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Prescription 
drug 

Oral 
solution 

P
I
R
O
X
O
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D
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Ambroxol 
hydrochloride 

15 
mg/ml 

-
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n
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chronic 
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Box 
1 
bottle 

20 
ml 

| 
Re 

thuseke 
d 

PIROXOL 
| 

“™*"* 
D
R
O
P
 

Composition: 
Each 

ml 
contains: 

Ambroxol 
HCI... 

15 Mg 
EXCIPieNts 

€
q
.
 TO 

srerncreree 
1 ml 

Indication, 
contraindication, 

d
o
s
a
g
e
,
 

a
d
m
i
n
i
s
t
r
a
t
i
o
n
 

and 

other 
information: 

See 
the 

leaflet 
enclosed. 

Specification: 
In-house. 

Storage: 
Store 

in 
a 

dry 
place, 

protected 
from 

light, 
termpar- 

ature 
below 

30°C. 

Not 
for 

injection 

Keep 
out 

of 
reach 

of children 
Read 

the 
leaflet 

carefully 
before 

use 

M
a
n
u
f
a
c
t
u
r
e
d
 

by: 

Ha 
N
a
m
 
Medicines 

JSC 

H
o
a
n
g
 
D
o
n
g
 

Industrial 
Z
o
n
e
,
 

Duy 
Tien, 

Ha 
Nam. 

Dung 
dich 

udng 

P
I
R
O
X
O
L
 

D
R
O
P
 

Ambroxol 
hydroclorid 

15 
mg/ml 

fon 

- Dot 
cdp 

cia 
v
i
m
 
phé 

quan 
m
a
n
 

- Gian 
phé 

quan 
-Viém 

phé 
quan 

dang 
hen 

- Hen 
phé 

quan 
cé 

réi 
loan 

bai 
tiét 

“the 
H
o
p
 

1 
lo 

20 
ml 

M
N
 

P
I
R
O
X
O
L
 

DROP 
Thanh 

phan: 
Moi 

mi 
cé 

chia: 
A
M
D
r
o
x
l
 

HCL 
sssesseeesees 

1
5
m
g
 

TA 
MUGC 

Vila 
AU 

cresssssseeee 1 ML 

Chi 
dinh, 

chéng 
chi 

dinh, 
liéu 

ding, 
cach 

diing 
va 

cdc 
t
h
é
n
g
 

tin 
khac: 

Xem 
te 

h
u
n
g
 

dan 
sit dung. 

Tiéu 
chudin: 

TCCS 

Bao 
quan: 

Noi 
khé 

réo, 
tranh 

anh 
sang, 

nhiét 
do 

dudi 
30°C. 

K
h
é
n
g
 
duge 

tiém 
Dé 

xa 
tam 

tay 
tre 

em 
Doc 

ky 
huéng 

dan 
si 

dung 
truéc 

khi 
d
i
n
g
 

LO 
SX/ 

Lot. 
No. 

: 
NSX/ 

Mfg. 
Date: 

HD/ 
Exp. 

Date 
; 

San 
xudt 

tal: 

C
é
n
g
 

ty 
CP 

Duge 
VTYT 

Ha Nam 
C
u
m
 

CN 
H
o
a
n
g
 
Béng, 

Duy 
Tién, 

Ha 
Nam. 

So 
DK: 

VD-xxxx-xx 

Khong dugc tiém 
BHéxa tm tay 6 em mg PIROXOL 

_—--- 1 

Chi dinh, chéng chi dinh, liéu 

Thanh phan: Mdi ml cé chifa: 
Ambroxol HCI. 
Taduge vila du Doc ky hudng din si'dung 

trudc khi ding 

L6 SX/ Lot. No.: 
HD/ Exp. Date = 

DROP 
Ambtoxol hydroclorid 

1Smgiml ding, cach ding va cdc thong 
tin khac: 
Xem ta hudng dan sitdung. 

