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FRM0034360 (Legacy Ref: QF509) Rev: 04.00 
 

Effective Date: 26 Oct 22 
 

Certificate of Conformity – Nalgene  
 

                                                                                                                           Date: 07 Nov 2024 
                                                                                                                                       
Product: Nalgene 125ml PET Square Bottle No Cap 

Item Number: 842044-0125 

Lot Number: M549250 

Resin Number: 8-0003-32 

Closure Number N/A  

Date of Expiry: 28 Oct 2029 

 
Thermo Fisher Scientific confirms that the product supplied has been manufactured in a controlled 
environment, inspected and tested in accordance to relevant specifications. 
 

Test Description Requirements Result 
 
Visual According to specification Complies 
 
Test of function According to specification Complies 
 
USP<85> Bacterial Endotoxins Test <0.5 endotoxins unit/ml Complies 
 
USP Class VI According to specification Complies 
 
 
Sterility is obtained through irradiation according to ISO 11137 “Sterilization of health care products - 
Radiation” with SAL 10-6. 
 

 Min 
(kGy) 

Max 
(kGy) 

Certificate of 
Irradiation Ref 

Date of 
Irradiation 

Calculated Dose 26.1 34.3 43,720 x 960 05/06 Nov 24 

Specification 20.0 45.0   

 
 
Quality assurance of the product is performed in accordance with the requirements of Quality management  
System ISO 9001:2015 “Quality management system - Requirements".  
 
 
Signed on behalf of the Quality Department: 
 

 
 
 
Vivienne Lewis 
Batch Release-Document Controller 
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