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1. Determination of fluoride extractives according to US FDA 21 CFR 177.1550 

1.1 Testing procedure: 

Extract samples with the extractive solvent at extractive condition, and determine the fluoride extractives 

by ISE meter. 

1.2 Testing result： 

Testing Parameter Testing Condition Unit Result Acceptance Conclusion 

Extractives residue 
 (water) 

Reflux temperature, 2hr mg/dm2 ND(0.015) ≤0.46 PASS 

Extractives residue  
 (n-heptane) 

Reflux temperature, 2hr mg/dm2 ND(0.015) ≤0.46 PASS 

Extractives residue     
  (50% ethanol) 

Reflux temperature, 2hr mg/dm2 0.027 ≤0.46 PASS 

Extractives residue     
  (Ethyl acetate) 

Reflux temperature, 2hr mg/dm2 0.066 ≤0.46 PASS 

 
Remark 
1) ND=Not Detected, less than reporting limit. 
2) Client claim the sample is PTFE Molding Powder, sample tested is made of PTFE Molding Powder 
3) End-product testing was performed to 21 CFR 177.1550 per Client request and that the acceptable results are 

based on the assumption that all material components have been confirmed by the formulator as compliant to 21 
CFR and applicable FDA regulations for the intended end use. 

4) Shanghai Laboratory was authorized by Ann Arbor to conduct the testing. 
5) Sample from: Provided by the client. 
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1. Determination of total extractives residue according to US FDA 21 CFR 177.1550 

1.1 Testing procedure: 

Extract samples with the extractive solvent at extractive condition, weigh the residue and calculate total 

extractives in mg per square decimetre of the sample extracted. 

1.2 Testing result： 

Testing Parameter Testing Condition Unit Result Acceptance Conclusion 

Extractives residue 
 (water) 

Reflux temperature, 2hr mg/dm2 2.5 ≤3.1 PASS 

Extractives residue  
 (n-heptane) 

Reflux temperature, 2hr mg/dm2 1.3 ≤3.1 PASS 

Extractives residue     
  (50% ethanol) 

Reflux temperature, 2hr mg/dm2 1.2 ≤3.1 PASS 

Extractives residue     
  (Ethyl acetate) 

Reflux temperature, 2hr mg/dm2 0.4 ≤3.1 PASS 

Remark 
1) Client claim the sample is PTFE Molding Powder, sample tested is made of PTFE Molding Powder 
2) End-product testing was performed to 21 CFR 177.1550 per Client request and that the acceptable results are 

based on the assumption that all material components have been confirmed by the formulator as compliant to 21 
CFR and applicable FDA regulations for the intended end use. 

3) Shanghai Laboratory was authorized by Ann Arbor to conduct the testing. 
4) Sample from: Provided by the client. 

 

 

 

 

 

 

 

 

 

http://www.nsf.org/


 

     

FI20200604030305                                          J-00365531                                          Page 3 / 3 
The reports will set forth in writing the findings of NSF solely with respect to the products identified therein and, unless specifically and expressly 
indicated in the reports, the results set forth in such reports will not be indicative or representative of the characteristics of the lot from which a 
product may be taken. Improper use for publicity purposes using the test result(s) is prohibited except with the specific written authorization of NSF. 
This report shall not be reproduced, except in its entirety, without the written approval of NSF. This report does not represent NSF Certification or 
authorization to use the NSF Mark. Authorization to use the NSF Mark is limited to products appearing in the Company’s  Official NSF Listing 
(www.nsf.org). The results relate only to those items tested, in the condition received at the laboratory. 

Picture of Sample 

 
 

PTFE Molding Powder 
End of Report 

 

http://www.nsf.org/

