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On December 31, 1998 the Brazilian President signed a
Provisional Measure #1791 that created

ANVISA – Agência Nacional de Vigilância Sanitária
and established a new user fees structure for companies and
products registration.

The user fees and new certification rules affect medical devices
and equipment, pharmaceuticals, vitamins and food products,

cosmetics, tobacco and certain sanitation products, which must be
REGISTRED with ANVISA prior to sale in Brazil.

The local representative of the foreign company should be
responsible for the registration of the products.
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President Cardoso signed the Presidential Decree # 3029 of April
16, 1999 effectively creating the ANVISA and regulating a series
of other Provisional Measures and Regulations incorporating the
recent negotiations with the Brazilian Congress and the local
market.

The same Decree, published on the Brazilian Official Gazette on
April 27, 1999 sets out the Internal Regulation of ANVISA,
according to which the Director President of the Agency is
nominated by the President for five year period:

Dr. Gonzalo Vecina Neto
Director President

1999 – 2003

E-mail: gonzalo.vecina@anvisa.gov.br
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In this new capacity, the new agency has enforcement powers
including cancellation of operation permits for drugs, food and
medical product manufacturers and distributors.

The Brazilian agency was created as a public company under
a contract to the Health Ministry.

According to an initial analysis conducted by ABPVS, the following are the
most important changes resulting from the establishment of ANVISA:

• Establishes a formal separation between ANVISA which will be responsible for all
sanitary and health inspection and the Ministry of Health, Which will now be
responsible for public policies related to health issues;

• Grants ANVISA the power to temporarily intervene in the administration of public
companies supplying products or services in the health sector, and considered
exclusive or strategic responsibility of the Brazilian government;

• Cancels Article 58, of Decree-Law 986/89, which exempted imported foods (sold
in its original packaging) from registration with the Ministry of Health.

ABPVS – Brazilian Regulatory Affairs Professionals Association
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• Modifies Article 21 of Law 6.360/76, to state that imported drugs, similar to those
manufactured in Brazil, will be automatically registered with the ANVISA after
180 days from the date of filing registration requirement, if ANVISA fails to accept
or reject the product registration within this period of time;

• Modifies article 20, of Law 6.360/76 to state that no product without clinically or
therapeutically proven beneficial substance in its formula, can be registered with
the ANVISA;

• Establishes ANVISA approval for production and registration of tobacco products,
hitherto not registered with the Ministry of Health;

• Establishes a new list of registration fees …

• Medications of human use, its active ingredients and other related
materials, processes and technology;

• Food, including beverages, bottled water, its components, packaging,
food additives, organic contamination limits, pesticides and veterinary
drugs residues;

• Cosmetics, personal hygiene products and perfumes;
• Cleaners, sanitation products for decontamination and hygiene of

hospitals, clinics, public transportation and homes;
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•  Diagnostic kits, reagents and items for the same purpose;
• Equipment and materials, devices for hospital, medical, dental,

blood banks, laboratory use and image diagnostics;
• Immune-biological products and their active ingredients, blood and its

derivatives;
• Organs, human and veterinary tissues for transplants or reconstruction;
• Radioisotopes for in vitro diagnostics, radio-pharmaceuticals and

radioactive products used in diagnostics and therapy;
• Cigarette, cigars and any tobacco product in any form;
• Any and all products posing any health risks, obtained by genetic

engineering, processed or submitted to radiation sources.

ANVISA also enforces its regulations on installations,
equipment, technologies, environment and procedures involved

in all manufacturing phases of the above items production,
their disposal and respective residues.
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ANVISA recently published a new device registration protocol, which reflects
MERCOSUR-wide policy. The implemented resolution, under number RDC 185
of October 22, 2001, amends previous decree SVS/SAD n.1 of January 23, 1996.
According to new resolution, an electro-medical manufacturer that request the
equipment registration at ANVISA will have to present the following
documents:

• Medical Products Manufacturer or Importer Form;
• Copy of payment bank receipt (Guia de Recolhimento Bancário)

provided by ANVISA;
• Copy of the Facility operation license, issued by local sanitary

authority;
• Copy of the Company working allowance, issued by ANVISA;
• Copy of technical certification responsibility;
• Two labels Samples used in the product package;
• Two instructions copies;
• Product technical report;
• Copy of Conformity Certification issued by accredited certification

organism, in the scope of SINMETRO;
• Term of information truthfulness responsibility
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ANVISA

SES VISA

 Interfaces of Brazilian
National Health Vigilance

EAS ... 100HS

... 27

CCIH

GR ... 100

Farmacovigilância Hemovigilância Tecnovigilância

7.000

New Pos-market 
Surveillance

Risk Management
Hospital Sentinel
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Unqualified
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Notification Form
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Disseminated by e-mail … 
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Consult Alerts
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51

Consult Alerts
By Number
By Name of the Product
By Model of the Product
By Name of the Manufacturer
By Problem Classes 
By Action Needed 
By Date of Occurrence 
By Source of Alert Diffusion
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Some Brazilian characteristics 
in Information Society

Projection Internet Access

Source MCT, 2000

High Velocity Backbone of RNP

July, 2000
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Main Principle of ANVISA
• Knowledge  as motor of the action

– Clinical Studies
– Technical Studies
– Standards and Technical Regulations

tecnovigilancia@anvisa.gov.br


