Prescribing Information for Abtard (oxycodone hydrochloride) prolonged-release tablets 10mg, 15mg, 20mg, 30mg, 40mg. 60mg, 80mg
See Summary of Product Characteristics (SmPC) before prescribing.
Presentation: Available in a range of doses. Each prolonged-release tablet contains 10mg, 15mg, 20mg, 30mg, 40mg, 60mg or 80 mg of oxycodone hydrochloride. Indication: Abtard is indicated in adults and adolescents aged 12 years and older for severe pain, which can be adequately managed only with opioid analgesics. Dosage and Administration:  Prior to starting treatment with opioids, a discussion should be held with patients to put in place a strategy for ending treatment with oxycodone in order to minimise the risk of addiction and drug withdrawal syndrome. The dosage depends on the intensity of pain and the patient’s individual susceptibility to the treatment. For oral use. Abtard may be taken with or without food with sufficient liquid. It must be swallowed whole and not broken, chewed or crushed.  Abtard should be taken twice daily in a fixed time schedule. Adults and adolescents (12 years and older): The usual starting dose for an opioid naïve patient is 10 mg oxycodone hydrochloride at 12-hour intervals.  Some patients may benefit from a starting dose of 5 mg to minimize the incidence of adverse reactions.  Patients already receiving opioids may be initiated on higher Abtard doses depending on their previous opioid experience. 10 to 13 mg oxycodone hydrochloride corresponds to approximately 20 mg of morphine sulphate, both in the prolonged-release formulation. Due to individual differences in sensitivity for different opioids, it is recommended that patients should start conservatively with Abtard after conversion from other opioids, with 50-75% of the calculated oxycodone dose. Dose adjustment: Some patients who take Abtard following a fixed schedule need rapid release analgesics as rescue medication to control breakthrough pain. The single rescue medication should amount to 1/6 of the equianalgesic daily dose of Abtard. Use of the rescue medication more than twice daily indicates that the Abtard dose needs to be increased. The dose should not be adjusted more often than once every 1 – 2 days until a stable twice daily administration has been achieved. Following a dose increase from 10 mg to 20 mg taken every 12 hours dose adjustments should be made in steps of approximately one third of the daily dose. Duration of administration: Abtard tablets should not be taken longer than necessary. If long-term treatment is necessary due to the type and severity of the illness careful and regular monitoring is required. Discontinuation of treatment: When a patient no longer requires therapy with oxycodone, it may be advisable to taper the dose gradually to prevent symptoms of withdrawal. Elderly: A dose adjustment is usually not necessary. Risk patients: e.g. with renal or hepatic impairment, low body weight or slow metabolisers, who are opioid naïve, should initially be treated with half the dose usually recommended for adults. Paediatric population: Not recommended in patients under 12 years of age. Contra-indications: Hypersensitivity to the active substance or to any of the excipients. Severe respiratory depression with hypoxia and/or hypercapnia; severe chronic obstructive pulmonary disease; cor pulmonale; severe bronchial asthma; elevated carbon dioxide levels in the blood; paralytic ileus; acute abdomen, delayed gastric emptying. Precautions and Warnings: Refer to the SmPC for full information. Paediatric population: Abtard is not recommended for use in children below the age of 12 years. Elderly or debilitated patients: The major risk of opioid excess is respiratory depression. Caution must be exercised when administering oxycodone to the elderly or debilitated patients, patients with severe impairment of pulmonary, liver or kidney function, patients with myxoedema, hypothyroidism, adrenal insufficiency (Addison's disease), intoxication psychosis (e.g. alcohol), prostatic hypertrophy, adrenocortical insufficiency, alcoholism, known opioid dependence, delirium tremens, pancreatitis, diseases of the biliary tract, inflammatory bowel disorders, biliary or ureteric colic, hypotension, hypovolaemia, conditions with increased brain pressure such as head injury, disturbances of circulatory regulation, epilepsy or seizure tendency or patients taking benzodiazepines or monoamine oxidase (MAO) inhibitors. Abtard can suppress the cough reflex. Patients undergoing abdominal surgery: Use with caution following abdominal surgery as opioids are known to impair intestinal motility. Monitor patients with severe hepatic impairment closely. Respiratory depression: Respiratory depression is the most significant risk induced by opioids and is most likely to occur in elderly or debilitated patients. The respiratory depressant effects of oxycodone may cause increased carbon dioxide levels in the blood and hence in the cerebrospinal fluid.  