Prescribing Information for Zomorph® (morphine sulphate) capsules 10mg, 30mg, 60mg, 100mg, 200mg 
See Summary of Product Characteristics (SmPC) before prescribing.
Presentation: Available in a range of doses. Each sustained-release capsule contains 10, 30, 60, 100 or 200mg morphine sulfate BP. Indication: In adults for the treatment of severe chronic pain and/or pain resistant to other analgesics, in particular pain associated with cancer.  Dosage and Administration: For oral administration, as directed by a medical practitioner.  The capsules should not be chewed and should be swallowed whole. Broken, chewed or crushed capsules or granules may lead to a rapid release and absorption of a potentially fatal dose of morphine. For patients who cannot swallow the capsules, their contents can be administered directly in semi-solid food or via gastric or gastrostomy tubes of a diameter of more than 16 F.G. with an open distal end or lateral pores. Adults: The recommended dosage is one capsule twice daily, at 12-hourly intervals. Elderly: A reduction in dosage may be advisable in the elderly, as appropriate. Dosage varies according to the severity of pain and the previous analgesic treatments received by the patient. The correct dosage for any individual patient is that which is sufficient to control pain with no, or tolerable, side effects for a full 12 hours. If the pain persists, or if the patient develops tolerance to morphine, the dosage may be increased by prescribing the 10mg, 30mg, 60mg, 100mg and 200mg capsules in various combinations or alone to obtain the desired relief. Higher doses should be made, where possible in 30-50% increments as required. See SPC for additional information on dosing. Discontinuation of therapy: An abstinence syndrome may be precipitated if opioid administration is suddenly discontinued, therefore reduce dose gradually prior to discontinuation. Contra-indications: Hypersensitivity to the active substance or to any of the excipients, respiratory depression, obstructive airways disease, acute abdominal syndrome of unknown origin, delayed gastric emptying, severely impaired liver function, cranial trauma and raised intracranial pressure, convulsive state, acute alcoholic intoxication and delirium tremens, children, risk of paralytic ileus, concurrent treatment with monoamine oxidase (MAOIs) inhibitors or within two weeks of their use. Precautions and Warnings: The major risk of opioid excess is respiratory depression. A reduction in dosage may be advisable in the elderly, in hypothyroidism and in patients with significantly impaired renal or hepatic function. Use with caution in patients with impaired respiratory function, severe bronchial asthma, convulsive disorders, hypotension, severe cor pulmonale, diseases of the biliary tract, pancreatitis, inflammatory bowel disorders, prostatic hypertrophy, hypoadrenalism and in patients in a state of shock.   Discontinue immediately if paralytic ileus is suspected or occurs during use. Morphine may lower the seizure threshold in patients with a history of epilepsy. Urinary retention may occur in patients with urethral disease or prostatic hypertrophy.  Acute chest syndrome (ACS) in patients with sickle cell disease (SCD): Monitor patient closely for ACS symptoms. Decreased Sex Hormones and increased prolactin: Long-term use of opioid analgesics may be associated with decreased sex hormone levels and increased prolactin. Symptoms include decreased libido, impotence or amenorrhea. Adrenal insufficiency: May cause reversible adrenal insufficiency requiring monitoring and glucocorticoid replacement therapy. Hyperalgesia that does not respond to a further dose increase of morphine may occur in particular in high doses. A morphine dose reduction or change in opioid may be required. Risk from concomitant use of sedative medicines such as benzodiazepines or related drugs: Concomitant use of Zomorph and sedative medicines such as benzodiazepines or related drugs may result in sedation, respiratory depression, coma and death. See SPC for additional information. Dependence and withdrawal (abstinence) syndrome: May be associated with the development of physical and/or psychological dependence or tolerance. The risk increases with the time the drug is used, and with higher doses. Symptoms can be minimised with adjustments of dose or dosage form, and gradual withdrawal of morphine. Others: It is not possible to ensure bio-equivalence between different brands of prolonged release morphine products. Therefore, once titrated to an effective dose, patients should not be changed from Zomorph to other slow, sustained or prolonged release morphine or other potent narcotic analgesic preparations without retitration and clinical assessment. Excipients: [all strengths] Patients with rare hereditary problems of fructose intolerance, glucose- galactose malabsorption or sucrase-isomaltase insufficiency should not take this medicine. [60 mg strength only] This medicinal product contains sunset yellow (E110) which may cause allergic reactions. Interactions: Morphine is contra-indicated in patients taking MAOIs or within 14 days of treatment. The depressant effects of opioid analgesics are enhanced