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T& hwéng din danh cho ngudi bénh

AMBIXOL 15 mg/5 ml

Khuyén cdo: )
Doc ki huwong dan trucce khi sir dung.

Pé xa tam tay tré em.

Théng bdo ngay cho béc sy hodc duoc sy nhitng tdc dung khéng mong mudn gdp phdi khi
str dung thudc.

Thanh phan: Trong mdi 100ml siro chira

Hoat chét:

Ambroxol hydrochloride 0,3g

Téa dugc: sorbitol 35g, methyl parahydroxybenzoate 0,1g, propyl parahydroxybenzoate

0,02g, glycerol 10g, propylene glycol 2g, saccharin natri 0,02g, citric acid monohydrate
0,1g, hirong lidu phitc bon tir 0,03g, nude tinh khiét vd 100 ml.

M ta san pham: Dung dich si r6 trong suét mau vang hoic nau nhe, ¢6 hwong vi phiic
bdn tr.

N P -
Dang bao cheé: si 1o

Qui cach dong géi
Hop 1 chai 100ml

Thudc diing cho bénh gi

Pugc ding trong céc bénh cp tinh va man tinh cia dudng hd hip lién quan dén viée tiét
nhiy bt thudng va vén cbuyén chit nhdy bi suy giam nhuw hen phé quan va viém phé
quén, dot cap cua viém phé quan man

Nén diing thude nay nhw thé nao va litu lugng:

-Tre em tir 6-12 tyé'i: 15 mg (5 ml siro)/lﬁp X 2-3_l§n/ng€1y

- Tré em tir 2-6 twoi; 7,5 mg (2,5 ml siro)/lan x 3 lan/ngay.

-Fré em trén 12 bt va ngudi lom:30 mg (10 ml siro)/lan x 3 1an/ ngay trong 2-3 ngay
dau, sau dé giam lidu 30 mg {10 ml swo)/lan x 2 lan/ngay. Liéu 24 gio toi da 13 120 mg.
-Bénh nhin tén thuong gan, suy thin: Liéu diung duoc khuyén cao bang 1/2 lidu cua
nguol lon,

Si rd nén duge udng trong cac bira an,

Khi nao khéng nén ding thube nay:

Mén cam véi Ambroxol hodic bat cir thanh phin nio cia thudce

Loét da day tién trién

T4e dung khéng mong mudn:



https://vnras.com/drug/

Glong nhu tit ca cée thude khéc, Ambixol c6 thé gdy tac dung phu tuy nhién khdng phai
tat ca ngudi sir dung déu gap phai

Tén sudt xay ra tac dung khéng mong mudn:

- Rat thuomg gap: > 1/10

- 1/100 < Thudng gap <1/10

- 171000 < Tt gap <1/100

- 1/10000 < Hiém gap <1/1000

- Réthiém gap: <1/10000

- Khong tinh dugce tAn suit trén dit liéu c6 sn.
Hé mién dich: it gdp: phan u‘ng di ung. Khéng tinh duge tan sudt: phin {mg man cam
(sung mat, kho chiu dudmg ho hap, tang than nhiét, run, sbc min cam)
R&i loan hé hd hip, ngue va trung thit: hiém gap: so mili
R&i loan hé tidu hoa: thudmg: tiéu chay ; it gap: budn nén, nén, khé chiu nhe da day; hiém
gap: tdo bon
R6i foan da v& mé dudi da: rat hiém gap: ton hai da nang nhu hdi chimg Johnson va
Lyell; khdng tinh dugc tAn suat: do da, ngra da
RGi loan hé tiét niéu: hiém gap: kho tidu

Nén tranh ding nhirng thube hodc thue pham gi khi dang sir dung thudc nay:

Hiy n6i cho bac s§ hodc duge sy ctia ban néu ban dang diing hodc da dung bt ky mét
loai thudc nao gan day.

-Dung déng thdi ambroxol va thude khang sinh (amoxicillin, cefuroxim, erythromyein,
doxyeycline) din dén sy gia ting ndng d6 khang sinh trong md phdi,

-Khdng nén ding dong thoi Ambroxol véi thude tre ché ho.

Cin lam gi khi mot 1An quén khéng diung thude:

Néu quén mot lleu thudce thi phai uéng cang sém cang tot. Neu gan dén thoi gian uOng
lidu tiép theo thi uong lidu binh thudng, khéng duge udng gap doi lidu dé bu cho licu da
quén.