Opioids may cause severe decrease in blood pressure in predisposed patients. Hyperalgesia: Hyperalgesia may be diagnosed if the patient on long-term opioid therapy presents with increased pain. Pain associated with hyperalgesia tends to be more diffuse than the pre-existing pain and less defined in quality. Symptoms of hyperalgesia may resolve with a reduction of opioid dose. Endocrine system: Opioids may influence the hypothalamic-pituitary-adrenal or –gonadal axes. Some changes that can be seen include an increase in serum prolactin, and decreases in plasma cortisol and testosterone. Clinical symptoms may be manifest from these hormonal changes. Drug dependence, tolerance and potential for abuse: For all patients, prolonged use of this product may lead to drug dependence (addiction), even at therapeutic doses. The risks are increased in individuals with current or past history of substance misuse disorder (including alcohol misuse) or mental health disorder. Additional support and monitoring may be necessary when prescribing for patients at risk of opioid misuse. A comprehensive patient history should be taken to document concomitant medications, including over-the-counter medicines and medicines obtained on-line, and past and present medical and psychiatric conditions. The risks of developing tolerance should be explained to the patient. Overuse or misuse may result in overdose and/or death. Patients should be closely monitored for signs of misuse, abuse, or addiction. The clinical need for analgesic treatment should be reviewed regularly. Drug withdrawal syndrome: Drug withdrawal syndrome may occur upon abrupt cessation of therapy or dose reduction. When a patient no longer requires therapy, it is advisable to taper the dose gradually to minimise symptoms of withdrawal. Tapering from a high dose may take weeks to months. If women take this drug during pregnancy, there is a risk that their newborn infants will experience neonatal withdrawal syndrome. Pre-operative use: Not recommended for pre-operative use or within the first 12-24 hours post operatively. Abusive parenteral venous injection: In case of abusive parenteral venous injection the tablet excipients may lead to necrosis of the local tissue, infection, increased risk of endocarditis, and valvular heart injury which may be fatal, granulomas of the lung or other serious, potentially fatal events. Tablets must not be chewed or crushed: Tablets must be swallowed whole, as the administration of broken, chewed or crushed controlled release oxycodone tablets leads to rapid release and absorption of a potentially fatal dose of oxycodone. Alcohol: Concomitant use may increase the undesirable effects of oxycodone hydrochloride, therefore, concomitant use should be avoided. Abtard contains lactose: Patients with rare hereditary problems of galactose intolerance, the total lactase deficiency or glucose-galactose malabsorption should not take this medicine. Risk from concomitant use of sedative medicines such as benzodiazepines or related drugs: Concomitant use may result in sedation, respiratory depression, coma and death. Because of these risks, concomitant prescribing should be reserved for patients for whom alternative treatment options are not possible. If a decision is made to prescribe concomitantly, the lowest effective dose should be used, and the duration of treatment should be as short as possible. The patients should be followed closely for signs and symptoms of respiratory depression and sedation. In this respect, it is strongly recommended to inform patients and their caregivers to be aware of these symptoms. Interactions: For the concomitant use of opioids and sedative medicines, please see above. There can be an enhanced Central Nervous System (CNS) depressant effect during concomitant therapy with drugs which affect the CNS such as other opioids, sedatives, hypnotics, antidepressants, antipsychotics, anaesthetics, muscle relaxants, antihistamines and antiemetics. MAO inhibitors cause CNS excitation or depression associated with hyper- or hypotensive crisis. Oxycodone should be used with caution in patients administered MAO-inhibitors or who have received MAO-inhibitors during the last two weeks. Alcohol may enhance the pharmacodynamic effects of Abtard; concomitant use should be avoided. Concomitant use with anticholinergics or medicines with anticholinergic activity (e.g. tricyclic anti-depressants, antihistamines, antipsychotics, muscle