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MAU BANG KY HOP THUGC AMXOLPECT 30 MG
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Xam 1 hudng diin s dung ban trang hip.
46 khéngoud 30°C, trénh dnh s

i Ambroxol
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DUNG DlCH UONG CAC THONG TIN KHAC XEM T35 HUGNG DAN SU DUNG.
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REG.NO:

SPECIFICATION: MANUFACTURER'S STANDARD
BOX OF 04 BLISTERS X O5 TUBES X 5 ML

xS
mct

Ambroxol ; 3 0 m g

hydrochloride 30 mg
ORAL SOLUTION
NOT INJECTED [C r)

meolpect

30mg

COMPOSITION:

Ambroxol hydrochioride
Excipiants q.s for 5mi

INDICATIONS, CONTRAINDICATIONS, DOSAGE :
Please read the instructions,

STORAGE: Store balow 30°C, Ina dry place. Protect from light.

30mg

KEEP OUT OF REACH OF CHILDREN.
READ THE IN TION CAREFULLY BEFORE USE.
OTHER INF ATION READ THE PRESCRIPTION.

Manufaciurer:

Huynh Thi¢n Nehia

N \\ .l T\' : .:
 OANH

MEYER-BPC JOINT VENTURE COMPANY | .-
A3 National raad Mo B0, Phe Tan ward, Ban Tra cily, Ben Tre provinge-VN
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MAU DANG KY NHAN ONG THUOGC AMXOLPECT 30 MG

DUNG DICH UONG 5 ML
12 Bavn e M

Tang kich ¢8 300%

DUNG DICH UONG 5 ML
é\ Q_‘\ KHONG BUJC TIEM TIEU CHUAN: TCCS
ot F;

A mxolpect 30 mg Ambroxol hydroclorid 30mg

Hlusuh Phign Mgl
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MAU DANG KY HOP THUOC AMXOLPECT 30 MG

\\
:; mxolpect |
A — 30 mg
r THANHPHAN:
7”1 mxolpect vl
CHIBINH, CHONG CHIBINH, LIEU LUGNG VA CACH DUNG:

Ambroxol
hydroclorid 30mg 30 mg

DUNG DICH USNG

SOK; TIEU CHUAN: TCCS
HOP 20 GOI XSML

H\

MEYER-BPC

Han ding:
San xuét tai: 3

Xem 13 hudng dan sl dyng bén trong hép.
BAO QUAN: Noikns, nhiét dé khéng qud 30°C, trdnh nh séng.
pE XA TAM A TRE EM
POC KY HUGNG DAN NG TRUGC KHI DUNG.
CAC THONG TIN KHAC XEM T3 HUONG DAN Sif DUNG.

5816 8X:
Ngay SX:

CONG TY LIEN DOANH MEYER-BPC
S8 BA3 quéc 5 60 p.Phd Tan, thanh pha Bén Tre, tinh B&n Tre-Viét Nam ‘;-\
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Ambroxol
hydrochloride 30 mg 30 mg INDICATIONS, CONTRAINDIC
Please read the instructions.

3§AL SOLUTION

SPECIFICATION: MANUF ACTURER'S STANDARD
BOX OF 20 SACHETS X5 ML

A e

30mg

' ‘ m xo I p e Ct corm:;mhlunds 30mg 7

Excipients g.s for5ml

STORAGE: Store below 30°C. Ina dry place. Protact from light.

KEEP OUT OF REACH OF CHILDREN.

READ THE INSTRUCTION CAREFULLY BEFORE USE.
OTHER INFORMATION READ THE PRESCRIPTION.

Manufacturer:
MEYER-BPC JOINT VENTURE COMPANY

6A3 National road Mo 60, Phu Tan ward, Ben Tre city, Ben Tre province-YN

Huyuh Thi¢n Nehi
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MAU DANG KY NHAN GOI THUOC AMXOLPECT 30MG

; SE; TIEU CHUKAN. TCCS

; mxolpect
30 mg
THANH PHAN: ' mXO| pect
Ambroxolhydrociord 30mg Ambraxol
Té duge viiadi 5. hydroclorid 30mg 30 mg

CHIBINH, CHONG CHIBINH, LIEU LUGNG VA CACH DUNG:
Xemigk A-.II & lv .<> -..
BAOQUAN: Noikh, nhiét 85 khang qua 30°C, trénh dnh sdng.

