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PREMASUR- MERCOSUR’S REGIONAL 

PLATAFORM FOR ALTERNATIVE METHODS 

TO ANIMAL EXPERIMENTATION



PROVIDE CONFIDENCE TO THE
SOCIETY CONCERNING

MEASUREMENTS AND PRODUCTS

PROMOTING HARMONIZATION IN 
CONSUMPTION RELATIONS, INOVATION 

AND COMPETITIVENESS

through:

METROLOGY and CONFORMITY 
ASSESSMENT

Ministry of Industry, Foreign Trade 
and Services

The National Institute of Metrology, Quality and
Technology (Inmetro) was created by law in
December, 1973, to support Brazilian enterprises , to
increase their productivity and the quality of goods
and services.



Inmetro’s Main Activities

 Scientific and Industrial Metrology;

 Legal Metrology;

 Conformity Assessment Regulations;

 Accreditation of Laboratories and 
Certification Bodies;

 GLP Monitoring Authority;

WTO/TBT Enquiry Point.

Market Surveillance/Consumer 
information
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The National Network of Alternative Methods - RENAMA

Was created by

Ministry of Science, Technology, Innovation and Communication -

MCTIC, is supervised by a Steering Committee.

Associated

Labs

2012
BRACVAM



I - promote the implementation, development

and validation of alternative methods to the

use of animals;

II - to promote the adoption of alternative

methods to the use of animals in teaching and

research activities;

III - to stimulate the implantation of alternative

methods to the use of animals through

technical training and implementation of

validated methodologies;

IV - periodically monitor the performance of

the associated laboratories through

interlaboratory comparisons;

V - to promote the quality of the tests using the

development of certified chemical and

biological reference materials, where

applicable;

VI - to encourage the implementation of the

laboratory quality system and the principles of

good laboratory practice (GLP);

VII - to disseminate knowledge in the theme of

alternative methods to the use of animals;

VIII - offer, within the Network's laboratories,

services for toxicological tests using

alternative methodologies to the use of

animals.
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UNIVERSIDADE FEDERAL DA BAHIA (UFBA)

UNIVERSIDADE FEDERAL DE GOIÁS (UFG)

UNIVERSIDADE FEDERAL DE PERNAMBUCO 

(UFPE)

UNIVERSIDADE ESTADUAL DE MARINGÁ (UEM)

INSTITUTO CARLOS CHAGAS - FIOCRUZ

NEBMA  LTDA (GRUPO BOTICÁRIO)

UNIVERSIDADE ESTADUAL DE LONDRINA (UEL)

UNIVERSIDADE FEDERAL DO PARANÁ (UFPR)

UNIVERSIDADE FEDERAL DE CIÊNCIAS DA SAÚDE DE 

PORTO ALEGRE (UFCSPA)

UNIVERSIDADE FEDERAL DE MINAS GERAIS (UFMG)

ÚNICA EDUCACIONAL - FACULDADE INFORIUM DE TECNOLOGIA

UNIVERSIDADE FEDERAL DO RIO DE JANEIRO (UFRJ)

UNIVERSIDADE FEDERAL FLUMINENSE (UFF)

BIOMANGUINHOS  - FIOCRUZ

INSTITUTO NACIONAL DE CONTROLE DA 

QUALIDADE EM SAÚDE (INCQS)- FIOCRUZ

IDOR – PESQUISA E ENSINO

INSTITUTO NACIONAL DE METROLOGIA, QUALIDADE  

E TECNOLOGIA  (INMETRO)

L´ORÉAL PESQUISA E INOVAÇÃO BRASIL

ENSP – FIOCRUZ

BANCO DE CÉLULAS DO RIO DE JANEIRO (BCRJ) 

ACHE LABORATÓRIOS FARMACÊUTICOS

INVITROCELL AVALIAÇÃO MOLECULAR E CELULAR LTDA

ALTOX LTDA

INSTITUTO ADOLFO LUTZ

PLURICELL BIOTECHNOLOGIES LTDA

UNIVERSIDADE ESTADUAL PAULISTA "JULIO DE MESQUITA 

FILHO" (UNESP)

