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IANESCO CHIMIE 
 
Test report No 551 dated January 31, 2000 
 
1. TEST 
Extraction trial in distilled water according to FDA specifications. 
 
2. REFERENCE DOCUMENTS 
Code CFR 21 – 177.2600 (e) 
 
3. TRIAL SAMPLE DESCRIPTION 
Trial sample received in lab on 7 Jan 2000 
- Silicone sealant cartridge 
- Reference: Silirub 2/S 
- Colour: White 
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4. TEST CONDITIONS AND RESULTS 
- Product applied on glass plates 
- Thickness applied: about 1mm 
- Drying before test: 10 days in ambient temperature. 
 
1) Extraction in distilled water: 
 

Extractable substances Extractable substances 
In mg/square inch  in mg/square inch 

     (individual values rounded (average value rounded 
     to 0.1mg/inch2)  to 0.1mg/inch2) 
 
First 7 hour extraction   1.5    
At reflux temperature   1.4    1.5 
      1.6 
 
Second 2 hour extraction   0.7 
At reflux temperature   0.7    0.7 
      0.8 
 
 
Reminder regarding allowed limits: 
 
Distilled water: First 7 hours: 20mg/square inch 
   Following 2 hours: 1mg/square inch 
 
5. CONCLUSION 
 
In test conditions: The values obtained during the extraction in distilled water conform to the 
specifications of paragraph 177.2600 (e) of the code CFR21. 
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