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IPAR

 

Public Assessment Report for a

Medicinal Product for Human Use

 

Scientific Discussion

Ibuprofen Max 400mg Film-coated Tablets

Ibuprofen

PA1186/022/002

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 UK/H/4780/001-002/DC with the UK as RMS. The responsibility 

of RMS was transferred to Ireland on 14 January 2019 under procedure number IE/H/0903/001-002/DC.

 

Please note the following detail for the product in IE: 

Marketing Authorisation Number: PA1186/022/002

Marketing Authorisation Holder: Chefaro Ireland DAC

 

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.

 

Based on the review of the data on quality, safety and efficacy, the member states considered that the applications for 

Ibuprofen 200 mg and 400 mg Film-coated Tablets (PL 16028/0156-0157; UK/H/4780/001-002/DC)  could be approved. The 

application was submitted via the Decentralised Procedure, with the UK as Reference Member State (RMS), and The Czech 

Republic, Germany, Denmark, Finland, Hungary, Ireland, Italy, the Netherlands, Norway, Poland, Sweden and Slovakia as 

Concemed Member States (CMS).

 

These products can be obtained without a prescription at a pharmacy (legal classification P).

 

These applications were made under the Decentralised Procedure (DCP), according to Alticle 10(1) of Directive 2001/83/EC, as 

amended, claiming to be a generic medicinal product of Brufen 200 mg and 400 mg tablets (Abbott Scandinavia AB), which 

were granted marketing authorisations in Sweden on 14 March 1975.

 

Ibuprofen 200 mg and 400 mg Film-coated Tablets are indicated for short-term symptomatic treatment of mild to moderate 

pain, such as headache, dysmenonhea (period pain), dental pain, and fever and pain in the common cold. These products 

contain the active substance ibuprofen. Ibuprofen is a non-steroidal anti-inflammatmy drug (NSAID) with analgesic, 

anti-inflammatmy and anti-pyretic properties.

 

No non-clinical studies were conducted, which is acceptable given that these applications were based on being a generic 

medicinal product of an originator product that has been licensed for over 10 years.

 

With the exception of the bioequivalence studies, no new clinical studies were conducted, which is acceptable given that the 

applications were based on being a generic medicinal product of an originator product that has been licensed for over 10 

years.

 

Bioequivalence studies were perfmmed, which compared the pha macokinetics of the test products Ibuprofen200 mg a11d 400

mg Film-coated Tablets to those of the reference products Brufen200 mg and 400 mg tablets (Abbott Scandinavia AB). The 

bioequivalence studies were canied out in accordance with Good Clinical Practice (GCP).

 

The RMS has been assumed that acceptable standards of Good Manufacturing Practice are in place for this product type at all 

sites responsible for the manufacture, assembly and batch release of these products.

 

The RMS and CMS considered that the applications could be approved at the end of procedme on 10 September 2013. After a 

subsequent national phase, marketing authorisations were granted in the UK on 10 October 2013.

 

II. QUALITY ASPECTS

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



Health Products Regulatory Authority

18 February 2022 CRN00CT3X Page 9 of 17

 



Health Products Regulatory Authority

18 February 2022 CRN00CT3X Page 10 of 17

 

 



Health Products Regulatory Authority

18 February 2022 CRN00CT3X Page 11 of 17

 



Health Products Regulatory Authority

18 February 2022 CRN00CT3X Page 12 of 17

 



Health Products Regulatory Authority

18 February 2022 CRN00CT3X Page 13 of 17

 



Health Products Regulatory Authority

18 February 2022 CRN00CT3X Page 14 of 17

 



Health Products Regulatory Authority

18 February 2022 CRN00CT3X Page 15 of 17

 

 

 

V. OVERALL CONCLUSIONS
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VI. REVISION DATE

18 February 2022

VII. UPDATES
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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 UK/H/4780/001-

002/DC to 

IE/H/903/001-002/DC

     