Tiau chudn: TCS. 
San xudt tai: 

Cum CN Hoang Béng, Duy Tién, 
Cong ty CP Duoc VIYT H3 Nam 

Ha Nam. . Bdo quan: Noi khd réo, teénh 
‘anh sdng, nhiét d6 dudi 30°C. 
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Prescription 

drug 

Oral 
solution 

P
I
R
O
X
O
L
 

D
R
O
P
 

Ambroxol 
hydrochloride 

15 
mg/ml 

- A
c
u
t
e
 
e
x
a
c
e
r
b
a
t
i
o
n
 

of 
c
h
r
o
n
i
c
 

b
r
o
n
c
h
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-
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r
o
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c
h
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e
c
t
a
s
i
s
 

- A
s
t
h
a
m
a
 
b
r
o
n
c
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i
t
i
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B
r
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l
 
d
y
s
f
u
n
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t
i
o
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Box 
1 

bottle 
30 

ml 

P
I
R
O
X
O
L
 

D
R
O
P
 

Composition: 
Each 

ml 
contains: 

Ambroxol 
HCI 

.wstee 
Excipients 

€Q. 
TO 

secccscessesee 

Indication, 
contraindication, 

d
o
s
a
g
e
,
 

a
d
m
i
n
i
s
t
r
a
t
i
o
n
 

and 

other 
information: 

See 
the 

leaflet 
enclosed. 

Specification: 
In-house. 

Storage: 
Store 

in 
a 

dry 
place, 

protected 
from 

light, 
termpar- 

ature 
below 

30°C. 

Not 
for 

injection 

Keep 
out 

of reach 
of children 

Read 
the 

leaflet 
carefully 

before 
use 

M
a
n
u
f
a
c
t
u
r
e
d
 

by: 

Ha 
Nam 

M
e
d
i
c
i
n
e
s
 

JSC 
Hoang 

Dong 
Industrial 

Zone, 

D
u
y
 
Tien, 

Ha 
N
a
m
.
 

R
 

Thudc 
ké don 

Dung 
dich 

uéng 

P
I
R
O
X
O
L
 

D
R
O
P
 

Ambroxeol 
hydroclorid 

15 
mg/ml 

-Dgt 
cap 

cua 
v
i
m
 

phé 
quan 

m
a
n
 

- Gian 
phé 

quan 
-
V
i
é
m
 
phé 

quan 
dang 

hen 
-Hen 

phé 
quan 

cé 
réi 

loan 
bai 

tiét 

H
o
p
 

1 
lo 

30 
mi 

WMC 

P
I
R
O
X
O
L
 

D
R
O
P
 

Thanh 
ph4n: 

Moi 
ml 

cé 
chifa: 

A
m
b
r
o
x
o
l
 

HC! 
.... 

1
5
m
g
 

Té 
dugic 

vita 
Gt 

ceeeneeee 
Tm 

Chi 
dinh, 

chéng 
chi 

dinh, 
liéu 

d
i
n
g
,
 

cdch 
d
i
n
g
 

va 
cac 

théng 
tin 

khac: 
xem 

te 
huéng 

dan 
str 

dung. 

Tiéu 
chudn:TCCS 

Bao 
quan: 

Noi 
khé 

ro, 
tranh 

Anh 
sang, 

nhiét 
d6 

dudéi 
30°C. 

Khéng 
duge 

tiém 
DE 

xa 
tam 

tay 
tré 

em 
Doc 

ky 
huéng 

dan 
str dung 

truéc 
khi 

d
u
n
g
 

L6 
SX/ 

Lot. 
No. 

: 
NSX/ 

Mfg. 
Date: 

HD/ 
Exp. 

Date 
: 

San 
xu&t 

tak: 

Céng 
ty 

CP 
Duge 

VTYT 
Ha 

Nam 

C
u
m
 
CN 

Hoang 
Béng, 

Duy 
Tién, 

Ha 
Nam. 