UNIVERSIDADE DE SÃO PAULO (USP)

UNIVERSIDADE DE SÃO PAULO (USP) - RIBEIRÃO PRETO

UNIVERSIDADE DE SÃO PAULO (USP) - INSTITUTO DE QUÍMICA 

DE SÃO CARLOS

UNIVERSIDADE FEDERAL DE SÃO PAULO (UNIFESP)

BIOAGRI LABORATÓRIOS LTDA.

LABORATÓRIOS BIOSINTESIS P&D DO BRASIL LTDA

INSTITUTO BUTANTÃ

LABORATÓRIO NACIONAL DE BIOCIÊNCIAS (LNBIO)

TECAM 

GRUPO KOSMOSCIENCE LTDA

NATURA INOVAÇÃO E TECNOLOGIA DE PRODUTOS  LTDA

CNPEM

LABORATÓRIO ECOLYZER LTDA

T&E ANALÍTICA - CENTRO DE PESQUISAS, DESENVOLVIMENTOS, 

ANÁLISES E CONSULTORIA QUÍMICA, BIOLÓGICA E 

FARMACÊUTICA LTDA.

CENTRO  DE INOVAÇÃO E ENSAIOS  PRÉ-CLÍNICOS  (CIENP)

ASSOCIATED LABS: 39
CENTRAL LABs: 3



Objectives:

To insert the theme “Alternative Methods” in MERCOSUR and to promote the creation of a 

laboratorial infrastructure and specialized human resources capable of implementing alternative 

methods to animal testing in their respective countries.

I. To stimulate the adoption of validated alternative methods;

II.  To promote the qualification and training of qualified human resources;

III. To promote research, developmet and validation of new alternative methods

IV. To promote laboratorial competence in MERCOSUR.

Iniciative of the Ministry of Science, Technology, Innovation and Communication

(MCTIC), Brazil

Proposed and Approved in Specialized Meeting of Science and Technology

(RECyT - Reunião Especializada em Ciência e Tecnologia (RECyT))

2016



 CONCEA – National Council for the Control of Animal Experimentation

• Normative Resolution no. 18/2014

• Normative resolution no. 31/2016

 Skin Corrosion/Irritation: OECD TG 430, 431, 435, and 439;

 Eye Corrosion: OECD TG 437, 438, and 460;

 Phototoxicity: OECD TG 432;

 Skin Absorption: OECD TG 428;

 Skin Sensitisation: OECD TG 429, 442A, and 442B;

 Acute Toxicity: OECD TG 420, 423, 425, and 129*;

 Genotoxicity: OECD TG 487Eye Irritation/non classified: OECD TG 491, and

492;

 Skin Sensitisation: OECD TG 442C, and 442D;

 Reproduction/Developmental Toxicity: OECD TG 421, and 422;*

 Bacterial Endotoxin Test: Evaluation of pyrogenic contamination in injectable

products



THEORETICAL – PRATICAL COURSES

40h

 IN VITRO METHODOLOGY DETERMINED BY CONCEA (RN 18 e 31)

 RENAMA’s Specialists (Associates and Centrals)

 Programing 60% practical 40% theoretical

15 VAGAS



Lecture Material (PPT, SOPs, etc)

THEORETICAL – PRATICAL COURSES

40h



PREMASUR CALENDAR



168 candidates

7 Brazilians

1 Argentine

1 Paraguayan

9 Participants

COURSE 01 - NOV/2016

Title: Theoretical-practical course for the use of alternative methods to animal use for evaluation of 

genotoxic potential of  chemical substances.

Coordination:  Instituto Nacional de Controle de Qualidade em Saúde – INCQS / FIOCRUZ

Location: Rio de Janeiro – RJ.



