


[bookmark: _Hlk157083287]{Letter head Transferee} (to be signed by the Transferee, and also by the QPPV for section b) only)


{Date}

{EMEA/V/C/xxx}, {Product Name (active substance(s))} (medicinal product(s) concerned)
Re: Application for Transfer of Marketing Authorisation from {name Transferor} (the Transferor) to {name Transferee} (the Transferee)

Attachment 3
[bookmark: _Hlk160705164]Information showing the capacity of Transferee to perform all the responsibilities required of a MAH under the Veterinary Medicinal Product Regulation 

[bookmark: _Hlk151643567]a) Identification of the person/company authorised for communication between the Transferee and the agency after authorisation on the Transfer of the marketing authorisation
This is to confirm that the contact person whose details are provided below is authorised for communication between the marketing authorisation holder (MAH) and the European Medicines Agency after the completion of the Transfer of marketing authorisation for the medicinal product(s) concerned.

	Person/Company authorised for communication between the marketing authorisation holder and the competent authorities after authorisation of the Transfer[footnoteRef:3] [3:  At the time of the submission, please make sure that the contact is registered at https://register.ema.europa.eu.] 


Member State(s): [from RMS, including UK(NI)]
Title:               First name:                              Surname: 
Company name [from OMS[footnoteRef:4]]: [4:  All organisations (name and address) for Transferor and Transferee as well as contact persons should be reflected in line with SPOR OMS. The associated LOC and ORG codes can be included. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/] 

Address:
Country:
Telephone:
E-Mail:	






b) Identification of the qualified person responsible for Pharmacovigilance (QPPV) and confirmation of the Transferee’s necessary means to fulfill the tasks and responsibilities listed in Section 5 ‘Pharmacovigilance’ of Chapter IV of Regulation (EU) 2019/6
The Transferee confirms that the services of a qualified person for pharmacovigilance (QPPV) as referred to in Article 78 of Regulation (EU) 2019/6 are available.

	Qualified person in the EEA for Pharmacovigilance

Member state [from RMS, NOT including UK(NI)]:
Title:               First name:                                   Surname:
Company name: [from OMS]
Address:
Postcode:
Country:
24 H Telephone:
E-Mail:
|_| The above-mentioned qualified person resides[footnoteRef:5] and operates in the EEA [5:  For the purpose of this letter, a Qualified Person responsible for Pharmacovigilance “resides” in the place where he/she makes his/her home, where he/she lives, can be traced, located, identified for all legal and contractual obligations, whether or not it is owned by him/her or he/she is permanently dwelling there.] 

|_| The qualified person is registered with Eudravigilance




Yours sincerely,



	{Title, name, surname, position}
	{[footnoteRef:6]Title, name, surname} [6:  The signature of the QPPV applies to section b) of this letter.] 


	For and on behalf of {name Transferee}
(The Transferee)
	Qualified Person responsible for Pharmacovigilance (QPPV)








