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Ambroxol hydrochloride

- Doc ki hudng dén sir dyng trwde khi dung. Néu cén
thém théng tin, xin héi y kién béc si.

- THANH PHAN
Hoat chit: Trong 100 mi sird c6 300 mg ambroxod wydruhlonde

ln-ur" {15:mg ambroxol hydrochioride/S m! sir).

Té duge: Sorbitol {1.2 9/5 mi sird), sodium citrate, sodium
benzoate, hwang chudi, huong déu, sodium cyclamate, citric acid

* monohydrate, povidone, nude tinh khigL.

DANG BAO CHE CUA THUGC
Sird.
Mn ta: [‘.hit Iung nonq mau vang nhat, co mlﬁ d&c mmg dyng

CAC DAC TiNH LAM SANG

Chi dinh diéu tri:

Céc bénh i nghén duing hé hép cép tinh v& man'tinh nhe hen
phé qudn va viém phé quén. aidin phé quén do san sinh qué nhidu
nhdy va ddm. Téng cuding hda 13n dich nh&y trong céc bénh viém
mdi hong.

Liéu lwyng va cich diing:

B4 vdi ngudi Idn va wé em tén 12 rdi, liéu khuyén'edo cho
haiba ngay @8u didu tri 18 10 ml x 3 14n/ngady, sau 86 ding

liéu 10 mi x 2 idn/ngdy hode 5 ml x 3 ién/ngay trong £d¢ ngay

k2 1iép.

B0i véi ué wr 5 dén 12 twdi iéu thdng thurdng 12 5 mi

x 23 I&n/ngay, 1 2-6 tudi 13 2,5 mix 3 Mn/ngay, e

Tré em dudi 2 twéi: 2.5 mix 2 14n/ngdy.

C6 thé do lugng sird béing ndp dong di kémvéi lo thulic:

Nén udng thudc vai nhiéu nudc sau khi n. Udng nhidu nudc trong
khi diéu 1 sé giup ting téc dyng hoa tan dich nhfy cifa ambroxol,
Khi bj suy thén nang thi phai gidm [ifu hodc tang khodng céch
gidta cdc 1dn diing thudc.

Chéng chi dinh:

* Qud mé&n vii ambroxol, bromhexine hay véi ba1 ky thanh phén
nido khdc ela thude.

* Cac bénh loét dudng tidu hda.

* Phy n ¢6 thai va cho con bu,

= Khdng ding thudc néy cho béah nhan khong dung nap duge .
fructose do di truyén (trong 5 mi sird ¢6 1.2 g sorbitol).
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Thén trong:

Cén phdi tinh dén khéndng xéy ra phan dng mén cém khi stdyng
Halixol. 9

B3 o6 mét s§ bdo cdo xdy ra 16 thyong da ndng nhyt hi chitng
Stevens-Johnson vl hogi 1t thugng bi nhiém ddc €6 lidn quan dén s
vite st dyng cac 1 u6¢ fong d@m nhyr ambroxol hydrochloride. Héu
hét céc trving hgp nay duye Iy gidi do bénh nhdn dang mat binh
ndng vé{hoanﬁ dung k&t hop thudc. Hon nifa, trong giai dogn
d4u cla hdi chitng Stevens-Johnson hodc hogi 1l thigng bi nhifm
dgc. bénh nhdn co 1né o6 cdc gy ching bée tude khang dién
hinh giéing bénhvesim nhy st, dau nguii, viem mdi, ho v dau
hong. St Idm twding vé cdc tridu chung bao e khing dién hinh
gifing bénh caminay lam cho bénh nhdn $8 diéu tr tridu ching
béng thudc hovd thudc cém cum. Do do néu-indy xudt hiém cac
16n thuong mdi trénlga hode niém mac, ¢dn tham khéo ¥ kién cia
béc sy ngay lép wic ¥8 ngung s¢ dyng ambroxol hydrochloride.
Luu y: Néw quan y bt ky sy thay 961 ndo trén da hodc
niém mgc edn ngdng ding thudc ngay Ifp tle vé tham khda y
kién cus bde sy o

Cén d3c bigt thgnwrong khi ding Halixol cho bénh ahn rdi loan
vén khi quan hode bénh nhén cd qud nhidu dom.

Sird nay duyc bdo ché wii cdc chdt tao nggl nhédn 130 nhi sorbitol
va sodium cyclamate. nén thich hgp cho cac bénh nhén déi thao
dudmg. Tuy nhién cing phdi v y dén ham lugng Sorbitoel wong
thudc {1.2.g/5 ml) ﬂu ding sird Halixol cho bénh nhdn ddi théo
duing.

Thubc khing cd chiacdn.

Suy thdn nd@ng: Thai gian ban thdi ambroxol tdng Ién & bénh nhdn
suy thin ndng do d6ic6 thé c4n phai gidm lidu ding hodc gidm
tdn sudt st dyng thude.

Tueng tic vdi cde thude khic, cic dang twung téc khéc:

Khi sit dyng 86 thisi véi cac khang sinh khic (vi di amonicillin, o

cefuroxime, erythromycin, daxycycling), ambroxol Him tdng ndng
09 khang sinh trong nhu mé phi.

Khéing st dyng déng thai Halixol va cdc thudc chéng ho (vi dy
codeing) vi c6 thé 13m cén 1rd sy bai tiét dom duge hoa tan bii
ambroxol.

Str dyng cho phy ni¥ c6 thai va cho con bii:

Cac dif libu tién Bm séng:

Cho d&n nay chua quan sét théy tdc dyng gy quai thai trong céc
nghién ¢y tién 13m séng
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Trén ngutiz e R

Khing dung Halixol cho phy nif cd thai va cho con bij.