BE XA TAM TAY CUA TRE EN DUNG DICH UONG

2OC K¥ HUONG DAN SUDNG TRUGC KHI DUNG. GOI 5 ML
CAC THONG TIN KHAC XEM TO HUGNG DAN SU DUNG.

5518 8%

Npay SX:

Han ding:
Sén xuét tal:
MEYER-BPC

CONG TY LIEN DOANH MEYER-BPC
56 6A3 quic B 60 p.Phi Tan, thanh pha Bin Tre, fish Bén Tre - Vit Nam
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MEVER-BPCY L

Huvah Thicn Nehia
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MAU DANG KY HOP THUOC AMXOLPECT 30 MG
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Ambroxol
hydroclorid 30mg 30 mg

DUNG DICH UONG
L TR chull: Tecs
HOF | CHAIX 30 ML

E mxolpect

30mg

Ambroxoihydrocloid  30mg
T dugovita 80 5 ml.

CHIDINH, CHONG CHi BH, LIEU LUIONG VA CACHDIING
BAGQUAN: Noi ko, gt 68 Khingua 30C o o séng.
oF XA TAM TAY CUA TRE EM

BOC KT HUONG DAN SU DUNG TRUGE KHI DING.
GAC THONG TIN KHAG XEM T3 HUONG DA U/ DUNG.

5616 8X: [
Ngay SX:
Han diing:

Sdn xust tai:
CONG TY LIEN DOANH MEYER-BPC
B4 BAY quie i 53 . PR Tan, Sbnh phd BEn Tre, tinh B Tre-vigt Mam
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Ambroxol
hydrochioride 30mg 30 mg

ORAL SOLUTION
.o

FPECIFICATION NANT ASTUMEITS STANDAST
Bt OF | BOTTLE X 30ML.

{ AChaipac

30 mg

COMPQSITION:
Amaroxol hydrochioride

OTHER INFORMATION READ THE PRESCRIPTION.

Manufacturer:
MEYER-BPC JOINT VENTURE COMPANY!
EA3 Natonal road No 50, Phy Tan ward, Ben Tre city, Ben Tre prowince-VN
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MEYER-BPC
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MAU BDANG KY NHAN THUOC AMXOLPECT 30 MG
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MAU DANG KY HOP THUOC AMXOLPECT 30 MG

Ambroxol

SOH:

NN

% | MEYER-BPC

3; 1+ mxolpect

hydroclorid 30mg 30 mg

DUNG DICH UONG

iU cHUkN, TECS
HOP 1 CHAL Y 60 ML

; mxolpect

30 mg

THANH PHAN:

Ambroxol hydraclorid 30mg

Td duge viia g Smi,

CHIBINH, CHONG CHIBINM, LIEU LUGNG VA CACH DUNG:

Ana din et d

BAOQUAN: u;kha,nwimmnq:m}}c.nwm séng. /

DE XA TAM TAY CUA TRE EM
BOC KT HUGNG DAN SU DUNG TRUGC KHI DUNG.
CAC THONG TIN KHAC XEM TO HUGNG DAN

55616 BX:
Ngay SX-
Han ding:

Sdn xuslt 1gi:
CONG TY LIEN DOANH MEYER-BPC |
58 BAZ quic 1 60 p.Pha Tan, thiinh phé B&n Tra, tin Bl Tre-Vidt Nam ;

i

% M.S.p 2



https://trungtamthuoc.com/

bwpg '\,

padjoxw gg:
ol \

%d

30 mg

/;-\A"mxolpect

Ambroxol COMPOSITION:
hydrochloride 30 mg 3 0 mg Ambrovolhydrochioride  30mg
Excipients q.sfor§ml
INDICATIONS, CONTRAINDICATIONS, DOSAGE :
Please read the insiructions.

ORAL SOLUTION STORAGE: Store below 30°C. In a dry place. Protact from light.
REQ NG

KEEP OUT OF REACH OF [
b ke READ THE INSTRUCTION CAREFULLY BEFORE USE.

OTHER INFORMATION READ THE PRESCRIPTION.

