FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS


CERTIFICATE OF A PHARMACEUTICAL PRODUCT1
This certificate conforms to the format recommended by the World Health Organization

(General Instructions and explanatory notes attached)

N° of Certificate:

Exporting (certifying) country: BELGIUM
Importing (requesting) country: 

1. Name and dosage form of the product:

1.1 Active ingredient(s)2 and amount(s) per unit dose3 (complete composition including excipients: see below4 or see attached4)
1.2
Is this product licensed to be placed on the market for use in the exporting country5? yes

1.3
Is this product actually on the market in the exporting country? yes/no
2A.1
Number of product licence7 and date of issue: 

2A.2
Product-license holder: 

2A.3
Status of product license holder8: a/b/c

2A.3.1
For the categories b and c name and address of the manufacturer producing the dosage form9:

2A.4
Is summary basis of approval appended?10 yes/no
2A.5
Is the attached, officially approved product information complete and consonant with the licence?11 yes

2A.6
Applicant for certificate12: 

2B.
Not applicable 6

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced?14 yes/no/not applicable

3.1
Periodicity of routine inspections: 2 years/not applicable

3.2 Has the manufacture of this type of dosage form been inspected? yes/no/not applicable

3.3
Do the facilities and operations conform to GMP as recommended by the World Health Organization?15 yes/no/not applicable

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product?16 yes
	Address of certifying authority : 
	Federal Agency for Medicines and Health Products (FAMHP) 
Avenue Galilée - Galileelaan 5/03, 1210 BRUSSELS (Belgium)

	Telephone: +32 2 528 40 00
	www.famhp.be
	certificates@fagg-afmps.be

	Date and stamp:
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	Name of authorized person:

Hugues Malonne
Chief Executive Officer




