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PERIODIC SAFETY UPDATE REPORT 
for 

ACTIVE SUBSTANCE(S): <INN> 
ATC CODE(S): <Code(s)> 

 

MEDICINAL PRODUCTS COVERED: 

Invented name of the 
medicinal product(s) 

Marketing 
authorisation 

number(s) 

Date(s) of 
authorisation 

(Underline the 
International Birth 

Date) 

Marketing 
authorisation 

holder 

<> <> <> <> 

<> <> <> <> 

 
 
AUTHORISATION PROCEDURE in the EU: 
<Centralised/Mutual Recognition/Decentralised/Purely National> 
 

INTERNATIONAL BIRTH DATE (IBD): <Date> 

EUROPEAN UNION REFERENCE DATE (EURD):  <Date> 

 

INTERVAL COVERED BY THIS REPORT: 

From <date> to <date (i.e. data lock point)> 
DATE OF THIS REPORT: 

<Date> 

 

OTHER INFORMATION: 
<Other identifying or clarifying information if necessary> 
 
MARKETING AUTHORISATION HOLDER'S NAME AND ADDRESS: 
<Name> 

<Address> 

<E-mail address> (contact person for the PSUR procedure)  

 

NAME AND CONTACT DETAILS OF THE QPPV: 
<Name> 
<Address> 
<Telephone number> 

<Fax number> 

<E-mail address> 

SIGNATURE (QPPV or designated person): <Signature> 

 
DISTRIBUTION LIST1 

<Competent authority in the EU> <Number of copies>  

  

 

 

 

                                                
1 For medicinal products authorised through the mutual recognition or decentralised procedure the Reference Member State 
and the Concerned Member States should be indicated. 