by depressants of the Central Nervous System (such as other opioids, alcohol, general anaesthetics, antipsychotics, anxiolytics, hypnotics and sedatives, muscle relaxants, antihypertensives, gabapentin, antidepressants and phenothiazines). Sedative medicines such as benzodiazepines or related drugs: The concomitant use of opioids with sedative medicines such as benzodiazepines or related drugs increases the risk of sedation, respiratory depression, coma and death because of additive Central Nervous System depressant effect. The dose and duration of concomitant use should be limited. Medicinal products that block the action of acetylcholine, for example antihistamines, anti-parkinsons and anti-emetics, may interact with morphine sulfate to potentiate anticholinergic adverse events. Cimetidine inhibits the metabolism of morphine sulfate. Opioid analgesics with some antagonist activity, such as buprenorphine, butorphanol, nalbuphine or pentazocine may precipitate withdrawal symptoms in patients who have recently used pure agonists such as morphine. The actions of opioids may in turn affect the activities of other compounds. For instance, their gastro-intestinal effects may delay absorption as with mexiletine or may be counteractive as with metoclopramide, domperidone and possibly cisapride. Plasma concentrations of morphine are possibly decreased by ritonavir. Alcohol may enhance the pharmacodynamic effects of Zomorph; concomitant use should be avoided. Fertility, pregnancy and lactation: Fertility: Animal studies have shown that morphine may reduce fertility. Pregnancy: Since this product rapidly crosses the placental barrier, its use is not recommended during pregnancy and labour because of the risk of secondary respiratory depression in the newborn infant and neonatal withdrawal syndrome. Newborns whose mothers received opioid analgesics during pregnancy should be monitored for signs of neonatal withdrawal (abstinence) syndrome in the newborn infant characterised by: convulsions, irritability, vomiting, increased mortality. Treatment may include an opioid and supportive care. As with all drugs, it is not advisable to administer morphine during pregnancy. Lactation: Not recommended. Effects on ability to drive and use machines: Morphine may modify the patient's reactions to a varying extent depending on the dosage and susceptibility. If affected, patients should not drive or operate machinery. This medicine can impair cognitive function and can affect a patient’s ability to drive safely. Undesirable effects: Refer to the SmPC for the full list of side effects. The most common side effects at usual doses are nausea, constipation, confusion and occasionally vomiting. With chronic therapy, nausea and vomiting are unusual with Zomorph capsules but should they occur the capsules can be readily combined with an anti-emetic if required. Constipation may be treated with appropriate laxatives. Other possible effects: very common (≥ 1/10): nausea, constipation; common (≥ 1/100 to < 1/10): confusion, insomnia, somnolence, headache, dizziness, involuntary muscle contractions, vomiting, dry mouth, abdominal pain, anorexia, pruritus, rash, asthenia, fatigue, malaise.  Respiratory depression occurs even at therapeutic doses. Not known (cannot be estimated from the available data): Anaphylactoid reaction. Drug dependence and withdrawal (abstinence) syndrome: Use of opioid analgesics may be associated with the development of physical and/or psychological dependence or tolerance, which may appear after administration of therapeutic doses for periods of 1 to 2 weeks. Some cases of dependence have been observed after only 2 to 3 days. An abstinence syndrome may be precipitated when opioid administration is suddenly discontinued, or opioid antagonists administered or can sometimes be experienced between doses. It may occur a few hours after withdrawal and is maximal between 36 and 72 hours. Physiological withdrawal symptoms include: Body aches, tremors, restless legs syndrome, diarrhoea, abdominal colic, nausea, flu-like symptoms, tachycardia and mydriasis. Psychological symptoms include dysphoric mood, anxiety and irritability. In drug dependence, “drug craving” is often involved. Overdose: See SPC for management guidance. Marketing authorisation number and Basic NHS Price: All strengths are sold in packs of 60 prolonged-release capsules. Zomorph 10 mg PL 06934/0182 - £3.47; Zomorph 30 mg PL 06934/0183 - £8.30; Zomorph 60 mg PL 06934/0184- £16.20; Zomorph 100 mg PL 06934/0185 - £21.80; and Zomorph 200 mg PL 06934/0186- £43.60. Product Licence Holder: Ethypharm, 194 Bureaux de la Colline – Bâtiment D, 92213 Saint-Cloud cedex, France. Legal category: POM (CD, Sch2). Further information: Martindale Pharma, Bampton Road, Romford, RM3 8UG. Tel: 01277 266 600. Date of Preparation: May 2019.

Adverse events should be reported. Reporting forms and information can be found at � HYPERLINK "http://www.mhra.gov.uk/yellowcard" �www.mhra.gov.uk/yellowcard�. Adverse events should also be reported to 


Martindale Pharma, an Ethypharm Group Company. 


Tel: 01277 266 600. e-mail: � HYPERLINK "mailto:drugsafety.uk@ethypharm.com" �drugsafety.uk@ethypharm.com�   









