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EU Official Control Authority Batch Release, 

Official Batch Protocol Review Immunological Veterinary Medicinal Products


Model format for 

Marketing Information Form

This version in force from 28 January 2022

Replacing version in force from 1 January 2011
	Document title
	Model for manufacturers of a MARKETING INFORMATION FORM

	Legislative basis
	Regulation (EU) 2019/6 repealing Council Directive 2001/82/EC amended by Directive 2004/28/EU

	Date of entry into force of present version
	28 January 2022

	Date of adoption of present version
	December 2021

	Date of original entry into force
	1 January 2011

	Revision status
	Editorial revision to update reference to the new legislation in force

	Previous titles and other references
	Original document finalised under PA/PH/OMCL (10) 17R

	Custodian organisation
	The present document was elaborated by the EDQM through the Veterinary Batch Release Network (VBRN) and is presented as adopted under PA/PH/OMCL (10) 17 R3


Explanatory Note

This form should be completed by the MAH and presented, with the batch release certificate (OCABR or OBPR) to the Member State where the batch will be marketed.

It is intended to:

· Clearly identify the batch in question and link it to the relevant batch release certificate (OCABR/OBPR).

· Provide any additional market specific packaging numbers and make the link to final batch numbers/bulk numbers that may appear on the certificate.

· Provide a clear statement concerning the number of containers for which marketing is requested in the Member State.

· Allow the MAH to confirm that all the specifications in the marketing authorisation where the batch is to be placed on the market have been met even if they differ from those in force in the OMCL/CA where the batch release certificate was granted.

The intention is to help facilitate the mutual recognition of certificates and improve the traceability of batches circulating in the EC/EEA and MRA partner states.

The section below the dotted line is optional.  It may be used by the CA/OMCL for internal records and/or communication of decisions according to internal procedures.
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Notification of the intention to market a batch of an immunological veterinary medicinal product, which has a marketing authorisation in the following EU/EEA Member State ..................................... and has received an EU Batch release certificate after either OBPR or OCABR in another Member State in accordance with Regulation (EU) 2019/6 Article 128 and in view of mutual recognition.

	Trade name in the above mentioned Member State:
	

	International non-proprietary name / Ph. Eur. name / common name:
	

	Name and address of Marketing Authorisation Holder (MAH) for the above mentioned Member State:
	

	Market authorisation number in the above mentioned Member State:
	

	Identification numbers associated with the lot to be marketed in the above mentioned Member State;

	Bulk number (final formulated bulk):
	

	Final lot number:
	

	Packaging lot number (if different from final lot n°):
	

	Batch number of diluent:

(where appropriate)
	

	Type of Container:
	

	Number of doses/volume of container:
	

	Total number of containers to be marketed in the above noted Member State:
	

	Proposed date of marketing:
	

	Assigned expiry date for this lot in the above noted Member State:
	


	CA/OMCL performing batch release:
	

	Type of certificate:

(i.e.: OCABR or OBPR)
	

	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 (in the case of OCABR with the annexed test results) and the manufacturer’s protocol are attached.

	Signature of qualified person (MAH):
	

	Name of qualified person (MAH):
	

	Date of issue:
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                                                                   Use of the following section is optional
For completion by the CA/OMCL after submission:

	Date received:
	

	Signature of qualified authority (CA/OMCL):
	

	Name of qualified authority (CA/OMCL):
	

	Decision and Date:
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