Cin bio quan thudc nay nhu thé nio:

Thude nay khong doi hoéi diéu kién bao quan didc biét. Bao quéan noi khé mat, nhigt do
dudi 30°C

Dé xa tdm v6i ctia tré em.

Sird c6 thé dugce str dung trong vong | thang sau khi m& ndp chai.

Khang st dung thudc sau khi hét han str dung duge ghi trén bao bi bén ngoai va bén
trong.

Nhitng dau hiéu va triéu chimg khi ding thudc qua licu:

Chura ¢6 triéu chimg qua 1iéu trén ngudi. Néu Xay ra cin bao ngay cho bdc s¥ hodc duge
sy,

Cin phii 1am gi khi ding thude qua lidu khuyén cdo:

Néu ubng qua lidu khuyén cdo hiy théng bao cho bac s§ hoac dugce s7.

Nhitng diéu cin than trong khi dung thude nay:

//nv// 2 Aa™Naw
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-Than trong khi dung cho bénh nhan bi ton thuong gan va suy thén, lidu dung dugc giam
1/2 so v liéu cia ngudi Iom.

-San pham chira sorbitol nén than trong khi ding cho ngudi khong co6 kha nang dung nap
fructose va c6 thé gy tac dung nhudn trang nhe.

- San pham ¢6 chira mcthyl parahydroxybenzoate, propy! parahydroxybenzoate (hap chat
paraben) ¢6 thé gdy phan Ung di tng (c6 thé xuét hién tré),

Phu nir cé thai va cho con bu

Céc nghién clru trén déng vat cho thiy thude khong gy quai thai nhung do con thiéu dir
ligu trén ngwroi nén than trong tranh ding thude nay trong thoi ky mang thai . Néu ban

dang mang thai hiy hoi bac sy hodc dige sy cta ban dé dwoc tr vén trude khi dung thube
nay.

Khéng nén st dung thude nay trong thai gian cho con bl vi thude bai tiét vao trong sira
me.
Anh hudng trén kha ning l4i xe va van hanh miy méc

Thube khéng ¢6 anh hwong trén kha ning l4i xe va van hanh méy méc.

Khi niie cin tham vén bac sy, dugc sy:

Néu can thém théng tin xin hdi y kién bac sy hodc dugc sp.
Han dimng ciia thube:

24 thang ké tr ngay san Xuat,

Sur dung thudc trong vong 1 thang sau khi mé nép chai

Nha sdn xuét

Sopharma AD

Dia chi vin phong: 16 Ilicnsko Shosse Str., 1220 Sofia, Bulgaria,
Dia chi nha may:Vrabevo vig, 5660 district of Lovech, Bulgaria.

Xuét xi: Bungari

Ngay xem xét siva déi, cAp nhét lai ndi dung hwéng din sir dung thude:15/7/2014
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To huémg din danh cho can b y té

AMBIXOL 15 mg/5 ml

Thanh phin: Trong mdi 100ml siro chira

Hoat chit:

Ambroxol hydrochloride 0,3g

T4 duge: sorbitol 35g, methyl parahydroxybenzoate 0,1g, propyl parahydroxybenzoate
0,02g, glycerol 10g, propylene glycol 2g, saccharin natri 0,02g, citric acid monohydrate
0,1g, huong lidu phic bdn ti 0,03g, nude tinh khiét vd 100 ml

M ta san pham: Dung dich si rd trong sudt mau vang holic ndu nhe, cé huang vi phic
bén .

~ A . ~
Dang bao ché: sird

Qui cich déng goi
Hop 1 chai 100ml

Cac dac tinh dugc ly

Duge luc hoc

Ambroxol 1a mét chat chuyén héa cia Bromhexin, 1a lhuoc dleu hoa su bai tiét chat nhay
loai lam tan dom, cd tic dong trén pha gel cua chat nhay bang cach cat dut ciu ndi
disulfure ciia cdc glycoprotein va vi vay lam cho s long dom dugc dé dang,

Duge dong hoc

Ambroxel dugc hép thu tot qua dudng tiéu hoa va dat nong d6 16i da trong huyét tuong
khoédng 2 gid sau khi uong thube.

Sinh kha dung ciia thude khoang 70%.

Thudc c6 thé tich phan bd cao chiing to ring c6 su khuéch tan ngoai mach dang ké.

Thoi gian ban hiy khoang 7,5 gid. _

Thudc chi yéu dirge dao thai qua nuéce tiéu véi hai chit chuyén héa chinh dudi dang két
hop glucuronic.

Sy dao thai cua hoat chit va cac chat chuyén hoéa chu yéu dién ra ¢ than.

