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Requirements: Getting Started

In 2019 Brazil began the commercial implementation phase of its national drug
control system. When completed in 2022, the Sistema Nacional de Controle de
Medicamentos (SNCM) will be used by companies to transmit data about product
movement and disposition to the Brazilian Health Regulatory Agency (ANVISA).
This visual guide to serialization and data exchange requirements gives companies
producing medicines for the Brazilian market a quick understanding of the basics

of Brazil requlations. Learn more about:

 Timelines
» Which products are included
» Regulatory and serialization requirements

» Government reporting
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A guide to serialization and trade partner data exchange requirements
ting ies producing medicines for ilian market.

On December 28, 2016, Brazil published Federal Law No. 13.410, which
established serialization and traceability requirements for the country and
officially amended the original Federal Law No. 11.903. In 2019, under this
new law, Brazil began the commercial implementation phase of its national drug
control system. When completed in 2022, the Sistema Nacional de Controle de
Medicamentos (SNCM) will be used by companies to transmit data about product
movement and disposition to the Braziian Health Regulatory Agency (ANVISA).

NATIONAL DRUG CONTROL SYSTEM TIMELINE:
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WHICH PRODUCTS ARE INCLUDED?
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REGULATORY REQUIREMENTS

Serialization Reporting Aggregation
(secondary, tetiary) reported fo the SNCM system container level
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SERIALIZATION REQUIREMENTS
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REPORTING AND COMPLIANCE CHOREOGRAPHY
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TRACEABILITY AND REPORTING
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Time parameters for reporting events to the central system
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Use XML s the data exchange format forreporting
purposes

The Most Proven Track and Trace Solution Worldwide

TraceLink has helped more than 1,200 customers across the supply chain comm:
more than 5.4 billon serial numbers and at compliance in the U.S., EU, and
markets around the worl
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