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BRAZIL- NEW COSMETIC REGULATION

New resolution about restricting the use of Pyrogallol, Formaldehyde, Paraformaldehyde and banning the use of
Lead Acetate is currently in the public comment period since January 18 ™ 2012. New rules will apply for
manufacturers and importers according to the effective and harmonized Brazilian Legislation in Mercosur.

The main change of the legislation is the addition of Pyrogallol (used as a dye for hair) From the moment the regulation

to the list of restricted substances for cosmetic use, Pyrogallol has been prohibited in comes into force, all information about
the EU since 1976. conditions of use and warnings
Already banned as preservatives in aerosols, the use of Formaldehyde and regarding these products will be
Paraformaldehyde, will also be prohibited in sprays. mandatory in labeling.

TABLE 1. COMPARISON OF THE CURRENT LEGISLATION IN FORCE AND THE PROPOSED LEGISLATION

LEGISLATION IN FORCE STATUS CP N°07 FROM 18 OF JANUARY OF 2012

Prohibition already exists in the | The Banned the use of Lead Acetate in cosmetic products
provisory List Il of *RDC 16/11 prohibition
and in RDC 48 of 03/16/2006 was kept

Listed in RDC 162, 09/11/01 Added Formaldehyde and Paraformaldehyde (used as preservatives)
with the same maximum prohibition to | Conc. Maximum allowed:
concentrations permitted and sprays and . 0.1% (in oral hygiene products)
with the prohibition only in mandatory e 0.2% (other products not intended for oral hygiene). (Expressed as free
aerosol dispensers. labeling with formaldehyde).
the use ° Banned in spray systems (such as aerosols and sprays).
conditions e  Conditions of use and warnings which must appear on the label: Contains

and warnings.

° formaldehyde (only at concentrations above 0.05% in the final product).

"RDC: Directors’ Collegiate Resolution

Reference: Public Consultancy no 7 (only Portuguese is available) To be con'd



http://portal.anvisa.gov.br/wps/wcm/connect/9bb8408049e5ddafb31eb76dcbd9c63c/Consulta+P%C3%BAlblica+N%C2%B0+7+GGTPS.pdf?MOD=AJPERES�
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Con’d
LEGISLATION IN FORCE STATUS CP N °07 FROM 18 OF JANUARY OF 2012
Listed in the RDC 16/11 with the | Lists Formaldehyde (used as nail strengthener)
same maximum permitted mandatory Conc. Maximum allowed:
concentrations. labeling with | e 5% as formaldehyde calculated
the o Conditions of use and warnings which must appear on the label:
conditions of
use and . Protect cuticles with oils
warnings ° Contains formaldehyde (only at concentrations above 0.05% in the final
product)
There is no definition in the Included in Pyrogallol used as hair dye
current legislation: the list of Conc. Maximum allowed: 5% To pH 5
restricted Conditions of use and warnings which must appear on the label:
substances ° Can cause allergic reactions.
for cosmetics | Contain Pyrogallol.
° Do not use to dye facial hair, eyelashes or eyebrows.
° Keep out of reach of children
° Wear suitable gloves

SGS has the solutions for the cosmetics industry:

° Restricted substances testing: SGS has testing capabilities for determining the
presence of restricted substances in cosmetics and other consumer products,
using standard methods. Laboratories with various testing capabilities are
accredited by Inmetro NBR and ISO/IEC 17025.

° Physical/chemical analysis: analyses, evaluation and validation of the
characteristics of the products such as determination of pH, viscosity, and
others.

° Microbiological assays: we test to the specifications laid out in Resolution RDC
No. 481/99 - Microbiological Control Standards for Personal Hygiene Products,
Cosmetics and Perfumes.
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