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BRAZILIAN HEALTH SURVEILLANCE AGENCY

Mrittep coafizmation for active substqpcés_ exported to lhs--E_Drbpé'an Union (EU) for
medicinal products for human use, in accordance with Articie 46b(2) of Directive

2001/83/EC
Confirmation N*
1. Name and address of site:
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2. Manufacturer's licence number(s}:

REGARDING THE MANUFACTURING PLANT UNDER (1) OF THE FOLLOWING ACTIVE SUBSTANCE(S)

EXPORTED TO THE EU FOR MEDIGINAL PRODUCTS FOR HUMAN USE

Active substance(s):
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Activity(ies):

THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:
The slandards of good manufacturing practice {GMP) appiicable.to this manufacturing plan are.at least equivalent to

those lid down in the EU (= GMP of WHO/IGH Q7);

The manufacluring-plant is subject to regular, strict and rensparent.controls and to the elfective shforcement of gogd

manufacturing practice, including repeated and. unannounced inspections, so as to ensure 8 protactien of public health

at least equivalent to that in the EU; and

In the event of findings relating to non-compliance, information on such findings s supplied by the exporting third country

without delay to the EU,

_Date of inspection of ihe plant:

This written confirmation remains valid until:

Certification published in Brazllian Official Journal:

to

The authenticlty-of this written confirmation may be verified with the Issuing regulatory. N
This written confirmation is without prejudice to the responshilities of the manufacturer to ensure the quality of the

medicinal product In accordance with Directive 2001/83/EC.

THAIS MESQUITA DO COUTO ARAUJO
General Manager of Inspeclion - Substitute

HEADQUARTER: Setor de Indtstria e Abastecimanto (S1A) - Tracho 5, Area Especial §7, Brasilia:(DF) -
CEP: 71205-050. Brasi  Phone: +55-61-3462.6731. Fax: 55-61-3462-5730 e-mail: colsc@anvisa.gov.br
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