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15mg
THANH PHAN:
Amiroxol hydroclonid 16myg
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CHIBINH, CHONG CHI DINH, LIEU LUGNG VA CACH DUNG:
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REG.NO:
SPECIFICATION: MANUFACTURER'S STANDARD
BOX OF O4 BLISTERS X OS TUBES X 5 ML

Cas
A mxolpect

Ambroxol

hydrochloride 15 mg151M(
ORAL SOLUTION

s

%;ct

15mg '

|

COMPOSITION: |
Ambroxol hydrochicride 15mg

Excipiants g.5for §ml |

INDICATIONS, CONTRAINDICATIONS, DOSAGE :
Please read Ine ing iructons.
STORAGE: Store below 30°C. Ina dry place. Profect lrom ight

KEEP OUT OF REACH OF CHILDREN. i

READ THE INSTRUCTION CAREFULLY USE.
OTHER INFORMATION FTION.

Manutacturer:
MEYER-BPC JOINT VENTURE COMPANY
A3 Nationad read Mo 80, Phu Tan ward, Ben Tra dify, Ben Tre provnes-YN
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MAU DANG KY NHAN ONG THUOC AMXOLPECT 15 MG

| &4 Bepan SEETE £
Tang kich c¢d 300%

DUNG DICH UONG 5 ML
é\ ! KHONG BUGC TIEM TIEU CHUAN: TCCS
— mx0|pe¢t 15mg  Ambroxol hydroclorid 15 mg '

GIAM DOC
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MAU DANG KY HQP THUOC AMXOLPECT 15 MG

m meolpect
' rﬁ | THANHPHAN: 15mg
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HOP 20 GOI X5 ML

E Tédugeviradd 5 mi.

. | Ambroxol _ 1 | CHIBINH, CHONG CHIBINH, LIEU LUGNG VA CACH DUNG: -

=. -: hydroclorid 15 mg Smg |, Xomt&hudngdinedcyngbin tronghop ~

; [ ! BAOQUAN: Ndikhé, nhiét d) khang qué 30°C, trénh &nh sdng.

' :i nén;:u TAY CUA TRE EM |
_ c : DOC KY HUGNG DAN 5 DUNG TRUGC KHI DUNG. =
‘ 21.! e iin:e?cnli?zg CAC THONG TIN KHAC XEM T8 HUONG DAN SUDUNG. | 1
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Han ding.
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' ~ / COMPOSITION: 15mg
E F ad \ mxo I pe Ambroxol hydrochioride  15mg

Excipients g.s for 5 ml

Ambroxol INDICATIONS, CONTRAINDICATIONS, DOSAGE :

hvdrochloride 15 mg1 5mg P SR

STORAGE: Store below 30'C. In adry place. Pratect from ight.

KEEP OUT OF REACH OF CHIL|

ORAL SOLUTION READ THE INSTRUCTION CAREFULLY BE
REGNO: OTHER INFORMATION READ THE PRESCRIPTION.

SPECIFICATION, MANUFACTURER'S STANDARD
BOX OF 20 SACHETS ¥ 5 ML

Manufacturer:
MEYER-BPC JOINT VENTURE COMPANY
6A3 National road Mo 60, Phu Tan ward, Ben Tre city, Ben Tre province-YN

b

MEYER-BPC
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MAU DANG KY NHAN GOI THUOC AMXOLPECT 15 MG

I SBK: Titu cHUKN. TeCSs
;mxolpect

15mg
j THANH PHAN:
| e 1 mxolpect

CHIBINH, CHONG CHI BINH, LIEU LUGNG VA CACH DUNG. Ambroxol 1 5 |
| Xom 10 hudng diin s dyng biin rang hip. : |
: SAOCUN: ol Al i) e A0, b hydroclarid 15 mg mg |

BE XA TAM TAY CUA TRE EM = |
BOC KV HUGNG DAN SU DUNG TRUGC KHI DONG. DUNG DICH UONG [
CAC THONG TIN KHAC XEM T8 HUONG DAN SU DUNG. GOI 5 ML

sbis sx:
Naly BX
Han aing:

Sén xudt tal:
| CONG TY LIEN DOANH MEYER-BPC
| 55.6A3 quficlé 80 pPhi Tin, ik oh Bin Tre, oh B4 Tre - Vi Nam OI
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MAU DANG KY HOP THUOC AMXOLPECT 15 MG
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| Ambroxol THANH PHAN: Ambroxol COMPOSITION: |
| hydroctorid 15mg 15MQ Mot 16wg hydrochioride 15mg 15MQ noitaraics  (5ng

