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i o Thiinh phdn: M5 chai 100 ml dung dich & r chira:
Si r6 100 ml e

Am biXOI Keep out of the sight and reach of children.

Fiead |eafiet carefully before use
15 mg/5 ml syrup The shelf e afler oening of the botde s 1 month.
Ambroxol
hydrochloride  pé xa thm tay clia tré em
Boc ke hirimg ddin s dyng o ihi ding i
Sir dyng thube trong vbng 1 thang sau khi mé ndp.
Nhi Sin vudtManutscturer; SOPHARMA AD

Bla chi nh méy Viabavo vig 5660 diinct of Lovach,
Bubgaria,
Xudt xir Bungari

Req. No.
@M’ Batch Na/54 ki SX:

B chi vian phiéng: 16 Wensko Shossa, 1220 Soka, Bulgana

BOYTE

Syrup 100 ml

Ambixol

15 mg/5 ml syrup

Ambroxol
hydrochloride

(§)sophoms’

55/35{

CUC QUAN LY DUGC /
BA PHE DUYET

Lan ddwd9./..09...47].

Ambixol

15 mg/5 ml syrup

Syrup 100 ml Si rd 100 ml Siro 100 mi
15 mg/5 ml 15 mg/5 ml
Ambroxol Ambroxol Ambroxol
hydrochloride hydrochloride

Bé xa tam tay cda fré am.
Bgc ki hiwdmg din sir dyng trede khi ding.

( T j

ART WORK PRINTED 90%

hydrochloride
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Té hwong din dianh cho ngudi bénh

AMBIXOL 15 mg/5 ml

Khuyén cdo: i
Boc ky huong dan trudce khi su dung.

Pé xa tim tay tré em.

Théng bdo ngay cho bdc sy hodc dicoc sy nhitng tde dung khéng mong mudn gdp phai khi
sir dung thudc.

Thanh phan: Trong mbi 100ml siro chira

Hoat chat:

Ambroxol hydrochloride 0,3g

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

0,02g, glycerol 10g, propylene glycol Zg, saccharin natri 0,02g, citric acid monohydrate
0,1g, huong ligu phiic bén tir 0,03g, nudc tinh khiét vd 100 ml.

Ma ta san pham: Dung dich si ré trong sudt mau vang hoic niu nhe, c6 hwong vi phiic
bon .

- £ s
Dang bao ché: s1 10

Qui cdch dong goi
Hép 1 chai 100ml

Thudc ding cho bénh gi

Bugc ding trong cac bénh cép tinh v& man tinh cia dwdng hd hip lién quan dén viée tiét
nhiy bt thuUng va van chuyen chit nhdy bi suy giam nhu hen phé quan va viém phé
quan, dot ¢dp cua viém phé quan man

Nén diing thude nay nhw thé nao va litu lugng:

- Tré em tir 6-12 tudi: 15 mg (5 ml siro]flﬁ_n x 2-3 lan/ngay

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

-Fré em trén 12 wibh va nguoi lon:30 mg (10 ml siro)/lan x 3 1an/ ngay trong 2-3 ngay
dau, sau dé giam lidu 30 mg (10 ml swo)a’lan x 2 lan/ngay. Liéu 24 gity ti da 12 120 mg.
-Bénh nhin ton thuong gan, suy thdn: Lidu ding duoc khuyén cao bang 1/2 lidu cua
nguoi lon,

Si rd nén duge udng trong cac bira an,

Khi nao khéng nén diing thudc nay:

Min cam véi Ambroxol hodic bit cir thanh phin nao cua thude
Loét da day tién trién

T4e dung khdéng mong muébn:



Glong nhu tit ca cée thude khac, Ambixol ¢o thé gdy tac dung phu tuy nhién khéng phai
tat ca nguoi sir dung déu gap phai

Tan sudt xay ra tac dung khéng mong mudn:

