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COMPOSITION
Tablets : Each tablet contains Ambroxol hydrochloride 30 mg
Syrup : Each 5 mL contains Ambroxol hydrochloride 30 mg

PRODUCT DESCRIPTION
Tablets : Round, flat, white tablet, bisected on one face and impressed BIOLAB’s logo on

the obverse

Syrup : Clear colorless solution

PHARMACODYNAMICS/PHARMACOKINETICS
Pharmacodynamics:
AMXOL stimulates bronchial cells to release surfactant and increase cilia activity; thins mucus and

increases mucus transport, making coughs more productive.

Pharmacokinetics:

Absorption: Rapidly and completely absorbed from the gastrointestinal tract. Bioavailability is
79%. Trmax is 1-2.5 hours.

Distribution: Rapid distribution into blood, tissues and lungs. Crosses the placenta and enters
breast milk. Vq is approximately 522 L. Plasma protein binding is approximately 90%.
Metabolism: Mainly metabolized in the liver via glucuronidation by CYP3A4.

Excretion: Excretion via urine. Terminal elimination half-life is approximately 10 hours.

INDICATIONS
AMXOL is a mucolytic agent used for bronchopulmonary diseases associated with abnormal

mucous secretion and clearance.
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DOSAGE AND ADMINISTRATION

Tablets:

Adult: 1 tablet twice a day or three times a day, may be increased to 2 tablets twice a day if
necessary. Maximum 120 mg a day.

Children 6-11 years: % tablet three times a day.

Children 212 years: Same as adult dose.

Syrups:

Adult: 1 teaspoon twice a day or three times a day, or 2 teaspoons twice a day
Children 2-5 years: ¥ teaspoons three times a day.

Children 6-11 years: % teaspoons twice a day or three times a day.

Children 212 years: Same as adult dose.

CONTRAINDICATIONS

Hypersensitivity to ambroxol hydrochloride or any component of the formulation

WARNING AND PRECAUTIONS

Anaphylactic reactions have been reported with ambroxol use: Stevens-Johnson syndrome (SJS),
toxic epidermal necrolysis (TEN) and acute generalized exanthematous pustulosis.

Use caution in patients with history of gastric or duodenal ulcers, hepatic impairment and renal

impairment.

INTERACTIONS WITH OTHER MEDICAMENTS

There are no known interaction.

PREGNANCY AND LACTATION

Pregnancy:

Adverse events have not been observed in animal reproduction studies. Ambroxol crosses the
placenta. Avoid use in the first trimester.

Lactation:

Ambroxol is present in breast milk. Breastfeeding is not recommended.
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ADVERSE REACTIONS

Adverse reactions 1% to 10%:

Gastrointestinal: Dysgeusia, nausea, oral hypoesthesia (including pharynx)

Frequency not defined:

Cardiovascular: Chest discomfort

Central nervous system: Chills, facial paralysis, increased body temperature, numbness (arm),
paresis (stomach, mouth, or arm), paresthesia (tongue)

Dermatologic: Facial swelling, pruritus, skin rash

Gastrointestinal: anorexia, bloating, constipation, stomach pain

Hypersensitivity: Anaphylactic shock, angioedema

Respiratory: Dyspnea, rhinitis

OVERDOSE AND TREATMENT

There are no specific overdose symptoms reported in humans.

If adverse effects occur, symptomatic treatment may be required.

STORAGE CONDITION

Store at temperature not exceeding 30°C

PACK SIZE
Tablets - Aluminium-PVC blister of 10 tablets, packed in a box of 10 and 50 blisters.
Syrup - Bottle of 60 mL, packed in a box of 1 and 50 bottles.

DATE OF REVISION
August 2023

Manufactured by
BIOLAB CO., LTD.

BIOLAB

SAMUTPRAKARN, THAILAND

BOPHARM, Distributed by
BIOPHARM CHEMICALS CO., LTD.
55 Biohouse Bldg., Sukhumvit 39
BANGKOK, THAILAND Tel.0-2258-9999
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