
 

 
 

Our reference: 03/C20/LTR/Y400 

3rd March 2020  

Dear Valued Customer / Business Partners, 

RE: “ALSEAL” AS-205 High Performance Silicone Sealant - 21 CFR 175.300 Compliant 
 
This letter is to confirm that “ALSEAL” AS-205 High Performance Silicone Sealant has 

been tested by an independent third party testing lab according to the 21 CFR 175.300 - 

Resinous and polymeric coatings. This is a regulation covering most types of adhesives and 

coatings used on food-contact surfaces. Said regulation also covers certain specific polymers, 

pigments, additives and the maximum percentage of certain materials in a formulation. It 

should also be known that FDA does not approve or endorse any coatings or adhesive to be 

used for food-contact surfaces. The coating or adhesive to be used for these surfaces shall 

be tested according to the testing conditions specified in 21 CFR 175.300. 

Based on page 185 and 186 of the regulation, the total extractives (mg/in²) shall not exceed 

the below according to the container volume and repeated or one time use is as follows: 

Intended for or 
employed as a 
component of 

container 

Container size 
One time or 

repeated use 
Total extractive 

(mg/in²) 

Yes > 1 gallon One time use <1.8 

Yes > 1 gallon Repeated use <18 

No > 1 gallon Repeated use <18 

As for the extraction conditions, each is to simulate the storage of different types of food. 

Testing condition To simulate 

Water (120°F for 24 hours) Room temperature filling and storage 

n-heptane (70°F for 30 minutes) 
Room temperature filling and storage of 
fatty foods only 

8% Alcohol (120°F for 24 hours) 
Room temperature filling and storage of 
alcoholic beverages only 

Water (70°F for 48 hours) Refrigerated storage 

8% Alcohol (70°F for 48 hours) 
Refrigerated storage of alcoholic beverages 
only 

  



 

 

Conclusion 

Based on the test result for AS-205 (Test Report: 7191114689-CHM15-TSL and 7191232249-

CHM20-TSL_AD2), AS-205 is suitable for room temperature and refrigerated filling and 

storage in one time and repeated use container of > 1 gallon size for the following food 

types: 

1. Non-acid (pH above 5.0), aqueous products; may contain salt or sugar or both, and 

including oil-in-water emulsions of low- or high-fat content. 

2. Acidic (pH 5.0 or below), aqueous products; may contain salt or sugar or both, and 

including oil-in-water emulsions of low- or high-fat content. 

3. Aqueous, acid or nonacid products containing free oil or fat; may contain salt, and 

including water-in-oil emulsions of low- or high-fat content. 

4. Dairy products and modifications: 

a. Water-in-oil emulsion, high- or low-fat. 

b. Oil-in-water emulsion, high- or low-fat. 

5. Low moisture fats and oils. 

6. Beverages: 

a. Containing alcohol. 

b. Nonalcoholic. 

7. Bakery products. 

8. Dry solids (no end test required). 

Should you require further information concerning the above product, please do not hesitate 

to contact us. 

Thank you. 

 

Yours sincerely, 

For Alseal Marketing Sdn. Bhd. 

 

 

                                                             _________________________________ 

Prepared by: Yap Wai Hoong                                  Verified by: Alex Ng  

                      (R&D Chemist)                                                     (Technical Manager) 

 



TEST REPORT:  7191114689-CHM15-TSL

Date: 17 JUN 2015 Tel: +65 68851312 Fax: +65 67784301

Client’s Ref: 221407207 Email: zhou.xiao@tuv-sud-psb.sg

Note: This report is issued subject to the Testing and Certification Regulations of the TÜV SÜD Group and the General
Terms and Conditions of Business of TÜV SÜD PSB Pte Ltd.  In addition, this report is governed by the terms set out
within this report.

Laboratory:
TÜV SÜD PSB Pte. Ltd.
No.1 Science Park Drive
Singapore 118221

Phone : +65-6885 1333
Fax :     +65-6776 8670
E-mail:  testing@tuv-sud-psb.sg
www.tuv-sud-psb.sg
Co. Reg : 199002667R

Regional Head Office:
TÜV SÜD Asia Pacific Pte. Ltd.
3 Science Park Drive, #04-01/05
The Franklin, Singapore 118223
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SUBJECT

Evaluation of “AS-205 High Performance Silicone Sealant” in Contact with Foodstuff

CLIENT

Alseal Marketing Sdn Bhd
Lot 2291, Jalan Kampung Baru,
Kg. Baru Sungai Buloh,
47000 Selangor
Malaysia

SAMPLE SUBMISSION DATE

13 May 2015

DESCRIPTION OF SAMPLE

Eleven pieces of cured sample (prepared on 29 April 2015) labelled as follows were received.
The tests were requested to be conducted on 27 May 2015.

