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SANOFI

Date 5 March 2017

Attention Ministry of Health- United Arab Emirates
Drug Department
Dr. Amal Al Awadhi

Director of drug department

Subject Ketoprofen (Oruvail® 100 mg and Oruvail® 200 mg Modified release tablets)
Safety information letter

Dear Dr. Amal,

The labelling of this MA is based on a reference marketing authorisation (hereafter the "Reference
Marketing Authorisation") held by SANOFI-AVENTIS UK for the same product for the territory of the
United Kingdom.

e Oruvail® 100 mg Modified release tablets

e Oruvail® 200 mg Modified release tablets

The labelling of this MA is based on a reference marketing authorisation (hereafter the "Reference
Marketing Authorisation”) held by SANOFI-AVENTIS UK for the same product for the territory of the
United Kingdom.

it is our understanding that any variation to the labelling in your country is refiant upon the prior
assessment and approval of that variation for the Reference Marketing Authorisation by the drug
regulatory authorities of the United Kingdom.

In that context and on that basis we would hereby like to inform you that Sanofi-aventis has on 27
January 2017 filed in the United Kingdom an application for the following safety related labelling

variation to the Reference Marketing Authorisation:

The following sections have been reviewed:
e Interactions : added interactions leading to increased risk of bleeding

Once the revised labelling is approved in the reference country, it will be submitted/notified in your
country in line with national rules and procedures on labelling updates.

Many Thanks and Best Regar_(_is,

Yours Sincerely, /5 T W
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Head of Regulatopy Affalts vy » Multi Country Safety Lead
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