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Bromhexine hydrocloride

Syrup - Bottle of 60 ml ‘

Secretolytic agent for children

COMPOSITION: Each Smi contains: ‘
Bromhexine hydrochloride Amg
BRI ..ot minss qsfor5ml
Indications, contra-ndication, administration,
dosage and other information:

See enclosed leaflet.

Storage:

Store in a dry place, protect from light, below 30°C.
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KEEP OUT OF REACH OF CHILDREN

CAREFULLY READ THE DIRECTION BEFORE USE

5616 SX/Lot:
Ngdy SX/Mig.date:
HD/Exp.date:

Thiesh pisbin: M8 5 mi cf chea
hydroclorid..

Eromhexin hydrocorid ... — ]
LT i 8l 5 mi
Chi in, chéing chi dih, cich dimg,

I diimg va ci thiing tin khac:

e b9 g ddn s dung,

Bdo quin-

Nai khd, trdmh dnh sing. bt 80 dudd 30°(
Tiba chudie: 105

4 xa than tay cia tré om

Do g din sif dung trwic

ki dung

COME TY CP DR TW MEBOPLANTEY
T g G P, 1 W, W M

O date i i“l b WY - T, e P, M i, bt

BOYTE
CUC QUAN LY DUQC

DA PHE DUYET

Lan dau:.odd./..08.... 204 F

JCOF

o KHONG CHUA cON

s
iv

JCoF

Siro - Chai 60 ml

Thuéc ho long dom cho tré em
Bromhexin hydroclorid

Thanh phdn: Mdi 5 ml cd chila
Bromhexin hydroclori

Chi dinh, chéng chi dinh, cich ding, liéu diing
va cac théng tin khc:
Xem té hudng ddn sif dung.
Bdo quan:
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Bromhexine hydrocloride
Syrup - Bottle of 50 m|
Siro - Chai 50 ml
Secretolytic agent for children
Thuéc ho long d&m cho tré em
Bromhexine hydrochloride Bromhexin hydroclorid
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Syrup - Bottle of 30 ml

Secretolytic agent for children

COMPOSITION: Each Sml contains:
Bromhexine hydrochloride....................Amg
o Rl o qsforSmi
Indications, contra-Indication, administration,
dosage and other information:
See endlosed leaflet
Storage:
Store in a dry place, protect from light, below 30°C.
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Siro - Chai 30 ml

Thuéc ho long dém cho tré em

Thanh phén: M3i § mi c6 chila
Bromhexin hydrodond 4mg
Té duioc vifa 8 5 mi
Chi dinh, chéing chi dinh, cich ding, liéu diing
va cic thing tin khic:
Xem tif hudng ddn sil dyng.
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HUGONG DAN SU DUNG-THUOC CHO CAN-BOY TE

Tén thude

J cof

Thanh phin ciu tao

M&i 5 ml siro chira 4 mg bromhexin hydroclorid.

Té dugc: Glycerin, natri benzoat, acid tartaric, dung dich sorbitol 70%, natri carboxymethyl
cellulose, ponceau 4R, vanilin, nuéce tinh khiét.

Dang bao ché

Siro.

Quy cich dong goi

Hop 1 chai 30 ml; Hop 1 chai 50 ml; Hop 1 chai 60 ml.

Duge lyc hoe

Bromhexin hydroclorid 1a chét diéu hoa va tiéu nhay duong ho hip. Do hoat hoa sy téng h(,rpﬂ
sialomucin va pha v& cac sgi mucopolysaccharid acid nén thudc 1am dom léng hon va it
quénh hon. Thude lam long dom d& dang hon, nén lam dom tir phé quéan thodt ra ngoai c6
hiéu qua.

Khi udng, thuong phéi sau 2 - 3 ngdy méi ¢6 biéu hién tac dung trén 1am sang.

Dugc dong hoc

Bromhexin hydroclorid hip thu nhanh qua dudng tiéu hoa va bj chuyén hoa budce diu & gan
rat manh, nén sinh kha dung khi udng chi dat 20 — 25%. Thirc &n lam tang sinh kha dyng cua
bromhexin hydroclorid. Nong do dinh trong huyét trong, & ngudi tinh nguyén khoé manh, dat
dugce sau khi udng, tir nira gior dén 1 gio.