Manutaclurer:
MEYER-BPC JOINT VENTURE COMPANY
A3 National road No 60, Pha Tan ward, Ban Tre clty, Ben Tre province-WN
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MAU BPANG KY NHAN THUOC AMXOLPECT 30 MG

( A

SEK. TIEU CHUAN: TCCS HOP 1 CHAL X 60 ML

THANH PHAN
Arbtu! nnetord 30mg
. a" e
"1 mxolpect [mioemol

BAD OUAN: Mo ), i 88 it cuid 30T Wik e e
Ambroxol BE XA TS TAY CUATRE M

ydroclorid 30mg S0 MG sicxmimasinsimae meconsme

DUNG DICH UONG
/ Sdn xudl tp1:
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) MAU DANG KY
TG HUGNG DAN SU DUNG THUGC DUNG DICH UGNG AMXOLPECT 30mg

Tigéu chuén: TCCS

AMXOLPECT 30mg
Boc k§ hudng dén sif dung trudc khi ding
Dé xa tdm tay tré em

Théng bdo ngay cho béc si hojc dugc si nhiing phan Ung
c6 hai gap phai khi sif dung thuéc

Thanh phén, ham lugng cla thudc:
Ambroxol hydroclorid 30 mg

T4 duge: PEG 6000, PVP K30, glycerin, sorbitol 70%,
sucralose, acid citric, nipazin, nipazol, natri benzoat,
carboxymethylcellulose sodium, menthol, lychee flavour,
amaranth red, ponceau, sunset yellow, nudc RO via dd 5 ml.

Mé tA san phdm:

- Chat Iéng trong, d6ng nh&t, mau dd, vi ngot hoi ddng hai
the, thom mai trdi vai.

Qui cach déng goi:
- Hop 20 6ng x 5 ml.
- Hop 20 géi x 5 ml.
- H6p 01 chai x 30 ml.
- Hoép 01 chai x 60 ml.

HUGNG DAN SU DUNG THUSC CHO NGUSI BENH

Thuéc dung cho bénh gi:

Céc bénh cdp va man tinh & dudng hé hdp cd kém téng
tiét dich ph& quén khéng binh thudng, dac biét trong dgt cdp
cla viém phé quan man, hen phé& quén.
Nén ding thuéc nay nhu thé nao va liéu lugng:
* Céch dung:

Udng vdi nudc sau khi &n.
* Liéu ding:

- Liu diéu tri rdi loan hé hdp cép va diéu tri ban ddu cla
bénh man tinh:

+ Ngudi I6n va tré em trén 12 tudi: 10 mifdn, 2
I&n/ngay.

+Tré em 6 — 12 tudi: 5 mi/ 1&n, 2 - 3 l&n/ngay.
+Tréd em 2 -5 tudi: 2.5 ml/1&n, 3 lAn/ngay.
+Tré em 1 -2 tudi: 2.5 ml/14n, 2 lan/ngay.

- Gidm nua liéu sau 14 ngay diéu tri.

- Trudng hgp liéu dung 2,5mi/ 14n, nén sit dung dang
thuSc d6ng chai cé kém theo cdc dong c6 chia vach.

Khi nao khéng nén diing thuéc nay:

- Ngudi bénh da bi€t qua mén v&i ambroxol hodc céc
thanh phédn cta thudc.

- Loét da day ta trang tién trién.
Tac dung khéng mong muén:
Thuéng gép, 1/100 < ADR < 1/10

Tigéu héa: Tai bién nhe nhu g néng, khé tiéu, ddi khi budn
nén, nén.

it gap, 1/1.000 < ADR < 1/100
Di Ung, chii yéu phat ban.
Hiém gap, 1/10.000 < ADR < 1/1.000

Phdn ng kiéu phan vé cép tinh, ndng, nhung chua chic
chdn 1a cé lién quan dén ambroxol, miéng khé va ting cac
transaminase.

Hudng dén céch xi tri ADR
Nguing diéu tri néu cén thiét.
Théng bdo ngay cho béc si hodc duge si nhing phan tng cé
hai gép phéi khi st dung thuéc
Nén trdnh ding nhling thuc hodc thuc pham gi khi dang
su dyng thudc nay:

- Ding ambroxol vdi khdng sinh (amoxyeilin, cefuroxim,
erythromyein, doxycyclin) lam tdng néng dé khang sinh trong
nhu mé phdi.

- Khdng phdi hgp ambroxol véi mét thudc chéng ho (thi du
codein) ho&c mét thudc lam khd dom (thi du atropin): Phéi
hop khéng hop Iy.

