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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with purpose of regulating
and monitoring of foods, drugs and medical devices. One of SFDA functions is to issue national
Standards /Technical Regulation in the fields of foods, drugs and medical devices, whether imported
or manufactured locally, through specialized technical committees (TCs). SFDA medical devices
sector through the work program of technical committee (SFDA/MDS/TC 106) “Dentistry” has
adopted the International Standard No.( ISO/TS 11405:2015) “Dentistry -- Testing of adhesion to tooth
structure”, issued by “International Organization for Standardization” in its original language. This
standard is adopted with modification in its original language and has been approved as national
standard by SFDA board of directors in its meeting No () Held on (/// AH) , agreed with (// G).

- The modifications are mentioned in the modifications Annex.



Scope

This Technical Specification gives guidance on substrate selection, storage, and handling as well as essential
characteristics of different test methods for quality testing of the adhesive bond between restorative dental materials
and tooth structure, i.e. enamel and dentine. It includes a tensile bond strength measurement test, a test for
measurement of marginal gaps around fillings, a microleakage test, and gives guidance on clinical usage tests for such
.materials. Some specific test methods for bond strength measurements are given for information in Annex A

This Technical Specification does not include requirements for adhesive materials and their performance.
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Modifications Annex

Project: SFDA.MD.106.DS.ISO/TS 11405:2015
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# | Page | Clause/Sub | Line No. | ~raragrap omment | Comments Modification
Ng_ clause No. Figure/ Table/ type
- Add “Relative Humidity” after RH as it is
T the first time it is mentioned in the document
1 4 5125 ed Clarification - Add “Seconds” after “s” as it is the first
time it is mentioned in the document
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