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Rev 1: September 2018 
FSN Ref: FSN-183313 2 -12/13'23-001-R FSCA Ref: 183313 2 -12/13/23-001-R 

4. General Information* 
4. 1. FSN Type* New 

4. 2. For updated FSN, reference 
number and date of previous 
FSN 

4. 3. For Undated FSN, kev new information as follows: 

4. 4. Further advice or information No 
already expected in follow-up 
FSN? * 

5. If follow-up FSN expected, what is the further advice expected to relate to: 
4 

6. Anticipated timescale for follow- January 31, 2024 
4 up FSN 

4. 7. Manufacturer information 
(For contact details of local representative refer to paae 1 of this FSNJ 

a. Comoanv Name Flexmedics 
b. Address Bearijfsgevoelige informatie 

c. Website address https://www.ghorthodontics.com/ 
4. 8. The Competent (Regulatory) Authority of your country has been informed about this 

communication to customers.* 
Yes 

4. 9. List of attachments/aooendices: Field Safety Notice Repl� Form 
4. 10. Name/Signature Persoonsgegevens 

� 

Transmission of this Field Safety Notice 
This notice needs to be passed on all those who need to be aware within your organisation or to 
any organisation where the potentially affected devices have been transferred. (As appropriate) 

Please transfer this notice to other organisations on which this action has an impact. (As 
appropriate) 

Please maintain awareness on this notice and resulting action for an appropriate period to ensure 
effectiveness of the corrective action. 

Please report all device-related incident s to the manufacturer, dstributor or local representative, 
and the national Competent Authority if appropriate, as this provides imoortant feedback .. * 

Note: Fields indicated by * are considered necessary for all FSNs. Others are optional. 
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