
SUMMARY OF PRODUCT CHARACTERISTICS 

 
1. Name of the medicinal product: EASCOF-T Expectorant (Bromhexine Hydrochloride, 

Terbutaline Sulphate and Guaifenesin Syrup) 

 
2. QUALITATIVE AND QUANTITATIVE COMPOSITION 

Each 5 ml contains: 

Bromhexine Hydrochloride BP……….…2 mg 

Terbutaline Sulphate BP……………...1.25 mg 

Guaiphenesin BP……………………….50 mg 

Excipients………………………………...q.s. 

In flavored syrupy base. 

 

3. PHARMACEUTICAL FORM 

Liquid Oral Syrup. 

 
4. CLINICAL PARTICULARS 

4.1 Therapeutic Indications: 

For symptomatic relief of cough associated with bronchospasm in children. 

It is a selective B2-adrenergic agonist recommended for the relief and prevention of bronchospasm 

in bronchial asthma and other bronchopulmonary disorders in which bronchospasm is a 

complicating factor. 

 

4.2 Dosage and Administration: 

Adults: 10-20 ml thrice daily 

Children: (6-12 years): 10 ml thrice daily 

Children: (2-6 years): 5 ml thrice daily 

Children: (1-2 years): 2.5 ml thrice daily 

 

4.3 Contraindications: 

Patients with a history of hypersensitivity to sympathetic amines and any other components in the 

expectorant. 

 

4.4 Precautions: 

Bromhexine  Hydrochloride:  Since  mucolytics  may  disrupt  the  gastric  mucosal  barrier, 

bromhexine should be used with caution in patients with a history of gastric ulceration. 

Clearance of bromhexine or its metabolites may be reduced in patients with severe hepatic or renal 

impairment. 

Terbutaline Sulphate: It should be used with caution when an increased susceptibility to B2- 

adrenergic stimulation can be expected. For instance, in patients with hyperthyroidism, ischaemic 

heart disease, arrhythmia and tachycardia, occlusive vascular disorders including arteriosclerosis, 



Hypertension, aneurysms, or closed-angle glaucoma. Anginal pain may be precipitated in patients 

with angina pectoris. Caution should be exercised in patients who have recently suffered heart 

attacks and in patients with uncontrolled diabetes mellitus. 

 
Terbutaline Sulphate may increase blood pressure and therefore special careis advisable in patients 

receiving antihypertensive therapy. 

Guaiphenesin: Guaiphenesin may cause gastro-intestinal discomfort. Very large doses cause 

nausea and vomiting. 

 If symptoms persist consult your doctor. 

 Keep out of the reach of children. 

 Not to be given to children under 6 years of age unless directed by a doctor or pharmacist. 

 
4.5 Interaction with other drugs, other forms interactions: 

Interactions of sympathomimetics with alpha-and beta-blocking agents may be complex. 

Concurrent use of non-selective beta-blocking agents such as propranolol, may partially or totally 

inhibit the beta-stimulating effect of terbutaline & guaiphenesin. Such products are, however not 

recommended in asthma as they may precipitate bronchospasm. 

Concurrent use with other bronchodilators (theophylline, catecholamine) can intensify the anti- 

obstructive effect of terbutaline & guaiphenesin. An intensification or increase in side-effects (e.g. 

tachycardia) must also be expected. 

An increased risk of arrhythmias may occur if terbutaline & guaiphenesin is given to patients 

receiving cardiac glycosides, quinidine, or tricyclic antidepressants. 

The glucose-lowering effects of diabetic agents may decrease with concurrent use of terbutaline 

& guaiphenesin. A dose adjustment of the diabetic agents may be necessary. 

 
4.6 Pregnancy and Lactation: 

Safety in pregnancy and lactation has not been established. 

 
4.7 Effects on ability to drive and operate machine: 

None known. 

 
4.8 Undesirable Effects: 

Bromhexine: Gastrointestinal side effects may occur occasionally with bromhexine and a 

transient rise in serum aminotransferase values has been reported. Other reported adverse effects 

include headache, vertigo (dizziness), sweating and allergic reactions. 

Terbutaline Sulphate: 

Central nervous system: 

Fear, anxiety, restlessness, tremor, insomnia, confusion, irritability and psychotic states. Appetite 

may be reduced. 

