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MUCOSOLVAN'

Productive Cough Tablets

Ambroxol Hydrochloride 30 mg

Thanh phan: 1vién nén chifa 30 mg ambroxol hydrochlorid. Chi dinh: Loéng
dom trong cac bénh phé quan phéi cap va man tinh lién quan dén su tiét chat
nhay bat thuting va su vén chuyén chat nhay bi suy giam. Liéu luong va cach
dung: Nqui on: 1 vien, 3 1an mbi ngay. Hiéu qué diéu tri co the dudc tang lén
béng cach dung 2 vién, 2 lan méi ngay. Nén udng thuoc véi nudc. Vién nén
MUCOSOLVAN 30 mg dugc disng cho ngudi 1dn va tré em trén 12 tudi. Tré tir6 dén
12 twoi nén ding ntia vién, 2-3 lan moi ngay. Vién nén MUCOSOLVAN 30 mg
khéng nén ding cho tré dudi 6 tudi. Chdng chi dinh: Bénh nhan da biét man
cam vdi ambroxol hydrochlorid hoac cac thanh phan khac clia thudc. Truging hop
bénh di truyén hiém gap co the mdnﬂ ky vi cac ta duoc. Canh bao va than
trong dac biét: Rét%\iém_gép hoi chiing Stevens-Johnson va hoai tir biéu bi
nhiém doc. Néu xuat hién ton thuong da hoac niém mac mdi, nén di kham bac si
ngay, than tham khdo y kién béc si khi suy giam chtic nang than. Bénh nhan véi
bénh di truyén hiém gap khdng dung nap galactose, thiéu hut Lapp lactase hoac
khéng hap thu glucose-galactose. Tuong tac: Chua thay bao cdo tudng tac
khong thuan lgi vdi cac thudc khac trén lam sang. Kha nang sinh san, thai ky
va cho con bu: Thai ky: Ambroxol hydrochlorid qua hang rao rau thai. Cac nghién

Khi dam can tré hé hdp?

— Thanh thadi dam hiéu qua

ctiu cdn lam sang khong cho thay ¢d tac hai trc tiép hoac gian tiép tdi qud trinh
mang thai, suf phat trién clia phoi/bao thai, qué trinh sinh nd hoac su phat trién
clia tré sau khi sinh. Sau 28 tuan mang thai cho thay khong c6 bang chuing vé tac
dung co hai cho thai nhi. Tuy nhién, nén than trong khi st dung thudc cho phu ni
mang thai. Dac biét trong ba théng dau ctia thai ky. Cho con bi: Ambroxol dugc
tiét vao sita me. Khong khuyén cao sirdung Mucosolvan cho phu nit dang cho con
bti mac du khong xdy ra nhimg tac dung bat li & tré dang bi me. Khd ndng sinh
sdn: Cac nghién ciu can lam sang khong cho théy c6 tac hai truc tiép hodc gian
tiép dén kha nang sinh san. Anh hugng dén kha nang I3i xe va van hanh
may méc: Khang co béng chiing tirdit lieu hu mai vé anh hudng cia thudc dén
kha nang laixe va van hanh may moc. Chua tién hanh nghién ctu anh hugng dén
kha nang lai xe va van hanh méy moc. Tac dung phu: Cac phan ting phan vé, ph
mach, phat ban, may day, ngifa va cac phan (ing qua man khac. Roi loan hé tiéu
hoa. Quy cach dong géi: Hop 2 vix 10 vién. Han diing: 60 thang ké tifngay sn
xuat, ¢6 ban tai cac nha thudc trén toan qudc. Bao quan: Dudi 30°C. San xuat
bai: Delpharm Reims 10 rue Colonel Charbonneaux 51100 Reims, Phap. Boc ky
huéng dan sir dung truéc khi diing.

