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 Substance 
Analysis 
method 

Unit Target value Range 

0192 #1425 
Phenylalanine 
 

LC-MS/MS, 
non-
derivatised: 

µmol/L 

Original value: 

197 138 - 256 

Update: 

143 100 - 186 

0193 #1425 
Phenylalanine 
 

LC-MS/MS, 
non-
derivatised: 

µmol/L 

Original value: 

553 387 - 719 

Update: 

707 495 - 919 
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https://chromsystems.com/de/downloadcenter/product-information-leaflets.html
https://chromsystems.com/de/downloadcenter/product-information-leaflets.html
mailto:vigilance@chromsystems.com
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Reply form 

Product name Order no. Batch no. 

Dried Blood Spot Control Bi-Level 0191 #1425 

Dried Blood Spot Control Level I 0192 #1425 

Dried Blood Spot Control Level II 0193 #1425 

1. Customer information (to be completed by the customer) 

Organisation  

Address  

Contact name  

Title/Position  

Telephone  

Email  

2. Customer promotion (to be completed by the customer) 

 Yes I have replaced package inserts 0192 and 0193#1425 with release date 21 July 2025 with 
the updated package inserts.  

 Yes 

 No 

Have you used an RRF based on products 0192 and 0192 #1425 to factorise patient 
sample results? 
 
If "yes": clarify with the attending physician or laboratory management whether a 
retrospective review of the phenylalanine values is necessary  .  

 

 Yes 

 No 

Are you aware of any adverse medical events and direct negative effects on patients in 
connection with the products listed in this safety communication? 
 
If "yes": Please provide details of this event: 

 

 Yes 

 n/a 

I have identified and notified my internal and 
external customers or other affected third parties 
to whom products affected by this letter have 
been delivered or may have been shipped. 

Enter the date and type of notification or 
n/a. 

 

 I have a question, please contact me. Brief description of the enquiry: 
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By signing, I confirm that I have received security notice FSN 04-2025 and that I have read and 
understood its contents. 

Name  

Signature  

Date  

 
 
Please return the completed form by e-mail or fax by 22 September 2025 to:  
 
email: vigilance@chromsystems.com / fax: +49 89 189 30 199 
 
It is important that your organisation takes the measures listed in the FSN and confirms that you 
have received the FSN. 
 
Your organisation's response is the evidence we need to monitor the progress of corrective actions. 

 

mailto:vigilance@chromsystems.com