Bromhexin hydroclorid phin bé rét rong rdi vao cac md cia co thé. Thude lién két rét manh
(trén 95%) vdi protein ctia huyét twong. Khi tiém tinh mach, thé tich phéan b cta thubc 1.7
lit’kg. %
Bromhexin bi chuyén ho4 chu yéu & gan. Da phat hién duoc it nhit 10 chit chuyén ho4 trong
huyét tuong, trong do, ¢ chit ambrosol 14 cht chuyén hod van con hoat tinh. Nira doi thai
trlr cta thude & pha cudi 1a 12 - 30 gio tuy theo ting ca thé, vi trong pha diu, thube phan b
nhiéu vao cic md cua co thé. Bromhexin qua dugc hang rdo mau ndo, va mdt lugng nho qua
duoc nhau thai vao thai.

Khoédng 85 - 90% liéu dung dugc thai trir qua nudce tiéu, cha yéu 1a duéi dang cic chat
chuyén hod, sau khi da lién hop véi acid sulfuric hodc acid glucuronic va mét lugng nhé duge
thai trir nguyén dang. Bromhexin duoc thai trir qua phan rét it, chi khoang dudi 4%.

Chi dinh

Réi loan tiét dich phé quén, nhat 1a trong viém phé quan cép tinh, dot cép tinh ctia viém phé
quan man tinh.

Bromhexin thuong duge ding nhu mét chit bd tro voi khéng sinh, khi bi nhiém khuén niing
dudng ho hiép.




Lidu dingva-chch ding

Nguoi 16n va tré em trén 10 tudi: 12,5 ml/lin, ngay ubng 3 lan.

Tré em 5 - 10 tudi: 5 ml/lan, ngay uéng 3 lan.

Tré em 2 - 5 tudi: 2,5 ml/lin, ngdy udng 3 lan.

Tré em dudi 2 tudi: 1,25 ml/lan, ngay ubng 3 lan.

Thoi gian diu trj khong duge qua 8 - 10 ngay néu khéng 6 chi dinh cia thiy thube.

Chéng chi dinh

Min cam véi bromhexin hodic v6i bt ¢t thanh phin nao c6 trong thude.

Thén trong khi diing thude

Trong khi dung bromhexin can tranh phdi hop véi thube ho vi c6 nguy co « dong dom &
duong ho hap.

Bromhexin, do tac dyng lam tiéu dich nhdy, nén c6 thé gy huy hoai hang rao niém mac da
day. Vi vily, khi ding cho bénh nhén ¢6 tién st loét da day phai rit than trong.

Can than trong khi dung cho bénh nhan hen, vi bromhexin ¢6 thé gy co thit phé quan & mot
s6 ngudi dé man cam.

Su thanh thai bromhexin va cdc chét chuyén hoa c6 thé bi giam & bénh nhéan bi suy gan hoic

—

suy than niing, nén can phai than trong va theo dai. @

H NHIEM I
4 ia  a i CHVU'Y
Thoi ky mang thai va cho con bi 4UNG THAI

Cén thdn trong khi dung bromhexin cho nguoi cao tudi hodc suy nhugc, qua yéu khong cOconG T
kha nang khac dom ¢6 hi¢u quéa do do6 cang ting @ dom. ‘§

- Thoi ky mang thai: Chua nghién ctu téc dung sinh quéi thai ctia bromhexin ¢ dong vt thim
nghiém. Trén ngudi, cling chua ¢6 du tai ligu nghién ciru; vi vay, khong khuyén cdo ding
bromhexin cho nguoi mang thai.

- Thoi ky cho con bii: Con chua biét bromhexin c6 bai tiét vao sita me khong. Vi vy, khong
khuyén cdo ding bromhexin cho phu nir nudi con bi. Néu cin dung thi tot nhét 1a khong cho

con bu.

Anh hwing ciia thude déi véi cong vi¢c (nguwoi dang ldi tau xe, vin hanh mdy méc, nguwoi

lam vige trén cao va cdc trueong hop khic)

Do thude c6 thé giy nhire dau, chéng mit nén can than trong khi st dung thudc déi véi

ngudi dang ldi tau xe, van hanh méy méc, nguoi lam viée trén cao va céc truong hop khac.

