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Urgent Warning

Warning of Potentially Contaminated SPS-1 Static
Preservation Solution Manufactured by Organ
Recovery Systemes, Inc.
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Dear Healthcare Professional,

Saudi Food and Drug Authority SFDA would like to bring
to your attention that there is a potential risk of bacterial
contamination of SPS-1, Static Preservation Solution
Manufactured by Organ Recovery Systems, Inc. Be
aware of potential risks and follow the below
recommendations to help mitigate potential patient
exposure to infectious bacteria. SFDA assures that KSA
is not Affected by this recall and been cleared the
affected lots via Saudi Arabia ports of entry. However, it

may get them through any other means.

The affected devices are:
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SPS-1 Static Preservation Solution
Lot Nos.: PBR-0060-392 (1-liter bag); PBR-0074-330 (2-liter bag(
ECRI Updated code :
Lot Nos.: PRB-0060-386, PRB-0060-392, PRB-0074-330, PRB-0074-337
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For Recommendation and further information,
please see the alert by Click Here.
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http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm545810.htm
https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm545810.htm
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If you have these affected products, you should be  jllaall 4 50 e 15568 o g ecoladiall o3a Al il 1)
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contact the Authorized Representative for enisaail
corrective action.
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Professionals in your facility.

Healthcare Professionals should report any adverse 4wSe s i oo E30Y) Ll dle L graidal) e oo
events suspected to be associated with affected ()'J b e ‘,.5‘ j) oSl 5 ) yaidl 3 jeall Ledalss ) b Ay

devices above (or other Medical Devices) to: ‘&
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Medical Devices Sector
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Postal Address: Saudi Arabia - Saudi Food and Drug ol il o Ll (5 il Ga phall Y AT g ) ) sinl
Authority (3292) 403 gl Ay jall ASLaall TYAALY Y Y
North Ring Road - Al Nafal Unit (1) VEY L OYEIY £ TAL sl YOYAYYY (V) 4104 Cala
Riyadh 13312 - 6288 YVOVY£0 (1)) 4174,k

Tel: +966 (11) 2038222 Ext: 2406 -2412 - 2430
Fax: +966 (11) 2757245

For latest published Recalls/Alerts, please visit 30 (o> 8 sl Slsle xiuYl g &l piadll JAT e J saaall
NCMDR website: el 38l g ST adsal)
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