


 

 
 

 

Sao Paulo, May 11, 2022 

 

D E C L A R A T I O N 

 

We at 3R Indústria e Comércio Eireli declare for all due purposes that the CE Mark Certificate N° 160577 QS/NB 
valid on 2021-12-16 can be marketed until May 26, 2024. 

The date of application of the Medical Device Regulation (MDR) is May 26, 2021, which means that compliance is 
mandatory to be able to place Medical Devices on the European market from this date, as per the Medical Device 
Regulation (EU) 2017/ 745 - MDR Article 120 - Transitory Provisions: 

1. As of 26 May 2020, any publication of a notification concerning a notified body in accordance with Directives 
90/385/EEC and 93/42/EEC is considered void. 

2. Certificates issued by notified bodies in accordance with Directives 90/385/EEC and 93/42/EEC before 25 May 
2017 remain valid until the end of the period indicated on the certificate, with the exception of certificates issued in 
accordance with Annex 4 to Directive 90/385/EEC or Annex IV to Directive 93/42/EEC, which become void no later 
than 27 May 2022. Certificates issued by notified bodies in accordance with Directives 90/ 385/EEC and 93/42/EEC 
from 25 May 2017 remain valid until the end of the period indicated on the certificate, which cannot exceed five 
years from its issue. However, they become void no later than May 27, 2024. 

3. By way of derogation from Article 5 of this Regulation, a device bearing a certificate which has been issued in 
accordance with Directive 90/385/EEC or Directive 93/42/EEC and which is valid pursuant to paragraph 2 of this 
article, may only be placed on the market or put into service provided that, as of the date of application of this 
Regulation, it continues to comply with the provisions of one of those directives, and provided that the design and 
intended purpose have not been altered to such an extent. important. However, the requirements of this Regulation 
on post-market monitoring, market surveillance, surveillance and registration of economic operators and devices 
apply instead of the corresponding requirements of those Directives. Without prejudice to Chapter IV and paragraph 
1 of this Article, the notified body that issued the certificate referred to in the first subparagraph remains responsible 
for appropriate follow-up with regard to all applicable requirements in respect of all devices it has certified. 

4. Devices legally placed on the market pursuant to Directives 90/385/EEC and 93/42/EEC before 26 May 2020 and 
devices placed on the market after 26 May 2020 under a certificate, as referred to in paragraph 2 of this article, may 
continue to be made available on the market or to enter into service until 27 May 2025. 

5. By way of derogation from the provisions of Directives 90/385/EEC and 93/42/EEC, devices that comply with the 
provisions of this Regulation may be placed on the market before 26 May 2020. 

6. By way of derogation from Directives 90/385/EEC and 93/42/EEC, conformity assessment bodies that comply with 
the provisions of this Regulation may be designated and notified before 26 May 2020. are designated and notified 
in accordance with this Regulation may carry out the conformity assessment procedures set out in this Regulation 
and issue certified pursuant to this Regulation before 26 May 2020. 5.5.2017 EN Official Journal of the European 
Union L 117/89 

7. With regard to devices subject to the consultation procedure provided for in Article 54, paragraph 5 of this Article 
shall apply provided that the necessary appointments to the MDCG and the panels of experts have been made. 

 



 

 
 

 

8. By way of derogation from Article 10a and Article 10b(1)(a) of Directive 90/385/EEC, as well as Article 14(1) and 
(2) and Article 14a(1)(a) and (b) of Directive 93/42/EEC, manufacturers, authorized representatives, importers and 
notified bodies that, during the period commencing on the last of the dates referred to in Article 123 .o(3)(d) and 
which expires 18 months later, comply with Article 29(4) and Article 56(5) of this Regulation, comply with laws and 
regulations adopted by the Member States in accordance, respectively, with Article 10a of Directive 90/385/EEC or 
Article 14(1) and (2) of Directive 93/42/EEC and, respectively, with the Article 10b(1)(a) of Directive 90/385/EEC or 
Article 14a(1)(a) and (b) of Directive 93/42/EEC, as specified in Decision 2010/ 227/EU. 

We conclude that as per the regulation the current Validity of issued MDD certificates will be valid until the original 
expiration date or May 26, 2024. We confirm that compliance is being maintained, elements of the MDR are being 
met and the Notified body is being carried out as surveillance activities. 

This means that we can continue to place MDD certified devices on the market until May 26, 2024, assuming they 
continue to maintain valid certifications. We state that after May 26, 2020 no significant changes have been made 
to MDD certified devices. 

Migration from MDD certified devices to MDR is often seen as a requirements revision, but in reality, it is a new 
regulation. We are waiting for our Certification Body to go through the approval process so that we can apply for 
the certification process for the MDR. 

 

 

 

 

_________________________________ 
3R Indústria e Comércio Eireli 
Cátia Silva / Regulatory Affairs 
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