MOI THONG TIN SAN PHAM XIN LIEN HE: Lau 14 - Kumho Asiana Plaza 39 L& Dudn - Quan 1-TPHCM. Tel: (08) 3823 6919 - Fax: (08) 3823 6916. 50 gidy tiép nhan
hd so dang ky quang cdo thudc ctia Cuc Quan Iy duoc - Bo y té: XKXX/XX/QLD-TT, ngay XX thang XX nam XXXX. Ngay XX thang XX nam XXXX in tai lieu.
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MUCOSOLVAN,

Thanh phin
1 vign nén chia 30 mg ambroxol hydrechlorid,

Td duigiez lactose, tinh bét bdp khd, silicia colloldal khan, magié stearat,

Chidinh
Loling ddm trong cic bénh phé quin phéi ciipva man tinh lién quan 8&n sy
tiftchidt nhiy bit thuéng va suvan chuyén chit nhdy bi suy gidm.

Liulugng va cdch diing

e i 1 vidn, 3 1n mai ngy,

Hidu qud didutricd the dugc ting 18n bing cdch ding 2vién, 2 Hnmdi ngdy.
Wén uding thudc véi nude.

W%ﬂ nén MUCOSOLVAN 30 mg duge ding cho ngudl Ion va tré em trén 12
tudi,

Tréé tii 6 dén 12 tudi ndn ding ndavién, 2-318n mdingdy.

Vidn nén MUCOSOLVAN 30 mg khéng nénding cho tré dudi 6 tudl.

Treng chi dinh bénh Iy hé hdp cip, nén di kham néu céc tridu ching khéng
caithién hodcxdu dikhi diutri.

Cothéudng MUCOSOLVAN ciing hodc khéng ciing thic in,

Chéng chidinh
KEhing ding MUCOSOLVAN cho nhing bénh nhan 45 bidt mdn cdm vl
ambroxol hydrochlorid hodic cie thinh phin khae cda thuée,

Chiing chi dinh treng truting hgp bénh di truyén hidm gdp o thé tuong ky
wii mét trang ce th duge cla thude (xin tham khie phin Canh bio v thin
trepng dic bigg).

Canh bao vathintrong dicbiét

Rt it bdo cdo tdn thuong da ning nhu hii chimg Stevens-lohnson wh hogl
i bidu bi nhidm ddc (TEN; toxic epidermal necrolysish Hén quan 38n ik s
dyng céc thuc long déim nhy ambrexel hydrochlorid va chi yéu duge y
gidi do midc 88 ndng cla bénh Iy dang mac phéi vivhodc thudc ding cing.
Han nifa trong gial doan sém cla hdi chimg Stevens-Johnson hodc TEN,
truidic tién bénh nhéin cd thé ¢é bidu hign nhu cam khang S§c hidu nhu sét,
dau ngui, viem midi, ho vd dau hong. Cic bidu hibn nhu cdm khéng dic
higu cé thé diin dén didu tri khéng ddng cic tritu ching biing thudc ho vi
thudecdm,

Do &6 néu xudt hign 15n thuong da hodc niém mac méi, nén thin trong
bing cich di khim bde s7 ngay v nén nglng difu i val ambroxol
hydrachlonid.

Méu b bidu h|enswg|ém chL‘i‘:nang thin thi chi nén ding MUCOSOLVAN
sau khi tham khaoy kién

Mgt vidn nén chia 171 wmmgmvﬁﬁﬁlmghdmdmﬂéuaé
nghi t8i da méi ngdy (120 mg). Bénh nhdn véi binh di truyén hiém gip
khéng dung nap galactose, thi€u hut Lapp lactase hodc khang hip thy
glucose-galactose thi khong nénding thude ndy,

Tuongtiic
Chua thily bio c40 tugng tic khing thudn lgl vél cde thuse khac trén 13m
sang,

Khd ning sinh sdn, thai ky v cho conbi

Thaiky

Ambroxol hydrochlorid qua hang rao rau thal.

Cic nghidn ciu cin lim sing khdng cho thiy o6 tie hal truc tiép hodic gidn
tép td qud trinh mang thal, su phat trién cba phoi/bao thal, qud trinh sinh
nérhodc syphit tridn cla tré saukhisinh.

Cée kinh nghilm lim sing siu réng sau 28 tudn mang thal cho thiy khéng
o6 bang ching vé tac dyng cb hal chothal nhi.

