PRILOHA ¢. 1

MP 122/2008

Model for manufacturers of a
MARKETING INFORMATION FORM

Notification of the intention to market a batch of an immunological medicinal product, which has a
marketing authorisation, or medicinal product derived from human blood or plasma, which has a
marketing authorisation, in the following EC/EEA member state .............cccc......

‘Name and address of specified contact

Addressee: person(s) in the member state/EU where
the batch of product is to be marketed’
‘Trade name of the product in the member

Trade name: state/EU where the batch of product is to

be marketed’

Batch number(s) appearing on the market
package:

‘Batch number of the product as in the
member state/EU where the batch of
product is to be marketed

Other batch identification numbers associated
with this batch':

‘Filling bulk number, final lot number and
packaging lot number’

Number of containers to be marketed in the
member state:

Market authorisation number:

‘MA number in the member state/EU
where the batch of product is to be
marketed’

Name and address of marketing authorisation
holder :

‘MA holder in the member state/EU where
the batch of product is to be marketed’

Date of start of period of validity:

Expiry date in the member state where the
batch is to be marketed:

Intended date of marketing:

OMCL performing batch release:

Official batch release certificate number:

I hereby declare that:

- this batch is in compliance with the above marketing authorisation and the relevant

European Pharmacopoeia monographs ;

- this batch is the batch referred to in the accompanying batch release certificate.

A copy of the batch release certificate is attached.

Signature of qualified person:

Name of qualified person:

Date of issue:

 Sufficient detail should be given to allow clear traceability back to the level of the final bulk




