
Composition

Each Tablet Contains:

Hyoscine-N-butyl bromide 10 mg

 

Each Ampoule Contains:

Hyoscine-N-butyl bromide 20 mg

 

Each Suppository Contains:

Hyoscine-N-butyl bromide 15 mg

Properties

Hyoscine-N-butyl bromide is a competitive antagonist of acetyl choline at post-ganglionic

parasympathetic nerve endings. It has no effect on nicotinic receptors. It does not cross the blood

brain barrier and hence has no central effects .The antispasmodic action of Spasmocin is most

pronounced on the smooth muscles of the gastro-intestinal tract, renal pelvis, ureters and biliary

tract.

Pharmacokinetics

Following oral administration of Hyoscine-N-butyl bromide few amounts excreted in urine and most

of the dose is excreted in the feces. Following intravenous administration, nearly equal amounts of

Hyoscine-N-butyl bromide are excreted in urine and feces. Spasmocin has low protein-binding

capacity.

Indications and usage

- As antispasmodic agent in the treatment of gastrointestinal spasm, spasm of

biliary tract (renal or biliary colic), urinary tract and in spasmodic dysmenorrhea

- In organophosphorous poisoning

- Ampoules: To produce smooth muscle relaxation prior to radiological procedures such as

pyelography.

Contraindications

- Hypersensitivity to hyoscine or to any of the product excipients

- Myasthenia gravis

- Glaucoma

- Paralytic ileus

- Prostatic hypertrophy (with urinary retention)

- Pyloric stenosis (stenotic lesions of the gastrointestinal tract)

- Tachycardia

- Angina

- Cardiac failure

- Megacolon

Side effects

Side effects that may occur include:

- Dryness of mouth - Tachycardia - Blurred vision - Constipation - Dilatation and loss of

accommodation of the pupil (visual accommodation disturbances)- Transient bradycardia followed

by tachycardia, palpitation and arrhythmias - Photophobia - Confusion in elderly - Reduced



bronchial secretions - Urinary urgency and retention - Nausea, vomiting and giddiness - Dyspnea.

Drug interactions

- The anticholinergic effect of Spasmocin may be enhanced by administration of

tricyclic antidepressant drugs.

-Tricyclic antidepressants, antihistamines, quinidine, amantadine and disopyramide can potentiate

the effect of Spasmocin.

- Concurrent use of Spasmocin with MAO inhibitors may intensity the side effects of Spasmocin.

- Concomitant treatment with dopamine antagonists such as metoclopramide may result in

diminution of the effects of both drugs on the gastrointestinal tract.

-The tachycardiac effects of Beta-adrenergic agents may be enhanced by Spasmocin.

Warnings and precautions

Spasmocin should be taken with caution in the following cases:

- Downs's syndrome - Gastroesophogeal reflux disease - Diarrhea - Ulcerative colitis.

- Acute myocardial infarction - Hypertension.

- Conditions characterised by tachycardia (hyperthyroidism - Cardiac insufficiency - Cardiac

surgery).

 

For Spasmocin ampoules:

- Cases of anaphylaxis, including episodes of shock are observed, so patients receiving

Spasmocin ampoules should be kept under observation.

- Patients should be cautioned about potential visual problems and the need to exercise care while

driving or operating machinery after receiving Spasmocin ampoules.

- Due care is necessary while receiving Spasmocin ampoules in patients with cardiac disease.

- Exercise caution in patients with reflux oesophagitis or gastrointestinal tract obstructive disease

due to the ability of Spasmocin to decrease smooth muscle motility and tone.

Pregnancy

There is no evidence of any consequences following its use in pregnancy although the drug

should be avoided during the first trimester.

The usual precautions regarding the use of drugs during pregnancy, especially during the first

trimester, should be observed.

Lactation

Breast milk:-

No information is available although it is unlikely to enter breast milk in view of the polarity of the

compound.

The benefits of Spasmocin use during lactation should be weighed against possible effects on the

infant.

Dosage and administration

- Oral.

Adult dose: 20 mg (two tablets) four times daily.

Children (6-12) years: 10 mg (1 tablet) three times daily.

 

- Parenteral: injection (IV, IM):



Adults: Acute spasm and spasm in diagnostic procedures:

20 mg (one ampoule) repeated after 30 minutes if necessary.

 

 to 1 ampoule I.M. or S.C. or I.V. at an injection rate of 1 ml / min.

The maximum dose should not exceed 5 ampoules.

Spasmocin ampoules may be used I.M. 10 to 15 minutes before radiological examinations of the

stomach to slow peristaltic movements.

 

- Rectal:

Adults & adolescents dose:

15 mg (1 suppository) three times a day (daily dose doesnt exceed 80 mg)

Therapeutic category

Antispasmodic

Legal category

Prescription only medicine (POM)

Package

Tablet: Each box contains 20 tablets & other of 1000 tablets.

Suppository: Boxes of 6 suppositories each.

Ampoules: Boxes of 6 ampoules each of l ml. Boxes of 3 ampoules each of 5 ml. Box of 100

ampoules each of 1 ml.

Storage

Tablet: Store in a dry place at a temperature not exceeding 30? C. Protect from light.

Suppositories & Ampoules: Store at a temperature not exceeding 30? C. Protect from light.

Company

Memphis Co. for Pharm. & Chem. Ind., Cairo - Egypt


