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Halixol s
Ambroxol hydrochloride

Poc ki hutng dan si dung trede khi ding. Néu can
thém thdng tin, xin hdi y kién béc si.

THANH PHAN

Hoat chat: Trong 100 ml sird cd 300 mg ambroxol hydrochloride
(15 mg ambroxol hydrochloride/5 ml sirg).

Ta dwoe: Sorbitol (1,2 g/5 ml sird), sodium citrate, sodium
benzoate, huong chudi, huong dau, sodium cyclamate, citric acid
monohydrate, povidone, nudc tinh khiét.

DANG BAO CHE CUA THUOC

Sird.

Ma ta: Chat ldng trong, mau vang nhat, ¢ mui ddc trung dyng
trong lo thdy tinh mau ndu, ¢ kém theo ndp chia ligu.

CAC DAC TiNH LAM SANG

Chi dinh diéu tri:

C4c bénh tac nghén dung hd hap cdp tinh va man tinh nhu hen
phé quan va viém phé quén, gian phé quén do san sinh qua nhiéu
nhdy va dom. Tang cudng hoa tan dich nhay trong cdc bénh viém
miii hong.

Liéu luvgng va cach ding:

Béi véi ngudi lén va tré em trén 12 woi, liéu khuyén cdo cho
hai-ba ngay ddu didu trj 1a 10 ml x 3 1dn/ngay, sau do dung

liéu 10 ml x 2 Ian/ngay hodc 5 ml x 3 1dn/ngay trong cdc ngay

K tiép.

B6i vdi tré t 5 dén 12 twéi lidu thang thudng 13 5 ml

x 2-3 14n/ngay, ttt 2-5 tdi 14 2,5 ml x 3 1an/ngay.

Tré em dudi 2 wdi: 2,5 mlx 2 1dn/ngay.

C6 thé do lugng sird bang nap dong di kem vdi lo thudc.

Nén udng thudc vdi nhiéu nudc sau khi dn. Udng nhigu nudc trong

khi diéu tri sé gitp tang téc dung hoa tan dich nhay cia ambroxol.

Khi bi suy than nang thi phai gidm liéu hodc tang khoang céch
gitta cdc lan dung thudc.

Chéng chi dinh:

« (ué mén véi ambroxol, bromhexine hay vdi bt ky thanh phan
ndo khac cua thudc.

e Cdc bénh loét dugng tiéu hda.

 Phy ni® cd thai va cho con bu.

* Khdng dung thudc nay cho bénh nhan khdng dung nap dugc
fructose do di truyén (trong 5 ml siré ¢d 1,2 g sorbitol).

Than trong:

Can phéi tinh dén kha néng xay ra phan tng man cam khi st dung
Halixol.

P4 c6 mdt s6 bao cdo xy ra tn thuang da ndng nhu hdi chiing
Stevens-Johnson v hoai tt thueng bi nhiém ddc cd lién quan dén
vigc st dung cac thudc long dém nhu ambroxol hydrochloride. Hau
hét céc trueng hop nay dugc Iy giai do bénh nhan dang mac bénh
néng va/hodc do dung két hop thudc. Hon nita, trong giai doan
d4u cda hai chitng Stevens-Johnsan hodc hoai 1tk thugng bi nhiém
ddc, bénh nhén co thé cd cac triéu chitng bao truge khdng dién
hinh gi6ng bénh cim nhu sdt, dau ngudi, viém mdi, ho va dau
hong. St 14m twidng vé cac trigu chitng bdo trude khong dién hinh
giéng bénh cim nay 1am cho bénh nhan sé diéu tri triéu ching
bang thudc ho va thudc cam cam. Do d6 néu thay xudt hién cac
t6n thueng mdi trén da hodc niém mac, cdn tham khao y kién cta
béc sy ngay lép tic va ngting st dung ambroxol hydrochloride.
Lurw y: Néu quan sat théy bat kj sy thay ddi ndo tén da hogc
niém mac cén nging ding thudt ngay ldp tic vd tham khdo y
kién cua bac sy

Cén d4c biét than trong khi dung Halixol cho bénh nhén rdi loan
van khi quan hodc bénh nhén cd qud nhiéu dom.

Sird nay dugc bao ché vdi cdc chat tao ngot nhén tao nhu sorbitol
va sodium cyclamate, nén thich hgp cho cdc bénh nhan dai thao
dugng. Tuy nhién cing phai lvu y dén ham lugng sorbital trong
thudc (1,2 g/5 ml) khi dung sird Halixol cho bénh nhan dai thao
dudng.

Thudc khong cd chita con.

Suy than nang: Thoi gian bén thai ambroxol tang 1én & bénh nhan
suy than ndng do do c6 thé can phai gidm lidu ding hodc gidm
tan sudt st dung thudc.

Tuwng tac voi cac thudc khac, cac dang tuong tac khac:
Khi st dung ddng thdi vdi cdc khang sinh khdc (vi du amoxicillin,
cefuroxime, erythromycin, doxycycline), ambroxol lam tang ndng
da khang sinh trong nhu md phdi.

Khong st dung ddng thai Halixol v céc thudc chdng ho (vi du
codeine) vi ¢d thé 1am can trd sy bai tiét ddm dugc hoa tan bdi
ambroxal.

St dung cho phu ni co thai va cho con bi:

Cac dd liéu tién IAm sang:

Cho dén nay chua quan st thdy tac dung gdy quai thai trong cdc
nghién ctiu tién 1am sang.
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Trén ngudi:
Khdng dung Halixol cho phu ni cé thai va cho con bu.

