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Halixol" s

Ambroxol hydrochlonide

~ Doc ki hudng dén si dung trwde khi ding, Néu céin

(LT

thém théng tin, xin héi y kién béc si.

THANH PHAN
Hoat chit: Trong 100 mi sird cd 300 mg ambroxoi hydrochloride

- (15mg ambroxol hydrochloride/5 mi sird).

Ta duge: Sorbitol (1,2 g/5 mi sird), sodium citrate, sodium
benzoate, huung chudi. huong ddu, sodium cyclamate. citric acid
monohydrate, povidone, nude tinh khiét.

DANG BAO CHE CUA THUdC

Sird.

M ta: Chét tdng trong. méu véng nhat, cf mdiddc wrung dyng
trong K thiy inh mau du, cd kem theo nZp chihde:

CAC BAC TINH LAM SANG

Chi dinh diéu trj:

Cac bénh tdc nghén dL.frng hd hép captinh vé man tinh nhy hen
ohé quan va viém phé qudn. oidin phé qudin do san Sinh qué nhiy
nhdy va ddm. Tang cuding hda 1an dich nhiy 11ng céc bénh viém
mii hong.

Lidu luwyng v cach ding: _

Bdi vdi ngudi I6n va ué em tén 12 wdi, lidu I:l'mrén%o cho
haiba ngay d4u diéu 1l 18 10 ml x 3 thn/ngdy, sau 86 ding

liéu 10 ml x 2 tn/ngay hodc 5 ml x 3 tin/ngéy trong £dc ngay

ké 1ép.

D6 vai wé 1r 5 dén 12 wdi liéu théng thedng 13 5 ml

x 2:3 4n/ngay. t 2.6 tui 3 2,6 mix 3Mn/ngdy.  © W

Tré em dudi 2 wéiz2.5 ml x 2 1n/ngay.

Cd thé do lugng sird béing ndp dong di kem wei lp thude:

Nén udng thubc véi nhifu nuc sau khi an. Uding nhiéy nude trong

khi diéu 1 s& giip téng téc dyng haa tan dich nhily cla ambroxal,

Khi bj suy than ndng thi phai gidm liéu'hodc 18ng khodng céch
gia cdc 18n dong thudc,

Chéng chi dinh:

* (Qud mén vdi ambroxol, bromhexine hay wdi bd1 ky thanh phén
ndo khéc cia thudc.

* Cac bénh loét duing tidu hda.

* Phy nif c6 thai va cho con b,

« Khdng dung thudc nay cho bénh nhdn khdng dung nap duge
fructose do di truyén (trong 5 ml sird c6 1.2 g sorbitol),

Thén trong:

Cén phdi tinh dén khénéng xéy 1a phan ing mén cém khi s¢ dyng
Halixol.

B3 cf mdt s8 bdo cdo xdy ra 1n thuong da ndng nhy hoi chitng
Stevens-Johnson vl hogi ti thirgng bi nhidm dic cd lién quan dén
vide st dyng cée trude long ddm nhu ambroxol hydrochloride. Héu
hift cdc timg hgp ndy duge Iy gidi do bénh nhan dang mic DD
néng véfhn#cdn ding két hop thude. Hon nita; trong giai dogn
déu cda hii chiing Stevens-Johnson hodc hoai tir thugng bi nhiém
ddc. bénh nhdn ed 10¢ ¢ cée tigu ching bdo e khdng dién
hinh gidng béatvedm nhy sdt, dau ngudi, viém mii, ho va dau
hong. Sif 14m tuling vé céc wridu ching béo tude khéing didn hinh
giéng bénh camndy iam cho bénh nhén sé diéu trj tidu ching
béng thude ho v thudc cam cum. Do o néuindy xudt hign cac
tdn thugng mdi réniga hodc niém mac, cén tham khdo  kidh ciis
bac sj ngay Kp tie @ nging st dyny ambroxol hydrochloride.
Lirw §: Nél quan sdttkéy 641 ky sy thay d6i ndo trén da hodc
niém mac ¢én ngdng ding thudt ngay Idp tle va tham khdo y
kién cva bdc si ,

Cdn ddc biét than trong khi ding Halixol cho bénh ahdn rdi fogn
van khi quan ho§e bénh nhén cb qué nhidu dom.

Sird nay duyc bdo ché vdi cde chdt 130 agot nhdn 130 nhi sarbital
va sodium cyctamate, nén thich hgp cho cdc bénh nhén d4i thao
dudng. Tuy nhién cing phdi luy y dén ham lugng Sorbitol rong
thuc (1.2.g/5 mi) Rhi dung sird Halixal cho bénh nhdn déi théo
dugng

Thudickhdng ¢4 chita ebn.

Suy than ndng: Thii gian bén thai ambroxol t3ng 1&n & bénh nhén
suy thdn ndng do d6ie6 thé e4n phai gidm ligu ding hodc gidm
tén sudt st dyng thudc.

Twwng tic vdi cic thudc khic, céc dang twwng tic khic:
Khi s dyng ddng thii vdi cac khing sinh khic'{vi diy amonicillin,
cefuroxime, erythromycin, doxycycline), ambroxol I3m tAng ndng
84 khdng sinh trong nhu mé phéi.

Khng st dyng ddng thai Halixol vé cdc thudic chéing ho (vi dy
codeine) vi co thé 13m cén 1rd sy bai tidt ddm dige hda tan bdi
ambroxol.

Sir dung cho phy nif ¢é thai va cho con bi:

Cac iz ligu 1ién lm séng:

Cho ¢&n nay chua quan sét lhﬂr téc dyng gdy quéi thai ong céc
nghién ¢du tién m sdng

—
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Trén ngud g,

Khéng ding Halixol che phy nd cd thai va cho con bu.

