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OVERVIEW

Medical Devices that use functionalities such as Bluetooth, Wi-Fi and other wireless connectivity 
features require ANATEL registration is required as part of the registration process of devices as per 
the new Brazilian medical device regulations. ANATEL certification as a component of registration 
and modification applications for devices used for telecommunication as well as for devices 
using radio frequency (RF) or wireless technology. Medical Devices that use telecommunication 
functionalities like Bluetooth and WIFI to connect devices, device accessories with mobile apps 
are considered telecommunication products under different categories defined by ANATEL based 
on intended use of the device or component.

ANATEL

ANATEL is Brazil’s National Telecommunication Agency (Agência Nacional de Telecomunicações) 
and the regulatory authority for telecommunications. Telecommunications products must be 
approved by ANATEL before being marketed in Brazil, the approval is based on laboratory testing 
reports conducted by private labs authorized by ANATEL. Once approved, the products labeling 
should inlcude the Laboratories, homologation number, EAN number and ANATEL logo.

KEY DEFINITIONS

Telecommunication Product: A ‘telecommunication product’ is defined by ANATEL as equipment, 
apparatus, device or element that comprises means necessary or sufficient t o achieve 
telecommunication.

Telecommunication: Telecommunication is the wired, wireless, optical or any other electromagnetic 
process that transmits, emits or receive symbols, signals and any other information.
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WHO SHOULD APPLY FOR ANATEL

The applicants who intend to market telecommunication products in Brazil need to apply for 
product homologation with ANATEL.

Both New Market Registrants and companies that have already begun their ANVISA registration 
projects will also have to provide ANATEL certification to the regulator before their applications 
can be approved.

The following entities can apply for Anatel homologation; 

 D Manufacturer of the product

 D Supplier and Importers of the product in Brazil

 D Private individuals or companies (for own use)

For foreign companies the application must be submitted either by the supplier or by the 

representative in Brazil.

 D The representative must be a legally registered and can be the held responsible for the legal 

aspects resulting from the sales of the product in Brazil. 

 D Some organizations in Brazil offer services to facilitate the process of homologation, such as 

holding the certificate in case the companies don’t have a representative in the country.
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Category Requirements for ANATEL Certification Example

Category I

 - Product must go through laboratory tests 
(performed by a lab accredited by INMETRO) 

 - If the manufacturer does not have the ISO 
9000 certification, ANATEL has to evaluate the 
manufacturing process which includes visits to 
the manufacturing plant.

 - Products must go through annual reevaluations 
to maintain the certification. The reevaluation 
process consists of going through a simplified lab 
testing according to ANATEL regulation

 - Mobile phones; 
 - Satellite 

phones; 
 - VOIP phones; 
 - Mobile phone; 
 - Batteries; 
 - Mobile phone 

charging cables; 
 - Phone signal 

cables; 
 - Modems

Category II

 - Like category I, products in category II are required 
laboratory testing and bi-annual reevaluations to 
keep a valid homologation at ANATEL

 - Reevaluation for a category II product refers to 
checking documentation to assure the product 
specifications remain the same as what was 
tested the first time, and no laboratory testing is 
required.

 - TV and radio 
antenna, 
receivers and 
transmitters

 - Wi-fi equipment
 - RF automation 

devices

Category III
These products do not require reevaluations for now, 
but still must be approved in the laboratory tests.

 - Optical fiber 
cables

 - Cable 
connectors

 - Mobile 
network signal 
transmitters

Anatel classifies telelcommunication products into three (3) categoreis as shsown here below:

PRODUCTS THAT NEED ANATEL HOMOLATION
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Figure 1: ANATEL Homologation Process

ANATEL HOMOLOGATION PROCESS

Select an OCD

Present Product 
application to OCD

Obtain initial certification 
From ANATEl and OCD

Product Testing in 
INMETRO acrediated Lab

Release of certificate by 
OCD

Receive Anatel Stamp

Anatel homologation process of telecommunication devices includes the following steps;

1. Select an OCD (Organismo de Certificação Designado), present product application to OCD and

1. obtain initial certification from ANATEL and OCD

2. Testing of product at a suitable laboratory accredited by Inmetro

3. Release of certificate by OCD necessary for homologation by ANATEL

4. Receive product Stamp from ANATEL
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1. Select an OCD

OCD is a third-party institution appointed by ANATEL that evaluates products and issues a 
certification based on tests conducted by a laboratory accredited by Inmetro. The applicant needs 
to select an OCD will recommend the applicant a laboratory for testing based on the technical 
specifications of the product. The homologation process can be initiated after registration on 
ANATEL’s website and contact with an OCD.

