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BUSOMAX

DE xa t4m tay tré em.
Do ky hvtng dn st dung trude khi dang.
Lie ky trudic khi sii dung.

THANH PHAN

M@t liéu xit chia:

Thanh phan dugc chat: Budesonide: 50 mcg

Thanh phén ta dudc: Polysorbate 80, Vivapur 811P, Dinatri edeate, Glucose khan, BC Simethicone antifoam
30PDS ( (Slmethlcon Emulsion {30%)), Acid hydrocloric, Kali sorbat, Nudc tinh khiét.

DANG BAG GHE: Hén dich xit mii,

CHi DINH

Viém mdi di Gng theo mua, viém mdi di ting quanh nam, viém mdi van mach, viém mdi khéng di tng. Didu tri
polyp mii.

LIEU DUNG

Viém mii:

Nguidi 16n, ngudi gia va tré em trén 6 tudi;

Lidu khéii ddu khuyén céo la 400 mog méi ngay: sti dung 1 14n vao budi sang (2 lidu xit vao méi bén mii),
hodic ding 2 I4n vao budi sang va budi t6i (1 liéu xit vao maéi bén mui).

Pé kim soét céc tridu ching, nén gidm liéu duy tri dén liéu thap nhat o6 thé sau khi cé hidu quéa 13m sang
mong mugn.

Diéu tri palyp mii:

Lidu 161 da dudc dé nghi hang ngay 13 400 meg chia thanh 2 14n: 1 liéu xit vao mdi bén mui, budi sang va budi
1.

Thdi gian didu ) dugc gidi han t6i da 1a 3 thang. Sau khi dat dudc hiéu qua 1am sang mong mudn, nén giam
liéu xuéng liéu duy tri thap nhét c6 thé dé dam bao kiém soat 16i uu cac triéu chiing.

CACH DUNG

Trudc khi st dung thudc 13n d4u, 8ng thuéc phai diidc bom thudic bang céch 1ac chai thudic va xit vao khong khi
cho dén khi dat dudc dang xit dong nhét. Tac dung nay kéo dai 24 gid. Néu sau 24 gid mdi dung liéu tiép theo,
dng thudc phéi dugc bam lai, 14n nay chi can xit mdt 14n vao khdng khi [a ¢,

1: Hi mii sach. Lc lo thudc. M& nip bio vé.

2: C4m 6ing thudc thang huéng lén.

3: Dit dinh 6ng thuBc vao 16 mai va bam theo liéu chi dinh. Tudng tu, bom thudc vao bén mii kia.

4: Lau sach voi xit bang khan gidy sach.

5: Dy ndp bao vé lai.

CHONG CGHi BINH

Bénh nhan qua mén véi budesonide hodc véi bét ky thanh phdn nao cla thudc.

CANH BAC VA THAN TRONG KHI DUNG THUGG

Sli dung qud liéu idng hoic didu T 1au dai bng glucocorticosteroid cd thé dAn dén cdc dau higu hoic tiéu ching clia
ouibing néng vo thiidng than va/ hoiic cham phét tién d tré em.

Téc dung 14u dai clia steroid 6 ré em chua duc hiéu ddy di. Noi chung, bac si phéi theo ddi cin than su phat trién ting
truéing clia ré em diioc diéu i bing glucocarticosteroid trong mét théi gian dai. L ich clia vige diéu ti bang glucocort-
costeroid nén dugc can nhidc vdi kha ning dc ché ting tudng.

BUSOMAX 50 chi nén duigic st dung cho cac triting hop nhiém ting mii do ndm va / hoic virus néu tién hanh didu
i digt ndm hodc diét vinut clng mét lic.

Can d4c bigt than rong & nhing bénh nhan bi nhifm ting duding hd hap, va dac bigt1a bénh lao phdi.

Rdi loan thi gidc: R6i loan thi gidc c6 thé xay ra khi st dung corticasteroid toan than va tai chd. Néu bénh nhan xuét hién
cAc tigu chiing nhd nhin md hodc cac rdi loan thi gide khac, hiay xem xét chuyén bénh rhén d&n bac si than khoa d¢
danh gia nguyén nhan ca thé xay ra: c6 thé 12 duc thiy inh thé, ting nhan 4p hoic c4c bénh hiém gip nhu bénh viém
vong mac trung tm (CSC) duidc béo cdo sau khi sti dung corficosteroid toan than hodc tai chd.

Suy giam chiic ndng gan c6 thé anh huding d&n viéc théi i corticostercid.

Nén trdnh ding d6ng thdi thudc véi cac chét e ché manh CYP3A4.

Nén tranh i xic thudic véi mat. Néu bi i xic vao mat, nén rilia ngay véi nudc.

S0 DUNG THUGC CHO PHU NI C6 THAI VA CHO CON BU

Phunit 6 thai. Thuc chi st dung trong ki mang hai ki thic sy cén thist,

Phu i cho con hi: Thudc nén sti dung ¢4 rong trong thdi gian cho con b,

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY Mdc

Tily tiing bénh nhan, thuéic c6 thé gay md mét, do d6 bénh nhan nén than trong khi tham gia véo céc hoat dting nhui 14 xe
hodc van hanh m&y mdc, cho dén khi thdy ban than khing o6 tdc dung gy md mét do thufic.