Tuwong tic thude

Khong phéi hop voi thube lam giam tiét dich (giam ca dich tiét khi phé quan) nhu céc thube

kiéu atropin (hoic anticholinergic) vi lam giam tdc dung ctia bromhexin.

Khéng phdi hop véi cac thube chéng ho.

Dung phéi hop bromhexin véi khang sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin)

lam tang n("ing d9 khéng sinh vao md phéi va phé quan. Nhu vy, bromhexin c6 thé ¢é tac

dung nhu mdt thude bd tro trong diéu trj nhim khuén ho hép, lam ting tac dung cua khéng

sinh.



Tice dung khéng niong mudn

It gdp: Pau da day, budn ndn, non, ia chay. Nhirc dau, chéng mat, ra md hoi. Ban da, may
day. Nguy co & dich tiét phé quan & bénh nhan khong c6 kha nang khac dom.

Hiém gap: Kho mi¢ng. Tang enzym transaminase AST, ALT.

Qui liéu va cach xir tri

Cho dén nay, chua thiy c6 bdo cdo vé qua liéu do bromhexin. Néu xay ra trudng hgp qua
lidu, can diéu tr tridu chimg va hd tro.

Diéu kién bio quin

Noi kho, tranh dnh sang, nhiét 4o dudi 30°C.

Han dung

36 thang ké tir ngay san xuét.

Tén, dia chi ciia co sé sin xuit

Cong ty CP Dugc Trung wong Mediplantex.

Try s6: 358 Giai Phong, Phuong Liét, Thanh Xuan, Ha Noi.

San xudt tai: Nha mdy DP s§ 2, Trung Hau, Tién Phong, Mé Linh, Ha Noi.

Ngay xem xét sira doi, c¢idp nhit lai ndi dung hwéng din sir dung thude 7@—/
veed o,




HUONG DAN'SUDUNG-THUOC CHO NGUOTBENH

J COF

Doc ky hudng din sir dung truée khi ding
Dé xa thm tay tré em
Théng bdo ngay cho bic sy hodc duge sy
nhiing tic dung khong mong mudn gip phai khi sir dung thube

Thanh phin, him lwgng ciia thudc

Madi 5 ml siro chira 4 mg bromhexin hydroclorid.

Ta dugc: Glycerin, natri benzoat, acid tartaric, dung dich sorbitol 70%, natri carboxymethyl

cellulose, ponceau 4R, vanilin, nuéc tinh khiét.

M5 ta san phim

Chét léng trong sudt, mau do, huong vani, vi ngot.

Quy cich dong goi

Hop 1 chai 30 ml; Hop 1 chai 50 ml; Hop 1 chai 60 ml.

Thube diing cho bénh gi

Réi loan tiét dich phé quan, nhat 14 trong viém phé quéan cdp tinh, dot cdp tinh cia viém phé

quan man tinh.

Bromhexin thuong dugce ding nhu mét chit bd tro véi khang sinh, khi bi nhiém khuén nang

dudng hé hap.

Nén ding thudc nay nhu thé nao va lidu lrgng

Nguoi 16n va tré em trén 10 tudi: 12,5 ml/ln, ngay udng 3 lan.

Tré em 5 - 10 tudi: 5 ml/Ian, ngay ubng 3 lan.

Tré em 2 - 5 tudi: 2,5 ml/lan, ngay uéong 3 lan.

Tré em du6i 2 tudi: 1,25 ml/lan, ngay udng 3 lan.

Thoi gian dicu tri khong dugc qua 8 - 10 ngay néu khong c6 chi dinh cia thiy thude.

Khi nao khéng nén dung thube nay

Mén cam véi bromhexin hodc v6i bit ¢t thanh phin nao ¢ trong thudc.

Tac dung khong mong mudn

It gdp: Pau da day, budn noén, nén, ia chdy. Nhirc dau, chéng mit, ra md héi. Ban da, may

day. Nguy co @ dich tiét phé quan & bénh nhan khong c6 kha ning khac dom.

Hiém gdp: Kho mi¢ng. Tang enzym transaminase AST, ALT.

Nén tranh ding nhirng thudce hojic thwe phim gi khi dang sir dung thudc nay

Khong phi hop véi thude lam giam tiét dich (giam ca dich tiét khi phé quan) nhu céc th'r{ac
.

kiéu atropin (hodc anticholinergic) vi lam giam tac dung ctia bromhexin.