relaxants, anti-Parkinson drugs) may result in increased anticholinergic adverse effects. Cimetidine can inhibit the metabolism of oxycodone. Oxycodone is metabolised mainly by CYP3A4, with a contribution from CYP2D6. The activities of these metabolic pathways may be inhibited or induced by various co-administered drugs or dietary elements. CYP3A4 inhibitors, such as macrolide antibiotics (e.g. clarithromycin, erythromycin and telithromycin), azol-antifungals (e.g. ketoconazole, voriconazole, itraconazole, and posaconazole), protease inhibitors (e.g. boceprevir, ritonavir, indinavir, nelfinavir and saquinavir), cimetidine and grapefruit juice may cause a reduced clearance of oxycodone that could cause an increase of the plasma concentrations of oxycodone. CYP3A4 inducers, such as rifampicin, carbamazepine, phenytoin and St John’s Wort may induce the metabolism of oxycodone, increasing the clearance of oxycodone that could cause a reduction of the plasma concentrations of oxycodone. The oxycodone dose may need to be adjusted accordingly. Potential interactions with other isoenzyme inhibitors should be taken int account. Clinically relevant changes in International Normalized Ratio in both directions have been observed in individuals if coumarin anticoagulants are co-applied with oxycodone hydrochloride. Concomitant administration of oxycodone with serotonin agents, such as a Selective Serotonin Reuptake Inhibitor (SSRI) or a Serotonin Norepinephrine Reuptake Inhibitor (SNRI) may cause serotonin toxicity. The symptoms of serotonin toxicity may include mental-status changes, autonomic instability, neuromuscular abnormalities and/ or gastrointestinal symptoms. Oxycodone should be used with caution and the dosage may need to be reduced in patients using these medications. Pregnancy and lactation: Pregnancy: Regular use during pregnancy may cause drug dependence in the foetus, leading to withdrawal symptoms in the neonate. If opioid use is required for a prolonged period in a pregnant woman, advise the patient of the risk of neonatal opioid withdrawal syndrome and ensure that appropriate treatment will be available. Administration during labour may depress respiration in the neonate and an antidote for the child should be readily available. Breast feeding: Not recommended as oxycodone may be secreted in breast milk and may cause respiratory depression in the infant. Effects on ability to drive and use machines:  Abtard may impair the ability to drive and use machinery. The physician must assess the individual situation. Undesirable effects: Refer to the SmPC for the full list of undesirable effects. The commonest undesirable effects of taking oxycodone are nausea and constipation. The most serious undesirable effect is respiratory depression, which is more likely in elderly, debilitated or opioid-intolerant patients. Dependency and tolerance are as a rule not problematic in the treatment of severe pain. Very common (≥1/10): Somnolence, headache, sedation, dizziness, constipation, nausea, vomiting, pruritus. Common – Very Common (>1/100): Increased antidiuretic hormone secretion, miosis. Common (≥1/100 to <1/10): Weakness, tremor, lethargy, dyspnoea, abdominal pain, diarrhoea, dyspepsia, dry mouth, rash, hyperhidrosis, decreased appetite, vasodilation, orthostatic hypotension, asthenia, fatigue, shivering, psychiatric effects, such as mood changes (anxiety, depression), euphoria, agitation (normal suppression, spontaneous excitement), confusion, insomnia, nervousness, abnormal thinking. Overdose: Patients should be informed of the signs and symptoms of overdose and to ensure that family and friends are also aware of these signs and to seek immediate medical help if they occur. See SmPC for treatment guidance. Marketing Authorisation Holder: Macarthys Laboratories Ltd T/A Martindale Pharma, Bampton Road, Harold Hill, Romford, Essex, RM3 8UG. License Numbers and Basic NHS Price: All strengths are sold in packs of 56 prolonged-release tablets. Abtard 10mg PL 01883/0319 – £12.52. Abtard 15mg PL 01883/0320– £19.06. Abtard 20mg PL 01883/0321– £25.04. Abtard 30mg PL 01883/0322– £38.11. Abtard 40mg PL 01883/0323– £50.09. Abtard 60mg PL 01883/0324– £76.24. Abtard 80mg PL 01883/0325– £100.19. Legal Category: POM (CD). Further information: Martindale Pharma, Bampton Road, Romford, RM3 8UG. Tel: 01277 266 600. Date of Preparation: June 2020
	Adverse events should be reported.  Reporting forms and information can be found at www.mhra.gov.uk/yellowcard.  Adverse events should also be reported to Martindale Pharma, an Ethypharm Group Company. Tel: 01277266600. e-mail: drugsafety.uk@ethypharm.com 
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