Cén lam gi khi mét Idn quén dung thuéec:

Khi mét 18n quén ding thuSc, hdy ding thudc ngay khi
nhd ra. Tuy nhién, néu nhu gén dén thdi gian ding liéu ké
tiép, thi bd qua liéu d& quén. Khéng nén dung liéu gdp ddi dé
bl cho mét liéu d& quén. TSt nhdt nén tham khao y kién ca
bac si, dugc si.

Cén bao quan thudc nay nhu thé nao:

Bdo quédn thuSc & noi khd, nhiét dg khéng qua 30 °C,
tranh anh sdng.
Nhing déu higu va triéu chun ng thudc qué liéu:

Chua c6 bdo cdo vé& dau hiéu qua liéu.

Cén lam gi khi dung thuéc qua liéu khuyén céo:

Néu xdy ra qua lidu, cdn ngifng thudc va diéu tri triéu ‘:’§
chung. :j
Nh{Ing diéu cén than trong khi ding thudc nay: 7

- Cén chii y v6i ngudi bj loét dudng tidu héa va céc trudng i
hop ho ra mdu, vi ambroxol ¢6 thé 1am tan cédc cyuc déng fibrin °
va 1am xult huyét trd lai. -

- Chi diéu tri ambroxol mét dgt ngén, khéng d& phai tham
kham lai.

- B&nh nhan méic cédc rdi loan di truyén hiém gép vé dung
nap fructose, khéng nén sir dung thudc nay do thanh phin ta
dugc cta thudc cé sorbitol.

- Thanh phén t4 dugc cla thudc cé chida nipazin, nipazol,
amaranth red, ponceau, sunset yellow cé thé gy phan dng di
ung.

* Truding hop phu nd cd thai va cho con bu:

Phy ni ¢6 thai : Chua cd tai liéu ndi dén tdc dung xdu khi
diing thudc trong lic mang thai. DU sao cling cdn than trong
khi dung thuc nay trong 3 thang déu cla thai ky.

Théi ky cho con bu: Chua cé théng tin v& ndng dé cd
bromhexin cling nhu ambroxol trong sda. Tuy nhién vi an toa
khéng nén dung Amxolpect 30 mg cho ngudi cho con bud.

" Trudng hgp lai xe va van hanh mdy méc: Chua cé du lié
nghién cuu.

Khi ndo cén tham van Bac si, Dugc si:

Né&u ban cam thdy bét thudng trong khi diing thuéc, nén
lién lac vdi bac sTcla ban.

Néu cén thém théng tin xin hdi y kién Bac si hodc Dugc si.
Han ding clia thuc: 24 thang ké 1 ngay sin xuét.




https://trungtamthuoc.com/

HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

Dugc luc heoc:
Nhém duge ly: Thude long dém.
Ma ATC: RO5CB06

Ambroxol |& mét chét chuyén héa clia bromhexin, ¢ tac
dung va cbng dung tudng ty nhu bromhexin. Ambroxol ¢é tdc
dung lam d&m I1&ng hon, it quanh hon nén dé bj t6ng ra ngoai,
vi vay thuBc cé tédc dung long dém. Mot vai tai liéu cé néu
ambroxol cai thién dugc triéu ching va lam gidm sb dgt cdp
tinh trong bénh phdi tdc ngh&n man tinh néng.

K&t qua nghién cdu gén day cho thdy ambroxol cé tinh
chat khdng viém va cd hoat tinh clia chat chéng oxy héa.
Ngoai ra, ambroxol con ¢é tdc dung gay té tai chd théng qua
chen ké&nh natri & mang t& bao. Ambroxol cé thé kich thich
téng hop va bai tiét chét dién hoat phé& nang. ThuSc da dugc
coi l1a mdt ch&t hoat héa chat dién hoat phé& nang. Tuy vay,
thuc khéng cé hiéu qué khi ding cho ngudi me dé phong hoi
chdng suy hd hép & trd so sinh, nhung thudc cd hiéu qud
khigém t8n khi diéu tri sém cho tré nhd phét bénh.

Dugc dgng hoc:

Ambroxol hdp thu nhanh sau khi udng, thudc khuéch tdn
nhanh ti mau d&n mé vd&i néng dé thuSc cao nhét trong phdi.
Sinh kha dung khodng 70%. Néng dé 18i da trong huyét tuang
dat dudgc trong vong 0,5 — 3 gid sau khi dung thudc. Véi liéu
diéu tri, thudc lién két véi protein huyét tuong xdp xi 90%.
Nla ddi trong huyét tuong ti 7 — 12 gid. Ambroxol dugc
chuyén héa chd y&u & gan. Thudc bai tiét qua than khodng
90%.