Chi dinh

Puge diing trong cac bénh cip tinh va man tinh clia dudmg hé hip lién quan dén viée tidt
nhay bat thuong va van chuyén chat nhay bi suy gidm nhu hen phé quan va viém phé
quan, dgt cap cua viém phé quan man.

Liéu dung va cach dung

- Tré em tuw 6-12 tucr: 15 mg (5 ml snro)zlan X 2-3 lan/ngay

- Tré em tir 2-6 tuéi: 7,5 mg (2,5 ml siro)/lan x 3 lan/ngay.

-Tré em trén 12 tuoi va nguoi lon:30 mg (10 ml siro)/lan x 3 1in/ ngay trong 2-3 ngiy
dau, sau do giam lidu 30 mg (10 ml siro)/lan x 2 lan/ngay. Liéu 24 gio t6i da 1 120 mg.
-Bénh nhan tén thuwong gan, suy thén: Lidu ding duoc khuyén cdo bang 1/2 lidu cia
nguoi 1om.

Sird nén duoc uéng trong cac bira an,
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Chéng chi dinh:
Mén cam v&i Ambroxol hodc bat ¢ thanh phin nao cia thuoe
Loét da day tién trién,

Than trong

-Thén trong khi diing cho bénh nhén bi tén thuong gan va suy than, liéu dang duge giam
1/2 so véi liéu ciia ngudi 16n.

-San pham chira sorbitol nén than trong khi ding cho ngudi khéng cé kha ndng dung nap
fructose va 6 thé gay tac dung nhudn trang nhe.

- San phim ¢6 chira methyl par ahydroxybenzoatc propyl parahydroxybenzoate (hop chét
paraben) cd thé gy phén img di tmg (cd thé xudt hién trd).

Twong tic thudc

-Dung dong thdi ambroxol va thudc khang sinh (amoxicillin, cefuroxim, erythromycin,
doxycycline) dan dén su gia ting ndng d6 khang sinh trong mé phdi.

-Khéng nén diing ddng thoi Ambroxol véi thude tc ché ho,

Phu nii ¢4 thai va cho con ba

Phuy nit co thai

Ciac nghién ctu trén dgng vat cho thiy thude khdng gy quéi thai. Do con thiéu di lidu
trén ngudi nén thén trong tranh ding thude ndy trong thoi k¥ mang thai.

Phu nir cho con bu

Khéng nén st dung thudc niy trong thai gian cho con bl vi thude bai tict vao trong sita
me.

Anh huéng trén kha niing lii xe va vin hanh may méc
Thudc khong c¢é anh huong trén kha ndng 1ai xe va van hanh may mac.

Téc dung khdng mong muébn
Tén suét xay ra tic dung khéng mong mudn:
- Rét thuomg giap: > 1/10
- 1/100 < Thudmg gap <1/10
- 1/1000 < It gap <1/100
- 1/10000 < Hiém gip <1/1000
- Rét hiém gap: <1/10000
- Khéng tinh duge tin sudt trén dir liéu o sin.
Hé mién dich: it gip: phan ung di mg. Khéng tinh dugc tén suat: phan (rng man cam
(sung mat, kho chiu dudng ho hip, tang than nhiét, run, s6c mén cdm)
Réi loan hé ho hip, ngirc va trung that: hiém gap: s6 mili
R1 loan hé tidu hoa: thuong: tiéu chay ; it gap: budn nén, nén, khé chiu nhe da day; hiém
gép: téo bon
Réi loan da va mé dudi da: vit hiém gip: ton hai da ning nhu héi chimg Johnson va
Lyell; khong tinh dugc tén suat: d6 da, ngira da
Réi loan hé tiét nigu: hiém gip: kho ticu

Qua liéu va cich xir tri
Chua c6 triéu chiing qua liéu trén ngudi. Néu xdy ra can diéu tri triéu chimg,
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Dicu kién bao quan
Bao quan noi khé mat, nhiét do duéi 30°C.
Pé xa tam vdi cua tré em.

Han sir dung )
24 thang ké tir ngay san xuat. '
Str dung thudc trong vong 1 thang sau khi mo nap chai.

Nha san xuit

Sepharma AD

Dia chi van phong: 16 Iliensko Shosse Str., 1220 Sofia, Bulgaria.
Dia chi nha may:Vrabevo vlg, 5660 district of Lovech, Bulgaria.

Xuit xi: Bungari

Ngay xem xét sira dbi, cAp nhat lai ndi dung hudémg din sir dung thudc:15/7/2014
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