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Sterile Water for irrigation for Irrigation Pour Bottle
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- Sterile Water for irrigation for Irrigation Pour Bottle
- Trade Mark: Baxter Corp Canada
- Local Representative:
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National Center for Medical Devices Reporting
Medical Devices Sector — Saudi FDA

Kingdom of Saudi Arabia

Tel: (+966) (1) 2759222 Ext: 1420, 2469, 2417, 2464
Fax: (+966) (1) 2757245

E-mail: ncmdr.md@sfda.gov.sa

Subject: Sterile Water for irrigation for Irrigation Pour Bottle

Product code: UKF7114, Batch number 12H28B27
Dear Sirs,

Baxter is writing to inform you of an action requested by the French Authorities (ANSM),
following a quality complaint from a French Hospital related to the presence of ““non
Aspergillus saprophyte filamentous fungus” (mould) found during routine contamination
control testing of a sample of Sterile Water for Irrigation Pour Bottle (code UKF7114)
batch 12H28B27; Batch number 12H28B27 was distributed in France, UK, Ireland and
Portugal.

Baxter immediately initiated a comprehensive and systematic investigation which thus far
has provided a preponderance of evidence that the test contamination observed by the
customer did not originate from the manufacturing process.

The ANSM have requested Baxter to notify customers in France and recommend the
product to be quarantined at customer level while the investigation proceeds. Baxter has
distributed such a communication, approved by ANSM, to all impacted customers in
France.

While the investigation is in progress, Baxter has quarantined the remaining inventory of
batch 12H28B27 at warehouse level.

On 7th February 2013, Baxter received a second notification from this French customer,
informing us that, during subsequent testing on units from batch 12H28B27, performed
after the initial report, positive results for mould were only observed when swabs were
taken from the external surfaces of the pour bottle and negative results for mould were
observed when the solution itself was tested. This latest update further supports Baxter’s
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finding to date i.e. there is a preponderance of evidence that the test contamination
observed by the customer did not originate from the manufacturing process.

Baxter does not intend to take any immediate field action in UK, Ireland and Portugal at
this time, pending full investigation. This is based on detailed internal investigation and
results to date.

Baxter will continue the investigation, including sterility and bioburden testing on
returned samples which are currently in incubation with expected results by 15th February
2013.

Please contact me should you need more clarifications.

Sincerely,

Abdulilah AlMalik %

Scientific Officer Director
Mobile: 0555.46.46.36

E-mail: abdulilah_almalik(@baxter.com
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