Prescribing Information
[bookmark: _Hlk176866813]Solferol 400 IU Soft Capsules
[bookmark: _Hlk176874647]Name(s) and active ingredient: Solferol 400 IU Soft Capsules, Colecalciferol Indications: Prevention of Vitamin D deficiency in pregnant and breastfeeding women with an identified risk. Solferol Capsules is indicated in adults and adolescents Posology and method of administration: Adults and adolescents:  Dose should be established on an individual basis depending on the extent of the necessary vitamin D supplementation. Pregnancy and breast-feeding: Prevention of deficiency: The usual dose is 400 IU/day (1 capsule) Paediatric population: Solferol Capsules should not be used in children under 12 years. Method of administration: Oral. Contraindications: Hypersensitivity to the active substance or to any of the excipients listed in section 6.1. Diseases/conditions associated hypercalcaemia and / or hypercalciuria. Calcium nephrolithiasis, nephrocalcinosis, D-hypervitaminosis. Severe renal impairment. Special warnings and precautions for use: See SmPC section 4.4 for special warning and precautions for use. Interactions: Concomitant use with calcium containing products administered in large doses may increase the risk of hypercalcaemia. Thiazide diuretics reduce the excretion of calcium with urine. Regular monitoring of the serum calcium level is necessary in the case of concomitant use with thiazide diuretics or with calcium containing products taken in large doses because of the increased risk of hypercalcaemia. The effects of digitalis and other cardiac glycosides may be accentuated with the oral administration of calcium combined with Vitamin D. Strict medical supervision is needed and, if necessary monitoring of ECG and calcium. Systematic corticosteroids inhibit the absorption of calcium. Long-term use of corticosteroids may offset the effect of vitamin D. Simultaneous treatment with ion exchange resins (e.g. colestyramine), or laxatives (like paraffin oil) may impair the absorption of vitamin D. Products containing magnesium (like antacids) may not be taken during vitamin D treatment because of the risk of hypermagnesaemia. Anticonvulsants, hydantoin, barbiturates or primidone may reduce the effect of vitamin D due to the activation of the microsomal enzyme system. Concomitant use of calcitonin, etidronate, gallium nitrate, pamidronate or plicamycin with vitamin D may antagonise the effect of these products in hypercalcaemia treatment. Products containing phosphor used in large doses, given concomitantly may increase the risk of hyperphosphataemia. Fertility, pregnancy and lactation: Pregnancy: The recommended daily intake for pregnant women is 400 IU, however, in women who are considered to be vitamin D deficient a higher dose may be required. During pregnancy women should follow the advice of their medical practitioner as their requirements may vary depending on the severity of their disease and their response to treatment. In patients without a vitamin D deficiency, the daily vitamin D intake during pregnancy may not exceed 600 IU. In pregnant women, overdosage of vitamin D3 should be avoided, since prolonged hypercalcaemia has been sometimes associated with retardation of physical and mental development, supravalvular aortic stenosis and retinopathy in the child. Breastfeeding: Solferol Capsules can be used during breastfeeding. Vitamin D and its metabolites pass into breast-milk. This should be considered when giving additional vitamin D to the child. See SmPC section 4.6 for full details. Effects on ability to drive and use machines: Solferol Capsules 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 Solferol 400 IU Soft Capsules: hypersensitivity reactions such as angio-oedema or laryngeal oedema, hypercalcaemia, hypercalciuria, pruritus, rash and urticaria. Presentations: HDPE Containers, Amber Glass Bottles, Aluminium PVCPVDC Blisters Pack sizes: 20 capsules/30 capsules/50 capsules/60 capsules/90 capsules. Not all pack sizes may be marketed. Legal Classification: Supply through pharmacies only (P) Date of last revision: May 2022 Marketing Authorisation Holder: Brillpharma (Ireland) Limited Marketing Authorisation Number:  PA23126/001/001 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
[bookmark: _GoBack]For a copy of the SmPC or further medical information, please contact 00353 8682 43967, email: info@windzorpharma.com. Additional information available on request.