- Rat thuong gap: > 1/10

- 17100 < Thudmg gap <1/10

- 171000 < It gap <1/100

- 1/10000 < Hiém gap <1/1000

- Réthiém gap: <1/10000

- Khong tinh dwge tAn suit trén dit liéu cé sn.
H¢ mién dich: it gip: phan u‘ng di ung. Khéng tinh dugce tan sudt: phin ng man cam
(sung mat, khé chiu dudmg ho hip, tang than nhiét, run, s6¢ min cam)
Réi loan hé hd hip, nguc va trung thit: hiém gap: so mii
R6i loan hé tidu hoa: thudmg: tiéu chay ; it gip: budn nén, nén, khé chiu nhe da day; hiém
gap: tdo bon
R6Si loan da v& md dudi da: rét hiém gap; ton hai da nang nhu hdi chirng Johnson va
Lyell; khong tinh dugc tan suat: do da, ngira da
R&i loan hé tiét nidu: hiém gap: kho tiéu

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

Hiy ndi cho bac s§ hodc duge s cia ban néu ban dang ding hodc da dung bit ky mot
loai thudc nao gan day.

-Ding dong thai ambroxol va thude khing sinh (amoxicillin, cefuroxim, erythromyein,
doxycycline) din dén sy gia ting ndng d6 khéng sinh trong mé phdi.

-Khong nén ding ddng thoi Ambroxol véi thude e ché ho.

Cin 1am gi khi mdt 1in quén khéng ding thude:

N‘éu quén mot liéu' thuég thi phai udng cang sém cang t6t. Néu gé‘in‘dénj thoi gian uéng
lidu tiep theo thi udng licu binh thudng, khoéng duge udng gap doi lieu dé bl cho licu da
quén.

Cin bio quan thudce nay nhu thé nio:

Thude nay khong doi héi diéu kién bao quan dic biét. Bao quéin noi khé mat, nhigt do
dudi 30°C

Dé xa tam véi cla tré em.

Sird c6 the duge str dung trong vong 1 thang sau khi mé ndp chai.

Khang si dung thude sau khi hét han str dung dugc ghi teén bao bi bén ngodi va bén
trong.

Nhitng diu higu va triéu ching khi dung thude qua lidu:

Chura ¢ triéu chirmg qua 1iéu trén ngudi. Néu xay ra cin bao ngay cho béc sy hodic duoc
sy,

Can phai 1am gi khi ding thudc qua lidu khuyén cdo:

Néu ubng qué lidu khuyén cio hiy thong bao cho bac s¢ hoic dugce s7.

Nhing diéu cin than trong khi ding thude nay:

g NS



-Than trong khi diing cho bénh nhin bi tdn thuong gan va suy thén, liéu ding dwoc gidm
1/2 so véi liéu cua nguoi 16m.

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

- San pham ¢6 chira mcthyl parahydroxybenzoate, ptopyl 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 ciru trén déng vt cho thiy thude khong gy quai thai nhung do con thiéu dir
ligu trén ngwoi nén than trong tranh ding thude nay trong thoi ky mang thai . Néu ban

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

Khéng nén sir dung thude nay trong thoi gian cho con bu vi thude bai tiét vao trong sita
me.
Anh hudng trén kha ning l4i xe va van hanh may méc

Thube khéng ¢6 anh hwong trén kha nang [4i xe va van hanh méy méc.

Khi niie cin tham vén bac sy, dugc sy

Néu cin thém théng tin xin hoi y kién bdc s3 hode duwoc s3.
Han dimng ciia thube:

24 thang ké tr ngay san XUudt,

Sir 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 vlg, 5060 district of Lovech, Bulgaria.

Xuét xi: Bungari

Ngay xem xét siva déi, cip nhét lai ndi dung hwéng din sir dung thude:15/7/2014



To huémg din danh cho can b y té

AMBIXOL 15 mg/5 ml

Thanh phin: Trong m&i 100ml siro chira

Hoat chit:

Ambroxol hydrochloride 0,3g

T4 dugce: 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 tu 0 ,03g, nudc tinh khiét vd 100 ml

Mo ta sdn phﬁm: Dung dich si 16 trong sudt mau vang hodc nau nhg, ¢ huang vi phuc
bdn .

