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ANBABROM - F

Dé xa tam tay ciia tré em
Doc ky hwong din siv dung trudc khi

Thanh phin:

Hoat chét: m&i 1,0 ml dung dich chira:
Bromhexin hydroclorid 0,8 mg,
Guaifenesin 20 mg,

Hirong dan sw dung thuoc

Ta duge: acid citric monohydrat, tri-natri citrat, natri benzoat, propylen glycol, glycerol, glucose long,
sucrose, aspartam, dung dich sorbitol 70%, huong tutti fruity, menthol, nuéc tinh khiét vira du.

Dang bao ché: dung dich uéng

MG ta dang bao ché: dung dich udng trong sudt, khéng mau dén vang nhat, mui thom, vi ngot, dung

trong 6ng nhua.

1.Dic tinh dugc luc hoc

Ma ATC: ROSC

Nhém duoc ly: thude long dom, khong bao gém
dang két hop véi thude gidm ho.

Guaifenesin: co tac dung long dom nho kich
{mg niém mac da day, sau dé6 kich thich ting tiét
dich ¢ dudng ho hép, 1am ting thé tich va giam
d6 nhdt cta dich tiét & khi quan va phé quan.
Nho vay, thude lam tang hiéu qué cua phan xa
ho va lam dé téng dom ra ngoai hon. Co ché nay
khac véi co ché ciia cac thube chdng ho, thudc
khéng lam mat ho. Thudc dugc chi dinh dé didu
tri triéu chiing ho ¢6 dom quénh dic kho khac do
cam lanh, viém nhe dudng ho hép trén. Thude
thuong duge két hop vai cac thude gidn phé
quan, thuéc chéng sung huydt mii, khang
histamin hoéc thuée chong ho opiat.

Bromhexin hydrochlorid : 13 chit c6 tac dung
long dom. Do hoat hoa tong hop sialomucin va
phd v& cac soi acid mucopolysaccharid nén
thude 1am dom léng hon va it quanh hon. Gitp
dom tir phé quan thoét ra ngoai c6 hiéu qua.

Khi uéng, thudng phai 2-3 ngay maoi ¢6 tac dung
trén lam sang.

Bromhexin hydrochlorid lam lodang dom trong
khi quan; do d6 lam gidm tac nghén duong ho
hip dua. Guaifenesin c6 tac dung lam lodng
dom va long dom, do d6 khac dom dé dang hon.

2. Dic tinh dugc dfng hoc:

Guaifenesin : Sau khi uéng, guaifenesin hap thu
tot tir dudng tiéu hoéa. Trong mau, 60% lugng
thuéc bi thiy phan trong vong 7 gio. Chit
chuyén hoa khéng con hoat tinh duoc thai trir
qua than. Sau khi udng 400 mg guaifenesin,
khong phat hién thy thubc & dang nguyén ven
trong nuéc tiéu. Nira doi thai trir cliia guaifenesin
khoang 1 gio.

Bromhexin hydrochlorid : hip thu nhanh qua
duong tiéu héa va bi chuyén héa bude diu & gan
rdt manh, nén sinh kha dung khi uéng chi dat
khoang 20%. Thirc an lam tdng sinh kha dung
ctia bromhexin hydrochlorid. Nong d6 dinh trong
huyét tuong dat duge sau khi udng, tir % gidr dén
1 gio.

Bromhexin hydrochlorid phan bé rit réng rii
vao cdc mo cta co thé. Thude lién két rat manh
(95-99%) v6i protein huyét tuong.

Bromhexin chuyén héa chu yéu & gan. Da phat
hién dugc it nhat 10 chit chuyén héa trong huyét
twong, trong dé, c6 chat ambroxol 1a chat chuyén
héa van con hoat tinh. Nira doi thai trir cia thude
& pha cudi 1a 13-40 gid tiy theo timg ca thé.
Bromhexin qua dugc hang rao mau nio va méot
lurong nhé qua dugc nhau thai.

