Solferol 400 IU Soft Capsules 
(Colecalciferol)

Indications
Prevention of Vitamin D deficiency in pregnant and breastfeeding women with an identified risk.

Dosage
Adults and adolescents
[bookmark: _Hlk190178020]The amount will depend on your vitamin D levels and, on the response, given to the treatment.

Pregnant and breast-feeding
Prevention of deficiency: The usual dose is 400 IU/day (1 capsule).

Use in children
Solferol Capsules are not suitable for children under 12 years.

Oral use - The capsules should be swallowed whole (not chewed) with water.

Contraindications
Do not take Solferol Capsules if you: 
· are allergic to vitamin D or any of the other ingredients of this medicine 
· have high levels of calcium in your blood (hypercalcaemia) or urine (hypercalciuria)  
· have severe kidney problems (severe renal impairment) 
· have high levels of vitamin D in your blood (hypervitaminosis D) 
· have kidney stones or calcium deposits in your kidneys.

Warnings and precautions
· The dose for therapeutic treatment should be individualised, with regular monitoring of plasma calcium levels. For long-term treatment, serum calcium, urinary calcium, and renal function (via serum creatinine) should be checked regularly. Monitoring is particularly important for elderly patients on cardiac glycosides or diuretics, those with hyperphosphatemia, or at risk of kidney stones. If hypercalciuria or renal issues occur, the dose should be reduced, or treatment should be stopped.
· Vitamin D should be used cautiously in patients with renal impairment, with monitoring of calcium and phosphate levels to prevent soft tissue calcification. In severe renal insufficiency, alternative forms of Vitamin D should be used. Children whose mothers receive high doses of Vitamin D may have increased sensitivity and require monitoring.
· Solferol Capsules should not be taken if pseudohypoparathyroidism is present, due to the risk of long-term overdose. Alternative Vitamin D derivatives are recommended.
· Solferol Capsules should be used with caution in patients with sarcoidosis due to the risk of increased active vitamin D. Regular monitoring of blood and urine calcium is necessary. When used with other vitamin D containing medicinal products, their vitamin D content should be considered, and the use of multivitamins or dietary supplements with vitamin D should be avoided.
· Medicines that inhibit bone resorption reduce calcium amounts derived from bone. In order to avoid this, as well as concomitantly to treatment with medicines enhancing bone development, it is necessary to take vitamin D and ensure proper calcium levels.
· Patients with rare hereditary problems of fructose intolerance should not take this medicine.
· This product contains allura red which may cause allergic reactions.

Pregnancy and breast-feeding 
Ask your doctor or pharmacist for advice before taking this medicine.

Side effects
· Allergic reactions
· Hypercalcaemia – too much calcium in the blood
· Hypercalciuria – too much calcium in your urine
· Skin rash, itching

Not subject to medical prescription

Name and address of MAH: Windzor Pharma Ireland Limited, The Office Suite, Unit 2 Holywell Commercial Centre, Swords, Co. Dublin, Ireland.

For more information, please contact Windzor Pharma Ireland Limited at info@windzorpharma.com 

Refer to the Summary of Product Characteristics (SmPC) before prescribing Solferol 400 IU Soft Capsules. 

