Prescribing Information
[bookmark: _Hlk176866813]Brillphalac 3.335 g/5 ml oral solution
Name(s) and active ingredient: Brillphalac 3.335 g/5 ml oral solution, lactulose Indications: For treatment of constipation and hepatic encephalopathy (HE) and treatment and prevention of hepatic coma or precoma. Posology and method of administration: Adults and adolescents:  Constipation: Starting dose daily: 15-45 ml, corresponding to 10-30 g of lactulose. Maintenance dose daily: 15-30 ml, corresponding to 10-20 g of lactulose. Dosing in Hepatic Encephalopathy (HE) 3 to 4 times daily 30-45ml Children (7-14 years): Constipation: Starting dose daily: 15 ml, corresponding to 10 g of lactulose. Maintenance dose daily: 10-15 ml, corresponding to 7-10 g of lactulose. Children (1-6 years): Constipation: Starting dose daily: 5-10 ml, corresponding to 3-7 g of lactulose. Maintenance dose daily: 5-10 ml, corresponding to 3-7 g of lactulose. Children (1-6 years): Constipation: Starting dose daily: Up to 5 ml, corresponding to 3 g of lactulose. Maintenance dose daily: Up to 5 ml, corresponding to 3 g of lactulose. Method of administration: Oral. Contraindications: Hypersensitivity to the active substance or to any of the excipients listed in section 6.1. Galactosaemia. Gastro-intestinal obstruction, digestive perforation or risk of digestive perforation. Special warnings and precautions for use: See SmPC section 4.4 for special warning and precautions for use. Interactions: Although lactulose could theoretically delay the intestinal release of mesalazine from modified-release preparations, a study found no evidence that lactulose influenced the release or disposition of mesalazine in healthy volunteers. Fertility, pregnancy and lactation: No effects during pregnancy, breastfeeding and on fertility are anticipated, since systemic exposure to lactulose is negligible. Lactulose can be used during pregnancy when considered necessary by the physician. Effects on ability to drive and use machines: Brillphalac has no or negligible influence on the ability to drive and use machines. Adverse reactions: See SmPC section 4.8 for full details. The following side effects have been reported in patients treated with Brillphalac: hypersensitivity reactions, diarrhoea, flatulence, abdominal pain, nausea, vomiting, rash, pruritus, urticaria, electrolyte imbalance due to diarrhoea Presentations: White PET bottles with polyethylene screw cap containing 100 ml, 200 ml, 300 ml, 500 ml, 1000 ml. Polypropylene measuring cup with filling marks is supplied with each container. Not all pack sizes may be marketed. Legal Classification: Supply through pharmacies only (P) Date of last revision: December 2023 Marketing Authorisation Holder: Brillpharma (Ireland) Limited Marketing Authorisation Number:  PA22749/011/001 Date of preparation: September 2024

Adverse events should be reported. 
Reporting forms and information can be found at: www.hpra.ie. Adverse events should also be reported to Brillpharma (Ireland) Limited on 00353 8682 43967, email: info@windzorpharma.com. For a copy of the SmPC or further medical information, please contact 00353 8682 43967, email: info@windzorpharma.com. Additional information available on request.
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