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Urgent Safety Communication  

 
FSNs/Recalls issued by Zimmer need action من ةصادر اتاستدعاء ( شركةZimmer) تحتاج إلى إجراء 

 

 
Saudi Food and Drug Authority SFDA would like to 

bring attention of all Orthopedics and healthcare 

providers that there are several FSNs/Recalls (listed 

below) had issued by Zimmer and Zimmer Biomet 

which can’t be tracked or can’t complete its 

corrective actions. Therefore, everyone must ensure 

that their facilities are not affected by these recalls 

and/or ensure that the corrective action have been 

taken by the authorized representative of the 

manufacturer. 

For further information, please see the links below. 
 

 
يئلظوووغ   جريحووو  كغفوووم نبووو تيء ويئوووءويء    توووال يئة اوووم يئلغذوووم ئ  ووو 

وجوووووال يءووووومءاغءي    ذووووو كا    إئووووو  ذقوووووءذ  يئراغصوووووم يئ ووووو  مو

 Zimmer and Zimmerشوووووركم   لنوووووغدر  وووووغل   اووووو 

Biomet   ئووووو  صوووووم  يك وووووغح يلجوووووريء يئم ووووو     ئةوووووغ  و   ص  ووووو

ذووو    وووا ذنمووو تة  ذووو   التأكبببديئج  ووو   ا ووو   يجببب  تلقبووو ذ ئووو ئ 

إتخوووووغ  ذووووو  التأكبببببد  و و/ي ءووووومءاغءي   يئ نمجوووووغ  يئ مووووو  ر   ةووووو د

يئ  ثوووووو  يئقووووووغنان   يلجووووووريءي  يئم وووووو    م يئ  ذووووووم ذوووووو   بوووووو 

 ئ   ن ذ

 

 غدذـط  لنـروي ـ   يئـا ع ـ  يلطـرجـغ ، صـاذـ ـذ  يئ لء ـزصـئ 
 

Recalls: الإستدعاءات: 
 

Manufacturer Device Name link 

Zimmer Biomet, Inc. AIM Tibial Nail Click Here  

Zimmer Inc….. NexGen LPS Click Here  

Zimmer Inc….. 
Prosthesis Shoulder Hemi Humeral Metallic Uncemented. ExploR, ExploR 
Radial Head 

Click Here  

Zimmer Inc….. 
uncoated knee and hip prostheses, coated knee femur prosthesis, 
patellofemoral joint prosthesis, femoral head bipolar component, press fit 
femoral stem prosthesis 

Click Here  

Zimmer Inc….. REVITAN MODULAR RASP DISTAL CURVED Click Here  

Zimmer Inc….. Persona Partial Knee Spacer Blocks Size 8mm, 9mm, 10mm, 12mm, 14mm Click Here  

Zimmer Biomet, Inc. ROSA Surgical Systems Click Here  

Zimmer Biomet, Inc. ROSA 1.0.2, ROSA 3.0 (Spine application) Click Here  

Zimmer Biomet, Inc. AGC Porous Patellar SM and Med Click Here  

Zimmer Biomet, Inc. Zimmer Natural Nail System Tear Drop Guide Wire Click Here  

Zimmer Biomet, Inc. Computer Assisted Surgical Device. Click Here  

Zimmer Biomet, Inc. ComputerAssisted Surgical Device. Click Here  

Zimmer Biomet, Inc. ROSA Spine 1.0.2 Click Here  

Zimmer Biomet, Inc. ComputerAssisted Surgical Device. Click Here  

Zimmer Biomet, Inc. ComputerAssisted Surgical Device. Click Here  

Zimmer Biomet, Inc. Acetabular Hip Replacement Components Click Here  

  

http://www.sfda.gov.sa/en/Pages/default.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12253
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12204
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=160165
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11918
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11919
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11907
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=160165
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12177
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12168
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12110
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11830
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11829
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11828
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11796
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11797
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12167
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If you have any of the affected products, please 
inform us by direct reply to this email and contact 
with the manufacturer authorized representative in 
KSA for corrective action: 
 

 

 

إ  غنغ  غئرل ا    رج  ف ،يئ مضوور   يلأجةز  ي ذ  إ ي كغنت ئءص   

يئماي ووووووو  ذ  يئ  ث  يئقغنان  ئ   ووووووون  ف  يئ    م ه د يئرءوووووووغئم و

 :ئ ق غ   غلجريء يئم      لر  م يئسلالصميئ

 

Isam Economic Co.   عصام الإقتصاديةشركة  

Contact person: Eng. Anas A. Al Mutabagani ضابط الاتصال: 

Tel:  +966  11 4600846   الهاتف : 

Mobil: -- :جوال 

Email:    machishty@isam.com.sa
 AnasM@isam.com.sa 

  البريد الإلكتروني:

 

Please share this information with Healthcare 
Professional 

 
 هذه المعلومات مع المختصين  مشاركةيرجى 

 

Healthcare Professionals should report any adverse 
events suspected to be associated with affected 
devices above (or any other Medical Devices) to: 
 
 

National Center for Medical Devices Reporting 
(NCMDR Website). 
Saudi Food and Drug Authority 
Postal Address: Saudi Arabia - (3292) North Ring 
Road - Al Nafal Unit (1) Riyadh 13312 - 6288 
Tel:  +966 (11) 2038222   Ext: 2406 
 

ذمغك  ا   ي  الإبلاغا   يئ خم     غئراغصم يئ   م  جبص

صممب  ف  ي تبغطةغ  غلأجةز  يئ مضر    ا د   و  ي جةغ  ايلث حو

 طب    رر إئ : 

 
 

 المركز الوطني لبلاغات الأجهزة والمنتجات الطبية

 (رابط الموقع) 
 الهيئة العامة للغذاء والدواء 

-حي النفل- الشماليالطريق الدائري  3293 العنوان البريدي:
 المملكة العربية السعودية  6288-13312الرياض 
 2406تحويلة:  2038222( 11) 966هاتف:+

 

For latest published Recalls/Alerts, please visit 
NCMDR website:  

ئ   اح ا   آ ر يئم  صري  وي ءمءاغءي  يئ نما   صرج   صغ   

 يئ ا   ي ئ مرون  ئ ركز يئب غغ  

 

Sincerely, 
NCMDR Team 

 ذ   غئص يئمقءصر،
 فرصق ذركز يئب غغ 

 

http://www.sfda.gov.sa/en/Pages/default.aspx
mailto:machishty@isam.com.sa
mailto:AnasM@isam.com.sa
http://ncmdr.sfda.gov.sa/Default.aspx
http://ncmdr.sfda.gov.sa/Default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