The following information needs be presented to the OCD each product:

• Information about the applicant for the Certification (Dados do Solicitante da Certificação)

• Information about the manufacturer

• Information about the manufacturing plant

• User manual

• Product manual

• Technical specifications

• Internal and external product photographs

• Test reports

• Electrical scheme (if specifically required)

• ISO 9001 Certification of the manufacturing plant (for category I products or if there are multiple

manufacturing plants)

2. Product Testing

A suitable laboratory is chosen based on the product’s testing specifications and needs, and 
subsequently the test process is started. The number of samples needed varies according to the 
product category; for example, the OCD certificate for devices such as cell phones and tablets can 
be obtained by evaluation of a single sample, however, multiple samples can speed up the process. 
Usually product manufacturers send four to six samples of their products to quicken the testing 
process. Other products require a minimum number of samples; such as for lithium batteries, the 
regulation requires 54 samples for testing purposes.

The foremost purpose of testing performed at laboratories includes certifying the product’s 
resistance to electrical and electromagnetic abnormalities, guaranteeing products’ performance 
after long periods of use and making sure they meet safety requirements.
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3. Receiving Certificate from OCD

Once the approval is received from the laboratory, the OCD issues a certificate that is necessary for 

homologation by ANATEL. There are different types of certificates depending on product category 

and use. 

 - Declaration of Conformity: applicable to hand-crafted products not intended for 

commercialization

 - Declaration of Conformity with Analysis Report: applicable to the instance where the application 

cannot be evaluated by an OCD within 3 months and will require evaluation by ANATEL itself

 - Certification of Conformity with System Quality Evaluation: certification document applied to 

Category I products

 - Certification of Conformity Based on Type Analysis and Periodic Evaluation of the Product: 

certification document applied to Category II products

 - Certification of Conformity Based on Type Analysis: certification document applied to Category 

III products

The Certificate of Conformity (COC) issued by the OCD before commercialization. A COC contains 

the following information:

 - Company identification and CNPJ number (Cadastro Nacional da Pessoa Jurídica), the National 

Registry of Legal Entities 

 - EAN codes for each product

 - Images of the product prototype indicating the location of ANATEL stamp and additional product 

details

3.1. Generating EAN Code

The EAN code for the devices are generated by GS1 Brazil by submitting the following information 

about the company, such as: 

 - CPNJ Number

 - Articles of Association 

 - Tax Declaration 
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4. Receiving ANATEL Stamp

All telecommunication products homologated by ANATEL receive a stamp containing a barcode 

with the product homologation number. The stamp is a guarantee for the buyer that the product 

complies with telecommunication regulations. The homologation number or the entire stamp can 

be printed depending on area where it is being printed. For example, cell phones’ product manual 

can have full stamp printed, whereas only homologation number is printed on the phone itself. 

It is mandatory to have the ANATEL stamp on telecommunication products since in Brazil, the 

Federal Revenue Service known as Receita Federal is responsible for the confiscation of incoming

goods to the harbors and will retain telecommunication goods without the ANATEL stamp.

Once certified, the products need to be added to SGCH Serviço de Gestão de Certificação e 

Homologação, a database that compiles all products registered and certified in the country.

The process can be completed in eight steps and the process requires payment of Boleto, the 

invoice payment method in Brazil. 

Once registered, the OCD will proceed with homologation process upon presentation of necessary

documents, 

 - Homologation applicant information 

 - Letter of registration with GS1 Brazil (applicable only for first homologation) 

 - Articles of association (applicable only for first homologation) 

 - CNPJ

 - Warranty information 
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Timelines for Anael Homologation

The timeline to obtain Anatel homologation depends on the product type as well as the time taken 
for completion of laboratory tests. Certain products require only couple of days for testing to be 
completed, whereas mobile phones, wi-fi devices usually take around four to five weeks for full 
tests. In case of laboratory testing for lithium batteries, it takes about four months; nevertheless, 
ANATEL allows products to be commercialized after one month of homologation. In general, the 
timelines vary between one month and three months for homologation and the issue of certificate.

Figure 2: ANATEL STAMP
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Summary of ANATEL Certification in Brazil 
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Figure 3: Summary of ANATEL Certification in Brazil
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legal representative with offices in USA, China, Japan, Brazil, Mexico and Argentina, the company 
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Address: 400 Fifth Avenue, Suite #115, Waltham, MA 02451

Email: info@globalregulatorypartners.com 

Website: www.globalregulatorypartners.com

Telephone: 781.672.4200

Corporate Office

Brazil

Rafael Marino Street, NETO 600
Karaiba Garden
UBERLANDIA – 38411-186
Minas Gerais (MG)
Telephone: (+55) 34-3235-1971

Argentina

Bouchard 468
4to. G
C1106ABF
Buenos Aires
Telephone: 
(54 11) 52523386

Japan

Toranomon 40MT Buildings 7th 
floor
Minato-ku, Tokyo, 105-0001 Japan
Telephone: (+81)-3-4530-9824

China

21st Centry Tower, Suite 6030, 6/F
210 Centry Avenue, Pudong District
Shanghai, 200120
Telephone: (+86) 021-517-27278

Mexico

Lake Alberto 442 – 5th floor
Tower A – Office 509
Col. Anahuac 1st Section
Delegation Miguel Hidalgo, C.P. 11320
Telephone: (+52) 55 7312 4169




