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RESOLUTION-RDC No. 923, OF SEPTEMBER 19, 2024(*) 
 

 
Provides for dental whitening agents classified as medical devices. 

 
 

 
THE COLLEGIATE BOARD OF DIRECTORS OF THE NATIONAL HEALTH SURVEILLANCE AGENCY, in 

exercise of the powers conferred upon it by art. 15, III and IV, in conjunction with art. 7, III and IV of Law No. 9,782, of 

January 26, 1999, and art. 187, VI, § 1 of the Internal Regulations approved by Resolution of the Collegiate Board - RDC 

No. 585, of December 10, 2021, resolves to adopt the following Resolution, as deliberated at a meeting held on 

September 18, 2024, and I, the Chief Executive Officer, determine its publication. 

Art. 1 This Resolution establishes the criteria for packaging, labeling and marketing. 

of tooth whitening agents classified as medical devices. 

Art. 2 The dispensing of medical devices intended for dental whitening containing in their composition more 

than 3% (three percent) of hydrogen peroxide present or released from other components or a mixture thereof is subject 

to the presentation of a prescription by a legally qualified professional, in the form of a simple prescription. 

 
Sole paragraph. The sale of products covered by art. 2 of this Resolution directly to legally qualified 

professionals and legal entities that provide dental services must be carried out upon presentation of registration with the 

competent Professional Council, and the tax document relating to the transaction must include the registration number 

with the competent Professional Council of the individual or legal entity. 

 
Art. 3º On the packaging and labeling of the dental whitening agents described in art. 2º of this Resolution, 

the following expression must appear, in a red stripe and in bold, in bold. 

 
Sole paragraph. The instructions for use of the medical devices referred to in the caput of this article must 

include, in bold letters larger than the text, the expression: Prescription Only. 

 
Art. 4 Medical devices intended for dental whitening must contain information on their labeling regarding the 

concentration of hydrogen peroxide, present or released from other components or mixtures thereof. 

 
Art. 5 Failure to comply with the provisions contained in this Resolution constitutes a health infraction, under 

Law No. 6,437 of August 20, 1977, without prejudice to applicable civil, administrative or criminal sanctions. 

 
Art. 6º The Resolution of the Collegiate Board - RDC No. 6, of February 6, 2015, is hereby revoked. 

published in the Official Gazette of the Union No. 27, of February 9, 2015, Section 1, page 60. 

Art. 7 This Resolution shall come into force on the date of its publication. 

 
ANTONIO BARRA TORRES 

CEO 

Republished as it was published in the Official Gazette of the Union No. 185, of September 24, 2024, Section 1, page 

72, with an error in the original. 

 
This content does not replace that published in the certified version. 
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