$6 
DK: 

VD-xxxx-xx 

AN 
CONG 

TY CP 
\q 

Déxa tém tay eeem 
Boc ky hubng din sit 
truéc khi ding 

Khéng dugc tlém PIROXOL 
DROP Tadugc via dit.—---___. I ml 

Ambroxol HCl... 15mg 
‘Thanh phan: Moi ml co cha: 

LO SX/ Lot. No.: 
HD/ Exp. Date : 

San xudttal: 
C 

Ambroxal hydroclorid 
1Smg/ml dang, cach dang va cdc thang 

Chl dinh, chSng chi dinh, liéu 

tin khde: 
Xem td hudng dan strdung. 

Tléu chudm:TCCs. ty CP DugcVIYT 
Cum CN Ho3ng Béng, Duy Tién, 
HaNam. Bao quan: Noi khé rdo, trénh 

nh sdng, nhigt 66 dudi 30°C. 
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Rx 
Prescription 

drug 

Oral 
solution 

P
I
R
O
X
O
L
 

D
R
O
P
 

Ambroxol 
hydrochloride 

15 
mg/ml 

- A
c
u
t
e
 
e
x
a
c
e
r
b
a
t
i
o
n
 

of 
c
h
r
o
n
i
c
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o
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i
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i
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Box 
1 

bottle 
50 

ml 

P
I
R
O
X
O
L
 

D
R
O
P
 

Composition: 
Each 

ml 
contains: 

Ambrox0l 
HCI 

sssasinene 
15 MQ 

Excipients 
eq, 

to 
...........1 

ml 

Indication, 
contraindication, 

dosage, 
administration 

and 
other 

i
n
f
o
r
m
a
t
i
o
n
:
 

See 
the 

leaflet 
enclosed. 

Specification: 
In-house. 

Storage: 
Store 

in 
a 

dry 
place, 

protected 
from 

light, 
termpar- 

ature 
b
e
l
o
w
 
30°C. 

Not 
for 

injection 

Keep 
out 

of 
reach 

of children 
Read 

the 
leaflet 

carefully 
before 

use 

M
a
n
u
f
a
c
t
u
r
e
d
 

by: 

Ha 
N
a
m
 
M
e
d
i
c
i
n
e
s
 

JSC 

Hoang 
Dong 

Industrial 
Zone, 

Duy 
Tien, 

Ha 
Nam. 

Rx 
Thudc 

ké 
don 

Dung 
dich 

uéng 

P
I
R
O
X
O
L
 

D
R
O
P
 

Ambroxol 
hydroclorid 

15 
mg/ml 

- Dot 
cap 

cia 
viém 

phé 
quan 

m
a
n
 

- Gian 
phé 

quan 
-
V
i
é
m
 
phé 

quan 
dang 

hen 
-Hen 

phé 
quan 

cé 
réi 

loan 
bai 

tiét 

H
o
p
 

1lo 
50 

ml 

P
I
R
O
X
O
L
 

DROP 
Thanh 

phan: 
M&i 

ml 
cé 

chtfa: 
Ambroxol 

HCI 
....-....... 

1
5
m
g
 

Ta 
d
u
g
 
VUE 

AU 
oseeeeeeeeeeeeee T mil 

Chi 
dinh, 

chéng 
chi 

dinh, 
liéu 

d
i
n
g
,
 

cach 
diing 

va 
cdc 

t
h
é
n
g
 

tin 
khdc: 

Xem 
ta 

hudng 
dan 

str dung. 

Tiau 
chudin: 

TCCS 

Bao 
q
u
a
n
:
 

Noi 
khé 

rdo, 
tranh 

anh 
sang, 

nhiét 
d6 

dudi 
30°C. 

Khéng 
d
u
g
 
tiém 

Dé 
xa 

tam 
tay 

tré 
em 

Doc 
ky 

hudng 
dan 

sti dung 
trude 

khi ding 

L6 
SX/ 

Lot. 
No. 