Figure 1: “AS-205 High Performance Silicone Sealant” sample as received

DATE OF ANALYSIS

27 May 2015 –  09 Jun 2015

mailto:zhou.xiao@tuv-sud-psb.sg
mailto:testing@tuv-sud-psb.sg
http://www.tuv-sud-psb.sg/


TEST REPORT:  7191114689-CHM15-TSL
17 JUN 2015
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METHOD OF TEST

1. Sample Preparation of Test Specimen
The silicone sealant sample was removed from liner and conducted for the below tests.

2.    Net Chloroform-Soluble Extractives Corrected for Zinc Oleate Content
According to FDA 21 CFR Part 175.300 – Resinous and Polymeric Coatings

The sample was extracted at the specified conditions.  The extract was then evaporated to dryness
and the total extractive was then measured using an analytical balance.

RESULTS

Table 1 : Chloroform Soluble Extractives Result for “AS-205 High Performance Silicone Sealant” Sample

Extraction Conditions
(Refrigerated storage - no
thermal treatment in the

container)
Surface

Area
(inch2)

Chloroform-
Soluble

Extractives
Corrected for
Zinc Oleate

(mg/in2)

Requirements of FDA 21
CFR, Part 175.300(c)(2)

Specification for Net
Chloroform-Soluble

Extractives Corrected for
Zinc Oleate (mg/in2)

Inferred
Result

1. Distilled Water at 70oF for
     48 hours 33.51 <0.1 1.8 Pass

Table 2 : Chloroform Soluble Extractives Result for “AS-205 High Performance Silicone Sealant”Sample

Extraction Conditions
(Frozen Storage)

Surface
Area

(inch2)

Chloroform-
Soluble

Extractives
Corrected for
Zinc Oleate

(mg/in2))

Requirements of FDA 21
CFR, Part 175.300(c)(2)

Specification for Net
Chloroform-Soluble

Extractives Corrected for
Zinc Oleate (mg/in2)

Inferred
Result

1. n-Heptane at 120oF for
    30 minutes 33.51 1.7 1.8 Pass

Table 3 : Chloroform Soluble Extractives Result for “AS-205 High Performance Silicone Sealant”Sample

Extraction Conditions
(Refrigerated storage - no
thermal treatment in the

container)

Surface
Area

(inch2)

Chloroform-
Soluble

Extractives
Corrected for
Zinc Oleate

(mg/in2)

Requirements of FDA 21
CFR, Part 175.300(c)(2)

Specification for Net
Chloroform-Soluble

Extractives Corrected for
Zinc Oleate (mg/in2)

Inferred
Result

1. 8% Alcohol at 70oF
   for 48 hours 33.51 <0.1 1.8 Pass

MS TAN SER LING DR XIAO ZHOU
TECHNICAL EXECUTIVE PRODUCT MANAGER

MICROCONTAMINATION DIAGNOSIS
CHEMICAL & MATERIALS



TEST REPORT:  7191114689-CHM15-TSL
17 JUN 2015
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Please note that this Report is issued under the following terms :

1. This report applies to the sample of the specific product/equipment given at the time of its testing/calibration.  The results are not used to
indicate or imply that they are applicable to other similar items.  In addition, such results must not be used to indicate or imply that TÜV SÜD
PSB approves, recommends or endorses the manufacturer, supplier or user of such product/equipment, or that TÜV SÜD PSB in any way
“guarantees” the later performance of the product/equipment. Unless otherwise stated in this report, no tests were conducted to determine
long term effects of using the specific product/equipment.

2. The sample/s mentioned in this report is/are submitted/supplied/manufactured by the Client. TÜV SÜD PSB therefore assumes no
responsibility for the accuracy of information on the brand name, model number, origin of manufacture, consignment or any information
supplied.

3. Nothing in this report shall be interpreted to mean that TÜV SÜD PSB has verified or ascertained any endorsement or marks from any other
testing authority or bodies that may be found on that sample.

4. This report shall not be reproduced wholly or in parts and no reference shall be made by the Client to TÜV SÜD PSB or to the report or results
furnished by TÜV SÜD PSB in any advertisements or sales promotion.