COURSE 02 - JAN/2017

Title: Theoretical-practical course for alternative methods that use Balb 3T3 guidelines as a 

test system: citotoxity according to GD129 OECD and phototoxicity according to TG 432 

OECD .

Coordination: Instituto Nacional de Metrologia, Qualidade e Tecnologia (Inmetro)

Location: Duque de Caxias-RJ. 

58 candidates

13 Brazilians

13 participants



COURSE 03 - APR/2017

Title: Theoretical-practical course for alternative methods to the animal use for the 

evaluation of the potential to ocular reaction and corrosion of chemical substances. 

Coordination: Instituto Nacional de Metrologia, Qualidade e Tecnologia (Inmetro)

Location: Duque de Caxias-RJ. 

39 candidates

9 Brazilians

9 participants



COURSE 04 - MAY/2017

Title: Theoretical-practical course of alternative methods that use human skin as a test 

system: method OECD TG431 – in vitro Dermic Corrosion, method OECD TG 439 – in vitro 

cutaneous reaction test, and method OECD TG 428 – in vitro cutanous absorption method. 

Coordination: Grupo O Boticário 

Location: São José dos Pinhais, PR. 

81 Candidates

11 Brazilians

2 Argentines

13 Participants



COURSE 05 - JUN/2017

Title: Validation of alternative methods to animal use and regulatory acceptance.

Coordination: Instituto Nacional de Controle de Qualidade em Saúde – INCQS / Fiocruz & 

Instituto Nacional de Metrologia, Qualidade e Tecnologia (Inmetro).

Location: Brasília, DF. 

47  Candidates

24 Brazilians

1 Argentine

25 Participants



COURSE 06 - SEP/2017

Title: OECD TG 428 Method (Cutaneous absorption in vitro method)

Coordination: Laboratório de Métodos Alternativos do Núcleo de Desenvolvimento 

Farmacêutico e Cosméticos da Universidade Federal de Pernambuco (NUDFAC/UFPE). 

Location: Recife, PE.

49 Candidates

7 Brazilians

1 Argentine

8 Participants



COURSE 07 - OCT/2017

Title: Evaluation methods of the ocular reaction and corrosion potential that utilize a in 

vitro cornea model (OECD TG 491 & OECD TG 492). 

Coordination: Laboratório Nacional de Biociências (LNBIO)

Location: Campinas, SP.

15 candidates

8 Brazilians

1 Argentine

9 Participants



COURSE 08 - NOV/2017

Title: Innovative approaches for the evaluation of potential for dermic sensibilization from 

chemical products. 

Coordination: Laboratório de Farmacologia e Toxicologia Celular/ Faculdade de Farmácia -

Universidade Federal de Goiás. 

Location: Goiânia, GO

17 Candidates

8 Brazilians

8 Participantes



CURSO 09 - MAY/2018

Title: Use of alternative methods to the animal use for the evaluation of genotoxic potential

of chamical substances – in vitro evaluation of Micronucleus OECD 48.

Coordination: Universidade Federal de de Ciências da Saúde de Porto Alegre.

Location: Porto Alegre , RS

80 Candidates

13 Brazilians

13 Participants



COURSE 10 - MAY/2018

Title: Alternative methods to animal use for experimentation: In vitro evaluation of the skin 

irritation (TG 439) and sensabilization (TG442E). 

Coordination:  L’ORÉAL Research & Innovation  & Institut Pasteur Montevideo

Location: Montevideo, Uruguai

81 Candidates

2 Brazilians

9 Uruguayans

3 Argentines

14 Participants



2018 TRAINING RN 18 & 31 CONCEA

2019  WORKSHOP + TRAININGS

NEXT STEPS (2018-2019)

635 Candidates

102 Brazilians

9 Uruguayans

9 Argentines

1 Paraguayan

121 Participants



September 2019 !!

De Vecchi et al ,2018



Thank you!

premasul@mctic.gov.br

Lbbalottin@inmetro.gov.br

Lbbalottin@gmail.com
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