: 
NSX/ 

Mfg. 
Date: 

H
D
/
 
Exp. 

D
a
t
e
 

; 

San 
xuSt 

tal: 
Cong 

ty 
CP 

Duge 
VTYT 

Ha 
Nam 

C
u
m
 
CN 

Hoang 
Béng, 

Duy 
Tién, 

Ha 
Nam. 

$6 
DK: 

VD-xxxx-xx 

oc ky hudng din sirdyng 
trudic khi ding 

éxa tim tay tre em 

LO SX/ Lot. No.: 

Khong duge tiém PIROXOL 
DROP Taduge va dd... 1 ml 

CHI dinh, ch8ng chl dinh, liéu 

Ambroxol HC|_.-.__. 15mg 
Thanh phan: Mdi mi-cé chia: 

Ambroxol hydroclorid 
15mg/mt ding, cach ding va cée théng 

tinkhdc: HD/ Exp. Date : 
Xem td hudng dan sit dung. 

Tiguchuan: TCs. 
Sdn xudt tai: 

Cum CN Hodng Bdng, Duy Tién, 
Céng ty CP Dugc VTYT Ha Nam 

Ha Nam. Bao quan: Noi khé rdo, trénh 
4nh sang, nhigt d6 duét 30°C. 
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Prescription 
drug 

Oral 
solution 

P
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D
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O
P
 

Ambroxol 
hydrochloride 

15 
mg/ml 

- A
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u
t
e
 
e
x
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t
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of 
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= 
Box 

1 
bottle 

100 
ml 

P
I
R
O
X
O
L
 

D
R
O
P
 

C
o
m
p
o
s
i
t
i
o
n
:
 

Each 
ml 

contains: 
AMD 

roxel 
HCI 

ssseesmensnee 
15 MG 

EXCIPIONES 
OQ. 

TO 
scecseseesees 

i
m
i
 

Indication, 
contraindication, 

dosage, 
administration 

and 
other 

i
n
f
o
r
m
a
t
i
o
n
:
 

See 
the 

leaflet 
enclosed, 

Specification: 
In-house. 

Storage: 
Store 

in 
a 

dry 
place, 

protected 
from 

light, 
termpar- 

ature 
below 

30°C. 

Not 
for 

injection 
Keep 

out 
of 

reach 
of children 

Read 
the 

leaflet 
carefully 

before 
use 

M
a
n
u
f
a
c
t
u
r
e
d
 

by: 
Ha 

Nam 
Medicines 

JSC 
Hoang 

D
o
n
g
 

Industrial 
Zone, 

D
u
y
 
Tien, 

Ha 
N
a
m
.
 

Rx 
T
h
u
é
c
 ké 

den 

Dung 
dich 

uéng D
R
O
P
 

Ambroxol 
hydroclorid 

15 
mg/ml 

~ Gian 
phé 

quan 
-Viém 

phé 
quan 

dang 
hen 

H
o
p
 

1lo 
100 

mi 

P
I
R
O
X
O
L
 

- Dot 
cap 

cua 
viém 

phé 
quan 

m
a
n
 

-Hen 
phé 

quan 
cé 

réi 
loan 

bai 
tiét 

P
I
R
O
X
O
L
 

DROP 
T
h
a
n
h
 
p
h
a
n
:
 
Mdi 

ml 
¢cé 

chia: 

TE 
AUGC 

VEE 
G
U
 

ceccectsmessseee 1 ML 

Chi 
dinh, 

chéng 
chi 

dinh, 
ligéu 

ding, 
cach 

dung 
va 

cdc 
théng 

tin 
khac: 

Xem 
té 

huéng 
dan 

sirdung. 

Tiéu 
chudn: 

TCCS 

B
a
o
 
q
u
a
n
:
 

Noi 
khé 

rdo, 
tranh 

anh 
sang, 

nhiétdé 
duéi 

30°C. 