Téc dgng cia thudc khi ldi xe va vin hinh my méc:
Chira co bang chdng cho théy ambroxol gy anh hudng dén kha
ndng |4 xe va vén hinh mady mdc.

Téc dung khéng mong mudn cla thude:

Hiém khi xdy ra yéu mér, dau ddu, tidu chdy, nﬁn 1i logn tidu
hda, va ban da.

DA o6 mit s6 béo cdo xdy ra 16n thuong da nﬂrbnhlrhdl ching
StevensJohnson va hogi 1 thugng bi nhiém dde €6 lién quan dén
vibe si dyng cc thufic long dém nhy ambroxol hydrochloride. Héu
hét céc tnamg hgp ndy dugc Iy gidi do bénh nhin dang mic bénh
niing va/hodc do ding k&t hgp thube. Hom nifa, wrong giai doan
d4u ciia hgi chimg Stevens-Johnson hodc hoai tirtheigng bi nhiém
gdc. bénh nhan cé thé cd céctridu chiing bao tnede khdng dién
hinh gifng bénh cim nhy s51. dau ngudi, viém mdi, ho va dau

hong. Sy Iim tudng vé céc idu ehdng bdo tuc kbdng didn hish:

qifing BERN cOm ndy 13m cho bénh nhin SEdM6y 1 1riby.ching
béng thudc ho vé thudc cam cim. Do d6 néu thdy xudt hign cdc
1én thuwng mdi 1rén da hodc niém mac, cdn tham khéo § kién cla
béc s ngay Hp tic va nging st dyng ambrexol hydrochioride.
Luru y: Néu quan sit théy bat ky sy thay doi ndo rén da hoge

—MM@ dong thude ngay Igp ufm tham khaoy

kign cus bdc s§
Thing bae cho bdc sinhing tic dyng khdng mong
mudn gdp phai khi s¢ dyng thuéc.

St dyng qué lidu:

Céc uidu chung co thé xdy ra khi qué liéu cdp bao gdm: budn'ndn,
ndn, tiéu chdy va céc tridu chimg khdc tén dung tiéu héa

Khi ding thudc qué lidu, vide d8u tién cén Iam 15 o3y ninva b
sung nudc uing (sira hode 1), Néu dong thude qué liéu trong
viing 1-2 gitr tndc 06, nén tién hanh nia da day. Co thé s dyng
than hoat va tién hanh diéu tj 11igu chitng sau khi khit dgc. Cén
1iép e theo ddi hé wan hodn.

CAC DAC TINH DUQC LY \

Céc dic tinh dwge lye hoc:

Nhdm didu tri: long dém, tidu hdy chét nhdy

Ma ATC: ROSC BOG

Ambroxol, hoat chdt cua Halixol, 13 chit chuyén héa cia
bromhexine va thudc nhdm benzylamine cia cac hgp chit tidu
hdy chdt nhéy.

Ambroxol [am ting san sinh céc lysosome va 18ng cudng tdc:
dyng cda céc enzym thiy phan d céc 1& béo 1iét chdtnhdy, qua
06 thiic oy phan gidi chat it phe qudn, el ede si atidic
mucopolysaccharides. Cing lic do, cc tuyén thanh dich ciing

duge kich thich 1am cho dich it it ddc hon. Trong cée bénh vidm
dudng hd hdp, ambroxol kich thich san sinh cdc chdt ¢ hogt tinh
bé mgt vé c6 1dc dyng tang cubng iam sach céc mao nhéy..

Céc diic tinh dugc dgng hgc: J
Ambroxol dege hip thu gdn nhu hodn 10an tf duing tiéu héa.
Thufc dugcchioyén hia manh qua qud winh chuyén héa ban ddu
1ai gan, Sinh kha dyng tuyét 64i clia ambroxol khi diing dudng
uling khodng 60%.

Khodng B0% leyng thudc trong mau dugc gén két voiprotein
huyét tizong.

C6 khoang 90% liéu ding duyc 830 thai qua nude tiéu dudi dang
chira bién ddi ¥@ dudi dang lién hop glucuronide cia céc chét
chuyén héa oxihéa. Qué wrinh chuyén hda 1di qua 2 pha va thii
gian bén thai bid kién cia 2 pha wong ing 13 1,3 v 8.8 gid.
Bénh nhin suy thin ndng: Théi gian ban thai ctia smbroxol 1ing
8n 8 b&ah nhdn sty than ndng do 88 cdn phéi gidm lidu hode

tang khoang céch gilfa céc idn ding thudc @ nhirng bénh nhén ndy.

Theo cdc nghién cdis tién |4m sédng. ambroxol qua dugc hing rao
nhau thai va ndng 84 cda thue wong huy8t thanh thai nhi cao
gép 24 tén nding d4 thufc trong o the me.

Ambraxol ciing duge tim théy trong sita me va dichndo L0y,

Cic dif lidu an toan tién ldm sang:
Céc nghién ciu vé dgc tinh khdng phat hign thy thuc kha ning
gay dt bien, gdy ung thirhodc gdy qudi thai.

CAC DAC TiNH CUA THUGC
Tinh twung ky:
Khéing &p dyng

-

Handing:
60 thang ke wr ngay sén xud
Diing thudc trong vang 4 tulin sau khi 4 ma ndp.

Nhitng luu ¥ dic bigt khi bao quan:
Bao quan & nhiér d dudi 30 “C, wdnh dnh séng.
D& xa tdm tay tré em.

Quy cich dong géi:

100 mi sird dugc dong trong Iy thiy tinh mau ndu vdi ndp ddy
bang nhdm mau tréng c6 dai bao dam. Hop gidy chua 1 ig 100 ml
wa 1'ndp chia liy.
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