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AXOL LIQUID

Ambroxol, a metabolite of Bromhexine, is a mucolytic
agent. It is capable of increasing sputum volume and
reducing its viscosity, improving breathing and reducing
cough with no influence on gastric acid secretion.

Ingredient(s):
Each ml contains:

Ambroxol Hydrochloride ............cooveiiiiiiiiiiiieceee 3mg
Ethanol (as 96%) ........cccooveiiiiiiiicicceeeee 2% viv
Preservatives:

Methyl Paraben
Propyl Paraben

0.06 % wiv
0.03 % wiv

Pharmacodynamics:

Ambroxol is a mucus-modifying drug; it enhances both

bronchial glandular cell secretions and the production of

alveolar type Il pneumocyte surfactant. It is also
stimulates ciliary motility and accelerates mucociliary
transport.

1. Axol is a " mucus-modifier ", the active compound
of which is Ambroxol. Several human studies showed
that Ambroxol affects the secretomotor activity of
serous glands, facilitates the repair of bronchial
epithelium and accelerates mucociliary transport and
clearance.

2. Ambroxol, a metabolite of bromhexine has been
found to stimulate the synthesis of lung surfactant, an
agent that may play a role in airway mucus transport
acting as a lubricant.

3. In several studies, Ambroxol also produced
statistically significant symptomatic improvement,
measured as difficulty in expectoration, coughing,
presence of dyspnea and the auscultatory sign as
compared to controls.

Pharmacokinetics:

Absorption after oral administration of Ambroxol was
found to be fast and complete. Elimination half-life in the
blood was estimated as 20-25 hrs in man. In man and
rabbit, the radio-active labeled substance was excreted
almost completely into the urine.

Indication(s):
Mucolytic agent used in the treatment of respiratory
disorders associated with viscid mucus.

Dosage and Administration:

Adults and children over 10 years old : 10ml 3 times daily.
Children, 5-10 years old : 5ml 2 to 3 times daily.

2-5 years old : 2.5ml thrice daily.

Under 2 years old : 2.5ml twice daily.
Childrens’ dose may also be based on body weight :
1.2-1.6mg/kg/day.

Route of administration:
Oral administration

Contraindication(s):
It is contraindicated in patients who have shown
hypersensitivity to this drug.

Side Effect(s) / Adverse Reaction(s):

Gastric discomfort, gastralgia, diarrhea, nausea,
vomiting, constipation and dyspepsia. Other side effects
such as skin rash, pruritus and erythema have also been
reported.

Immune System Disorders

Frequency not known: Anaphylactic reactions including
anaphylactic shock.

Skin and Subcutaneous Skin Disorders

Frequency not known: Severe skin reactions (including
Stevens Johnson syndrome, Toxic epidermal necrolysis
(TEN), Erythema Multiforme (EM) and Acute Generalized
ExanthematousPustulosis (AGEP).

Pregnancy and Lactation:

The benefits of the drug in pregnant women during first
trimester should be weighed against a possible risk to the
fetus.

Precaution(s) / Warning(s):

Very rare cases of chronically associated severe skin
impairments such as Stevens Johnson Syndrome, Toxic
Epidermal Necrolysis (TEN), Erythema Multiforme (EM)
and Acute Generalized Exanthematous Pustulosis
(AGEP) have been reported. In most cases, these could
be explained by the severity of the underlying disease or
concomitant administration of another drug. In the early
stages of such severe skin reactions, initially only
nonspecific flu-like symptoms appear, e.g. fever,
arthralgia, runny nose, cough, and sore throat. If skin or
mucous membrane damage occurs, seek medical advice
immediately and discontinue treatment as a precaution.

Symptoms and Treatment for Overdosage and
Antidote(s):

There is no specific antidote for its overdose; therefore,
management of the patient should consist of
symptomatic and supportive therapy.
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Drug Interaction(s):
Not applicable.

Product Description:
Clear, colorless solution to yellowish solution.

Shelf-Life:
3 years from the date of manufacture.

Storage Condition(s):
Keep in a tight container. Store at temperature below
30°C. Protect from light and moisture.

Packing(s):
Plastic bottle of 60ml, 100ml and 120ml.
Plastic bottle of 1L and 4L (for export only).

AXOL LIQUID

Bahan Aktif:

Setiap ml mengandungi:

Ambroxol Hydrochloride ..........ccccoooveiiiiieiiiieen, 3mg
Ethanol (as 96%) .......ccceiiieriiiiecceecee s 2% viv
Pengawet:

Methyl Paraben ... 0.06 % wiv
Propyl Paraben ... 0.03 % wiv
Indikasi:

Digunakan untuk merawat gangguan pernafasan
berhubung dengan mukus tebal.

Dos:
Dewasa dan kanak-kanak lebih 10 tahun: 10ml 3 kali
sehari.

Kanak-kanak 5 -10 tahun : 5ml 2 - 3 kali sehari.
2 - 5 tahun 1 2.5 ml 3 kali sehari.
bawah 2 tahun 1 2.5 ml 2 kali sehari.

Dos untuk kanak-kanak juga boleh diberi mengikut berat
badan : 1.2 - 1.6 mg/ kg sehari.
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BEAE:

Ambroxol Hydrochloride .............cccoeeciiiiiiiiiiiicces 3mg
Ethanol (@s 96%) .......cccvueeriniiieiiieeeec e 2% viv

Preservatives:
Methyl Paraben ..........cccoooiiiiiiiiiiiiee 0.06 % wiv
Propyl Paraben ..........cccooeviiiiiiciiiee 0.03 % wiv
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Manufacturer and Product Registration Holder:
® Y.S.P. INDUSTRIES (M) SDN. BHD. (199001001034)
Lot 3, 5,7, 12 & 14, Jalan P/7, Section 13,
“ Kawasan Perindustrian Bandar Baru Bangi,
43000 Kajang, Selangor, Malaysia.

Y. S. P. Ordering Line: 1 800 88 3027
Product Info: 1 800 88 3679

XXXXXX printing code XXxxxx Date of revision: 19 Mar 2018

r‘

150mm (£2mm)