T vimdhSml xoiplonts . ior 5ml |
' ud;:: i " iyt & cACH Dl INDICATIONS, CONTRAINDICATIONS, DOSAGE | |
| Yiam 12 nuading diln 6.3 urg b pong hip. Mrﬂmmme:h o
| - a i’ |
! DUNG DICH UGNG = Buasiiasens | ORAL SOLUTION =,
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| 1O Al X 28 L DO MG rlal 5 Soa TRNSE (0 Bl oot i READ THE INSTRUCTION GAREFULLY BEFRIE USE.
! chc THiwG TI KHAC 2EN T8 midno oka ST DUNG. OTHER INFORNATION READ THE PRESCRIPTION., 3
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MAU DANG KY NHAN THUOC AMXOLPECT 15 MG
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MAU PANG KY HOP THUOC AMXOLPECT 15 MG

(Boaipec

Ambroxel
hydroclorid 15 me 1 5mg

DUNG DICH UONG

B, TiEu ke TOCS
B | A ¥ L

MEVER-BPC
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15mg
THANH PHAN:
Ambrownl hpdraciand 15mg
Ta duicic wiiad Sml

CHIBINN, CHENG CHIDINH, LIEULUONG VACACHDUNG: |
S 1 haiing ik ail i ng bl tong hép
BADGUAN: Nl knd, nbil 80 néng ud 30°C. woah Smhedng. |

of A TAM TAY COA TRE BN
BOC KY HUGNG DAN 507 DUNG TRUAC K DUMG,
CAC THONG TIN KHAC XEM T¢ HUONG AN SUDUNG. |

B i BX |
Ngay BX:
Han ding:

Sdn xud gt
CONG TY LIEN DOANH MEYER-BPC |
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Ambrorxol
hydrochioride 15mg 15Mg

ORAL SOLUTION

AL W
SPECHICATION. MANUF ACTURER'S 8T ANDARD
BUX OF 1 BOTLLE X485 ML

Y o

%ﬁp‘m

15mg ra

COMPOSITION:
Ambroed hydrochlarice 15mg
Exgipients .5 jor Smi !
INDICATIONS, CONTRAIN| , DOSAGE . |
Plaaka raad the natructons. |
§ : Gtrw beiow 30'C. Inadry placa Protact from iigr

KEEP DUT OF REACH OF CHILDREN,
READ THE INSTRUCTION CAREFULLY BEFORE USE.
OTHER INFORMATION READ THE PRESCRIPTION.

Manuiacturer: |
MEYER-BPC JOINT VENTURE COMPANY |
BAY Nuinasi rad Mo 68, #ha Tan wasd, Ben Tre oy, Ben Treprovrce Wi |
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MAU DANG KY HOP THUOC AMXOLPECT 15 MG

7”1 mxolpect
Ambroxol
hydroclorid 15 mg 15mg

DUNG DICH USNG

: Tty cHukne Toos
HOP § CHALY B0 ML

%e‘a

15mg

THANH PHAN:
Ambrownd hydrociorid 15myg
i dodo vila 0 Sml,

CHIDINH, CHONG CHIBINH, LIEU LUGNG VA CACH DUNG:
Nam i sdng dlin s dyng bén trong g

BADQUAN: Neiknd, nhiétdokhing qua 30°C, trinf anh séng.

B XA TAM TAY CUA TRE EM
BOC KY HUGNG DAN S0 DUNG TRUSC KHI DUNG.
CAC THONG TIN KHAC XEM T3 HUGNG DAN SU DYNG.

818 8X:
Ngay 8X:
Han ding:

Sdn cusit tpl:
CONG TY LIEN DOANH MEYER-BPC

55 8AY quic ¥ 80 p Pra Thn, thisn® phd Bdn Tra, tinn Bén Tre- Vil Nam




https://trungtamthuoc.com/

bwg| E \

padjoxw E’

|
|

[

| E mxolpect
i 15mg
; mxolpect

Ambroxol COMPOSITION:
hydrochioride 15 mg1 Smg Ambroxol hydrochloride 15mg
Excipients q.sfor §ml
INDICATIONS, GONTRAINDIGATIONS, DOSAGE : |
| Please readthe instuctions |
STORAGE: Store befow 30°C. in a dry place. Protact from light. !

