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HEXILIVI

Bromhexin hydroclorid 8 mg

Dung dich uéng
Khong duoc tiém

HEXILIVI

Bromhexin hydroclorid 8 mg

GMP - WHO

CTY CQ PHAN
23 THANG 9 _

PHAM THANH HUNG

Hop 10 6ng x 10 ml

MAU HOP XIN PANG KY

HEXILIVI

M1 GNG 10m! CHUA:
Bromhexin hydroclorid.......8 mg
T4 dUDC Vi B 18ng
Chi dinh, liéu ding, cach ding,
chéng chi djnh va céc théng tin khac:
xem té huéng din st dung.
Tiéu chudn: TCCS
Bdo quan; Noi khs, nhigt d§ dudi 30°C,
trénh nh séng,
Doc ki huéng dan sir dung trisoe khi diing
D€ xa tim tay tré em
SBK: SELASK:
Ngay SX:
Han Ding;

. San xudt tai
CONG T €O PHAN 22 THANG 9
BC 11 Tan Hoa, P14, Q.6, Tp.HCM

Oral Solution
Do not inject

HEXILIVI

Bromhexine hydrochloride 8 mg

Box of 10 ampoules x 10 mi

WHO - GMP
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HEXILIVI

EACH AMPOULE OF 10ml CONTAINS:
Bromhexine hydrochloride..B mg
Exciplent g.s.........per 1 ampoule

Indication, dosage, instruction and
contra - indication: See in the leaflet,
Specification: In - house
Store in a dry place, beflow 30°C,
protect from light.

Read leaflet carefully before use
Keep out of reach of children

L

SEPTEMBER 23 CORPORATION




230

s r...J

HEXILIVI

Bromhexin hydroclorid 8 mg

Dung dich udng
Khéng dugc tiém

HEXILIVI

Bromhexin hydroclorid 8 mg

Hop 20 6ng x 10 ml

GMP - WHO

CTY CO PHAN
23 THANG 9

PHAM THANH HUNG

HEXILIVI

MBI GNG 10mi CHUA:
Bromhexin hydroclorid....8mg
T4 duge vim ... —
hi dinh, liéu diing, cach ding,
chng chi dinh va cic théing tin khéc:
xem t& hudng din s dyng.
Tigu chudn: TCCS
BAo quén: Noi khd, nhidt 85 dudi 30°C,
tranh dnh sang.
Doc ki hudng dan sirdung trude khi ding
DE xa tim tay tré em
SBK: S6LG 5X:
Ngay 5X:
Han Dimg:
n xudt tai

CBNG TY CSO{’ PHAN 23 THANG 9
BC: 11 Tan Hoa, P14, Q.6, Tp.HCM

Oral Solution
Do not inject

HEXILIVI

Bromhexine hydrochloride 8 mg

Box of 20 ampoules x 10 ml

WHO - GMP
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HEXILIVI

EACH AMPOULE OF 10ml CONTAINS:
Bromhexine hydrochloride. B mg
Exciplent g5 per 1 ampoule

Indication, dosage, instruction and
contra - indication: See in the leafiet.
Specification: In - house
Store in a dry place, bellow 30°C,
protect from light.

Read leafiet carefully before use
Keep out of reach of children
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HEXILIVI |

Bromhexin hydroclorid 8 mg

Oral Solution
Do not inject

f;;:?;ﬁ::;:ﬁgi Hép 30 8ng x 10 mi HEXILIVI Box of 30 ampoules x 10 ml HEX'L'VI

M1 BNG 10mI CHUA: EACH AMPOULE OF 10mi CONTAINS:
H x I I V I Bromhexin hydroclorid......8 mg R Hioride. 8 mg
Tadugevimdd_..._..1dng ExthiEnt g meria
E L chi dinh, liéu dilng, cich ding, i per. ) SO
% chéing chi dinh vi céc thang tin khéc: Indication, dosage, instruction and
Bromhexin hydroclorid 8 mg gxemmmﬁn;:ung_ = Bromhexine hydrochloride 8 mg contra - indication: See in the leaflet
Tigu chudn: TCCS Specification: In - house
B30 quéan: Nof khd, nhist 45 dusi 30°C Store In a dry place, bellow 30°C,
tranh anh sang. protect fromlight.

