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Boc ki hudng dén sk dung trude khi ding. Néu cdn
thém thong tin, xin hoi y kign béc si.

THANH PHAN

Hoat chat: Trong 100 mi sird co 300 mg ambroxol hydrochloride
{15 mg ambroxel hydrochlonide/5 ml sird).

Ta dwge: Sorbitol (1,2 /6 mi sird), sodium citrate, sodium
benzoate, huong chudi, hveng dau, sodium cyclamate, oitne acid
monghydrate, povidone, nudc tinh khiét.

DANG BAO CHE cUA THUOC

Sird,

M4 ta: Chatlang trong, mau vang nhat, ca mii die trung dyng
trong lo thiy tnh mau nau, cd kem theo nap chia liéu.

CAC BAC TiNH LAM SANG

Chi dinh didu tri:

C4c bénh tac nghén duing hé hép cap tinh va man tinh nh hen
phé quan va vidm phé quan, gian phe quan do san sinh qué nhidu
nhdy va dam. Tang cudng hoa tan dich nhay trong cdc bénh vigm
mai hong.

Lidu luwng va cach ding:

Bii v nguai lan va té em trén 12 tud, lidu khuyén céo cho
hai-ba ngay dau diéu i 13 10 ml x 3 |dn/ngay, sau do ding

liéu 10 mlx 2 1dn/ngay hodc & mix 3 18n/ngéy trong cdc ngay

kE uép.

Bdi vai wé tr b dén 12 wdi lidu théng thudng 13 5 m

x 2-3 1dn/ngay, 1 2-5 wdi 14 2,5 ml x 3 ldn/ngay.

Tré em dudi 2 wéi: 2,5 ml x 2 1dn/ngay.

Cd thé do wgng sied bang ndp dong di kém vdi lo thudc.

Nén udng thudc vdi nhiéu nude sau khi dn. Udng nhiéu nudc trang

khi digy tri s& giGp téng tac dung hoa tan dich nhdy cia ambroxol.

Khi bi suy thén nang thi ghai gidm liéu hodc téng khoang cach
giifa céc lan ding thudc.

Chéng chi dinh:

= (ud man vdi ambroxol, bromhexine hay vdi bat ky thanh phén
nao khac cia thudc.

» (dc bénh loét dudng tiéu hda,

» Phy ni cd thai va cho con ba.

* Khdng ding thudc ndy cho bénh nhén khing dung nap duge
fructose do di truyén {ireng 5 m! sird cd 1,2 g sorbitol).

Thén trong:

C4n phai 1inh dén kha nang xdy ra phan dng man cdm khi st dung
Halixal.

Da cd mdt sd béo cdo xdy ra tdn thuong da nang nhu hdi ching
Stevens-Johnson vé hoai 1 thirgng bi nhiém dde cd lién quan dén
vide st dung céc thude long dom nhe ambroxal hydrochlonide. Hau
hét cac rmudng hop nay duge Iy giai do bénn nhdn dang méc bénh
ndng va/hodc do dung kT hep thudc. Hen nira, trong gial doan
dau cia hoi ching Stevens-Johnsan hodc hoai 1tk thugng bi nhiém
ddc, bénh nhdn co thé cd cac miéu chitng bao trude khang dién
hin gidng bénh cam nhy sdt, dau ngudi, viém mii, ho va dau
hang. Sut 1dm trdng vé céc triéu ching bdo trude khdng dién hinh
qidng bénh cim nay lam cho bénh nhén sé didu tr 1riéu chitng
bang thudc ho va thude cam cim. Do dd néu thay xudt hign cac
ton thueng mdi trén da hodc niém mac, c4n tham khaa y kién cla
béc s ngay 1dp wic va ngng sU dung ambroxol hydrochloride.
Lurw y: NEU quan st thdy baT ky sy thay dii nda teén da hoge
miém mac cdn ngang ding thudt ngay Iép tic va tham khdo y
kién cia béc sy

Can dac biét than trong khi dung Halixol che bénh nhan 161 loan
van khi qudn hodc bénh nhédn co qué nhidu dom.

Sird nay dvac bao ché vai cac chat tao ngot nhan tao nhu sorbitol
va sodium cyclamate, nén thich hop cho cac bénh nhan dai thao
dudng. Tuy nhién cing ph# luu y dén ham hrang sorbitol trong
thudc 1,2 g/5 mi) khi ding sird Halixol cho bénh nhén dai théo
dugng.

Thudc khing cd chia can,

Suy than nang: Thi gian ban thal ambroxol tdng I8 ¢ bénh nhén
suy thén ndng do do cd thé cdn phai gidm lidu ding hodc gidm
tén sudt st dung thude.

Tuong tac vdi cac thudc khéc, cdc dang tueng tac khac:
Khi st dung ddng thai vai cac khang sinh khde (vi dy amoxicillin,
cefuroxime, erythromyein, doxyeycline}, ambroxol [3m tdng ning
dfi khéng sinh trong nhu md phai.

Khdng st dung ddng thdi Halixol va cac thude chdng ho (vi dy
codemne) vi ¢d thé 1am cén trd s bar uét dom duoc hoa tan bdi
ambroxol.

Str dung cho phu nif cé thai va cho con bi:

Céc dir lidu tién 1dm sang:

Cho dén nay chira quan sat thay 1ac dung gdy quai thal trang cac
nghién ctu nén 1am sang.
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Trén ngudi:
Khing ding Halixel cho phy nd cd thai va cho con ba.

Tac déng cua thudc khi I3i xe va vin hanh may méc:
Chura cd bang ching cho thdy ambroxol géy anh hugng dén kha
ndng 141 xe va van hanh may moc.