K
h
é
n
g
 

dugc 
tiém 

Dé 
xa 

tam 
tay 

tré 
em 

B
o
c
k
y
 
h
u
d
n
g
 

dan 
str 

d
u
n
g
 

trudc 
khi 

diing 

L6 
SX/ 

Lot. 
No. 

: 
NSX/ 

Mfg. 
Date: 

HD/ 
Exp. 

Date 
; 

S4n 
xudt 

tal: 
C
é
n
g
 

ty 
CP 

Dugc 
VTYT 

Ha 
Nam 

C
u
m
 

CN 
H
o
a
n
g
 
Déng, 

Duy 
Tién, 

Ha 
Nam. 

$6 
DK: 

V
D
-
x
x
x
x
-
x
x
 

Khon 
pé PIROXOL 

2 8 £ Fi c 
a a
 

2 a 2 

1g duge tiém 
xa tém tay tréem 

dan st dung Doc ky hudng 
truéc khi ding 

E | 

LOSX/ Lot. No.: 
HD/ Exp. Date : 

San xuat tal: 

DROP 
Ambroxol hydroclorid 

15ma/ml ding, cdch ding va cdc théng 
Chi djnh, chéng chi dinh, ligéu 

tin khac: 
Xemtd hudng dan strdyng. 

Tiéuchugn:TCcs. 

Cum CN Hoang Bing, Duy Tién, 
Céng ty CP Dugc VTYT H3 Nam 

H3 Nam. 
Bao quan: Noi khé rdo, tranh 
nh séng, nhiét do dudi 30°C. 
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PIROXOL DROP 

nbroxol hydroclorid 15 mg/ml) 

PIROXOL DROP 

Cac déu hiéu lwu y va khuyén edo khi ding thudc 

Doc k§ hong dan sit dung trirée khi ding 

Dé xa tam tay tréem 

Thanh phan cong thive thuée 

M6i ml dung dich c6 chia: 

Ambroxol hydroclorid .........cc:cceeee 15,00 me. 

Taé duge g6m: Citric acid monohydrat, methyl paraben, propyl paraben, sucralose, sodium 

hydroxide, nude tinh khiét. 

Dang bao ché 

Dung dich udng. 

Dung dich déng nhat, dé uéng, khéng xuat hién cdc tiéu phan la. 

Chi dinh 

Bénh cap va man tinh 6 duong hé hap c6 lién quan dén sy ting tiét bat thudng eta dich 

phé quan va su van chuyén chat nhay bi suy gidm nhu: 

- Dot cp cia viém phé quan man. 

- Gian phé quan. 

- Viém phé quan dang hen. 

- Hen phé quan c6 rdi loan bai tiét. 

Cach ding, lidu ding 

Cach ding 

C6 thé pha lodng dung dich thuéc véi nude, nude ép trai cdy truée khi ding, 

Fa
y 

* 
M
o
S
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Liéu long 

Tré em du6éi 2 tudi: 

% ml / lan (10 giot/lan), 2 lan/ngay (tong duong véi 15 mg ambroxol hydroclorid/ngay). 

Dém giot truce tiép hoae str dung dung cy phan liéu kém theo va trang lai bang nudc sau 

khi str dung. 

Tré em ttr 2 - 5 tudi: 

% ml/lan (10 giot/lan), 3 lan/ngay (tuong duong véi 22,5 mg ambroxol hydroclorid/ngay). 

Dém giot true tiép hofe str dung dung cu phan liéu kém theo va trang lai bang nude sau 

khi str dung. 

Tré em tt 6 - 12 tudi: 

1 mi/lan (20 giot/lén), 2 - 3 lan/ngay (tuong duong voi 30 — 45 mg ambroxol 

hydroclorid/ngay). 

Newoi I6n va thanh thiéu nién tir 12 tudi tro lén: 

- 2 - 3 ngay dau: 2 ml/lan (40 giot/lan), 3 lan/ngay (trong duong véi 90 mg ambroxol 

hydroclorid/ngay). 