Read leafiet carefully before use
Keep out of reach of children
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Doc ki huéng din st dung trude khi ding
€ xa tdm tay tré em

SOK: S L6 SX:

Ngay 5X:

Han Ding:
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TO HUONG DAN SU DUNG THUOC

HEXILIVI

Dung dich uéng

Khing dwge tiém

Dé xa tim tay ciia tré em

Doc ky hudng din sir dung triic khi ding
THANH PHAN CONG THUC THUOC :

MGi ong 10 mi chira :

Thanh phan hoat chét : o\
Bromhexin DPRORTOIUL wscsosmssmmssunussmsswvogsmnsiiins 8 mg ;"l]]
Thanh phan t4 duoc : /

Glycerin, Natri benzoat, Tinh dau du, Acid tartric, Sorbitol 70%. Ponceau 4R, Natri hyd %
DANG BAO CHE :
Hon dich sét, c6 mau tring hodc tring ng, ¢6 vi ngot, huong sira.
CHI PINH :
Réi loan tiét dich phé quan, nhit la trong viém phé quan cép tinh, dot cép tinh cua viém phé quan man tinh.
Bromhexin thudng duge diing nhu mot chit bd trg v6i khéng sinh, khi bi nhidm khudn ning dudmg hd hip.
CACH DUNG, LIEU DUNG :
Cich ding: Dung dudng udng.
Liu ding: ngudi [¢n va tré em trén 10 tudi : 1 dng/lan , ngdy udng 3 An. Thi gian diéu tri khong qua 8 — 10
ngay trir khi ¢6 v kién thay thude.
CHONG CHI PINH :
Man cam vdi bromhexin hodc v&i mot thanh phr?m nao do cé trong thudc.
CANH BAO VA THAN TRONG KHI DUNG THUOC :
Trong khi diing bromhexin cdn tranh phdi hop véi thude ho vi ¢6 nguy co tr dong dom ¢ duong 'p.

Bromhexin do tac dung lam tiéu dich nhiy nén ¢é thé gdy huay hoai hang rao niém mac da day vi vdy khi ding
cho ngudi bénh co tien sir loét da day phai rat than trong. .
Can than trong khi diing cho ngudi bénh hen, vi bromhexin ¢6 thé gy co thit phé quan & mot s§ ngudi dé man
carm.
Sur thanh thai bromhexin va céc chat chuyén hoa ¢6 thé bi giam & nguoi bénh bi suy gan hodc suy thin ning,
nén cin phai thin trong va theo dbi.
Cén.thz,?m trong khi diing bromhexin cho ngudi cao tudi hoic suy nhuge qua yéu, tré em, dac biét 1a tré em dudi
2 tudi, vi khong ¢6 kha nang khac dom ¢ higu qua do d6 cang tang (r dom.
Trong thuée ¢6 chiva té duoe :
Ponceau 4R : ¢6 thé gay di tmg.
Natri benzoat : ¢6 thé lam ting nguy co vang da & tré so sinh.
Glycerin : ¢6 thé gdy dau dau, trio nguoc da day, tiéu chay.
Sorbitol 70% : ¢6 thé gay kh chiu & da day, rudt va nhudn trang nhe.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU :
Phu ni¥ ¢é thai:
Chua nghién ciru tac dyung sinh quai thai ctia bromhexin & dong vat thi nghiém. Chua nghién ciru day du va cé
kiém sodt ve dung bromhexin cho ngudi mang thai. Vi véy, khong khuyén cdo duing bromhexin cho ngudi mang
thai.

Cho con bu:
Con chua biét bromhexin c6 bai tiét vao sita me khong. Vi viy khong khuyén céo dung bromhexin cho phu nir
nudi con bi. Neéu can diing thi tot nhat 13 khéng cho con bu.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC :
Chua ¢6 bing chimg vé anh hudmg ctia thude 1én kha ning l4i xe, van hanh mdy moc.




TUONG TAC, TUONG KY CUA THUOC : Far22 y,j
Tuwong tic ciia thude : Al
Khéng phoi hop voi thude lam giam tiét dich (giam ca dich tiét khi phé quan) nhu céc
anticholinergic ) vi 1am giam tdc dung ctia bromhexin.

Khéng phdi hop véi cac thude chéng ho.

Dung phdi hop bromhexin voi khang sinh ( amoxicilin, cefuroxim, erythromycin, doxyc \
khang sinh vao mé phdi va phé quan. Nhu vy bromhexin ¢6 thé ¢6 tic dung nhur mét thudce
nhiém khuan hé hap, lam ting tdc dung cta khang sinh.

