https://trungtamthuoc.com/

Rx - Thuéc nay chi diang theo don thuéc

MAXINUM® 12mg tablets

(Vién nén bromhexine hydrochloride 12mg)

DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
De xa tam tay tré em.

Doc ky huong dan st dung triede khi ding.

THANH PHAN CONG THU'C THUOC

Mdi vién nén cé chira:

Thénh phdn hoat chdt: Bromhexine hydrochloride ...........oooo.rrvveeecen. 12mg

Thanh phan ta dwge: Lactose monohydrate, maize starch, povidone (K30), tale, magnesium stearate.
DANG BAO CHE

Vién nén.

Mo ta dgng bao ché: Vién nén mau tréng, hinh tron hai mit 151, duong kinh 7 mm.

CHI PINH

Lam lodng dom trong céc bénh phé quan phdi cAp va man tinh, ¢6 kém theo su tiét chét nhdy bit
thudng va giam su vdn chuyén chat nhay.

LIEU DUNG, CACH DUNG

Liéu dung

Nguoi 1ém va thanh thiéu nién trén 14 tudi: 1 vién x 3 lan/ngay (twong duong véi 36 mg
bromhexine hydrochloride/ngay)

Déi véi tré em dudi 14 tudi, sir dung cic ché pham c6 ham luong thip hon.

Cach dung

Thubc nén udng sau bita &n v&i nhiéu nude.

Thai gian sir dung tity thudc vao dién bién ctia bénh va chi dinh ciia bac si. Khong nén dung thude
ldu hon 4 — 5 ngay néu khéng c6 chi dinh cua bic si.

CHONG CHI PINH
Chéng chi dinh cho nhitng bénh nhan qui man véi bromhexine hydrochloride hoic bat ky thanh
phan nao cua thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

D3 c6 bdo cdo vé cdc phan mg trén da nghiém trong nhu hdng ban da dang, hdi chimg Stevens-
Johnson (SJS)/hoai tir biéu bi nhiém doc (TEN) v mun mi ngoai ban toan than cip tinh (AGEP)
lién quan dén sir dung bromhexine. Do d6, trong trwdng hop ¢é triéu chitng hodc ddu hiéu phat ban
tién trién (d6i khi kém theo phdng rop hoic toén thuong niém mac), ngimg sir dung bromhexine
ngay ldp tirc va tim tr van y té.

Néu chirc nang vin déng phé quan bi suy giam va chdt nhiy dugc bai tiét nhidu (vi du trong
trudng hop hiém gap 14 hoi chimg 16ng mao 4c tinh), thin trong khi sir dung bromhexine do ¢6 thé
gdy tic nghén dich tiét.

Néu bénh nhén bj suy giam chirc ning than hodc suy gan ning can dic biét than trong khi sir dung
bromhexine (duing trong khoang thoi gian dai hon vdi liéu lugng thip hon).

Trong trudng hop suy than ning, ¢é thé du dodn duge sy tich tu cic chit chuyén héa bromhexine
hinh thanh trong gan. Nén theo ddi chit ch& chirc ning gan, dic biét khi diéu tri lau dai.

Lactose: Thudc ¢6 chira lactose, nhimg bénh nhin c6 védn dé di truyén hiém gip vé khong dung
nap galactose, thiéu hut lactase toan phin hodc kém hip thu glucose-galactose khong nén diing
thudc nay.
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SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir c6 thai: Chua cé kinh nghiém vé viée sir dung bromhexine trén phu nir c6 thai, do do can
than trong danh gid loi ich — nguy co trude khi str dung cho phu nit ¢6 thai.

Phu nir cho con bi: Do bromhexine di vao sita me¢ nén khong chi dinh bromhexine cho phu nit
dang cho con bil.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua c6 nghién ciru nao vé anh hudng ciia bromhexine 1én kha nang i xe va van hanh méiy méc.
TUONG TAC, TUONG KY CUA THUOC

Khi sir dung bromhexine két hgp véi thude giam ho, sur tich tu dich tiét gdy nguy hiém c6 thé xay
ra do phan xa ho bj trc ché, do d6, can thén trong véi chi dinh diéu trj két hgp nay.

TAC DUNG KHONG MONG MUON CUA THUOC

Tén suét cua céc tic dung khong mong mudn duge phan loai nhu sau:

Rét thuomg gip (> 1/10)

Thudng gép (= 1/100, < 1/10)

it gap (> 1/1000, < 1/100)

Hiém gip (= 1/10000, < 1/1000)

Rit hiém gip (< 1/10000)

Khong rd (Khong thé udc tinh tan sut tir dir liéu c6 sin)

Réi loan hé mién dich

Hiém gap: Phan (mg qué min.

Khéng r: Phan (g phan vé bao gdm sbc phan vé, phiit mach va ngtra.

Réi loan hé tidu héa

It gap: Budn non, dau bung, non, tidu chay.

R&i loan da va md dudi da

Hiém gap: Phat ban, ndi may day.

Khong r3: Phan tng da nghiém trong bao gdm hdng ban da dang, hoi ching Stevens-Johnson
(SJS)/hoai tur biéu bi nhiém déc, hdi chirng mun mu ngoai ban toan than c:flp tinh (AGEP).

