Health Products Regulatory Authority

Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Ursdalk 250mg hardcapsules

2QUALITATIVE AND QUANTITATIVE COMPOSITION
Ead capsuk contains250mgof ursodeoxybolic add.

For afull listof excipients,seesection6.1.
3PHARMACEUTICAL FORM

Capsulehard

Product imported from the UK, Spain and Sovakia:
White, opaquehardgelatincapsile containing a white compressedpoowderor granules.

4 CLINICAL PARTICULARS

AsperPA 0573/005/001
5PHARMACOLOGICAL PROPERTIES
AsperPA 0573/005/001

6 PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Maizestach

Colloidal anhydroussilica

Magnesiunstearag

Gelatn

Titaniumdioxide

Sodiumlauryl sulfate

6.2 Incompatibilities

Not applicable.

6.3 Shelf life

Thesheltlife expiry dateof this productshdl bethedateshownon theblisterand outerpackageof the productonthe

marketin the countryof origin.

6.4 Special precautionsfor storage

Do not stare above25'C. Keepthe capsilesin the original packagein orderto protectfrom light andmoisture.
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6.5 Nature and contents of container
PV C/Aluminium blistersstripspackedn a catonto contin 100 cgpsuks.

6.6 Special precautionsfor disposal of a used medicinal product or waste materialsderived from
such medicinal product and other handling of the product

No specialrequirements

7 PARALLEL PRODUCT AUTHORISATION HOLDER
IMED HealthcarelLtd

Unit 625KilshaneAvenue

NorthwestBusines$ark

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 Septembe2011.

10 DATE OF REVISION OF THE TEXT

July 201¢€
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