
 
    

 
 

  

 

 
   

 

 
 

          
          

 
 

 
 

 
 

 
  

  
 

 
 

  
 

 
 

 
 

 
    

 
   

 
  

  
 

 
 

 
  

Information Message 
IM/2021/003 29 March 2021 

TIRANA T.Injecta Medoject sterile hypodermic and blunt fill needles 

This information message was originally issued as an email. Its content was subsequently converted to a 
document format for accessibility purposes and to enable better integration with intranets and local safety alert 
governance systems. 

Information / background 

This information message should be managed as a safety alert. 

Device safety information which requires action has been posted by MHRA on the GOV.UK 
website. Details are available on the relevant web page. For those unable to access the web 
page, a PDF version is attached along with a copy of the manufacturer’s Field Safety Notice. 

Enquiries and further information 
Enquiries (and adverse incident reports) in Scotland should be addressed to: 

Incident Reporting & Investigation Centre (IRIC)
NHS National Services Scotland 
Gyle Square, 1 South Gyle Crescent, Edinburgh EH12 9EB 
Tel: 0131 275 7575   Email: nss.iric@nhs.scot 

Reporting options are available on the HFS website: How to report an Adverse Incident 

Further information about reporting incidents can be found in CEL 43 (2009) or by contacting 
IRIC at the above address. 

NHS National Services Scotland is the common name for the Common Services Agency for the Scottish Health Service. www.nhsnss.org 
© Crown Copyright 2021

   Addressees may take copies for distribution within their own organisations 
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https://www.gov.uk/drug-device-alerts/medoject-sterile-hypodermic-and-blunt-fill-needles-manufactured-by-chirana-t-injecta-discontinue-use
mailto:nss.iric@nhs.scot
https://www.nss.nhs.scot/health-facilities/incidents-and-alerts/report-an-incident/
http://www.sehd.scot.nhs.uk/mels/CEL2009_43.pdf
http://www.nhsnss.org/
www.nhsnss.org
mailto:nss.iric@nhs.scot


 
    

 
 

    

 
 

  
  

 
 

 
 

       
  

 
  

      
 

 
 

 
 

 

  
 

 
 

  
  
  
 

 
       

 
 

 
 

   
 

 
   

 
 

  

ANNEXE 1: Copy of MHRA web page content 
https://www.gov.uk/drug-device-alerts/medoject-sterile-hypodermic-and-blunt-fill-needles-
manufactured-by-chirana-t-injecta-discontinue-use 

Medoject sterile hypodermic and blunt fill needles manufactured by Chirana T. 
Injecta – discontinue use 

There is the potential for a black residue to be present on all Medoject hypodermic and 
blunt fill needles 

From: Medicines and Healthcare products Regulatory Agency 
Published: 29 March 2021 

Some users of these needles have seen a black residue on the surface. The 
manufacturer issued a Field Safety Notice (FSN) recalling the 5 batches reported. 
Further investigation by the MHRA has since revealed that the specific root cause of this 
issue is unknown, and it may affect all batches of the Medoject hypodermic and blunt fill 
needles. 

Since the FSN was released, the black residue has been identified as amorphous carbon. 
The information currently available to the manufacturer suggests that the risk of harm to 
patients is low. There is a large number of alternative devices available on the UK market. 
Therefore, because the specific root cause of the problem is undetermined, the MHRA is 
advising the following actions: 

Advice for healthcare professionals 
• Identify all Medoject hypodermic and blunt fill needles in your organisation 
• Stop using these needles and dispose of them 
• Share this information with all those who may also have affected products 
• Report any suspected or actual adverse incidents involving these devices through 

your healthcare institution’s local incident reporting system and your national incident 
reporting authority as appropriate: England, Scotland, Northern Ireland, Wales. 

If you have any queries about this information, please contact: 

Manufacturer 
Chirana T.Injecta Rastislav.Broska@t-injecta.sk +421 910 955 937 

MHRA 
aic@mhra.gov.uk quoting MHRA ref: 2020/010/001/487/002 Published 29 March 2021 
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https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://mhra-gov.filecamp.com/s/6NfvX51A6UfowTF8/d
https://yellowcard.mhra.gov.uk/
https://www.nss.nhs.scot/health-facilities/incidents-and-alerts/report-an-incident/
https://www.health-ni.gov.uk/articles/reporting-adverse-incident
https://yellowcard.mhra.gov.uk/
mailto:Rastislav.Broska@t-injecta.sk
mailto:aic@mhra.gov.uk


 
    

 
 

     

 
  

ANNEXE 2: Copy of manufacturer’s Field Safety Notice (FSN) 
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ANNEXE 2 continued: Copy of manufacturer’s Field Safety Notice (FSN) 
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ANNEXE 2 continued: Copy of manufacturer’s Field Safety Notice (FSN) 
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ANNEXE 2 continued: Copy of manufacturer’s Field Safety Notice (FSN) 
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ANNEXE 2 continued: Copy of manufacturer’s Field Safety Notice (FSN) 
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