Twong ky :

Dung dich bromhexin hydroclorid 6n dinh & pH < 6. Néu pH > 6, thude bj két tia do giai phdng ra bromhexin
dang base. Vi vy khéng dugce rdn véi cac dung dich kiém . ké ca cac dung dich ¢6 pH trung tinh.

Khéng duoc tron dung dich udng HEXILIVI véi cac thude khac, do tuong ky vé hoaly.

TAC DUNG KHONG MONG MUON CUA THUOC :

Dénh gid cdc téc dong khong mong mudn dua trén b lidu tan sudt sau: Rat thuong gap (= 1/10), ’thuc‘J:ng gip
(1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000). rat hiém gip
(ADR < 10.000), tan suat khong xdc dinh (tan sudt khong thé ude lugng duge tir dir lidu ¢6 san).

lrgap : 1/1000 < ADR < 1/100

Tiéu héa : dau ving thugng vi, budn ndn, nén, ia chay.

Thén kinh : nhiic dau, chéng mit, ra mo hoi.

Da : ban da, may day.
H& hép : nguy co (r tiét dich phé quan & nguoi bénh khong ¢6 kha ndng khac dom.
Hiém gap : ADR < 1/1000
Ticu hoa : khé miéng.
Gan : tdng enzym transaminase AST , ALT.
Thong béo ngay cho bdc sy hodc dirpe s7 nhitng phan ung ¢o hai gap phai khi sir dung t
Huéng din cich xir tri tde dung khéng mong muén:
Céc ADR thudng nhe qua khoi trong qua trinh didu trj (
suyén).
QUA LIEU VA CACH XU TRi :
Qui liéu : khong c6 di lidu vé sir dung thude qué lidu, khéng ding qua liéu chi dinh cta thude.
Cach xir tri : tich cuc theo doi dé ¢d bién phép xt tri kip thoi.
DPAC TINH DUQC LUC HOC :
Nhoém duge 1y: thude long dom
Ma ATC: R0O5CB02
Bromhexin hydroclorid la ch.:flt ¢ tac dung long dom. Do hoat héa tong hop sialomucin va phd v& céc soi acid
mucopolysaccharid nén thude lam dom long hon va it quanh hon. Gilip dom tir phé quan thodt ra ngodi ¢6 hiéu
qua.
Khi ubng, thudng phai sau 2 — 3 ngdy méi c6 tac dung trén [am sang, nhung néu tiém, chi sau khoang 15 phiit.
DAC TINH DUQC PONG HOC :
Hdp thu : duge hdp thu nhanh qua durdng tidu héa va bi chuyén héa bude diu & gan rét manh, nén sinh kha dung
khi uong chi dat khoéng 20%. Thire &n 1am tang sinh kha dung cta bromhexin hydroclorid. Nong d¢ dinh trong
huyet tuong dat dugc sau khi uong, tir ¥4 git dén 1 gio.

trir co thit phé quan khi ding thude cho nguoi bj hen

Phdn b6 : bromhexin hydroclorid phén bd rit rng rdi vdo cde mé ciia co thé. Thude lien két rit manh ( 95 —
99%) v6i protein huyét tuong. Khi tiém tinh mach, thé tich phan bd ca thude 13 7 lit’kg.

Chuyén héa : bromhexin chuyén héa chu yéu ¢ gan. Da phét hién dugc it nhat 10 chét chuyén héa trong huyét
tuong, trong do, ¢é chat ambrosol 1 chat chuyén héa van con hoat tinh.

Thai trir : thoi gian ban thai cta thude & pha cudi 1 13 — 40 gio tily theo timg c4 thé. Bromhexin qua dugc hang
rao mau ndo va mot lrgng nho qua duge nhau thai. Khoang 85 — 90% lidu ding dugc thai trir qua nudc tidu, chi
yeéu la dudi dang céc chat chuyén héa, & dang lién hop sulfo hodc glucuro va mot lugng nho duge thai tri
nguyen dang. Bromhexin duge thai trir rat it qua phan, chi khoang dudi 4%.
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QUY CACH PONG GOI :
Ong 10 ml, hép 10 dng, hdp 20 éng va hop 30 éng. )
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHATTLUON A THUOC :
Diéu ki¢n bdo quan: Noi khd, nhiét do dusi 30°C, tranh 4nh sang.
Han diing: 36 thang ké tir ngay san xut.
Tiéu chuén chat lugng cia thude: TCCS

' CONG TY CO PHAN 23 THANG 9
11 Tan Héa, F.14, Q.6, TP.HCM
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