Khoang 85-90% liéu dung dugc thai trir qua
nuée tiéu, chi yéu 13 dudi dang cac chat chuyén
héa, & dang lién hop sulfo hodc glucuro va mét
lwgng nho duoc thai trr nguyén dang.
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Bromhexin dwogc thai trir rit it qua phan, chi
khoang dudi 4%.
3. Chi dinh:
Thuée chi dinh trong truong hop ho c6 dom
gdy khé chiu (ting chét nhay/ dom trong dudng
ho hap), viém phé quan, céc truong hop nhiém
tring dudng ho hip khac.
4. Lidu lugng va cich ding:
Thude ding dudng udng.
Ngueoi lom va tré em trén 12 téi: 10 ml/lan
Tré em tir 6 - 12 tuéi: 5 ml
Uédng sau mdi 4 - 6 gid hodc theo nhu cau, t6i da
.4 _l?in/ngély.
Luu y: khéng dung thudc cho tré em dudi 6
tuoi.
5. Chéng chi dinh:
- Tré em dudi 6 tudi,
- Ngudi méin cam véi bromhexin hydrochlorid
hodc guaifenesin hodc bt cir thanh phan nao cua
thudc.
Mot s6 déu hiéu man cam: kho the, the kho khé;
sung td'y mat, moi lwdi hodc cac bé phdn khac
trén co thé: ngira hodc néi ban trén da.
6. Thin trong va canh bao dic biét khi sir
dung thube
Thén trong trudce khi st dung néu bénh nhin cd
tien su di ing vé6i bat ky loai thude, thuc phim,
chat béo quén hay td dugc mau.
Tham khao y kién ciia can bd y t& néu bénh nhan
da hodc dang ¢6 céc tinh trang sau :
- Hen phé quéan hoic ¢6 vén dé khac vé ho hép.
- Viém phé quan
- Bénh phdi tic ngh&n man tinh (COPD)
- Khi thing phéi (emphysema)
- Cac van dé vé gan
- C4c van dé vé than
- Bénh porphyria (12 mét nhom cac rdi loan mau
di truyén hiém gip dac trung boi viée khéng co
kha ndng tao ra phan tr heme ding cach).
- Ung thu da day
- Ho do thudc 14
Than  trong khi diung  bromhexin
hydrochlorid :

Trong khi ding bromhexin can trdnh phéi hop

v6i thube ho vi ¢6 nguy co 1 dong dom & dudng

hé hép.

Bromhexin c6 tic dung tiéu dich nhdy, nén c6

thé gay huy hoai hang rao niém mac da day ; vi
viy, khi ding cho nguoi bénh ¢6 tién st loét da

day phai rit than trong.

Cén thén trong khi ding cho nguoi bénh hen, vi
bromhexin c¢é thé gay co thit phé quan & mét sé
nguoi dé man cam.

Su thanh thai bromhexin va cac chit chuyén hoa

¢6 thé bi giam & ngudi bénh b suy gan hoic suy
than ning, nén cin phai than trong va theo ddi.

Cin than trong khi dung bromhexm cho nguoi 0‘3"5
cao tudi hodc suy nhugc qua yéu, tré em, dic bigt—"
1a tré em dudi 2 tudi, vi khong 0 khd ning khac CONG

dom c6 hiéu qua do d6 cang ting & dom. ¢3°
2 : ; . yge M
Thdn trong khi dung guaifenesin B A

Khéng su dung guaifenesin trong céc truong horp oY
ho kéo dai hay man tinh nhu & bénh nhéin hu\\
thude, bi hen, viém phe quan man tinh, khi thiing
phoi hodc ho ¢ quéa nhidu dom.

Bénh nhin cin duoc bu nudc dﬁy du trong khi
str dung thudc.

Khoéng ty ¥ sir dung thube qua 7 ngay ma khéng
tham khao y kién bac si.

Guaifenesin dugc coi 1a khéng an toan khi str
dung cho bénh nhin bi rdi loan chuyén héa
porphyrin do thuéc gy réi loan chuyén hoa
porphyrin trén dng vat thi nghiém.

Su dung ¢ tré em: guaifenesin di tirng duoc
dung cho tré em. Tuy nhién di c6 nhiéu bio céo
vé ngd doc va qué licu, ¢ thé gay tr vong do
dung cac ché pham thudc ho va chita cdm lanh
khéng ké don c6 chita cic chit long dom (bao
gdm ca guaifenesin) cho tré nho. Vi vay, khuyén
cao khong tu ¥ st dung guaifenesin cho tré dudi
4 tubi trir khi c6 chi dinh ctia bac si.

M6t s6 két hop khong hop 1y nhu két hop
guaifenesin véi thude ho, vi phan xa ho gitp
téng dom ra ngoai, nhat 13 & nguoi cao tudi.

