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Customer: Albert Handtmann Armaturenfabrik GmbH & Co. KG, 

Biberach 
  
Order date:  06.02.2001 
 
Samples received: 07.02.2001 
 
Sample origin: from customer 
 
Purpose of investigation: Extraction test according FDA regulations 
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The report relates to above described samples only. Information and statistical data to the results are available on request. 
 
Not accredited measurements were not validated to the date of the test report. Due to its limited use, single tests were not 
intended for accreditation. For the assessment necessary accuracy is in those cases guaranteed by the internal quality 
management. 
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Date: 03.04.2001   Order no. 3956   from 06.02.2001 
   
Samples 
Following sample was available for investigations: 
    Q Sepharose Big Beads 
 
Carrying out the investigations 
 
1. Extraction test according FDA-§ 173.25.c 
For the purpose of investigation, each 50 ml ion exchanger were transferred in 
each column. Each column was eluted with distilled water, (or) 15% v/v Ethanol 
and (or) diluted sulfuric acid, pH3,5. The first liter was not used but the next two 
liters were used for the measurement of the dry residue and the annealing 
residue. 
 
a) Extraction with water 

Result: 
 
Dry residue  not measurable  < 0,5 mg/l 
Annealing residue not measurable <  0,5 mg/l 
 
Limits:       1 mg/l 
 
 

b) Extraction with 15% v/v Ethanol 
Result: 
 
Dry residue  not measurable  < 0,5 mg/l 
Annealing residue not measurable <  0,5 mg/l 
 
Limits:       1 mg/l 
 
 

c) Extraction with sulfuric acid 
Result: 
 
Dry residue  not measurable  < 0,5 mg/l 
Annealing residue not measurable <  0,5 mg/l 
 
Limits:       1 mg/l 
 

The accreditation applies to the test methods which are marked with * in the test 
report (Registration no. DAC-P-0035-97-01). 

 
End of Report 