Tac dong cua thudc khi lai xe va vdn hanh may mdc:
Chua cé bang ching cho théy ambroxol gdy dnh hugng dén kha
nang ldi xe va van hanh mdy méc.

Tac dung khéng mong muén cta thude:

Hiém khi xay ra yéu mét, dau dau, tiéu chay, ndn, rdi loan tiéu
hda, va ban da.

P4 co mat sd bao cdo xay ra ton thuong da néng nhu hdi ching
Stevens-Johnson va hoai tt thugng bi nhiém ddc cd lién quan dén
vige st dung cac thudc long doém nhu ambroxol hydrochloride. Hau
hét cac truong hgp nay duge Iy giai do bénh nhan dang mdc bénh
ndng va/hodc do dung két hop thudc. Hon nira, trong giai doan
d4u cda hgi chitng Stevens-Johnson hodc hoai ttt thugng bi nhigm
ddc, bénh nhan cé thé 6 cac triéu chitng béo trude khng dién
hinh gidng bénh cim nhu sdt, dau ngudi, viém mii, ho va dau
hong. Su 1dm tuéng vé cc triéu chiing bao trudc khng dién hinh
giting bénh cim nay lam cho bénh nhén sé diéu tri triéu chitng
bang thudc ho va thudc cam cum. Do d6 néu thay xudt hién céc
t6n thugng mdi trén da hodc niém mac, cdn tham khao y kién cla
béc sy ngay lap tic va ngling st dung ambroxol hydrochloride.
Luru y: N6y quan sét théy bat ky sy thay doi nao trén da hogc
niém mac cén nging ding thudt ngay 1gp tic va tham khao y
kién cua béc sy

Théng bdo cho bdc si nhifng tac dung khang mong
mudn gdp phai khi st dung thudc.

Sw dung qua lidu:

Cac tridu ching cd thé xdy ra khi qué liéu cap bao gém: budn nén,
nén, tiéu chay va cdc trigu ching khac trén dudng tiéu hoa

Khi dung thudc qua liéu, viéc déu tién can lam I3 gdy non va bd
sung nudc udng (stta hodc tra). Néu ding thude qué liéu trong
vang 1-2 gio trude do, nén tién hanh rita da day. C6 thé st dung
than hoat va tién hanh diéu trj triéu chiing sau khi khi dgc. Can
tiép tyc theo doi hé tuan hoan.

CAC BAC TiNH DUGC LY
Cac dac tinh dvgce lue hoc:
Nhom diéu tri: long dom, tiéu hay chét nhay

Ma ATC: RO5C B0

Ambroxol, hoat chat cta Halixol, 13 chat chuyén hda cua
bromhexine va thugc nhom benzylamine cla cdc hgp chét tiéu
hiy chat nhay.

Ambroxol lam tang san sinh céc Iysosome va tang cuang tac
dung cta céc enzym thdy phanocacte !‘-‘f' :
do thic ddy phén gidi chat tiét phé qu %
mucopolysaccharides. Cung lic dd, cgk

P

dugc kich thich 1am cho dich tiét it dac hon. Trong céc bénh viém
dueng hd hap, ambroxol kich thich sén sinh cdc chét cd hoat tinh
bé mat va cd téc dung ting cucng lam sach cdc mao nhdy.

Cac dac tinh duge ddng hoc:

Ambroxol dugc hdp thu gén nhu hoan toan t dudng tiéu hoa.
Thudc dugc chuyén héa manh qua qud trinh chuyén hda ban déu
tai gan. Sinh kha dung tuyt ddi cta ambroxol khi ding dudng
udng khoang 60%.

Khoang 80% lugng thudc trong méu dugc gan ket vdi protein
huyét tuong.

C6 khodng 90% lidu ding dugc dao thai qua nudc tidu dudi dang
chua bién ddi va dudi dang lién hap glucuronide cua cdc chat
chuyén héa oxi hoa. Qué trinh chuyén hoa trdi qua 2 pha va thoi
gian ban thai bigu kién cda 2 pha twong tng la 1,3 va 8.8 gio.
Bénh nhén suy thén ngng: Thei gian bén thai cia ambroxol téng
16n & bénh nhan suy than nang do do cén phai gidm liéu hodc
tang khodng céch giita cac Ian dung thudc & nhiing bénh nhén nay.
Theo cac nghién ctu tién |am sang, ambroxol qua dugc hang rao
nhau thai va ndng dg cua thudc trong huygt thanh thai nhi cao
gép 2-4 14n ndng do thudc trong co thé me.

Ambraxol ciing dugec tim thdy trong sta me va dich ndo tay.

Cac dif liéu an toan tién 1am sang:
Cac nghién cttu vé ddc tinh khang phét hign thay thudc kha nang
gy dot bién, gdy ung the hodc gay qudi thai.

CAC BAC TiNH CUA THUGC
Tinh tuong ky:
Khang dp dung.

Han dung:
80 thang ké 1t ngay san xudt.
Diing thudc trong vong 4 tudn sau khi d& md nap.

Nhiing luvu y dic biét khi bao quan:
Bao quan ¢ nhiét dg dudi 30 °C, trdnh dnh séng.
D@ xa tam tay tré em.

Quy cach dong goi:

100 ml sird duoc ddng trong lo thiy tinh mau ndu vdi nap day
bang nhom mau tréng o6 dai bdo dam. Hop gidy chita 1 1o 100 ml
va 1 ndp chia liéu.
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