Prescribing Information for Pipexus® (pramipexole dihydrochloride monohydrate) prolonged-release tablets
See Summary of Product Characteristics (SPC) before prescribing.
Presentation: Available in a range of doses. Each prolonged-release tablet contains the following amounts of pramipexole base: 0.26mg, 0.52mg, 1.05mg, 1.57mg, 2.10mg, 2.62mg and 3.15mg. Indication: In adults for treatment of the signs and symptoms of idiopathic Parkinson’s disease, alone (without levodopa) or in combination with levodopa, i.e. over the course of the disease, through to late stages when the effect of levodopa wears off or becomes inconsistent and fluctuations of the therapeutic effect occur (end of dose or “on off” fluctuations). Dosage and Administration: Swallow whole with water, do not chew, divide or crush these tablets.  Take at about the same time each day (with/without food). Initiate treatment with 0.26mg/day and increase gradually every 5 to 7 days to achieve a maximal therapeutic effect. The maximum dose is 3.15mg; the incidence on somnolence is increased at doses above 1.05mg/day.  Patients can be switched from pramipexole tablets to Pipexus overnight at the same daily dose.  See SPC for details on maintenance treatment and missed doses.  Stopping therapy: Do not discontinue abruptly as this may lead to neuroleptic malignant syndrome.  Taper dose off at a rate of 0.52 mg/day until the daily dose has been reduced to 0.52 mg. Thereafter the dose should be reduced by 0.26 mg/per day. Renal impairment: If creatinine clearance is above 50 ml/min, no dose adjustment required. If creatinine clearance is between 30 and 50 ml/min, start with 0.26 mg Pipexus every other day and monitor carefully. Maximum dose is 1.57mg/day. If creatinine clearance is below 30 ml/min, do not use due to lack of data. Hepatic impairment: Dose adjustment probably not necessary (no clinical data). Paediatric population (< 18 years): No data and not relevant. Contra-indications: Hypersensitivity to the active substance or to any of the excipients.  Precautions and Warnings: Reduce dose in renal impairment (see above). Inform patients that (mostly visual) hallucinations can occur. Reduce levodopa dose if dyskinesia develops during initial titration of Pipexus in advanced Parkinson’s disease. Axial dystonia including antecollis, camptocormia and pleurothotonus (Pisa Syndrome) has occasionally been reported in patients with Parkinson’s disease following initiation or incremental dose increase of pramipexole. Although dystonia may be a symptom of Parkinson’s disease, the symptoms in these patients have improved after reduction or withdrawal of pramipexole. If dystonia occurs, the dopaminergic medication regimen should be reviewed and an adjustment in the dose of pramipexole considered. Patients must not drive or operate machinery if they experience sudden onset of sleep and somnolence. Pramipexole has an additive effect with other sedative medicines or alcohol.  Monitor for the development of impulse control disorders, mania and delirium and consider a dose reduction/tapered discontinuation if required. Only treat patients with psychotic disorders if the potential benefits outweigh the risks. Co-administration of antipsychotic medicinal products with pramipexole should be avoided. Regular ophthalmologic monitoring is recommended if vision abnormalities occur. In case of severe cardiovascular disease, be aware of the risk of postural hypotension with dopaminergic therapy and monitor blood pressure when initiating treatment.  See above for neuroleptic malignant syndrome.  When tapering therapy, patients may experience a dopamine agonist withdrawal syndrome with severe symptoms.  Monitor carefully and if necessary, temporarily increase the dose. If patients report seeing a remnant resembling an intact tablet in their stool, the physician should reassess the patient’s response to therapy. Interactions: Plasma protein binding: Due to low (< 20%) plasma protein binding, it is unlikely to interact with other medicinal products affecting plasma protein binding or elimination by biotransformation. Theoretically, there is limited potential for interaction with anticholinergics. No pharmacokinetic interaction with selegiline and levodopa. Inhibitors/competitors of active renal elimination pathway: Consider reducing dose when used with cimetidine, amantadine, mexiletine, zidovudine, cisplatin, quinine and procainamide. Combination with levodopa: Reduce the dose of levodopa and keep the dose of other anti-parkinsonian medicinal products constant, while increasing the dose of Pipexus. Because of possible additive effects, caution should be advised when patients are taking other sedating medicinal products or alcohol in combination with pramipexole. Antipsychotic medicinal products: Co-administration should be avoided. Fertility, pregnancy and lactation: Fertility: No human studies. Pregnancy: Do not use in pregnancy unless potential benefit outweighs the risk to the foetus. Lactation: Pramipexole inhibits lactation and should not be used.  If unavoidable, discontinue breast-feeding. Effects on ability to drive and use machines: Patients must not drive or operate machinery if they experience hallucinations, sudden onset of sleep and somnolence. See SPC for further information. Undesirable effects: Based on a pooled group of 1778 patients receiving pramipexole in placebo-controlled trials, most adverse drug reactions start early in therapy and tend to disappear as therapy is continued. Very common (≥ 1/10): dizziness, dyskinesia, somnolence, nausea. Common (≥ 1/100 to < 1/10): abnormal dreams, behavioural symptoms of impulse control disorders and compulsions; confusion, hallucinations, insomnia, headache, visual impairment including diplopia, blurred vision and reduced visual acuity, hypotension, constipation, vomiting, fatigue, peripheral oedema, weight decrease including decreased appetite. Libido (increased/decreased) disorders uncommonly reported.  Impulse control disorders such as pathological gambling, increased libido, hypersexuality, compulsive spending or buying, binge eating and compulsive eating can occur in patients treated with dopaminergic agonists.  See warnings above for withdrawal syndrome. Cardiac failure has been reported in clinical studies and post-marketing experience. Refer to SPC for more information on adverse effects. Overdose: Management may require general supportive measures, along with gastric lavage, intravenous fluids, administration of activated charcoal and electrocardiogram monitoring. Marketing authorisation number and Basic NHS Price: All strengths are sold in packs of 30 prolonged-release tablets. Pipexus 0.26 mg PL 01883/0331 - £16.25; Pipexus 0.52 mg PL 01883/0332 - £32.49; Pipexus 1.05 mg PL 01883/0333 - £64.98; Pipexus 1.57mg PL 01883/0334 - £101.18; Pipexus 2.10mg PL 01883/0335 - £129.96; Pipexus 2.62mg PL 01883/0336 - £168.64; Pipexus 3.15mg PL 01883/0337 - £194.94. Marketing authorisation Holder: Macarthys Laboratories Ltd, T/A Martindale Pharma, Bampton Road, Harold Hill, Romford, Essex, RM3 8UG, United Kingdom. Legal category: POM. Further information: Martindale Pharma, Bampton Road, Romford, RM3 8UG. Tel: 01277 266 600. Date of Preparation: January 2020.


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�   
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