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Ol sigma-tau s
Rare Disease v

Tel +44 (011753 751 010
Fax +44 {0)1753 860 328

i ~tAU.CO.UK
Director of Drug Control 26" November J0TA"
Ministry Of Health
United Arab Emirates

Subject: Sigma-Tau Pharma Limited product - Oncaspar® Supply to the UAE

We Sigma - Tau Pharma Limited (STPL) are currently supplying Oncaspar® to your country
through TAIBA Al Khaleej that is currently our Official representative in the United Arab
Emirates.

We have been informed that some packs (batch numbers ON4038D1 — Exp. 05/2016 and
ON4037D1 ~ Exp. 03/2016) have been supplied to UAE without being directly supplied by our
official agent.

Sigma-Tau Pharma Limited has in place a Quality System that is in accordance to EU Regulations
and complies with Good Distribution Practices to ensure full control of the distribution chain
and consequently maintain the quality and the integrity of its products. Hence we cannot
guarantee that all supplies being made outside of its official agent meet the same requirements.

Having in mind the increasing Counterfeit issues, affecting pharmaceutical products, in and

outside the EU, we emphasise the risks of procuring our products from sources other than our
official representatives.

Kind regards,

F

==
Filipe Pires, Pharm D

Quality Assurance & Pharmacovigilance Manager
Sigma-Tau Pharma Limited UK
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