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IPAR

 

Public Assessment Report for a

Medicinal Product for Human Use

 

Scientific Discussion

Cholurso 500 mg film-coated tablets

Ursodeoxycholic acid

PA1913/002/002

The Public Assessment Report reflects the scientific conclusion reached by the Health Products Regulatory Authority (HPRA) at 

the end of the evaluation process and provides a summary of the grounds for approval of a marketing authorisation for a 

specific medicinal product for human use. It is made available by the HPRA for information to the public, after deletion of 

commercially sensitive information. The legal basis for its creation and availability is contained in Article 21 of Directive 

2001/83/EC, as amended. It is a concise document which highlights the main parts of the documentation submitted by the 

applicant and the scientific evaluation carried out by the HPRA leading to the approval of the medicinal product for marketing 

in Ireland.
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I. INTRODUCTION

This product was initially authorised under procedure number FR/H/0551/001-002 with FR  as RMS. The responsibility of RMS 

was transferred to Ireland on [02/07/2020 under procedure number IE/H/1136/001-002/DC.

Please note the following detail for the product in IE: 

Marketing Authorisation Number: PA1913/002/001-002

Marketing Authorisation Holder: Laboratoires Mayoly Spindler

 

The current Summary of Product Characteristics (SmPC) for this medicinal product is available on the HPRA website at 

www.hpra.ie.

 

The UK public assessment report published at the time of the initial marketing authorisation is provided herein.

 

 

II. QUALITY ASPECTS

 

http://www.hpra.ie/
http://www.hpra.ie/
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III. NON-CLINICAL ASPECTS

 

 

IV. CLINICAL ASPECTS
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V. OVERALL CONCLUSIONS
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VI. REVISION DATE

01/03/2022

VII. UPDATES

This section reflects the significant changes following finalisation of the initial procedure.

 

SCOPE PROCEDURE NUMBER

PRODUCT 

INFORMATION 

AFFECTED

DATE OF START OF 

PROCEDURE

DATE OF END OF 

PROCEDURE

RMS transfer

From FR/H/0551/001-0

02 to 

IE/H/1136/001-002/DC

     