7. Sir dung thude cho phu nir ¢6 thai va cho
con bu

Phy nir ¢é thai: Khong c6 dir liéu vé st dung thude
trén phu nit ¢6 thai, chi nén dung thudc néu loi ich
vugt trl so voi nguy co.
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guaifenesin c6 bai tiét vao sita me khéng. Vi vay,
khéng khuyén céo dung bromhexin, guaifenesin
cho phu nir nuéi con bi. Néu can ding thi tt
nhét khéng cho con ba.

8. Anh huéng ciia thuéc I1én kha ning lai xe,
van hanh may méc

Thubc c6 thé giy hoa mit, chéng mit, budn ngu.
Than trong khi 1ai xe va van hanh miy moc,
khong 1ai xe, van hanh méy méc khi thiy chéng
mat.

9. Twong tic thudc véi cic thube khac va cdc
loai twong tac khac =
Twong tac voi bromhexin:

Khéng phdi hop véi thude lam giam tiét dich
(giam ca dich tiét khi phé quan) nhu céc thude
kiéu atropine (hodc anticholinergic) vi lam giam
tac dung clia bromhexin.

Khéng phéi hop véi cac thude chéng ho.

Dung phdi hop bromhexin véi khang sinh
(amoxicillin, cefuroxim, erythromycin,
doxycyclin) 1am ting néng d6 khang sinh vao
mé phdi va phé quan. Nhu vdy, bromhexin cé
thé co tac dung nhu mot thudc bd trg trong diéu
tri nhiém khuan hé hip, lam tang tac dung cla
khéang sinh.

Tuwong tic vdi guaifenesin:

Twong tic thudc-thudc: khong st dung ché
phim hop
dextromethorphan cho bénh nhan dang ding
thudc e ché MAO.

Cén than trong khi st dung ché phim phéi hop

phoi guaifenesin véi

cua guaifenesin va phenylpropanolamin cho
bénh nhan ting huyét ép, c6 bénh tim, dai théo
duomg hay bénh mach ngoai vi, phi dai tuyén
tién liét va glocom.

Tuong tdc  thudc-xét nghiém: su  dung
guaifenesin c6 thé cho két qua duong tinh gia ¢
xét nghiém do acid vanilylmandelic trong nudc
tiéu. Can nguing dung guaifenesin 48 gio trude
khi ldy mau nude tiéu dé 1am xét nghiém nay.

10. T4c dung khéng mong muén

- Thudc c6 thé gdy ra cac triéu ching sau véi
tinh trang nhe: hoa mit, chéng mat; budn nén va
nén; dau bung, téo bon, tiéu chay; dau diu; khé

tiéu, ddy bung, d6 md hoéi; phat ban. Pay 14 cac
tac dung khong mong muén thuong gip phai.

- Khi xuét hién bét ky triéu chimg nao sau diy
can théng bado ngay cho béc si hodc dén trung
tAm y té can nhét: khé the, thé kho kheé, sung tay
mat, méi i hodc cdc bé phin khic trén co thé,
ngita hodc néi ban trén da. Céc tic dung khéng
mong mudn nay thuong hiém gip.

11. Qua liéu va cach xir tri

Chua ¢6 bao céo vé tinh trang qué liéu. Trong
truong hop qua liéu, can bao ngay cho bac si
hodc dén trung tam y t& gAn nhit dé xir 1y kip
thoi. :

12. Cic diu hi¢u luu y va khuyén cdo khi
diing thubc

Théng bao cho bic si néu triéu chirg khong cai
thién.
Khong st dung thudc dé didu tri bat ky bénh
nao khac trir khi ¢6 chi dan cta bac si.
Khéng tu y dua thudc cho bt ky ai khac sir
dung.
13. Quy cach déng goi
Hop 20 éng: 4 vi x 5 dng x éng 5 ml, kém t&
huéng din sir dung thude.
14. Bdo quan
Trong bao bi kin, noi khé réo, tranh dnh sing,
nhiét d6 khong qua 30°C.
15. Han ding
36 thang ké tir ngly san xuét.
16.Tiéu chuén chit lwong: TCCS



https:/trungsamiaNRG G0 W yén dat ticu chudn GMP-WHO tai :

CONG TY DUGC PHAM VA THUONG MAI PHUONG DPONG-(TNHH)
Dia chi:TS 509, to ban d6 sb 01, cum CN Hap Linh, phuong Hap Linh, TP.Béc Ninh, tinh Bic Ninh.
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