Tac dung khdng mong mudn cda thudc:

Higm khi xay ra yéu mét, dau ddu, tigu chay, ndn, 16 loan 1iéu
hoa, va ban da.

B3 co mot s6 bao cao xdy ra 1on thtong da ndng nhi hél chirng
Stevens-Johnson va hoai 1 thugng bi nhiém déc cd lién quan dén
vige st dung céc thude long dém nhu ambroxal hydrochlonde. Rau
hét cac twdng hop ndy duge Iy giai do bénh nhén dang mac bénh
nang va/hodc do ding két hop thudc. Hon niva, trong giai doan
déu ciia héi ching Stevens-Johnson hodc hoai uf thugng bi nhiém
ddc, bénh nhdn o the cd cac triéu chimg béo trude khdng didn
hinh gidng bénh cum nhu s61, dau ngudi, viem mai, ho va dau
hang. St 1m wéng vé cac tniéu chitng bao tade khdng dién hinh
gidng bénh cum nay lam cho bénh nhén sé digu i néu ching
béng thuéc ho va thude cdm cum. Do dé néu thdy xudt hién cac
1n thugng mdi rén da hodc niém mac, cn tham khao y kién cla
bac sy ngay 1p e va ngung st dyng ambroxol hydrochlonde.
Lurw y: Néu quan st théy bat ky sy thay d6i nda trén da hode
niém mac cdn nging ding thude ngay lgp wie vé tham khdo y
kign cila bac sy

Théng bdo cha bdc si nhifng tac dung khing mong
mudn gép phai khi s¢ dung thuge.

Sit dung qua lidu:

Cac triéu ching co the xay ra khi qua lidu cdp bao gém: budn nén,
non, wéu chay va céc méu ching khdc trén dudng tidu hos

Khi ding thudc qua ligu, viée du tién cdn 13m 13 gay ndn va bd
sung nude udng (sira hodc 1ra). NEu ding thude qud liéu trong
vdng 1-2 gio wdc do, nén tién hanh nta da day. Co 1he st dung
than hoat va tién hanh diéu 1] tnéu chitng sau khi kb déc. Cén
nép tyc theo doi hé twén hoan.

CAC BAC TiNH DUGC LY

Cac ddc tinh dugc lve hoe:

Nhém didu ti; long ddm, uéu hly chat nhay

Ma ATC: RO5C BOB

Ambroxol, hoat chat cia Halixol, 1a chét chuyén hoa cia
bromhexine va thuéc nhdm benzylamine cua cdc hop chat tigu
hiy char nhay.

Ambroxol [am téng san sinh cac lysosome va 1ang cudng t1ac
dyng ciia cac enzym thiy phan ¢ cac 1€ bao uét chat nhay, qua
dd thic ddy phan gidi chat tié1 phé quan, cat cac sy acidic
mucopolysaccharides. Cung lic da, cac wyén thanh dich cin
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duge kich thich lam cho dich 1€t ft dac hon, Trong cdc bénh vism
duing hi hap, ambroxol kich thich san sinh cac chat cd hoat tinh

bé mat va co téc dung 1éng cudng lam sach cdc mao nhdy.

Cac dédc tinh dwoe dong hoc:

1S

Ambroxol duge hap thu gdn nhe hodn toan t duding téu hda.
Thudc dudc chuyén hda manh qua qua trinh chuyén hia ban déu
tal gan. Sinh khd dung tuygt ddi cia ambroxol khi ding duing
udng khodng 60%.

Khoang BO% leeng thudc trong méu duec g&n két vdi protein
huyér wong.

Cd khoang 90% liéu dung dugc déo thai qua nude tidu dudi dang
chua bién ddi va dudi dang lién hop glucuronide cla cc chat
chuyén hda oxi hda. Qua trinh chuyén hoa réi qua 2 pha va thii

apoaewieyd

gian ban thér bidu kidn cla Z pha wong tng 18 1,3 va 8.8 gior
Bénk nhan suy thgn ngng: Thoi gian bén thai cua ambroxol tang
lén & bénh nhan suy than nang do dd cén phai gidm lidu hoac
tang khoang cach gia cac |an ding thudc d nhitng bénh nhén néy.
Thea céc nghién citu tén 1am séng, ambroxol qua dugc hang rdo
nhau thai va ndng d¢ cia thudc trong huyét thanh thai nhi cao
0dp 24 14n ndng 06 thudc rong co ThE me.

Ambroxal ciing duge tim thay trong sifa me va dich nao tly.

Cac dif lidu an toan tién lam sang:
Céc nghién cifu vé ddc tinh khdng phat hién thdy thudc khé nang
gdy dot bign, gdy ung thir hodc gdy qud thar.

cAc pAC TiNH cUA THUGC
Tinh tuong ky:
Khdng p dung.

Han ding:
60 thang k& 1t ngdy sén xudt.
Ding thude trong vang 4 wan sau khi d& md nap.

Nhitng luu y dic bigt khi bao quan:
B4o quan ¢ nhiét dg dudi 30 °C, rdnh dnh séng.
D@ xa tam tay tré em.

Quy cach dang goi:

100 ml sird duge ddng trong Ip thily tinh méu ndu vdi ndp day
biAng nhom mau trdng cd dai bac dam. Hop gidy chira 1 1o 100 ml
va 1 ndp chia ligu.

NHA SAN XUAT
EGIS PHARMACEUTICALS

1 Public Limited Company
&' 9900 Karmend, Matyas kirdly u. 65,

HUNGARY ‘/

EGIS Doc. No.: >

Pharmacode

PHO CUC TRUONG

u" 1}«3{4«:" Vin Ghank



