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Certificate of Analysis 
RE-TYPED FROM THE ORIGINAL CERTIFICATE 

 
 
Date: 2009-01-16 
 
 
Product: Troponin I Device 
 
 
PRODUCT CODE/ 

ART.-NO. 
LOT NUMBER EXPIRATION 

DATE 
QUANTITY PHYSICAL 

APPEARANCE 
QML124 4D097-8125 2011-01 5005 conforms 

 
 

Result  Solution Amount 
positive negative 

Pass 
Y/N 

Negative 0 ng/ml Trop I /ml 3 0 3 y 
low Control 1 ng Trop I (Hytest)/ml 3 3 0 y 

Positive Control 20 ng Trop I (Hytest)/ml 3 3 0 y 
physical appearance  y 

 
 
PRODUCT MANUFACTURING 
 
The above listed product has been manufactured in accordance with the relevant standards (DIN EN ISO 
13485:2003). No radioactive material of any kind is utilized in the product, or in the manufacturing of the 
product. 
 
The above listed product does not contain any virus, reactive by-product of the same, or metabolic by-product 
of hepatitis A, B, C, or D or of the antibodies for the human acquired immune deficiency syndrome (AIDS). 
 
If this product is shipped as bulk, QMLab GmbH assumes no responsibility for the packing and label claims. 
 
 
 
 
 
 
QM-Management 
Günter Keul 
 
 

 


