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O Produto



I.- Atuar como “braço biônico” do Fisioterapeuta para a execução das PTM's;

II.- Expector® “não cansa”, tem pré-programações para seções de 15, 30, 45 e 60 min e 
pode ser programado para qualquer intervalo de tempo;

III.- Expector® atinge diversas frequências, de 0,1 a 100Hz;

IV.- Além da tapotagem, Expector® tem mais de 20 diferentes tipos e sequencias de 
vibração;

V.- Expector® pode atuar em toda a superfície da caixa torácica ou em regiões específicas;

VI.- Expector® é fácil de transportar, armazenar e utilizar;

VII.- Expector® é inodoro, totalmente seguro, funciona em baixa tensão 12V e é operado 
com barreira higiênica descartável.



Foto



Visão Externa - Corte

../OneDrive/Arquivos/OneDrive/Arquivos/COLETE/SITE EXPECTOR/Expector - Filme.mp4


Info’s About Brazilian Approvals

Electrical Equipments

International Manufacturing Partner



 GOVERNMENT AGENCIES INVOLVED:

 INMETRO (The National Institute of Metrology, Standardization and 

Industrial Quality)

 www.inmetro.gov.br

 Conformity assessments programs in general

 ANVISA (National Health Surveillance Agency )

 http://www.anvisa.gov.br/eng/index.htm

 Medical devices in general

Conformity Assessment Programs



Mandatory/Voluntary Certifications: Brazilian 
Certification Structure

 Brazilian Certification Process:

 INMETRO (All kinds of products, except Telecom products)

 Brazilian Registration Process:

 ANVISA (Medical devices)

 Brazilian Standards:

 ABNT/NBR (All kinds of product, most of them are translated from 
IEC standards)

 Lab Accreditation (17025 audit):

 INMETRO



INMETRO Certification Process

 Initial Process

 Expector Documents by EnEsco Ltda & Mr. Marin

 Tests reports by accredited laboratories – accreditation body is 

member of ILAC.

 EnEsco Partner Manufacturing Provider factory Inspection 

(items from ISO 9001:2008)

 Tests Reports and Documents Analysis

 Technical Report

 Conformity Certificate

 Maintenance Process (1 or 2 times / year)

 Partial tests required for mandatory or voluntary processes

 Factory Inspection (routine tests are verified)



INMETRO: Mandatory List - Examples

 Components:

 Plugs and Socket-Outlets (ABNT NBR NM 60884-1 and NBR 14136)

 Switches for fixed installations (NBR NM 60669-1)

 Circuit Breakers (NBR IEC 60947-02 and NBR NM 60898)

 Wires and cables (NBR NM 247, NBR 13249 and others)

 Plug and Socket-Outlets Adapters (NBR 14936)

 Area:

 Eletro-medical devices (ABNT NBR NM 60601 series)



 Certification Process:

 INMETRO => mandatory certification of eletro-medical devices

 Certification Bodies => certification process

 Registration Process:

 ANVISA: Health Surveillance Brazilian Agency

 Registration Offices and/or Legal Representers or Importers

 Basic Steps:

1. Product classification under applicable Brazilian standards

2. Verification if standards are under mandatory certification

3. Certification => product tests and technical analysis

4. Registration => document verification and ANVISA Requirements

5. Maintenance => yearly document verification or factory inspection

ANVISA: Medical Products



 Main Rules:

 Directive Resolution (RDC) number 032 from 2007

 Defines Registration Process as mandatory;

 Basic procedure for registration process;

 The certification is required for the registration process;

 Normative Instruction (IN) number 08 from 2009

 List of applicable standards under mandatory registration 

process;

 The IEC 60601-1 Applicable Medical Devices shall be 

certified according to INMETRO rules.

ANVISA: Medical Products


