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Rx_Thude nay chi dung thea don thudc 
Thuéc xit mii BUSOMAX Dé xa tm tay tré em. 

Doc ky huéng dan sii dung trude khi ding. 
Lac ky truée khi st? dung. 

THANH PHAN 
Mot lidu xit chia: 
Thanh phan dudc chat: Budesonide: 50 mcg 
Thanh phan ta dude: Polysorbate 80, Vivapur 811P, Dinatri edeate, Glucose khan, BC Simethicone antifoam 
30PDS (( ((Simethicon | Emulsion (30%)), Acid hydrocloric, Kali sorbat, Nudc tinh khiét. 
DANG BAO CHE: Hén dich xit mai. 
CHI BINH 
Viém mdi di ting theo mia, viém mdi di Ging quanh nam, viém mdi van mach, viém mdi khéng di ting. Diéu tri 
polyp mdi. 

LIEU DUNG 
Viém mii: 
Nguii ldn, ngudi gia va tré em trén 6 tudi: 
Liéu khdi dau khuyén cao la 400 meg mdi ngay: si dung 1 lan vao budi sang (2 liéu xit vao méi bén mii), 
hoac ding 2 lan vao budi sang va budi t6i (1 lidu xit vao mdi bén mai). 
é kiém soat cac trigu chting, nén gidm liéu duy tr dén liéu thap nhat cé thé sau khi cé hidu qua lam sang 
mong mudn. 
Diéu tri polyp mii: 
Liéu t6i da duc dé nghi hang ngay la 400 mcg chia thanh 2 lan: 1 liéu xit vao méi bén mdi, budi sang va budi 
tdi. 
Thdi gian diéu tri dudc gidi han téi da la 3 thang. Sau khi dat dudc hiéu qua lam sang mong muén, nén giam 
liéu xudng liéu duy th thdp nhat cé thé dé dam bao kiém soat t6i uu cdc tridu ching. 
CACH DUNG 
Trudc khi sti dung thudc ln dau, éng thuéc phai dudc bdm thuéc bang cach lac chai thudc va xit vao khéng khi 
cho dén khi dat dude dang xit ding nhat. Tac dung nay kéo dai 24 gid. Néu sau 24 gid mdi diing lidu tiép theo, 
6ng thudc phai dudc bom lai, lan nay chi can xit mét lan vao khong khi la du. 
1: Hi mii sach. Lac lo thuéc. Md nap bao vé. 
2: CAm 6ng thuéc thang hudng lén. 
3: Dat dinh Gng thudc vao 16 mdi va bom theo lidu chi dinh. Tuong tu, bom thudc vao bén mai kia. 

4: Lau sach voi xit bang khan giay sach. 

5: Day nap bao vé lai. 

CHONG CHi BINH 
Bénh nhan qué man vdi budesonide hoac vdi bat ky thanh phan nao cla thudc. 

CANH BAO VA THAN TRONG KHI DUNG THUGC 
Si dung qué liéu ludng hoac diéu ti lau dai bang glucocorticosteroid cé thé dan dén cdc dau higu hoc tiéu ching cila 
cuding nang v6 thugng than va / hoac cham phat trén d tré em. 
Tac dung ldu dai ciia steroid 6 tré em chua duc hiéu day di. Noi chung, bac si phai theo d6i cdn than su phat trién tang 
truding clia tré em dude diéu tri bang glucocorticosteroid trong mat thai gian dai. Loi ich ctia vide diéu ti bang glucocorti- 
costeroid nén dude can nhac vdi kha nang (ic ché tang trudng. 
BUSOMAX 50 chi nén dude sit dung cho cac fruting hdp nhiém tring mai do nam va / hod virus néu tién hanh diéu 
tri diét nam hoac diét virut cing mét lic. 
Can dac biét than trong 4 nhding bénh nhan bi nhiém tring duding hd hap, va dac biét la bénh lao phdi. 
Réi loan thi gic: R6i loan thi gidc cé thé xay ra khi sii dung corticosteroid toan than va tai chd. Néu bénh nhan xuat hién 
cc trigu ching nhu nhin md hodc céc roi loan thi gidc khdc, hay xem xét chuyén bénh nhan dén bac si nhan khoa dé 
danh gid nguyén nhan cé thé xay ra: cé thé [a duc thay tinh thé, tang nhan 4p hoac cdc bénh hiém gap nhu bénh viém 
vOng mac trung tam (CSC) dudc bao cdo sau khi sti dung corticosteroid toan than hoac tai ché. 
Suy giém chtic ning gan cé thé anh hudng dén viéc thai tri corticosteroid. 
Nén tranh ding déng thi thudc vi cac chat vic ché manh CYP3A4. 
Nén tranh tiép xtc thudc véi mat. Néu bi tiga xc vao mat, nén nila ngay véi nuéc. 
SU DUNG THUGC CHO PHU NU C6 THAI VA CHO CON BU 

Phu nd cé thai: Thudc chi sti dung trong khi mang thai kh thuc su can thét. 
Phu ndcho con bi: Thudc nén sif dung cén trong trong thai gian cho con bi. 

ANH HUGNG GUA THUG¢ LEN KHA NANG LAI XE, VAN HANH MAY MGC 
Tiy ting bénh nhan, thudc cé thé gay md mat, do dé bénh nhan nén than trong khi tham gia vao cdc hoat déng nhui lai xe 
hoac van hanh may méc, cho dén khi thay ban than khéng cé tac dung gay ma mat do thudc. 

