
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Ursofalk 250mg hardcapsules

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Each capsule contains250mgof ursodeoxycholic acid.

For a full li st of excipients,seesection6.1.

3 PHARMACEUTICAL FORM

Capsule,hard

Product imported from the UK, Spain and Slovakia:
White,opaque,hardgelatincapsule containingawhitecompressedpowderor granules.

4 CLINICAL PARTICULARS

As perPA 0573/005/001

5 PHARMACOLOGICAL PROPERTIES

As perPA 0573/005/001

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Maizestarch
Colloidal anhydroussilica
Magnesiumstearate
Gelatin
Titaniumdioxide
Sodiumlauryl sulfate

6.2 Incompatibilities

Not applicable.

6.3 Shelf life

Theshelf-life expirydateof this productshall bethedateshownon theblisterandouterpackageof theproducton the
marketin thecountryof origin.

6.4 Special precautions for storage

Do not storeabove25̊ C. Keepthecapsulesin theoriginal packagein orderto protectfrom light andmoisture.

Health Products Regulatory Authority

______________________________________________________________________________________________________________________

Date Printed 02/05/2018 CRN 2206320 page number: 1



6.5 Nature and contents of container

PVC/Aluminium blistersstripspackedin a carton to contain100capsules.

6.6 Special precautions for disposal of a used medicinal product or waste materials derived from
such medicinal product and other handling of the product

No specialrequirements.

7 PARALLEL PRODUCT AUTHORISATION HOLDER

IMED HealthcareLtd
Unit 625Ki lshaneAvenue
NorthwestBusinessPark
Ballycoolin
Dublin 15
Ireland

8 PARALLEL PRODUCT AUTHORISATION NUMBER

PPA1463/056/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation: 9th September 2011.

10 DATE OF REVISION OF THE TEXT

July 2016
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