- Nhing ngay sau: 2 ml/lan (40 giot/lan), 2 lan/ngay (trong duong voi 60 mg ambroxol 

hydroclorid/ngay). 

Chong chi dinh 

Ambroxol hydroclorid khéng nén duge str dung trong cac trudéng hgp: 

- Man cam véi ambroxol hydroclorid hoc bat ky thanh phan nao ctia thuéc. 

- Thuéc chi duoc str dung cho tré dudi 2 tudi theo chi dan ctia bac si. 

2 Pa x A san A 
Canh bao va than trong khi ding thuéc 

Da cé bdo cao vé cac tic dung phy trén da nghiém trong nhu ban dé da dang, héi chitng 

Steven-Johnson (SJS), hoai tir biéu bi nhiém déc (TEN) va mun ban dang mun mii cAp tinh 

(AGEP) lién quan dén viée sir dung ambroxol hydroclorid. Do dé, trong truéng hop cd 

triéu ching hoae déu hiéu ctia phat ban tién trién (déi khi két hop véi mun nude hofc tén 

thuong niém mac), nén ngimg diéu tri bang ambroxol hydroclorid ngay lap tire va hdi y 

kién bac sy. 
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Piroxol Drop nén duge str dung than trong trong trudéng hop suy gidm chire ning phé quan 

va lugng dich tiét 16n (vi du trong héi ching dudng mat dc tinh hiém gap) vi cé thé dan 

dén nguy co tic nghén. 

Trong trudng hop suy gidm chire nang than hoae suy gan nang, chi st’ dung Piroxol Drop 

sau khi hoi y kién cua bac s¥. Doi vai cdc thudc cd qua trinh chuyén héa & gan va thai tre 

qua than, sé cé sy tich lity cac chat chuyén héa cua ambroxol hydroclorid 6 gan & ngudi 

suy than nang. 

Canh bdo ta direc 

Do thuéc c6 chita methyl paraben va propyl paraben nén c6 thé gay ra phan ting di tne. 

Sir dung thude cho phy nif c6 thai va cho con bi 

Phu nit eo thai 

Ambroxol hydroclorid qua duge hang rao nhau thai. Cac nghién ctru tién lam sang khéng 

chi ra tac hai truc tiép hode gian tiép ddi vdi viéc mang thai, sur phat trién ctia phdi thai/ 

thai nhi, kha nang sinh hoac su phat trién sau sinh. 

Cac nghién ctru lam sang sau tuan thir 28 cua thai ky khéng cho thay bang chitng vé tac 

dung cé hai di véi thai nhi. Tuy nhién, can tudn thi cdc bién phap phong ngira théng 

thudng lién quan dén viée str dyng thude cho phu ni¥ mang thai. Piroxol Drop khéng dugc 

khuyén khich su dung, dac biét la trong ba thang dau cua thai ky. 

Thoi ky cho con bi 

Trong cac nghién ctru trén d6ng vat, ambroxol hydroclorid vao duc sita me. Str dung trong 

thoi ky cho con bi khéng duoc khuyén cao. 

Kha nding sinh san 

Cac nghién ctu tién lim sang kh6ng chi ra tac dung co hai tryc tiép hoac gidn tiép dén kha 

nang sinh san. 

k a 2 & A 2 ze a . . P 
Anh hudéng cia thuoc lén kha ning Idi xe, vin hanh may méc 

Khéng cé bang chtrng vé anh hudéng ca thude dén kha nang Idi xe va su dung may méc, 

cac nghién ctru trong tmg chua duoc thyc hién. 
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Tuwong tac, twong ky ctia thudc 

Thuéde giam ho: Khi phéi hgp ambroxol hydroclorid véi cac thudc chong ho co thé dan dén 

tac nghén dudng hé hap do han ché phan xa ho. Do dé viée str dung phoi hop chi nén duroc 

chi dinh sau khi danh gia day du rai ro va loi ich trén bénh nhan. 

