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Aprilia, 11th January, 2023 

 

TO WHOM IT MAY CONCERN 

 

The undersigned Celeste Fiore, Regulatory & Manufacturing Compliance Specialist of CATALENT 

ITALY S.p.A. located in Via Nettunense km 20,100 – 04011 Aprilia (LT) – Italy, hereby  

DECLARES 

that the new Cosmetics Regulation (EC) 1223/2009, which entered into force on 11th July, 2013 in 

the European Union, does not require a formal certification of GMP compliance for manufacturers 

of cosmetic products. According to art. 8 of the said Regulation - ‘Good Manufacturing Practice’ - 
cosmetic manufacturers are only required to observe the following provisions: 

1. The manufacture of cosmetic products shall comply with good manufacturing practice with 

a view to ensuring the objectives of Article 1. 

2. Compliance with good manufacturing practice shall be presumed where the manufacture is 

in accordance with the relevant harmonized standards, the references of which have been 

published in the Official Journal of the European Union. 

Therefore, the adoption of the harmonized Standard UNI EN ISO 22716:2008 – Cosmetics – Good 

Manufacturing Practices (GMP) – Guidelines on Good Manufacturing Practices – by cosmetic 

manufacturers presumes their conformity with GMP. 

In witness thereof, 

 

Celeste Fiore 

Regulatory & Manufacturing Compliance Specialist 

Catalent Pharma Solutions 
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04011 Aprilia (LT) - ITALY 
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