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  25th October 2018 

Date Issued:  
Complaint Reference:  REC369  Action Type:  Device Modification 

 

Detail on Affected Devices:  

Our records indicate that your facility may have received the following product 

Device Name Catalogue 
Number 

GTIN Batch / Lot 
number 

Expiry Date Manufacturing 
Date 

Immunoassay 
Premium 

IA2633 

IA2638 

05055273207286 

05055273203844 

440941 

1720EC 

28 Apr 2020 

28 Apr 2020 

11 Jan 2018 

09 Aug 2017 

Immunoassay 
Premium Plus 

IA3109  
IA3112 

IA3112 

05055273207255 
05055273207286 

05055273207286 

1714EC 
430312 

432364 

28 Apr 2020 
28 Apr 2020 

28 Apr 2020 

20/21 Sept 2017 
22 Sep 2017 

13 Oct 2017 

Liquid Immunoassay 
Premium 

LIA3105 

 

05055273207200 

 

1723EC 

 

28 Apr 2020 

 

23 Feb 2018 

 

 

Please check ALL appropriate boxes. 
 I have read and understand the recall instructions provided in the Field Safety Notice. 
 I have checked my stock and have quarantined the affected kits. 
 I have notified all those who need to be aware of this notice within the organisation. 
 
Indicate disposition of recalled product: 
 Reworked with the new value sheet (specify quantity and date); 
 quarantined pending correction (specify quantity); 

 
Customer Details  
 

Company Name  

Address  

 
Total Quantity 
 

Received   

Distributed  

 



                
Response Form              Randox Laboratories Ltd  

55 Diamond Road Crumlin 
 United Kingdom BT29 4QY  

technical.services@randox.com 
Tel: +44 (0) 28 9445 1070 

     

Last printed 12 February 2019 Page 2 of 2 Form No. 12187-QA 
REVISION (0) 

  25th October 2018 

Area of Distribution (To be completed by Distributors and Randox Offices) 
 
 I have identified and notified my customers that were shipped or may have been 

shipped this product by (specify date and method of notification); OR 

 Detailed below is a list of customers who received/may have received this product. 
Please notify my customers. (List of customers may also be sent in a separate 
attachment) 

 
Have you been notified of any adverse events associated with recalled product?  
 YES 
 NO  

If yes, please explain: _____________________________________________________  
 
 

Consignee Country Quantity  
Received  

Device  
Serial / Lot 
Number 

Replacements 
Required 

 
     

     

     

 

Completed By Print Name: 

Signature: 

Date  

Contact Telephone  

Contact Email  
 

Complete and return the response form to technical.services@randox.com within five working 
days. 
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