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 03.07.2025 
 

URGENT FIELD SAFETY NOTICE (FSN) for Distributors / Customers 
 

Title: 
Tytuł: 

Redetermination of values for the RF parameter for IMMUNO-CONTROL I 
control sera - errata. 

  

Device name: 
Nazwa wyrobu: CORMAY IMMUNO-CONTROL I  

Cat.no: 
Nr kat. wyrobu 4-288 

Lot/Serial no: 
Nr serii: 

309-7577 
312-7678 
402-7779 
403-7880 
407-8181 
411-8282 
501-8383 
503-8383 

UDI-DI no: 
Nr UDI-DI: 

5907514642885 

Software no: 
Nr wersji 
oprogramowania: 

N/D 

Exp.date: 
Data ważności: 

Attachment 1 

SRN no: 
Nr SRN: 

PL-MF-000023053 

  

FSN ref. no: 
Numer ref. FSN: FSN_2507_01 
Revision no: 
Nr wersji:  

01 

FSCA ref. no: 
Numer ref. FSCA: N/D 

Type of FSCA: 
Rodzaj FSCA: N/D 
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Dear Valued Customer, 
 
Issue Description  
Opis Sytuacji: 

During routine quality control of the CORMAY IMMUNO-CONTROL I control serum, results 
beyond the internal acceptance criteria were observed. The redetermined values for the RF 
parameter for the CORMAY IMMUNO-CONTROL I series of control sera are provided in 
Attachment 2. 
Errata values for the RF parameter apply to all CORMAY IMMUNO-CONTROL I series (Cat. 
No. 4-288) listed in Attachment 1 that are within the expiration date, used to control assays 
performed with RF reagents with serial numbers xxx-5151 yy and above, calibrated CORMAY 
RF CALIBRATORS with serial numbers: xxx-57 and above. 

Impact to results: 
Wpływ na wyniki: 

The described situation has no diagnostic significance, the issued patient results and quality 
control results of the tests remain valid. 

Customer action: 
Działanie po stronie użytkownika:  

• Read carefully the content of FSN_2507_01 and, from the moment of receiving the note, 
use the newly designated control values for RF determinations as provided in 
Attachment 2. 

• Perform quality control and, if necessary, calibration before processing patient samples. 
• Send the completed response form to the email address: quality_assurance@cormay.pl 

within 10 business days. 

Manufacturer action: 
Działania podjęte przez producenta:  

• Determination of new values for the RF parameter measurement. 
• Informing customers about the situation. 

Transmission of this Field Safety Notice: 
Rozpowszechnienie notatki bezpieczeństwa:  
Please share this information with your laboratory staff and retain this notification as part of your 
laboratory Quality System documentation. If you have forwarded any of the affected product(s) 
listed above to another laboratory, please provide them a copy of this letter. 

Please maintain awareness on this notice and resulting action for an appropriate period to ensure 
effectiveness of the corrective action. 
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Please complete and return the enclosed Response Form within 10 days so we are assured you have 
received this important communication. If you have any questions regarding this notice, please 
contact Product Manager: +48 665311890. 

 
We apologize for any inconvenience caused by the aforementioned situation.  

Yours faithfully, 

 

 
Joanna Stec 
Regulatory Affairs Manager 
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REPLY FORM  
URGENT FIELD SAFETY NOTICE  

for DISTRIBUTORS 

 
Field Safety Notice (FSN) information: 

FSN Ref. No:* FSN_2507_01 
Date*: 03.07.2025 
Product/ Device name*: CORMAY IMMUNO-CONTROL I  
Product Cat.no: 4-288 
Lot /Serial Number (s): Attachment 1  
Expiry date: Attachment 1 
Deadline for returning 
reply form* Within 10 working days of reading the note 

 
Please fulfil form below (even if you didn’t received products mentioned below) and send it by 

e-mail. 
E-mail: incidents@cormay.pl  

 
 
 

Distributor’s Statement 
 

Distributor/Importer Details: 
Company Name*  

Address*  

Shipping address  
if different to above 

 

Contact Name*  

Title or Function  

Telephone number*  

Email*  
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Distributors (Tick all that apply) 

 *I confirm the receipt, the reading and understanding of the Field Safety Notice. 
 

 I have checked my stock and quarantined inventory Quantity: 
Date: 

 I have identified customers that received or may have received this device  
Contact information: 
Contact Name*:  

Title or Function:  

Signature*:  
 

phone No:  

e-mail:  

Date *:  
Mandatory fields are marked with * 
 
It is important that your organisation takes the actions detailed in the FSN and confirms that you 
have received the FSN.  
 
Your organisation's reply is the evidence we need to monitor the progress of the corrective 
actions. 
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