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1. Magnusson and Kligman Scale (ISO10993-10)

Patch test reaction Grading scale

No visible change

Discrete or patchy erythema

Moderate and confluent erythema

WIS | = D

Intense erythema and/or swelling
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%% UK

Good Laboratory Practice for Nonclinical Laboratory Studies. Title 21 of the U.S. Code of
Federal Regulations, Part 58. The United States Food and Drug Administration.

Good Laboratory Practice for Nonclinical Laboratory Studies (TFDA, 3rd., 2006).

Current OECD Principles of Good Laboratory Practice (Organization for Economic
Cooperation and Development, Paris, ENV/MC/CHEM (98) 17).

Skin Sensitization, OECD guideline for the testing of chemicals. #406 (2022) OECD.
Biological evaluation of medical devices— Part 10: Tests for skin sensitization. ISO 10993-
10:2021.

Biological evaluation of medical devices— Part 12: Sample preparation and reference
materials. ISO 10993-12:2021.

Biological evaluation of medical devices— Part 2: Animal welfare requirements. ISO 10993-

22022,
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