TUONG TAc CUA THUGC 
Tung t4c véi cdc chat tic ché GYP3A4 manh: Corticosteroid (bao gém betamethasone) dude chuyén héa bai CYP3A4, 
Dung déng thai véi cdc chat tic ché CYP3A4 manh (vi du nhu ketoconazole, itraconazole, clarithromycin, ritonavir, céc 
san phém cé chila cobicistat) cé thé dan dén tang phoi nhiém vdi corticosteroid va do dé lam tang nguy co tac dung phy 
cila corticosteroid toan than. Cén can nhac can than gilfa loi ich cla viéc ding ding thai so v6i nguy co tiém an tac dung 
clla corticosteroid dudng toan than, trong triéng hop nay bénh nhan can dude theo ddi vé céc tac dung phy cla 
corticosteroid duting toan than. Sit dung déng thai cimetidin cé thé anh hudng nhe dén dude ding hoc cila budesonide, 
Tuy nhién, diéu nay la khong dang ké vé mat lm sang néu tuan theo liéu lung khuyén céo. 

TUONG KY CUA THUGC 
Do khéng cé cc nghién citu vé tinh tucng ky cla thudc, khdng trdn lan thudc nay vdi cac thudc khdc. 

TAG DUNG KHONG MONG MUON CUA THUG 
Céc téc dung khéng meng muén lia thudc: 
- Thuong gap (1/1005 ADR< 1/10): Ngtta mUii, xuét huyét dudng mii nhe, chay méu cam 
- {tgp (1/1000s ADR< 1/100): Phil mach. Néi mé day, viém da, ndi man, nga 
- Hiém gp (110000 < ADR< 1/1000): Réi loan mt: nhin ma 
- Rat hiém g&p (ADR <1/10000): Thing vach mii, loét niém mac. 
Thdng bao ngay cho bac s¥ hoc dudc s¥ nhiing phan Ging cé hai gap phai khi sif dung thudc. 

QUA LIEU VA GACH XU TRI 
Qua liéu cap tinh BUSOMAX 50 ngay ca trong truding hop liéu cao cing khdng phai ld van dé trong lm sang. Khi stf dung 
BUSOMAX 50 liéu cao trong thdi gian dai, tc déng glucocorticoid toan than nhu cuéng nang vé thugng than va suy tly 
thuigng than cé kha nang xay ra. 

THONG TIN VE DUGG LY, LAM SANG 
Bac tinh dude luc hoc 
Ma ATC: ROIADO5 
Nhém dude ly: glucocorticoid dang hit, khang viém tai chd. 
Budesonide la mét glucocorticoid cé téc dung khang viém tai ché manh. Cac téc déng khang viém nhu tic ché sul phdng 
thich céc chat trung gian gay viém va ttc ché dap ting mién dich qua trung gian cytokine la quan trong. Hoat tinh cla 
budesonide duce do bang ai luc cila nd déi vdi cdc thy thé glucocorticoid cao hon khoang 15 [én so véi hoat tinh cila 
prednisolone. Khi ding du phéng triéc khi kich thich duding mii, budesonide chiing to cé tac dung bao vé chéng Iai su tham 
nhép clla bach cau di toan va gay qué man. 
V6i liu didu tri, thudc khang gay ra bat ky thay ddi nao dang ké vé mat lam sang 6 mtic d@ can ban clia cortisol trong huyét 
tong cling nhu dap ting vdi kich thich clia ACTH. Tuy nhién, su gidm luicng cortisol trong huyét tuidng va nudc tiéu cé lién 
quan dén liéu sti dung da dugc ghi nhan é nhiing nguai tinh nguyén khde manh sau thai gian ngan sti dung thuéc. 

Bac tinh dude déng hoc 
Budesonide cé thé tich phan bé 3 L/kg. Lién két trung binh véi protein huyét tucng la 85-90%. Budesonide chuyén héa manh 
(° 90%) béi cdc emzym CYP3A4 thanh cac chat chuyén héa cé hoat tinh glucocorticoid thép. Cac chat chuyén héa chinh 
6-8-hydroxybudesonid va 16-c-hydroxyprednisolon cé hoat tinh glucocorticoid thap hon 1% hoat tinh nay cla budesonide. 
Budesonide khéng bi bat hoat tai ché 6 mii. 
Cac chat chuyén héa duigc bai tiét qua than dui dang khéng ddi va dang két hop. Chi mat licng khéng dang ké budesonide 
dang khdng déi duce tim thay trong nuiéc tiéu. Budesonide cé dé thanh thai toan than cao (0,9-1,4 Itt” phit), va thal gian ban 
hily trong huyét tucng sau khi tiém tinh mach trung binh khoang 2-3 gid 

quy cACH BONG Gal: Hop 1 lo 200 iu xt 

BAO QUAN: Nei khé rao, trémh anh sang, nhiét 46 khang | qua 30°C. 

TIEU CHUAN CHAT LUGNG: TCCS 

SDK: 
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NHA SAN XUAT: 
CONG TY CO PHAN DUGC KHOA 

Tru sd chinh: $69, Nguyén Cang Trt, P. Pham Binh Hé, G. Hai Ba Trung, Ha Noi 
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NHA MAY DUC PHAM DKPHARMA - CHI NHANH BAC NINH CONG TY CO PHAN DUOC KHOA 
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