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Summary

1 Test Article

Test Article Name  Single-use medical rubber examination gloves

Manufacturer GUANG DONG KINGFA SCL& TECH.CO.LTD

Address No.28 Delong Ave.,Shijiao Town,Qingcheng District.Qing
yuan,Guangdong,China

Model KS-ST RT021

Lot/Batch 25007011

2 Main Reference
ISO 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests for irritation and
skin sensitization

3 Test Method

Potential skin sensitization of test article was evaluated using guinea pig maximization test in
accordance with 1SO 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests
for irritation and skin sensitization.

Study protocel number: SDWH-PROTOCOL-GLP-M202004118-2.

4  Conclusion

Under the conditions of this study, the test article extract showed no significant evidence of
causing skin sensitization in the guinea pig. The positive rate of sensitization was 0%. No
evidence of skin sensitization in guinea pigs was found. 51
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Summary

1 Test Article

Test Article Name  Single-use medical rubber examination gloves

Manufacturer GUANG DONG KINGFA SCL& TECH.CO.LTD

Address No.28 Delong Ave..Shijiao Town,Qingcheng District,Qing
yuan,Guangdong,China

Model KS-ST RT021

Lot/Batch 25007011

2 Main Reference

[SO 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests for irritation and
skin sensitization

3 Test Method

Potential skin sensitization of test article was evaluated using guinea pig maximization test in
accordance with ISO 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests
for irritation and skin sensitization.

Study protocol number: SDWH-PROTOCOL-GLP-M202004118-3.

4 Conclusion

Under the conditions of this study, the test article extract showed no significant evidence of
causing skin sensitization in the guinea pig. The positive rate of sensitization was 0%. No
evidence of skin sensitization in guinea pigs was found. 51
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Summary

1 Test Article

Test Article Name  Single-use medical rubber examination gloves

Manufacturer GUANG DONG KINGFA SCI.& TECH.CO.,LTD

Address No.28 Delong Ave.,Shijiao Town,Qingcheng District.Qing
yuan,Guangdong,China

Model KS-ST RT021

Lot/Batch 25007011

2  Main Reference

ISO 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests for irritation and
skin sensitization

3 Test Method

The extract of test article was evaluated for skin irritation. With ISO 10993-10:2010 Biological
evaluation of medical devices — Part 10: Tests for irritation and skin sensitization.
Study protocol number: SDWH-PROTOCOL- GLP-M202004118-4.

4 Conclusion

The test result showed that the response of the test article extract was categorized as negligible
under the test condition.
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Summary

1 Test Article

Test Article Name  Single-use medical rubber examination gloves

Manufacturer GUANG DONG KINGFA SClL.& TECH.CO.,.LTD

Address No.28 Delong Ave.,Shijiao Town,Qingcheng District,Qing
yuan,Guangdong,China

Model KS-ST RT021

Lot/Batch 25007011

2  Main Reference

[SO 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests for irritation and
skin sensitization

3 Test Method

The extract of test article was evaluated for skin irritation. With ISO 10993-10:2010 Biological
evaluation of medical devices — Part 10: Tests for irritation and skin sensitization.

Study protocol number: SDWH-PROTOCOL- GLP-M202004118-5.

4 Conclusion

The test result showed that the response of the test article extract was categorized as negligible
under the test condition.
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