Khéng phéi hgp véi cc thude chéng ho.

Dung phdi hgp bromhexin véi khang sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin)
lam ting ndng do khdng sinh vao m6 phdi va phé quan. Nhu viy, bromhexin c¢6 thé ¢ tac
dung nhu mot thude bd trg trong diéu trj nhiém khuén ho hap, lam tang tac dung cia khéng
sinh.

Cin lam gi khi mjt lin quén khong ding thude

Néu quén dung thuéc mot 1an, chi cin dung liéu tiép theo nhu thong thuong. Khong nén
duing liéu gp doi dé bu cho lidu da quén.

Cin bio quin thude nay nhw thé nao

Bao quan noi kho, tranh dnh sang, nhiét d6 duéi 30°C.

Nhirng diu hi¢u va tri¢u chirng khi diing thude qui lidu

Cho dén nay, chua thdy c6 bio cdo vé qué liéu do bromhexin.



Cin phailam gi khi'ding thude quélidu khuyén cho

Néu xay ra truong hop qua lidu, can didu trj triéu chirng va ho tro.

Nhirng diéu cin thin trong khi diing thude nay

Trong khi ding bromhexin cén tranh phdi hop v6i thube ho vi ¢6 nguy co u dong dom &

dudng ho hip.

Bromhexin, do tic dung lam tiéu dich nhdy, nén c6 thé gay huy hoai hang rao niém mac da

day. Vi vdy, khi ding cho bénh nhin c6 tién st loét da day phai rit than trong.

Cén thén trong khi dung cho bénh nhan hen, vi bromhexin ¢6 thé géy co thét phé quan & mot

s6 ngudi d& min cam.

Su thanh thai bromhexin va cac chét chuyén hoa c6 thé bi gidm & bénh nhén bi suy gan hoic

suy than niing, nén cin phai than trong va theo dbi.

Cén thén trong khi ding bromhexin cho ngudi cao tudi hodc suy nhugc, qua yéu khong co

kha néng khac dom ¢6 hiéu qua do d6 cing ting r dom.

Thoi ky mang thai va cho con bii

- Thoi ky mang thai: Chua nghién ciru téc dung sinh quai thai ctia bromhexin & dong vat thi

nghiém. Trén nguoi, ciing chua ¢6 du tai liéu nghién ciru; vi véy, khong khuyén cdo dung

bromhexin cho nguoi mang thai.

- Thoi ky cho con bii: Con chua biét bromhexin c6 bai tiét vao sita me khong. Vi vay, khong

khuyén cdo ding bromhexin cho phu nir nudi con bu. Néu cin dung thi tot nhit 1a khong cho

con bu. %

Anh hwéng ciia thube doi véi cong vi¢c (nguoi dang ldi tau xe, vin hanh mdy méc, nguoi

lam vigc trén cao va cdc truwong hop khdc)

Do thube ¢6 thé gdy nhirc ddu, chéng mit nén can than trong khi sir dung thudc dbi véi

ngudi dang ldi tu xe, van hanh méy méc, nguoi lam viée trén cao va cic truong ho

Khi nao cin tham vén bic s§, dwge s§ %.

Can thdng bdo cho bac sy, dugc s§ khi ¢ bat ky tac dung khong mong mudn nghiény

ndo xdy ra, hodc xuét hién tac dung khéng mong mudn khong dugc liét ké trong t& Pﬂt

dan sir dung nay. YIE
Néu cin thém théng tin xin héi y kién bdc sj hodgc duwgc sy :

Han ding ciia thube

36 théng ké tir ngay san xuét.

Tén, dia chi, bic¢u twong ciia co sé sin xuit

Cong ty CP Dugc Trung wong Mediplantex.

Tru s6: 358 Giai Phong, Phuong Liét, Thanh Xuan, Ha Noi.

San xuét tai: Nha may DP s 2, Trung Hau, Tién Phong, Mé Li

Biéu tuong:

. MEDIPLANTEX
Ngay xem xét sira doi, ciip nhét lai ndi dung hwéng din sir dung thuéc/z Q/

TUQ.CUC TRUONG
P.TRUGNG PHONG
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