ORAL SOLUTION '

| REGNO: KEEP OUT OF REACH OF CHILDREN.
SPECIACATION MANLIFACTURTR'S STANCIARD READ THE INSTRUCTION CAREFULLY BEFORE USE.
I OTHER INFORMATION READ THE PRESCRIPTION.

Mznutacturer:

MEYER-BPC JOINT VENTURE COMPANY
6A3 Mateonal waad Na 60, P Ton ward, Ban Tre dlty. Ban Tra pravines-VN
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MAU BANG KY NHAN THUOC AMXOLPECT 15 MG
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) MAU DANG KY
TO HUGNG DAN SU DUNG THUGC DUNG DICH UONG AMXOLPECT 15mg

Tiéu chudn: TCCS

AMXOLPECT 15mg

Boc k¥ hudng din sif dung trudc khi ding
D€ xa tdm tay tré em
Théng bdo ngay cho bac si hodc dugc si nhiing
phan ung c6 hai gép phai khi sti dung thudc
Thanh phén, ham lugng clia thudc:
Ambroxol hydroclorid 15 mg

Ta duge: PEG 6000, PVP K30, glycerin, sorbitol
70%, propylen glycol, nipazin, nipazol, natri benzoat,
sucralose, acid citric, cherry flavour, ponceau 0,5%,
carboxymethylcellulose sodium, nudc RO viia dd 5 ml.

M6 ta sdn phdm:

- Chdt Idng trong, d6ng nhat, mau dd, vi ngot nhan
déng, tham mui cherry.

Qui cach dong goi:
- Hop 20 &ng x 5 m;
- H6p 20 gbi x 5 ml;
- HOp 01 chai x 25 ml;
- H6p 01 chai x 45 ml;
- Hop 01 chai x 60 ml.
HUGNG DAN SU DUNG THUBC CHO NGUSI BENH
Thuéc ding cho bénh gi:

Céc bénh cdp va man tinh & dudng hd hdp cé kém
tang tigt dich ph& quan khdng binh thudng, dic biét
trong dgt cap cla viém phé quan man, hen phé& quén.

Nén dung thudc nay nhu thé nao va liéu lugng:
* Céch dung:

Uéng véi nudc sau khi &n.
* Liéu dung:

Lidu diéu tri r8i loan hd hdp cdp va diéu tri ban ddu
cla bénh man tinh:

- Ngusi I6n va tré em trén 12 tudi: 10 — 20 mi/4n,
2 lan/ngay.
-Tréd em 6 — 12 tudi: 10 mi/l4n, 2 - 3 14n/ngay.
-Trd em 2 -5 tudi: 5 ml/idn, 3 I&n/ngay.
-Tré em 1 —2 tudi: 5 ml/idn, 2 lAn/ngay.
Giam nia liéu sau 14 ngay diéu tri.
Khi nao khéng nén diung thudc nay:

- Ngusi b&nh da bi&t qua m&n vdi ambroxol hodc
céc thanh phéan cla thudc.

- Loét da day ta trang tién trién.
Téc dyng khéng mong mudn:
* Thudng gap, 1/100 < ADR < 1/10

Tiéu héa: Tai bién nhe, nhu ¢ néng, khé tidu, ddi
khi budn nén, nén.

* it gap. 1/1.000 < ADR < 1/100

Di tng, chil y&u phat ban.

* Hiém gap, 1/10.000 < ADR < 1/1.000

Phdn tng ki€u phdn vé cdp tinh, ndng, nhung chua
chéc chéan la c6 lién quan dén ambroxol, miéng kho, va
tAng cac transaminase.

Huéng dan cdch xu tri ADR:
Ngting diéu tri néu cén thiét.
Théng bdo ngay cho bac sT hodc dugc sTnhing phan
dng c6 hai gdp phai khi st dung thuéc
Nén tranh diing nhiing thudc hodc thyc phdm gi khi
dang sif dung thudc nay:

- Dung ambroxel véi khéang sinh (amoxycilin,
cefuroxim, erythromycin, doxycyclin) 1am ting néng dé
khang sinh trong nhu mé phéi.

- Khdng ph&i hgp ambroxol véi mét thudc chéng ho
(thi du codein) hodc mét thudec lam khd ddm (thi du
atropin): Ph&i hgp khéng hop ly.