TUGNG TAC COA THUGG

Tuiong tc v6i c4c chat tic ché CYP3A4 manh: Corticostercid (bao gom betamethasone) dudc chuyén hoa bai CYP3A4,
Diing ddng thdi véi céc chét Gc ché CYP3A4 manh (vi du nhuf ketoconazole, itraconazole, clarithromycin, ritonavir, céc
san phdm c6 chila cobicistat) c6 thé ddn dén tang phoi nhidm véi corticosteroid v do d6 12m tng nguy co 14c dung phu
clia corticosteroid toan than. C4n cén nhéc cén than giffa Igi ich cla vigc ding ddng théi so véi nguy co tiém 4n téc dung
clia corticosteroid dudng toan than, trong tnidng hop ndy bénh nhan cén dudc theo doi vé céc téc dung phu clia
corticostercid duong toan than. Sii dung dong thoi cimetidin c6 thé anh hiting nhe dén duge déng hoc clia budesonide.
Tuy nhién, didu ny 12 khong dang k& vé mét Iam sang néu tuan theo liu luiong khuyén céo.

TUGNG KY cUA THUAG

Do khding ¢ c4c nghién ciiu vé tinh tiidng ky cila thudic, kndng trin 14n thudic nay vdi céc thudic khéc.

TAC DUNG KHONG MONG MUGN CUA THUGS

C4c téc dung khidng mong mudn clia thudc:

- Thudng gép (1/100< ADR< 1/10): Nglla mi, XUt huyét dudng mU| nhe chay méu cam

-ft gap (1/1000s ADR< 1/100): Phi mach. Ni mé day, viém da, ndii man, ngita

- Hiém g&p (1710000 s ADR< 1/1000): Rai loan mét: nhin mé

- Rét hiém gip (ADR <1/10006): Thing vach mii, lot niém mac.

Théng bdo ngay cho béc sy hodc dudc sy nhiing phan tng cd hai gép phai khi st dung thudc.

QUA LIEU VA CACH XU TR

Qué liu ¢&p tinh BUSOMAX 50 ngay cé trong tridng hop liéu cao cing khong phéi 12 ven dé trong 13m sang. Khi sd dung
BUSOMAX 50 ligu cao trong thdi gian dai, tc déng glucocorticoid toan than nhu cudng néng vo thugng thin va suy tly
thuigng than ¢6 kha nang xay ra.

THONG TIN VE DUOC LY, LAM SANG

Béc tinh dugc lic hoc

M3 ATC: RO1ADOS

Nhém dugc I¥: glucocorticoid dang hit, khang viém tai chd.

Budescnide [a mdt glucccorticoid ¢6 tac dung khéng viém tai chd manh, Géc téc dong khang viém nhu (ic ché sy phéng
thich céc chét trung gien géy viém va (c ch@ dép ting mién dich qua trung gian cytokine 13 quan trong. Hoat th clia

budescnide duge do bing & Iuc clia nd d6i véi céc thy thé glucocorticaid cao han khoéng 15 1n so vdi hoat tinh cla
prednisolone. Khi diing dy phang tnide khi kich thich dudng mii, budesenide chiing 16 ¢6 téc dung béo vé chng lai su tham

nhap clia bach cAu & toan va gay qué mén.

Vi liéu didu tri, thudic khong gdy ra bt ky thay doi ndo dang ké vé mét Iam sang & miic d6 cin ban cla cortisol trong huyét
tucng ciing nhu d4p (ing véi kich thich ctia ACTH. Tuy nhién, sui giam liong cortisol trong huyét tucng va nudc tidu 66 lign

quan dén lidu st dung da dugc ghi nhan & nhiing ngudi tinh nguyén khoe manh sau thdi gian ngén st dung thufic.
Béc tinh dudc dong hoc

Budesonide 6 thé tich phan bd 3 Likg. Lién ket trung binh vai protein huyét tuong 12 85-90%. Budesonide chuyén hoa manh
(- 90%) béi cac emzym CYP3A4 thanh céc chét chuyén héa c6 hoat tinh glucocorticoid thap. Cac chat chuyén hda chinh
6-B-hydroxybudesonid va 16-a-hydroxyprednisolon ¢6 hoat tinh glucocorticid thdp hon 1% hoat tinh nay clia budesonide.

Budesonide khding bi bat hoat tai ché & mii.

Céc chat chuyén haa dudc bai tiét qua than duidi dang khding ddi va dang két hop. Chi mdt hicng khéng dang ké budesonide
dang khong ddi dudc fim thiy trong nudc titu. Budesonide c6 df thanh thi todn thén cao (0,.9-1,4 Iit/ phiit), va thij gian ban

hily trong huyét tuidng sau khi tiém tinh mach frung binh khodng 2-3 qi
avy cAcH n(ma G(u Hf)p 1 I() 200 Iiéu xn

BAO DUAN Ndi kho rédo, tranh énh séng, nhiét o khong qué 30°C.
TIEU CHUAN CHAT LUGNG: TCCS
SBK:

D@’Pharma

NHA SAN XUAT:

CONG TY ¢d PHAN DUGC KHOA
Tru s6 chinh: 58 9, Nguyén Cong Trir, P. Pham Binh H8, Q. Hai B Trung, Ha Noi
Dia diém san xuat;

NHA MAY DUGC PHAM DKPHARMA - CHI NHANH BAC NINH CONG TY GO PHAN DUOC KHOA

CQNG TY
CO PHAN

Dia chi: L I11-1.3, duding D3, KGN Qué Vo 2, xa Ngoe X4, huyén Qué Va, tinh Bac Ninh Jé/ /W D?{// %
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