Tuy nhidn, nén thin trong khi sddyng thudic che phy nit mang thai, Bjc bigt
trong ba thing dfu cia thai ki, khuyén cio khing si dung MUICOSOLVAN.
Chaconbi

Ambrocol hydrochlarid dugc tiétvio sia me,
Khéng khuyén cio sl dyng MUCCSOLVAN cho phy ndidang cho con bdmdc
dirkhéng xayra nhiing thc dyng bit gl &tré dang ba me.

Ehindngsinhsin
Cac nghidn cdu cdn lam sing khidng cho thlly ¢b tag hai trye tiép hode gidn
tiép &En kha ndng sinh san,
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Anh hudng 8&n khd ning léixe vé viin hinh miy méc

Khing c6 biing chiing tir dir 1iéu hiu mai vé dnh huting cda thude dén kha
ndng 13 xe vivan hinh mdy mbc.

Chia tién hanh nghién cdu dnh hudng $&n khd ndng 13l xe va vin hanh miy
mic.

Ticdyng phy

Rélilogn b midn dich, Dawi mé dutida

Céc phan ing phin vé ké cd séc phinvé, phismach, phit ban, miy day, ngua
vacdc phanung quamin khic.

Réifoanhé tiduhda
Butinndn, ndin, tiéu chay, khétiéu va dau byng.

Quid liu

Chodénnay chua cd bdo cde cctribu ching qud idu dic hidu d ngudi.
Dwjatrién bdo cdo sirdyng thude qua lidu mdtcich tinh cdvihode do sal sét,
cac trigu ching qud léu quan st thiy I twong v vl cic tic dung phy da
bt el MUCOSOLVAN tai lidu khuyén céova cd thé cdn diéu tr tridu ching.

Bictinhdugcivchge

VE& mt tién Mim shng ambrocol hydrochlonid, hoat chit cda MUCOSOLVAN,
a4 duige chumg minh am ting bal tiét dudmg ha hip. M6 Lim tng sdn xult
chit cé hogt tinh b mit & phéi (surfactant) va kich thich hoat d9ng nhung
mac, Nhing hoat d4ng ndy 1am cal thign luu lugng va sy vin chuyén chét
nhiy [tdc dyng thanh lgc chit nhdy oia nhung mac). Vige cdi thign sy thanh
thili chit nhdy clia nhung mao duge quan sit trong cde nghidn odu duge hoo
I4m sdng. Suting tift dich va tde dung thanh thii chst nhiy ela nhung mao
tao thudn lgi cho khac ddm va lam diubho.

Tac dyng gay té tai chd dugc quan sat thay trén mé hinh mdt thd cd thé duge
gidl thich biing dic tinh chen kénh natr. Biu ndy dugc thly trén in vitro,
ambroxel hydrachlorid chen kiinh natri thiin kinh dugc nhin bdn; sugdn két
nay cd thé hédi phycvi phy thude viondng 0.

Trén fn vitro, amberoxel hydrochlosid lhm gidm ddng k sy phéng thich
cytokinti mau va tircc té bdo don nhdnvi da nhin lén ktvdimd,

D4 thiy gldm déng ké dau v 36 hong & nhing nghién cdu lam sang trén
bénhnhdndauhgng.

Mhimg dic tinh duge Iy nay lén quan tél cde quan s8t treng cie nghidn cdu
vE higu qué lim siing clia ambrosol hydrochlorid khi diéu trj cic triéu ching
cla duding ha hip trén, cho kit qui gidm dau nhanh chéng v céc khé chiu
lién quan dén dau ving tai-mdi-khiquan bing dang khi dung.

Sau khi ding ambroxol hydrochiorid néng dd thudc khdng sinh (amadcillin,
cefurcuim, erythromycin) trong dich ti€t phé quan-phdiva dém ting lén,

Quy cich déng gbi
Vignnén 30 mg

Hép 30vidn(3vix 10vidn)
Hip 20 vidn (2 vix 10 vién)

Handing
60 thing k& trngay san it

Bdoquin
Duidi 30°C

Sinxuftbéi

Delpharm Reims

10 rue Colone] Charbonneau
51100 Reims, France

Bockyhuéng din sirdyng trudickhi ding.
N&u cinthém théng tin xin héi y kin clia Bée s§.
Khiéng sifdung qué han ghitrén bao thudc.
Bac quin nol an todn ngoaitim tay tré em.
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