Cén lam gi khi mét Ién quén dung thudc:

Khi mét lan quén dung thuée, hay dung thuéc ngay
khi nhd ra. Tuy nhién, néu nhu g&n d&n thdi gian ding
liu ké tiép, thi bd qua liéu d& quén. Khéng néd dung
liéu gdp d6i A& bu cho mét liéu da quén h&t nén
tham khao y kién clia bac si, dugc si.

Can bao quan thudc nay nhu thé nao:

Bao quan thuéc & noi kho, nhiét 48 khéng qué 30°C,
tranh anh sang.

Nhiing ddu hiéu va triéu ching khi dung thudc qua
liéu:

Chua c6 bdo cdo vé ddu hiéu qua lidu.

Cén lam gi khi dung thu8c qua liéu khuyé&n cdo:

Néu xdy ra qué liéu, cdn ngling thudc va diéu trj
trigu ching.

Nhiing diéu cén than trong khi dung thudc nay:

- CAn chu ¥ véi ngudi bj loét dudng tidu héa va céac
trudng hop ho ra méu, vi ambroxol cé thé Iam tan céc
cuyc déng fibrin va lam xudt huyét trd lai.

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

- Bé&nh nhan mic céc rdi loan di truyén hiém gép vé

dung nap fructose, khéng n&n sl dung thudc nay do
thanh phén ta dugc cla thudc co sorbitol.

- Thanh phan ta dugc cla thubc c6 chiia ponceau ¢
th& gay phan (ng di dng.

- Thanh phén t4 dugc cla thudc c6 chiia propylen
glycol, natri benzoat cé thé gay kich (ing da.
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* Trudng hgp phu ni cé thai va cho con bu:

- Phy nii ¢ thai - Chua cé tai lidu néi dén tac dung
xdu khi dung thudc trong lic mang thai. DU sao ciing
céin than trong khi diung thuc nay trong 3 thdng diu
cla thai ky.

- Thdi ky cho con bu: Chua cé théng tin v& ndng dd
clia bromhexin cling nhu ambroxol trong siia. Tuy nhién
vi an toan khéng nén ding Amxolpect 15 mg cho ngudi
cho con bu.

* Truong hop léi xe va van hanh may mdéec: Chua cé dir
lidu nghién cuu.
Khi nao c4n tham van Baéc si, Dugc si:

Né&u ban cdm thay b4t thudng trong khi ding thudc,

nén lién lac vdi bac s cla ban.

Né&u cdn thém théng tin xin hdi y kién Bdc si hodc
Dudgc si.

Han ding ciia thudc: 24 thang ké ti ngay san xuét.

HUGNG DAN SU DUNG THUBC CHO CAN BO Y TE
Dudc lyc hgc:
Nhém dugc ly : ThuBc long dom.
Ma ATC : RO5CBO06.
Ambroxol 1a mét ché&t chuyén héa clia bromhexin, 6

Cach dung:

Uéng véi nudc sau khi &n.
Liéu dung:

Liéu diéu tri r8i loan hd hap cip va diéu tri ban d4u
clia bénh man tinh:

- Ngudi I6n va tré em trén 12 tudi: 10 — 20 ml/lan,
2 1&n/ngay.

-Tré em 6 — 12 tudi: 10 mi/i&n, 2 - 3 l4n/ngay.
-Tré em 2 -5 tudi: 5 ml/lan, 3 14n/ngay.

-Tréem 1 -2 tudi: 5 mi/i&n, 2 I&n/ngay.

Giam niia liéu sau 14 ngay diéu tri.

Chéng chi dinh :

- Ngugi bénh da biét qua mén véi ambroxol ho#c
céc thanh phén cla thubc.

- Loét da day t4 trang tién trién.

Than trong:

- CAn chu y v&i ngudi bj loét dudng tiéu héa va cac
trudng hgp ho ra méu, vi ambroxol ¢é th lam tan cac
cuc déng fibrin va lam xuAt huyét trd lai.

- Chi diéu tri ambroxol mét dgt ngén, khdng dd phai
th&m kham lai.

- Bénh nhan méc c4c rdi loan di truyén hi€ém gap vé
dung nap fructose, khong nén sl dung thuéc nay do
thanh phén t& dugc cla thudc cé sorbitol.