Tac dung khong mong mudn 

Nhitng thuat ngir sau day duge ding dé phan loai cdc tac dung phy dya trén tan suat: 

Rat thuong gap: >1/10; 

Thuong gap: =1/100 va < 1/10; 

it gap: >1/1000 va < 1/100; 

Hiém gap: >1/10000 va<1/1000; 

Rat hiém gap: <1/10000; 

Khong xac dinh: Khéng du bang ching dé két ludn. 

R6i loan hé thong mién dich 

Hiém gap: Phan (mg qua man, 

Khéng xéc dinh: Phan tng phan vé bao gém séc phan vé, phd mach va ngtra. 

Réi loan da va niém mac 

Hiém gap: Phat ban, néi mé day. 

Khéng xac dinh: Tac dung phy trén da nghiém trong : ban do da dang, hdi ching Steven- 

Johnson/hoai tir biéu bi nhiém déc va ban dang myn mo cap tinh. 

Réi loan hé than kinh 

Thuong gap: Rédi loan vi giae. 

Réi loan hé tiéu hod 

Thudng gap: Buén nén, khé nudt. 

it gap: Nén mira, tiéu chay, khé tiéu, dau bung, khé miéng, 

Hiém gap: Khé hong. 

Rat hiém gap: Tao bon. 
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Réi loan hé hap 

Thuong gap: Viém hong. 

Khong xac dinh: Kh6 thé (mot triéu ching eta phan (rng qua man). 

Khdc 

it gap: Sét, di tng da va niém mac. 

Do thuéc cé chita methyl paraben va propyl paraben nén cé thé gay ra phan ting di tng. 

Bao cao cac tac dung khéng mong mudn 

Viéc bao cdo cdc tac dung khéng mong muén sau khi thudc duge phé duyét la rat quan 

trong. N6 cho phép tiép tuc theo déi danh gia Igi ich / rti ro ctla thuéc. Cac chuyén gia 

cham soc strc khée duge yéu cau bao cao bat ky tac dung kh6ng mong muGn nao téi: 

Trung tém DI & ADR Quoc gia. 

13 - 15 Lé Thanh Tong, Ha Ndi. 

Website: www.canhgiacduoc.org.vn 

ran tes . ‘ - ra 
Qua liu va cach xi tri 

Cho dén nay, chua cé triéu chitng cy thé nao cua qua liéu duge bao cao. Cac triéu ching 

quan sat dugc do qué liéu ngau nhién hodc két hop thudc tring véi cdc tac dung phu cé thé 

xay ra 6 liéu khuyén cao va c6 thé can diéu tri triéu ching. 

Dae tinh duwoe lie hoe 

Nhom diroe ly: Ti hudc long dom. 

Ma ATC: ROSCBO6. 

Cac nghién ciru tién lém sang da chi ra rang ambroxol hydroclorid lam ting ty 1é tiét dich 

phé quan. Ambroxol hydroclorid céing lam tang san xuat chat hoat déng bé mat bang cach 

tan cong try tiép vao cae té bao phé nang loai 2 va cae té bao Clara trong khu vure cia 

durong dan khi nho va kich thich hoat déng ctia biéu mé c6é léng mao. Nhiing tac dung nay 

din dén giam d6 nhot cha chat nhay va cai thién qua trinh van chuyén chat nhdy (thanh 

thai chat nhay). Tac dung cai thién sy thanh thai chat nhay da duoge ching minh trong cac 

nghién ctu lam sang vé duoc ly. 
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Viéc tang bai tiét céc dich nhay va ting kha nang loai bé chat nhay cia niém mac, hd tr¢ 

lam long dom va tao diéu kién cho phan xa ho. 

Neghién cttu i vitro cho thay ambroxol hydroclorid cé tac dung chong viém. Sy giai phéng 

cytokin cua cac té bao don nhan va da nhan trong mau va mé da giam dang ké trong nghién 

ctru in vitro khi st dung ambroxol hydroclorid. 