Nausea and vomiting may occur. 



Cardiovascular: These are complex and usually include vasoconstriction with resultant 

hypertension or gangrene. 

Cerebral haemorrhage and pulmonary oedema. 

Stimulation of betal-adrenergic receptors of the heart may produce tachycardia. Cardiac 

arrhythmias, animal pain, palpitations, cardiac arrest. 

Stimulation of beta 2-adrenergic receptors may produce hypotension with dizziness and fainting, 

and flushing. Hypokalaemia may occur. 

 
Other effects: Difficulty in micturition and urinary retention, dyspnea, weakness, altered 

metabolism including changes in blood sugar concentrations, sweating and hypersalivation. 

Headache is common. 

Guaiphenesin: Gastro-intestinal discomfort has been reported. Very large doses cause nausea and 

vomiting. 

Inform your doctor side effects encountered during the treatment. 

 
4.9 Overdosage: 

Very large doses of Guaiphenesin cause nausea and vomiting. 

Large doses of terbutaline will cause tachycardia, palpitations, arrhythmias, restlessness, anxiety, 

muscle cramps, and pronounced tremor. Gastrointestinal complications, including nausea and 

vomiting may occur. A fall in blood pressure sometimes occur. 

Treatment: Symptomatic and supportive, Gastric lavage may be used. A B2-antagonist may be 

given to reduce the effects of terbutaline, but should be given with care because of the possibility 

of inducing bronchoconstriction and may not be given to asthmatics. 

 

5. Pharmacology: 

Bromhexine Hydrochloride is a mucolytic agent, which liquefies thick, tenacious sputum. 

Viscosity of sputum is reduced by dissolving mucopolysaccharide fibres. It also improves 

mucociliary clearance of secretions. 

Guaiphenesin is an expectorant. It increases the output of sputum and bronchial secretions by 

reducing adhesiveness and surface tension. By increasing the volume of bronchial secretions, it 

reduces the viscosity of tenacious sputum. The increased flow of less viscid secretions also 

promotes ciliary action. 

Terbutaline sulphate is a directly acting sympathomimetic agent with selective B2 stimulant 

effect. B agonists help alleviate bronchospasm 2 associated with cough. Relief of bronchospasm 

facilitates drainage of accumulated secretions. Menthol gives a soothing effect to the irritated 

mucosa of the pharynx. 

 

6. Pharmaceutical particulars: 

6.1 List of excipients: 
 

S. No. Ingredients Specification 

1 Menthol BP 



 

2 Methyl Paraben BP 

3 Propyl Paraben BP 

4 Sodium Benzoate BP 

5 Sucrose BP 

6 Citric Acid Monohydrate BP 

7 Colour Sunset Yellow FCF IH 

8 Sodium Chloride BP 

9 Propylene Glycol BP 

10 Flavour Strawberry ID 26236 IH 

11 Saccharin Sodium BP 

12 Purified Water BP 
 

6.2 Incompatibilities: 

Not Applicable 

 
6.3 Shelf life: 

24 Months from date of manufacture. 

 
6.4 Special precautions for storage: 

Store below 30°C, Protect from light. 

Keep out of reach of children. 

 
6.5 Nature and contents of container: 

Primary: 100 ml in Amber coloured PET bottle sealed with 25 mm EPE WAD Cap with “Cachet” 

Printed. 

Secondary: 10 ml PVC measuring cups & sticker label as per text matter. Such one bottle in a 

printed outer carton along with pack insert. 

 
6.6 Instructions for use and handling and disposal: 

Do not use expired drugs. 

 
7. Marketing Authorization Holder: 

Cachet Pharmaceuticals Pvt. Ltd 

415, Shah Nahar Industrial Estate, 

Dr. E. Moses Road, Worli, Mumbai - 400 018, 

Maharashtra, India. 

 
Manufacturer’s Name and Address: 

Cachet Pharmaceuticals PVT. LTD. 

Village Thana, Baddi, Dist. Solan, 

Himachal Pradesh – 173 205, India. 



8. Marketing Authorization Numbers: 

Not applicable 

 
9. Date of First Authorization/ Renewal of the Authorization: 

Not applicable 

 
10. Date of Revision of the Text: 

Not applicable 