- Thanh phén ta dugc cla thuc cé chia ponceau co

tdic dung va cobng dung tuong ty nhu bromhexin.
Ambroxol cé tac dung lam ddm léng hon, it quanh hon thé& gay phan (ng dj ting. T N
nén d& bj t8ng ra ngodi, vi vay thuéc c6 tac dung Iong  _ Thanh phén t4 dugc ciia thuSc cé chda propylen”

?f:’“' I:IO! "é‘; :gi ”e_“é co g?";ta’;b?“:*‘ cai ﬂ;ienhd‘f; glycol, natri benzoat c6 thé gay kich ung da. CONG TY
riéu ching va lam gidm s c&p tinh trong bén i \
¢ 9 - 9 DR PROL . riseng i phy it 06 thal v aho con ba: N DOAN

tdc nghén man tinh néng. S
- Phu ni7 ¢ thai : Chua cé tai liéu n6i’e®n tac dung’Y ER - BF

K&t quéa nghién clu gdn day cho thdy ambroxol cé
tinh chat khang viém va cé hoat tinh clia ch&t chéng oxy
héa. Ngoai ra, ambroxol con cé tac dyng gay té tai chd
théng qua chen ké&nh natri 8 mang t& bao. Ambroxol c6
thé kich thich t8ng hgp va bai ti&t ch&t dién hoat phé
nang. ThuSc d& dugc coi la mdt chat hoat hoa chat dién
hoat ph& nang. Tuy vdy, thuSc khéng c6 hiéu qué khi
dung cho ngudi me d& phong hdi ching suy hé hap &
tré so sinh, nhung thudc cé hiéu qué khiém tdn khi diéu
trj sém cho tré nhé phat bénh.

Dugc ddng hgc:

Ambroxol hdp thu nhanh sau khi uéng, thuéc khuéch
t4an nhanh ti méu dé&n md véi néng dé thudc cao nhét
trong phéi. Sinh kh& dung khodng 70%. Néng dd t8i da
trong huyét tuong dat dugc trong vong 0,5 — 3 gid sau
khi dung thufc. VGi liBu diéu tri, thuSc lién két vdi
protein huyét tugng x&p xi 90%. Nda ddi trong huyé&t
tuong tif 7 — 12 gid. Ambroxol dugc chuyén héa chi yéu
& gan. Thudc bai ti€t qua than khodng 90%.

Chi dinh:

Céc bénh cdp va man tinh & dudng hé h&p cé kém
ting tiét dich phé& quan khoéng binh thudng, déc biét
trong dgt cAp cla viém ph& quan man, hen phé& quan.

Liéu lugng va céach dung:

x&u khi dung thudc trong lic mang thai. DU sao cin
cén than trong khi dung thudc nay trong 3 thang da
cla thai ky.

- Théi ky cho con bi: Chua cé théng tin v& ndng dd
clia bromhexin cling nhu ambroxol trong siia. Tuy nhién
vi an toan khéng nén diing Amxolpect 15 mg cho ngudi
cho con bu.

* Trudng hgp li xe va van hanh mdy mdc: Chua cé du
liéu nghién cuu.
Tudng tac thudc:

- Dung ambroxol véi khéng sinh (amoxyeilin,
cefuroxim, erythromycin, doxycyclin) lam tang néng do
khéng sinh trong nhu mé phéi.

- Khéng ph&i hgp ambroxol véi mét thuSc chéng ho
(thi dy codein) ho#ic mgt thudc lam khé ddm (thi du
atropin): Ph&i hgp khong hgp ly.

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

Tiéu héa: Tai bi&n nhe, nhu ¢ néng, khé tiéu, doi
khi buén nén, nén.

* Jt gap, 1/1.000 < ADR < 1/100
Di Ung, ch( yéu phét ban.
* Hiém gap, 1/10.000 < ADR < 1/1.000

LTS
LT
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Phan (ng kiéu phan vé c4p tinh, ning, nhung Qué liéu va cach xu tri:

chua chéc chén la c6 lién quan dén ambroxol, miéng - Chua c6 bao cdo vé ddu hidu qué liéu. N&u xay ra
khé, vA tang céc transaminase. qua liéu, c&n nging thudc va diéu trj tridu ching.
Hudng dén céch xir tri ADR: Ngay xem xét slia i, cdp nhat lai ndi dung huéng
Nguing diéu tri néu c4n thiét. dén sif dung thudc: l i
Théng bdo ngay cho béc si hodc dudc sinhiing phan San xudt tai:
Ung ¢6 hai gdp phai khi s dung thudc {A
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