New Pect M Tablets - Capsules - Syrup

REVAPHARMA

Composition:

Tablets: Each New Pect M Tablet contains:

Ambroxol HCI 30 mg.

Capsules: Each New Pect M SR Capsule contains:
Ambroxol HCI as Sustained Release Pellets 75 mg.

Syrup: Each 5 ml New Pect M Syrup contains:

Ambroxol HCI 30 mg.

Pharmacological Properties & Mechanism of Action:
Ambroxol enhances pulmonary surfactant production and
stimulates ciliary activity. These actions result in improved
mucus flow and transport (mucociliary clearance). Enhance-
ment of fluid secretion and mucociliary clearance facilitates
expectoration and calms cough.

In patients suffering from COPD, long-term treatment (6
months) with New Pect M SR resulted in a significant re-
duction of exacerbations that became evident after 2 months
of treatment.

Pharmacokinetics:

Ambroxol is completely absorbed following oral administra-
tion. Peak plasma concentration is reached within 1-3 hours.
Binding to plasma proteins is approx 85%. Ambroxol crosses
the placental barrier and passes into the cerebrospinal fluid
and breast milk. It is metabolized in the liver through con-
jugation reactions. The plasma half-life of Ambroxol and its
metabolites is approximately 10 hours. About 90% of it is
excreted in the urine as metabolites.

Less than 10% of ambroxol is excreted unchanged in the urine.
Indications:

New Pect M is used as a mucolytic treatment in productive
cough associated with acute or chronic bronchopulmonary
disease, which is associated with mucus secretion and im-
paired mucus clearance.

Contraindications:

Hypersensitivity to Ambroxol or any of the components of
the Product.

Warnings & Precautions:

New Pect M must be used with caution in patients with:

- Impaired renal function or a severe hepatic disease.

- A history of peptic ulcer disease.

- Histamine intolerance, Long-term therapy should be avoid-
ed in these patients.

New Pect M is not recommended for children under 2 years
of age without medical advice.

There have been reports of serious skin reactions associated
to the use of Ambroxol. In the event of skin reactions (includ-
ing lesions affecting the mucosal membranes of the mouth,
throat, nose, eyes and genitals), stop taking New Pect M and
consult the doctor immediately.

Pregnancy & Lactation:

Pregnancy: New Pect M should only be used in pregnancy
after careful benefit/risk evaluation, particularly during the
first trimester.

Lactation: Ambroxol Hydrochloride is excreted in breast
milk. New Pect M should be prescribed to breastfeeding
women only after careful evaluation of potential risk and
benefit.

Drug Interactions:

- When used New Pect M concomitantly with antibiotics
(amoxicillin, cefuroxime, and erythromycin) it leads to an in-
crease in the concentration of the antibiotic in the lung tissue.
- Antitussives (cough suppressants): Dangerous accumulation
of secretions in the respiratory tract may occur due to im-
pairment of the cough reflex, so it must be ensured that this
combination is indicated with special care.

Side Effects:

Gastro-intestinal Disorders: Dyspepsia, nausea, vomiting,
diarrhoea and abdominal pain.

Immune System Disorders (very rare): Anaphylactic reac-
tions including anaphylactic shock, angioedema, rash, urti-
caria, pruritus.

Driving & Using Machines:

New Pect M does not affect the ability to drive and use ma-
chines.

Dosage & Administration:

Tablets:

Adults and children over 12 years: One tablet 2-3 times daily.
Capsules:

Adults: One capsule once daily, in the morning or evening
after a meal.

The capsules should not be opened or chewed but should be
swallowed whole with plenty of liquid.

Syrup:

- Adults and children over 12 years: 10 ml is taken 2 times daily.
- Children 6 - 12 years: 5 ml, is taken 2 - 3 times daily.

- Children 2 - 5 years: 2.5 ml, is taken 3 times daily.

Notes:

- The dose in adults can be increased up to 60 mg 2 times
daily, where appropriate.

- In severe cases of respiratory problems, a doctor should
be consulted if symptoms do not improve or if they worsen
during treatment.

- New Pect M is not recommended for children under 2 years
of age without medical advice.

Overdose:

No specific overdose symptoms have been reported in man to
date. Based on accidental overdose and/or medication error
reports the observed symptoms are consistent with the known
side effects of Ambroxol at recommended doses and may
need symptomatic treatment.

Storage:

Keep out of reach of children. Store below 25 °C.
Packaging:

Tablets:

Each New Pect M Carton box Contains 20 Tablets in two
blister Strips.

Capsules:

Each New Pect M Carton box Contains 10 Capsules in a
blister Strip.

Syrup: Each New Pect M Carton box Contains amber glass
Bottle of 100 ml.
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