R&i loan chung va tai vi tri ding thude

It gap: Sbt, phan img qua min (kho thd).

QUA LIEU VA CACH XU TRI

Triéu chimg qua lidu: Qua lidu nguy hiém van chua duoc bio cdo & ngudi.

Pi c6 bdo cdo duge cong bd, trong d6, triéu ching ndn mira xdy ra & 4 trong sb 25 trudng hop
duing qué lidu bromhexine va tinh trang mat tip trung, mat diéu hoa van dong (tht diéu), nhin doi,
nhiém toan chuyén héa nhe va thé gip xdy ra & 3 tré em. Tré em khéng c6 triéu chimg sau khi sir
dung lidu 1én t&i 40 mg bromhexine ngay ca khi khong giai doc.

Khong c6 bang chimg nao vé kha ning gdy doc man tinh & ngudi.

Cach xir tri: Sau khi dung qua lidu, cdn theo di cdc chirc ning tudn hoan va sir dung céc bién
phép diéu tri triéu chimg néu can thiét. Do ddc tinh thdp ctia bromhexine nén c6 thé khéong can sir
dung cdc bién phip xim lin sdu dé giam su hép thu hodc diy nhanh qué trinh dao thai. Ngoai ra,
do céac dic tinh dugc dong hoc (thé tich phan bé cao, qua trinh tdi phin bd chim va lién két véi
protein cao), sy thai trir thong qua thim tach hodc loi tidu cudng birc duge cho 1a khong ¢b tac
dung dang ké.

Vi chi ¢6 céc triéu chimg nhe & tré em tir 2 tudi tr& 1én, ngay ca sau khi uéng mét lwong 1ém, ¢6 thé
bo qua qua trinh giai doc khi dung dudi 80 mg bromhexine; & tré nho, gidi han twong g la 60 mg
bromhexine (6 mg/kg thé trong).
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PAC TINH DUQC LUC HQC

Ma ATC: R0O5CBO02.

Nhém duge 1y: Nhém hé hip, thude long dom.

Bromhexine 14 mdt d4n xuét tong hop cia hoat chat vasicin ¢6 ngudn goc tir thue vat. Cé tic dung
lam tiéu chét nhdy, vén dong bai tiét chat nhdy trong dudng phé quan. Trong cac thi nghiém trén
ddng vAt, bromhexine 1am ting ty 1é bai tiét thanh dich phé quan. Bang cich giam d6 quanh cia
chat nhay va hoat héa biéu mé c6 16ng mao, gitip ting loai bo chit nhiy.

Sau khi st dung bromhexine, nong d khang sinh amoxicillin, erythromycin va oxytetracycline
trong dom va dich tiét phé quan ting 1én. Sy lién quan vé mit 14m sang 13 khong rd ring.

PAC TINH DUQC PONG HQOC
Sau khi uéng bromhexine dugc hap thu gin nhu hoan toan vdi thoi gian ban hiy khoang 0,4 gio.
Tmax sau khi udng 13 1 gid. Chuyén héa budc 1 khoang 80%, céc chit chuyén héa ¢ hoat tinh sinh
hoc duoc hinh thanh. Lién két véi protein huyét twong 13 99%. Sw gidm ndng d6 trong huyét twong
xay ra theo nhiéu giai doan. Thoi gian ban hiy x4c dinh thoi gian téc dung 1 khoang 1 gid, thoi
gian ban hiy cudi cing khoang 16 gi. Diéu nay xiy ra do sw phin bé lai mét lwong nhé
bromhexine tir mé. Thé tich phan bd khoang 7 L/kg thé trong. Bromhexine khéng tich lily.
Bromhexine di qua hang rao mau nio, qua nhau thai va dugc bai tiét qua sita me.

Bromhexine dugc bai tiét chi yéu & than dudi dang chit chuyén hoa hinh thanh & gan. Do kha
niing lién két véi protein cao va thé tich phan b cao ciing nhur sy tai phan bd cham tir cdc mé vao
mau nén du kién bromhexine s& dugc thai trir khong dang ké bang cach thdm tach méu hodc loi
tiéu cudng bifc. ;
Bénh nhin mic suy gan ning, 6 thanh thai cia thudc c6 thé s& giam.

Trong trudng hop suy thin ning, khong thé loai trir kha nang kéo dai thoi gian bén thai cia chaf
chuyén héa bromhexine. Cé thé xay ra su nitro héa bromhexine trong diéu kién sinh Iy & da day.

QUY CACH PONG GOI: Hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN: Béo quan & nhiét 6 dudi 30°C, tranh 4nh sing va am.
HAN DUNG: 36 thang ké tir ngay san xut.

TIEU CHUAN CHAT LUQNG CUA THUOC: Tiéu chuan nha san xuit.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
ARENA GROUP S.A.
Dia chi: Bd. Dunarii nr. 54, Oras Voluntari, Jud. Ilfov, cod 077190, Romania

UKR‘

EUROQ HEALTHCARE FTE LTD
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Tiép thi bai,
Nhin hiéu thudc s hiru cuia:
EURO HEALTHCARE PTE. LTD. Singapore
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