Tac dgng cia thudc khi lii xe va vén hanh may mée:
Chua c6 béng chiing cho théy ambroxal gdy dnh hudng dén khd
néng |31 xe va vin hanh may méc.

Téc dyng khdng mong mudn cia thude:
Hiém khi xdy ra yéu mée. dau ddv, tidu chdy, ndn. rdi logn tidu
hda, va ban da.

___ Ba oo mdr s bdo céo xdy ra t6n thurng da ndnk shu hdi cheing

Stevens-Johnson va hoai w thegng bi nhidm dde'eb lién quan dén
vife sU dyng céc thudc lang ddm nhy ambroxol hydkachloride. Hiu
hét cdc tning hgp ndy duge I gidi do bénh nhéndang m3c bénh
ndng va/hodc do diing k&t hap thudc. Han nda, toRg giai dogn
#5u cia hfi ching StevensJohnson hodc hoai tlthegng bi nhidm
#4c. bbah nhdn o6 thé cd céc ndu chitng bio infiekhéng Gién
hinh giéng bénh cum nw s51, Gau ngudi, viém mii) ho va déu
hong. Sy lim twing vé céc trigu ching bdo uvic khbng didn hinh:
qiffng BERN cim n2y 1Am cho b&nh nhAn S8 M6y 1 tribuching
béing thudic ho vé thudc cam cim. Do d6 néu théy xuft hign cdc
160 thwong mdi wén da hode niém mac, cn tham khao § kién cla
béc s§ ngay 1§p wc va ngimg s& dyng embroxol hydrochloride.
Lurw j: Néo quan st thiy bt ky sy thay d6i ndo 1rén da hodc

————pidm-mgc cin-nging ding. thude ngay I3p Wewé tham khso y-

kién cda bdc sy ’

Théng bdo che bic sinhing tic dyng khdng mong
mudn gép phai khi s¢ dung thuéc.

Sir dyng qua lidu:

Cac inéu chung co thé xdy ra khi qua liéu cdp bao gdm: bubnndn,
ndn, 1iéu chdy va cdc tridu ching khac trén dutng 1éu héa

Khi ding thuc qué lidu, viéc ddu tién cdn lm 12 ody nbin v bo
sung nude udng (sita hodc tra). Néu ding thube qué liéw trong
vong 1-2 gitt wude d6, nén tién hanh ria da day. 6 thé st dyng
than hoat va 1ién hanh didu 1 1riéu chdng sau khi kha dgc. Cén
tiép e theo ddi hé wén hoan,

CAC DAC TINH DUTC LY X

Cac dic tinh dwge lye hoc: A

Nhém difu tej: long dém, tiéu hiy chét nhdy

Ma ATC: ROSC BOB

Ambiroxol, hoat chét cda Halixol, 14 chdt chuygn hda cle
bromhexine va thudc nhdm benzylamine cia cac hgp chdt tiéu
hiy chat nhdy.

Ambroxol |dm tdng sén sinh céc lysosome va 13ng cutng 1d¢
dyng cla céc enzym thity phdn ¢ céc té bao uét chét nhdy, qua
(56 thiic ¢4y phangidi chat tiér ph qudn, catesc sqi atidic
mucopolysaccharides. Ciing lic dd, cdc wyén'thanh dich cing
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duge kich thich 13m cho dich tiét it dfic han. Trong céo bénh viém.
dudng hé hp, ambroxol kich thich san sinh cdc chat cd hogt tinh
bé méat v cd 1dc dyng téng cudng Idm sgch cac meo nkdy.)

Cic dic tinh dugc dong hoe: '
Ambroxol duge hép thu gén nhu hodn 1oan tl duing tidu hoa.
Thudic duge chyén hda manh qua qué trinh chuyén héa ban ddu
tgi gan. Sinh khd dyng tuyét ddi cda ambroxol khi diing dudng
ufing khodng 60%.

Khoéng 80% lugng thudc trong mdu duge gan két vdi protein
huy#t tismng.

o khoang S0% liéu ding duyc dao thi qua nudc téu dudi dng

chia bign ddi vl dudi dang lién hgp glucuronide cla céc chit
chuyén hda oxihiba. Qué winh chuyén héa trai qua 2 pha va thoi
gian ban 1h3i bilfu kién cua 2 pha tung dng 14 1.3 vi 8.8 gid.
Bénh nhén suy thfn ngng: Thin gian bén théi clia ambroxol 1éng
1én & bénh nhan suy than nang do 06 cin phai gidm lidu hoc
téng khoang cdch gida céc 1én ding thudc @ nhang bénh nhin ndy.
Thea cc nghién citu tién [3m sang. ambroxol qua dugc hang rao
nhau thai vi néng 89 cla thufic trong huyét thanh thai nhi cao
oép 2-4 lén nfng 04 thudc trong oo thé me.

Ambroxol eing duge tim thdy trong sifa me va dichindo thy.

Céc dit ligu an toan tién lim sang: _

Céc nghién cuu vé dgc tinh khdng phat hign théy thude khd péng
“gay 001 bién, ody ung thuhode gly qudi that.
CAC DAC TiNH CUA THUGC

Tinh twong ky:

Khdng 2p dyng

Han ding:

60 thang kf 1 ngay sin xut

Diing thudc trong vang 4 tuén sav khi 43 md ndp.

Nhitng lwu  déc bigt khi bae quan:

Béo quén & nhigt d§ dudi 30 “C. wdnh dnh séng.

D@ xa tdm tay tré em.

Quy cach dong géi:

100 mi sud%; d6ng trong g thiy tinh may ndu véi ndp ddy
bang nhom mau tréng c dai bao ddm. Hdp gidy chua 1 g 100 ml
vé 1 ndp chia iy,
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