Ambroxol hydroclorid lam tang dang ké noéng dé ctia khang sinh amoxicillin, cefuroxime, 

erythromycin va doxycycline trong dom va dich tiét phé quan. Nén chi ¥ dén trong tac 

nay khi diéu tri lam sang. 

Dac tinh duoc dong hoc 

Hap thu 

Ambroxol hydroclorid hap thu nhanh va hoan toan sau khi uong dang gidi phéng nhanh, 

tuyén tinh trong gidi han liéu diéu tri. Néng dé dinh trong huyét tuong dat duge trong vong 

1-2,5 gid sau khi uéng cac dang gidi phoéng nhanh va trong vong 6,5 git déi voi cdc dang 

giai phéng cham. 

Sinh kha dung tuyét déi sau khi uéng mét vién 30 mg la 79%, Vién nang giai phong kéo 

dai cho hiéu qua tuong duong 95% (tinh theo liéu) so véi vién nén cé cling hoat chat (liéu 

60 mg/ngay, 30 me/lan x hai lan/ngay). 

Phan bo 

Ambroxol hydroclorid phan b6 nhanh va réng khap tr mau téi céc m6, néng dé cao nhat 

ctia hoat chat la & phdi. Thé tich phan bé sau khi udng 1a 552 lit. 

Trong gidi han liéu diéu tri, thuéc lién két véi protein huyét tong khoang 90%, 

Chuyén héa va thai trie 

Khoang 30% liéu ding dudng udng bi thai trir boi sur chuyén hda lan dau. 

Ambroxol hydroclorid duge chuyén héa chii yeu 6 gan bang phan (mg lién hgp véi acid 

glucuronic va thy phan thanh acid dibromanthranilic (khoang 10% liéu dting). Cac nghién 

ctu trén microsome gan ngudi da chi ra ring CYP3A4 chiu trach nhiém chuyén héa 

ambroxol hydroclorid thanh acid dibromoanthranilic. 

Ba ngay sau khi uéng, khodng 6% ambroxol hydroclorid 6 dang ty do va khoang 26% dudi 

dang két hgp duge thai trv. 
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Théi gian ban thai cudi cing ctia ambroxol hydroclorid khoang 10 gid. Téng do thanh thai 

trong khoang 660 ml/phit, véi d6 thanh thai qua than la khoang 8% téng dé thanh thai. 

Sau 5 ngay, c6 khoang 83% tong liéu ding (dugc danh déu phéng xa) duoc thai trir qua gay ig & : 

nuée tiéu. 

Dodi trong ddc biét 

G nhting bénh nhan bi réi loan chite nang gan, sy thai try clia ambroxol hydroclorid bi 

giam. Diéu nay dan dén néng dé trong huyét tuong cao hon khoang 1,3-2 lan. Do hoat chat 

co pham vi diéu tri r6ng, khéng can thiét diéu chinh liéu. 

Dugc déng hoc cha ambroxol hydroclorid trén lim sang khéng bi anh huéng bédi tudi hoac 

gidi tinh. Do dé, khong can thiét diéu chinh liéu. 

Thite 4n kh6ng anh hung dén sinh kha dung ctia ambroxol hydroclorid. 

Quy cich déng géi 

H6p | chai 20 ml, 30 ml, 50 ml, 100 ml, kém dung cu phan liéu. 

ov A z Pa . an az aA ” & 
Diéu kién bao quan, han ding, titu chuan chat lrong ctia thuoéec 

Diéu kién bdo quan: Noi khé rao, tranh anh sang, nhiét dé dudi 30°C. 

Han diing: 24 thang ké tir ngay san xuat, 60 ngay sau khi mé nap. 

Tiéu chudn chat hrong ctia thude: TCCS. 

Tén, dia chi ctia co sé san xuat 

CONG TY CP DUQC VAT TU Y TE HA NAM 

={oude vary Te" 


