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Urgent Safety Communication 

Urgent FSN’s of THERA-Trainer balo incl. Model BALANCE-Trainer / THERA-Trainer 
verto Manufactured by Medica Medizintechnik GmbH 

 

Device/ Product Name: 
Movement therapy device: THERA-Trainer balo include 
Model BALANCE-Trainer, THERA-Trainer verto 

Lot numbers/Serials: 

Manufacturing date: between CW21/2013 and CW04/2018 and can 
clearly be identified by serial number. 

 
Serial numbers consist of A002-308-XX-YYCWXXXX, A003-215-XX-
YYCWXXXX or A002-678-XX-YYCWXXXX 
YY = the last two figures of the manufacturing year (e.g. 2015)  
CW = Calendar week of production (e.g. 07) 

 
Check the affected serial numbers below.  

Manufacturer: Medica Medizintechnik GmbH 

Problem: 

Saudi FDA would like to bring your attention that Medica 
Medizintechnik GmbH is issuing an Urgent FSN’s to 
inform you that you have to STOP exercising with THERA-
Trainer balo/THERA-Trainer verto until a modification 
was done. That because the hexagon socket set screw of 
the mounting mechanism of the knee support is broken. 
 
Please read the manufacturer’ FSN below. 

Recommendation/Actions: 

 

- Please stop exercising with THERA-Trainer balo/THERA-
Trainer verto until a modification was done.  
 

- Medica Medizintechnik GmbH, will send t their 
customers within the next 2-3 weeks spare parts incl. 
service manual in order to exchange the relevant 
components.  

 
- If ho have these products Make sure to contact your 

distributor to complete the corrective action. 

  

http://www.sfda.gov.sa/en/Pages/default.aspx
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Devices/Products photo: 

 

Authorized Representative 

Details 

Company name: Care Techniques Est.  

Contact Person: Faisal Al-Haitty  

Phone: +966 567047034  

Email: plan.med@gmail.com   
 

 

For further information, please see the FSN below or Click Here. 
 

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

National Center for Medical Devices Reporting. 
Medical Devices Sector 
Saudi Food and Drug Authority 
Postal Address: Saudi Arabia - Saudi Food and Drug Authority (3292) 
North Ring Road - Al Nafal Unit (1) 
Riyadh 13312 - 6288 
Tel:  +966 (11) 2038222   Ext: 2406, 2412 
Fax: +966 (11) 2757245 
 

For latest published Recalls/Alerts, please visit (NCMDR Website) 
 
Sincerely, 
NCMDR Team                                               

 
 
 
 
 
 

http://www.sfda.gov.sa/en/Pages/default.aspx
mailto:plan.med@gmail.com
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12984
http://ncmdr.sfda.gov.sa/Default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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Serial no. Medical device 

A002-678-01-16341309 

A002-308-02-17445117 

A002-308-02-16384727 

A002-308-02-16384724 

A002-308-02-16074114 

A002-308-02-16074112 

A002-308-00-13204153 

A002-308-02-15374321 

A002-308-02-15374314 

A002-308-01-14464457 

A002-308-01-14464456 

A002-308-01-14463002 

A002-308-00-13282057 

A002-308-00-13282058 

A002-308-00-13282059 

A002-308-00-13282060 

 

http://www.sfda.gov.sa/en/Pages/default.aspx