5. Unless otherwise stated, the tests were carried out in TÜV SÜD PSB Pte Ltd, No.1 Science Park Drive Singapore 118221.

July 2011



TEST REPORT:  7191232249-CHM20-TSL_AD2

Date: 03 MAR 2020 Tel: +65 68851312 Fax: +65 67784301

Client’s Ref: 221418559 Email: zhou.xiao@tuv-sud-psb.sg

Note: This report is issued subject to the Testing and Certification Regulations of the TÜV SÜD Group and the
General Terms and Conditions of Business of TÜV SÜD PSB Pte Ltd.  In addition, this report is governed by the
terms set out within this report.

Laboratory:
TÜV SÜD PSB Pte. Ltd.
No.1 Science Park Drive
Singapore 118221

Phone : +65-6885 1333
Fax :     +65-6776 8670
E-mail:  enquiries@tuv-sud-psb.sg
www.tuv-sud-psb.sg
Co. Reg : 199002667R

Regional Head Office:
TÜV SÜD Asia Pacific Pte. Ltd.
1 Science Park Drive, #02-01
Singapore 118221
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SUBJECT

Evaluation of  “AS-205 High Performance Silicone Sealant” Sample

CLIENT

Alseal Marketing Sdn. Bhd.
Lot 2291, Jalan Kampung Baru
Kg. Baru Sungai Buloh, 47000
Selangor Darul Ehsan
Malaysia

SAMPLE SUBMISSION DATE

24 Feb 2020

DESCRIPTION OF SAMPLE

Ten pieces of cured samples labelled as follows were received.

No Brand Product Code Product Name Picture

1 Alseal AS-205 High Performance
Silicone Sealant

DATE OF ANALYSIS

25 Feb 2020 –  03 Mar 2020

mailto:zhou.xiao@tuv-sud-psb.sg
mailto:enquiries@tuv-sud-psb.sg
http://www.tuv-sud-psb.sg/


TEST REPORT:  7191232249-CHM20-TSL_AD2
03 MAR 2020
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METHOD OF TEST

1. Sample Preparation of Test Specimen

        The sealant sample was conducted for the below tests.

2. Total Extractives Content

According to FDA 21 CFR Part 175.300 – Resinous and Polymeric Coatings

The sample was extracted at the specified conditions as requested by client.  The extract was then
evaporated to dryness and the total extractive was then measured using an analytical balance.

RESULTS

Table 1 : Chloroform Soluble Extractives Result for “AS-205 High Performance Silicone Sealant”
   Sample

Extraction Conditions
(Refrigerated Storage –

No thermal treatment in the
container)

Surfac Area
based on

coated side
(inch2)

Chloroform-
Soluble

Extractives
Corrected
for Zinc
Oleate

(mg/in2)

Requirements of FDA 21
CFR, Part 175.300(c)(2)

Specification for Net
Chloroform-Soluble

Extractives Corrected
for Zinc Oleate (mg/in2)

Inferred
Result

1. Distilled Water at 70°F for
48 hours 31.01 <0.1 <1.8 Pass

2. 8% Alcohol at 70°F for
48 hours 31.01 <0.1 <1.8 Pass

MS TAN SER LING DR XIAO ZHOU
TECHNICAL EXECUTIVE PRODUCT MANAGER

MICROCONTAMINATION DIAGNOSIS
CHEMICAL & MATERIALS
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Please note that this Report is issued under the following terms :

1. This report applies to the sample of the specific product/equipment given at the time of its testing/calibration.  The results are not used to indicate
or imply that they are applicable to other similar items.  In addition, such results must not be used to indicate or imply that TÜV SÜD PSB
approves, recommends or endorses the manufacturer, supplier or user of such product/equipment, or that TÜV SÜD PSB in any way
“guarantees” the later performance of the product/equipment. Unless otherwise stated in this report, no tests were conducted to determine long
term effects of using the specific product/equipment.

2. The sample/s mentioned in this report is/are submitted/supplied/manufactured by the Client. TÜV SÜD PSB therefore assumes no responsibility
for the accuracy of information on the brand name, model number, origin of manufacture, consignment or any information supplied.

3. Nothing in this report shall be interpreted to mean that TÜV SÜD PSB has verified or ascertained any endorsement or marks from any other
testing authority or bodies that may be found on that sample.

4. This report shall not be reproduced wholly or in parts and no reference shall be made by the Client to TÜV SÜD PSB or to the report or results
furnished by TÜV SÜD PSB in any advertisements or sales promotion.

5. Unless otherwise stated, the tests were carried out in TÜV SÜD PSB Pte Ltd, No.1 Science Park Drive Singapore 118221.

July 2011


