu sau 24 gi&r méi
duing lidu tiép theo, dng thube phai duge bom lal. L#n nay chi can xit mét iAn vao khang khi

1a dd. :

1: Hi mii sach. Ldc chai thubc. Mo ndp bdo vé (51 7
2: C4m dng thubc thdng huong ién e
3: Dat dinh 4ng thubc vao 15 mii vé bom theo liéu y s it

chi dinh. Tuong tyr, bom thudc vao bén mi kia v,

4: Ddy ndp bdo vé lai

Rira sach

Thuérng xuyén rira sach cac bd phén bng nhiya. M& ndp bio v va thdo phan du xit vao
mii. Rira sach cac phan bing nhya nay trong nuéc 4m. Dé cac phan bng nhya khd hoan
toan trong khéng khi tneire khi day ndp lai.

CHONG CHI B|NH

Bénh nhan qua man voi budesonid hodic bt ky ta dwge ndo clia thubc

Diéu tri cho bénh nhan bj nhiém ndm va Herpes dudng mii

THAN TRONG

Khi diing kéo dai & liéu cao, tac dyng toan théan cla glucocorticosteroids nhur cudmg nang
v thirgng than, suy tdy thureng thén va cham phat trién & tré em c6 thé xay ra. Nén theo
doi thiréng xuyén tinh trang phat trién clia tré em khi dieu Ui kéo dai bang corticosteroids,
bét k& Guéng ding nao. Néu nghi ng& cd tinh trang cham phat fridn, phai xem xét lai viéc
dung thude.

Thén trong khi diéu tri cho bénh nhan st dung corticosteroid Suéng toan than chuyén sang
diing BENITA khi cé nghi ngér r6i loan tryc ha i — tuyén yén — thurgng than. O cac bénh
nhén nay, lidu corticosteroid toan than nén gidm mét cach than trong, theo d5i chire ndng
viing ha i — tuyén yén — thugng than.

Bénh nhén lao phdi, chirc n&ng gan suy gidm. .

Tranh tiép xic BENITA véi mét. Néu BENITA tiép x(c v&i mat, nén rira ngay véi nudce.

An toan va higu qua & tré em dudi 6 tudi chrra dugc xac dinh

Tré em chi nén st dyng dudi sy huéng din cla ngudi len dé dam bao ding ding cich va
dung fidu chl djnh.
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s(P DYNG CHO PHY NIF CO THAI VA PHY N(F CHO CON BU

Phy nir cd thai

Khéng cé mét nghién cieu ddy a0 khi st dyng thudc & phy ni cé thai. Chl s dyng trong khi
mang thai khi thyee s cin thidt.

Phy ni¥ cho con bu

Budesonid cé durge tiét qua stra me. Tuy nhign, & cac lidu didu tr cda thube, khong xac dinh
dugc co Anh huedng 3én tré hay khong. BENITA cé thé sir dung thén trong trong thei gian
cho con ba.

ANH HIPO'NG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

BENITA khdng anh hwémg dén kha nang 14i xe va van hanh may moc .

TAC DUNG PHY

Thirdmg gap (1/100 < ADR< 1/10): Kich ¢rng tai ch8, xuét huyét dudmg mai nhe, chay méu cam
[t g&p (1/1000 < ADR< 1/100): Phi mach, ndi mé day, viém da, ndi man, ngira.

R4t hiém g&p (ADR <1/10.000): Thing vach ngan mii, loét niém mac, phdn (ng phan vé.
D& ghi nhan cac phan (ng qua mén tirc thi hosic muén bao gdm ndi mé day, ndi mén, viém
da phit mach va ngtra.

Nguyén nhan ciia cac phan (rng phy ndy van chira durgre lam ré (do ding steroid, bénh tidm
4n hay céc yéu tb khic)

Théng béo cho béc s§ céc tic dung khéng mong mudn gép phal khi sir dung thube
TUONG TAC THUGC

Diing déng thesi Ketoconazol 200 mg ung ngay 1 14n véi budesonid dang ubng (3mg lidu
duy nhét) 1am tang trung binh gép 6 1an ndng dé budesonid trong huyét tvong. Khi
ketoconazol duge ding sau khi ding budesonid 12 gié thi ndng d6 budesonid tang 1én gap
3 I4n. Khong c6 théng tin vé tvong tac nay khi siv dung budesonid dang xit mili, nhung néng
d6 budesonid cling duge dy kién ting déng ké trong nhirng trudng hop nay. Tranh viéc
dung két hop vi khéng cb de ligu cho phép dung cac liéu khuyén céo duéng mai. Néu phai
diing két hop thi khoang cach diing budesonid va ketoconazol cang xa cang tét. Cng nén
xem xét giam libu budesonid. Céc chét trc ché CYP3A4 manh khac cb thé lam tang dang ké
néng db clia budesonid trong huyét twong.

aui LIEU VA XU TRi: Qué lidu cép tinh BENITA, ngay ca khi str dung liéu cao cling khéng
phai 12 vAn @2 trong 1am sang. Khi st dyng BENITA liéu cao trong thoi gian dai, tac déng
glucocorticoid todn than nhir cwéng ndng vo thugng than va suy tly thurgng than cb khé
nang xay ra.

BAO QUAN: Noi khd, dwdi 30°C, tranh 4nh sang. Khong ddng lanh.

TIBU CHUAN: Tigu chudn co s&

HAN SIF DYNG: 24 thang ké tir ngay sén xuét

DE XA TAM TAY TRE EM

DOC KV HLPONG DAN SU DYNG TRUG'C KHI DUNG
Néu cin thém thong tin xin hol y kién béc sy

San xudt béi @ MERAP croue

Cong Ty €6 Phin Tap Doan Merap
B Khé - Tan Tién - Van Giang - Hung Yén - Viét Nam
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