Chi dinh:

Céc bénh cdp va man tinh & dudng hd hdp c6 kém tang
ti&t dich phé qudn khéng binh thudng, d4c biét trong dgt cdp
clia viém phé quin man, hen ph& quén.

Liéu lugng va cach dung:
Cach dung:

Udng vé&i nudc sau khi an.
Liéu dung:

- Liéu diéu tri r8i loan hé hdp cdp va diéu tri ban ddu cla
bé&nh man tinh:

+ Ngudi I6n va trd em trén 12 twdi: 10 middn,
2 lan/ngay.
+Tré em 6 — 12 tudi: 5 mi/ 14n, 2 -3 |&n/ngay.
+Tré em 2 -5 tudi: 2.5 mi/1&n, 3 14n/ngay.
+Tré em 1 -2 tudi: 2.5 mi/l&n, 2 l&n/ngay.
- Gi&m nda liéu sau 14 ngay diéu tri.
- Trudng hop lidu dung 2,5ml/ ldn, nén si dung dang
thuSc déng chai c6 kém theo c8c dong cé chia vach.
Chéng chidinh:
- Ngudi bénh da biét qua min vdi ambroxol hodc céc

thanh phan cla thudc.
- Loét da day t4 trang ti€n trién.

Théan treng:

- Cén chi ¥ v&i ngudi bi loét dudng tiéu hda va céc trudng
hgp ho ra méu, vi ambroxol cé thé 1am tan céc cuc ddng fibrin
va lam xudt huyét trd lai.

- Chi diéu tri ambroxol mét dgt ngén, khéng d8 phai tham
kham lai.

- Bénh nhan méc cdc r8i loan di truyén hiém g&p vé dung
nap fructose, khéng nén s dung thudc nay do thanh phén t4
dugc cla thudc c6 sorbitol.

- Thanh phén ta dugc cia thudc cé chida nipazin, nipazol,
amaranth red, ponceau, sunset yellow cé thé gay phan ing dj
ung.

* Truéng hop phu ni cd thai va cho con bu:

Phu ni ¢6 thai : Chua c6 tai liéu néi d&n tdc dung xau khi
dung thudc trong Iic mang thai. DU sao ciing cdn than trong
khi diing thudc ndy trong 3 thdng déu cla thai ky.

Thdi ky cho con bd: Chua cé théng tin vé néng d6 cla
bromhexin cling nhu ambroxol trong siia. Tuy nhién vi an toan
khéng nén dung Amxolpect 30 mg cho ngudi cho con bu.

* Trudng hop ldi xe va van hanh mdy méc: Chua cé dir liéu
nghién cuu.
Tuong tac thudce:

- Ding ambroxol vdi khdng sinh (amoxycilin, cefuroxim,
erythromycin, doxycyclin) lam tang néng d6 khang sinh trong
nhu md phéi.

- Khéng phéi hgp ambroxol véi mdt thude chéng ho (thi du
codein) hodc mét thuSc 1am khd dom (thi du atropin): Phéi
hop khéng hap 1y.

Téc dung khéng mong muén:
Thudng gap, 1/100 < ADR < 1/10

Tiéu héa: Tai bi€n nhe, nhu g néng, khé tiéu, d6i khi budn
ndn, nén.

It gap, 1/1.000 < ADR < 1/100

Di Ung, chl y&u phéat ban.
Hiém gap, 1/10.000 < ADR < 1/1

Phén dng ki€u phdn vé c4p tinh, ndng, nhung chua chic.
chén 1a ¢6 lién quan d&n ambroxol, miéng khd va tadng cédc
transaminase.

Hudng dén cach xi tri ADR

Ngung diéu tri néu cén thiét.

Théng béo ngay cho bac sT hodc dugc st nhilng phén Uing ct
hai gap phai khi sU dung thuc
Qué liéu va cach xd tri:

Chua cé bdo cdo vé diu hiéu qua liéu. Néu xay ra qua
liéu, cdn ngling thudc va diéu tri tridu ching.

Ngay xem xét sita dél, cap nhat lai néi dung hudng dén sir

dung thuéc:

TR EC

San xuat tai:
CONG TY LIEN DOANH MEYER-BPCTY

PTRUGNG PHONG



