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Test Results:   

Test for compliance with US FDA 21 CFR Part 177.2600 

Simulant Time Temperature 
Result (mg/in

2
) 

MDL(mg/in
2
) Limit(mg/in

2
) 

No.1 

Distilled water 

7 hours 
Reflux 

temperature 
0.9 0.5 20 

Succeeding 2 

hours 

Reflux 

temperature 
ND 0.5 1 

n-Hexane 

7 hours 
Reflux 

temperature 
36.1 0.5 175 

Succeeding 2 

hours 

Reflux 

temperature 
ND 0.5 4 

Note:  

1. “mg/in
2
”
 
= milligram per square inch 

2. MDL= Method Detection Limit 

3. ND = Not Detected, less than MDL 

4. The specification was quoted from US FDA 21 CFR Part 177.2600. 

5. This report is based on Waltek test report WTS17F0271005C for revising, and replaced report 

WTS17F0271005C. 
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Sample Photo： 

 

 

 

 

 

Photograph of parts tested: 

No. Photo of testing part Parts Description  Client Claimed Material  

1 

 

Black rubber Rubber 

 

 

====== End of Report ====== 

 