» £ . a
Dang bao che: sird

Qui cich déng gbi
Hop | chai 100ml

Cic dic tinh dugce 1y

Duge lue hge

Ambroxol la mét chit chuyén hoa cia Bromhexin, 14 thude didu hoa s bai tiét chét nhdy
loai lam tan dom, c6 tic déng trén pha gel cua chat nhiy bing cdch cét dut ciu ndi
disulfure cua cac glycoprotein va vi vy lam cho si long dom dugc dé dang,

Duoge ding hoe

Ambroxol duge hip thu tot qua dudng tiéu hoa va dat nong d6 13i da trong huyét trong
khodng 2 gi¢ sau khi uong thude.

Sinh kha dung cna thude khoang 70%.

Thudc ¢6 thé tich phan bd cao ching to ring c6 su khuéch tin ngoai mach déng ké.

Thi gian ban huy khoang 7,5 gid.

Thude chu yéu duge dio thai qua nude tiéu véi hai chit chuyén héa chinh duéi dang két
hop glucuronic.

Sy dao thai cua hoat chit va céc chit chuyén hoa cha yéu dién ra o thén.

Chi dinh

Buge ding trong cde bénh cap tinh va man tinh cla dudng hé hip lién quan dén viée tidt
nhiy bat thudmng va vin chuyén chat nhay bi suy gidm nhu hen phé quan va viém phé
quén, dgt cdp cua viém ph€ quan man.

Liéu diing va cach diung

- Tré em tie 6-12 tuéi: 15 mg (5 ml siro)/lan x 2-3 lan/ngay

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

-Tré em trén 12 wbi vi nguoi lén:30 mg (10 ml sire)/lan x 3 1in/ ngay trong 2-3 ngiy
dau, sau d6 giam 1idu 30 mg (10 m! siro)/lan x 2 lan/ngay. Liéu 24 gid t6i da 13 120 mg,
-Bénh nhan tén thiong gan, suy thén: Liéu ding duoc khuyén cdo bang 1/2 lidu cua
nguoi 1om.

Sird nén dugce uéng trong cac birg an,



Chéng chi dinh:
Mén cam v&1 Ambroxol hodc bat ¢ thanh phin nao ciia thude
Loét da day tién trién.

Than trong

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

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

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

Tuwong tic thudc

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

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

Phuy nii e thai va cho con bad

Phu nit co thai

Cic nghién ciu 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 thii k¥ mang thai.

Phu nir cho con bu

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

Anh huéng trén kha niing lii xe va vin hanh may méc
Thudc khong co anh huong trén kha ndng 1ai xe va van hanh may mac,

Téc dung khdng mong muébn
Tén sudt xay ra tic dung khéng mong mudn:
- RAt thuemg gip: > 1/10
- 1/100 < Thudmg gap <1/10
- 1/1000 < It gip <1/100
- 1/10000 < Hiém gap <1/1000
- Rét hiém gap: <1/10000
- Khbdng tinh duge tin sudt trén dir lidu co sin.
Hé mién dich: it gip: phan ung di {mg. Khéng tinh dugc tén suat: phan (rng man cam
(sung mat, kho chiu dudng hd hap, téng than nhiét, run, sbc man cam)
Réi loan hé hd hip, ngire va trung thit: hiém gip: s6 mili
R{1 loan hé tidu hoa: thuong: tiéu chay ; it gip: budn nén, nén, kho chiu nhe da day; hidm
gép: téo bon
Réi loan da va mé dudi da: vit hiém gép: tSn hai da ning nhu héi chimg Johnson va
Lyell; khdng tinh dugc tdn suit: d6 da, ngira da
Réi loan hé tiét nigu: hiém gip: kho tidu

Qua liéu va cdch xiy tri
Chua co triéu chiing qua liéu trén ngudi. Néu xay ra can diéu tri tridu chimg,

N2~
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Dicu kién bao quan
Bao quan noi khé mat, nhiét do dudi 30°C.
Pé xa tdm voi cua tré em.

Han s dung )
24 thang ké tir ngay sdn xuat. '
Str dung thudc trong vong | thang sau khi mo nap chai.

Nha sén xuit

Sopharma AD

Dia chi van phong: 16 lliensko 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 nhit lai ni dung hudmg din sir dung thude:15/7/2014
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