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( ' N O v A RT ' S Mohamed Fayez Shahin Novartis Pharma Services AG
4 CPO Quality Assurance Hexd-UAE 1% Floor, Limitiess Building

To:

Date:

Subject:

Jumeirah Viliage Trnangle,

Al Khail Road, P O Box 23510
United Arab Emirates

Phone: +97144357762

Celi: +971 55 123 5294

Emait; mohamed.shahin@novartis.com

Dr. Amal Al Awadj

Direcror of Drug Department
The Ministry of Health
Dubai, U.A.E.

13 August 2014

Recall of all batches of Spersallerg Single Dose Unit and Multi Dose Unit, which are not
expired

Dear Dr. Amal,

This is to inform you that Novartis Pharmacuritcals is intiating a level C (from the
distributor only) recall for all batches of Spersallerg Single Dose Unit and Multj Dose Unir,
which are nor expired.

The Italian Healch Authority AIFA has conducted a GMP audit at the raw material
manufacturer Societa Italiana Medicinali Scandicci (SIMS) srl in Reggello, Italy. Critical
deficiencies were found, regarding the presence of rwo unauthorized storage and dispensing
areas. On 19 June 2014 a statement of GMP non-compliance was issued and updated on 9
July 2014 with a rapid alert notification asking for the recall of the batches dispensed in the

Novartis took pruning decision for Spersallerge at Mid of 2012, The prioduct is already de-
registered in UAE since 25® August 2013 due to commercial reasons. Production under
Novartis responsibility has been stopped for Spersallerg in 2012. There will be no further
suppliers from Novartis.

This is a precautionary recall as there is a potential product defect and no actual qualiry
defect with no negative impact on patient safety.

Novartis is intitiating the recall from the distriburor only {level C) and no recall from the
market is advised by Novartis; noting that Zero Stock is available art the Distributors

Attachments:
¢ Recall communication {from SIMS)
* SIMS Eudra GMP {ltalian HA)
® Communicato_API_SIMS (AIFA)

Yours sincerely, u

Mohamed Fayez Shahin——
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