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Boc ky huong ddin sir dung trudc khi ding
Néu cdn thém thong tin, xin hoi y kién bac sp.

BROMHEXIN ACTAVIS 8 MG

VAN P ;
HONG Bromhexin 8 mg

DAI DIEN \(

) n‘chl':a 8 mg bromhexin hydrochlorid
/lactose monohydrat, tinh bot my, gelatin, magnesium stearat.

Vién nén, hop 1 vi x 20 vién.

Chi dinh:

Diéu tri triéu chung cac bénh ly duong ho hap, voi ho khan va kho khac dam,
tang tiét dich phé quén trong cac bénh vé khi phé quan, bao gbm: viém phé
quan co thit, viém phdi, giin phé quan, COPD, lao phdi, bénh bui phm

Liéu dung: Ngudi 1on va tré em trén 14 tudi: 8 mg — 16 mg mdi lan, ngay 3
lan.

Céch dung: dung duong udng vdi di mrdc, ngay sau khi in.

Khdng dung thudc qua 8-10 ngay ma khong hoi y kién ciia thay thude.

Chong chi dinh

Qua man voi bromhexm hydroclorid hodc bét cir thanh phan nao cla thudc.

Tré em dudi 2 tudi.

Than trgng

Trong khi ding bromhexin can tranh phdi horp véi thube ho vi ¢o nguy co Ut
dong dom & duomg hd hip. Bromhexin, do ¢6 tac dung lam tiéu dich nhay, nén
co thé gdy hiy hoai hang rao niém mac da day; vi vay, khi dung cho nguoi
bénh c6 tién sit loét da day phai rét than trong,

Céan thén trong khi dung cho ngum bénh hen vi bromhexin co thé gay co thit
phé quan & mot s6 ngudi dé man cam.

Su thanh thai bromhexin va c4c chét chuyén hoa c6 thé bi giam & nguoi bénh bi
suy gan hodc suy than ning, nén cin phéi than trong va theo ddi.

Can thén trong khi dung bromhexin cho ngudi cao tudi hodc suy nhuoc, qua
yéu khong co kha niing khac dom hiéu qua, do d6 lam ting &t dom.
Dockthmagdﬁnsxdxmgtrmkhxdung ;
Néu can thém rhong tin xin héi y kién bdc sp. ?
Tuwong tic thude va cac tmmg tac khac

Khdng phéi hop véi thu6c lam giam tiét dich (giam ca dich tiét khi phé quan)
nhu cac thude kiéu atropine (hoac anticholinergic) vi lam giam tac dung cia
bromhexin.

Khéng phdi hop véi cac thubc chéng ho.

Dung phdi hop bromhexin voi khing sinh (amoxicillin, ~cefuroxime,
erythromycin, doxycycline) lam tang nong do khang sinh vao mé phéi va phe
quan. Nhu vay, bromhexin c6 thé ¢ tac dung nhur mét thude bd tro trong diu
tri nhiém khuan ho hap, 1am ting tac dung ciia khang sinh.

Mang thai va cho con bi

Khong ¢ nghién ciru vé doc tinh trén phdi va quai thai. Khong khuyén cao sir
dung thudc nay trong thoi ky thai va cho con bii do thiéu di liéu vé hiéu
qua va tinh an toan cua thude. Thude duoc bai tiét qua sita me.

Anh hudng trén viéc l4i xe hoédc van hanh méy moc

Khi dung bromhexin, than trong khi lai xe va sir dung may moc vi thudc co thé
gay nhirc dau, chong mit.

Tac dung khong mong mudn

frgqp 171000 < ADR <1/100

Tiéu héa: Pau da day, bubn nén, nén, ia chay.
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Da: Ban da, may day.
H6 hép: Nguy co 1 dich tiét phé quan & ngudi bénh khong co kha nang khac
dom.

Hiém gap, ADR < 1/1000

Tiéu hoa: Kho miéng

Gan: Ti’mg enzyme transaminase AST, ALT

Qui liéu

Khong c6 bao cao vé qua liéu thuoc nay. Trong truong hop qua liéu, c6 thé nra
da day, va diéu tri triéu ching néu can.

Pic tinh dwugc lre hoc

Nhom duegc ly: tiéu dam, ma ATC RO5SCB02

Bromhexin 14 mt ché pham tdng hop din xuét ciia benzylamine. V& mit hoa
hoc, bromhexin 12 mét chit twong tir Vasicine alkaloid, dwoc phén 13p tu cay
Adhatoda vasica. Bromhexin thily phin va lam cat cac chudi polymer cia
mucoprotein trong dich tiét phé quan va kich thich tdng hop cic polysaccharide
trung tinh tr cac tuyén biéu md. N6 ¢o hoat tinh lysosome rd lam hoa long tiét
dich phe quan dic, do do tao dleu kién cho viéc khac dam dé dang va cai thién
ho hap No lam tang sur bai tiét cia cac myen ¢6 chirc nang ngoai tiét (bao gom
ca cac tuyén 1€) va ting cuong san xuét surfactant ciia biéu mé phdi. N6 ting
cuong sy thim nhip ciia mdt so thudc khang sinh (oxytetracycline,

erythromycin, amplclllm, amoxicillin, cephalexin) ¢ niém mac phé quén, lam
tang nong d6 cla cac khang sinh trong dich tiét phé quan va do d6 tao diéu kién
cho hoat dong cia chung. Chét chuyén héa chinh cia né, ambroxol
hydrochlorid, c6 hoat tinh rd va tac dung duoc ly tuong tu.

DPic tinh dwoc dong hoc

Hap thu: Sau khi udng, bromhexin duoc hap thu nhanh tir dudng tiéu hoa va
dat nong dd dinh trong huyét tuong trong vong 1 gio. Thoi gian tac dung trung
binh 1a 6 gi0 sau khi sir dung liéu don. Sau khi sir dung liéu don 4 mg, nong d6
trong huyét tuong tai thoi diém 8 gio va 24 giv 14 0,14 pg/ml va 0,5 pg/ml
tuong Umg.

Phdn b6: Bromhexin hydroclorid phan b rit rong rai vao cac md cia co thé.
Thudc lién két rat manh (trén 95%) voi protein ciia huyét trong. Khi tiém tinh
mach, thé tich phan bé ciia thudc 1a 7 lit/kg,

Chuyén héa: Bromhexin duoc chuyén hoéa chii yéu & gan. Chét chuyén hoa
duoc bai tiét qua nudce tiéu. DA xac dinh 10 chat chuyén hoa trong huyét tuong,
trong d6 ambrosol 1a chat chuyén hoa c6 hoat tinh.

Thai frir. Thoi gian ban thai khoang 6,5 gio. 70-88% libu dung duoc bai tiét Y
dang khong ddi qua mrdc tiéu sau 5 ngay. Khoang 4% liéu dung duoc bai tiét
qua phéan.

Piéu kién bio quan 4/

Bao quén & nhlet dd khong qua 30°C. f'

pé ngoai | tim tay ciia tré em.

Tiéu chudn: Nha sin xua{.

Han diing: Ba (3) nim ké tir ngay sin xuit.

Khéng dung bromhexin sau khi hét han dung ghi trén bao bi

Tén va dia chi ciia nha sin xuat:
Balkanpharma-Dupnitsa AD

3, Samokovsko shosse Str,
Dupnitsa 2600, Bulgaria.

Ngay stea ngi dung: 26/8/2015
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