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Company
Biosintesis is a private lab specialized in preclinical

studies and supports the R&D and regulatory safety

assessment of health and life science products.

In operation since 2008 in Sao Paulo (USP), we are

committed to create and implement innovative

solutions on Alternative Methods for Animal Science in

Brazil: GLP certified test facility (full in vitro) and

RENAMA member since 2014.

IN VITRO PROTOCOLS AND 

BIOLOGICAL MODELS FOR 

EFFICACY AND SAFETY

TISSUE ENGINEERING

GLP Scope:
Toxicity, Mutagenicity and Cytotoxicity Studies

•OECD TG 129 – Acute Toxicity

•OECD TG 431 – Skin corrosion

•OECD TG 439 – Skin Irritation 

•OECD TG 487 – Micronucleus Genotoxicity

ISO 10.993 – Biological Evaluation of Medical Devices
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LESSONS LEARNED: SAFETY OF CHILDREN ARTICLES
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FULL   REPLACEMENT





Research & Development

Schools Articles Safety Brazilian 

Technical Committee (CEE 102), 

Brazilian Association of Technical 

Standards

GLP Test Facility on Research and 

Innovation of Vitro Methods

Biotechnology Department, Nuclear 

and Energy Research Institute

National Institute of Metrology, 

Quality and Technology 

Brazilian National Alternative 

Methods Network

1st STEP – FEBRUARY 2017 - RENAMA NETWORK



2ND STEP – MARCH – MAY 2017: 

Training and Implementation of SkinEthicTM RHE model

1) Shipped over distance RJ –SP

2) Tissues conditions (Receipt)

3) RHE model - acceptability range for IC50 SDS 

Phases

Two Technical Practical 

Trainings:

April – 2017

May - 2017



3th STEP – MARCH – JULY 2017

Assays for children´s articles using SkinEthic RHE 
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4th STEP – AGO – SEPTEMBER 2017

RHE Test Method included as GLP principles – ANVISA and INMETRO

GLP Scope

Toxicity, Mutagenicity and Cytotoxicity Studies

OECD TG 129 – Acute Toxicity

OECD TG 431 – Skin corrosion

OECD TG 439 – Skin Irritation 

OECD TG 487 – Micronucleus Genotoxicity

ISO 10.993 – Biological Evaluation of Medical Devices
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Interlaboratorial (INMETRO)

evaluation of other children 

products (toys, cosmetics)

GLP compliance

Validated RHE according

OECD and specific guidelines

TODAY



Looking forward

REGULATORY
INDUSTRY

•Harmonization between 

legislations and segments

•Agencies joint efforts

•Use of validated RHE 

protocols here in Brazil
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