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Notification of a change in the implementation of wholesale distribution of VMPs
in the territory of Slovak Republic
According to the Article 99 par. 3 of Regulation 2019/6 and in connection with Article 18 par. 6 of Act 362/2011 on Medicines and Medical Devices and on Amendments to Certain Acts.
	Name of wholesale distributor:
(Business name – legal entity, address)


	

	Address of wholesale distributor (in the country of origin):
	

	Name and surname of the statutory representative of the wholesale distributor
	

	Address of the place(s) of performance of the activity  (from which the distribution will be performed):
	

	Addresses of all locations where distribution will be carried out in the Slovak Republic  

Address(es):

(to be inspected by SK competent authority if relevant)
	

	Number of wholesale distribution authorisation and date of issue
	

	Number of GDP certificate and date of issue
	

	Competent authority which issued the wholesale distribution authorisation and GDP certificate
	

	Qualified persons of wholesale distributor 
Name: 

Phone number:

Email:
	

	Contact person of the wholesale distribution for the territory of SR:

Name: 

Phone number:

Email:
	

	Intention to carry out also parallel trade in accordance with art. § 19b of Act no. 362/2011 Coll. on medicines
	Yes 
No  

	Specification of the change performed in original member state

Specification of the requested change in Slovak republic
(e.g. change in the list of VMPs  intended for wholesale distribution in Slovak republic, change of premises etc.)

	

	Annexes to the notification: 

	1.) GDP certificate, not older than 3 years                                                                                                 

	2) Wholesale distribution authorisation not older than 3 years                                                                  

	3) Evidence of the right to use premises, buildings, rooms and equipment for the distribution                
of VMPs  (land register statement or a valid lease contract) – if relevant

	4) List of VMPs intended for wholesale distribution in Slovak republic                                                   


Note: ÚŠKVBL may request additional information if necessary 
In accordance with Regulation (EU) 2016/679 of the European Parliament and of the Council on the protection of natural persons in the processing of personal data and on the free movement of such data, which repeals Directive 95/46/EC (hereinafter referred to as the "GDPR Regulation"), the applicant as the data subject provides ÚSKVBL Nitra as the operator to process your personal data in the scope of name or business name, legal form, registered office address, identification number, first and last name, residential address, date of birth, type and extent of treatment with medicines or medical devices, address of the place of activity , date of commencement of activity, name, surname, title, date of birth and residential address of the professional representative, name, surname, date of birth and residential address of the person or persons who are its statutory body, contact details - email and telephone number, signature, details of bank connection (hereinafter referred to as "Personal data").

The applicant is obliged to provide the personal information provided in this application and its attachments (hereinafter referred to as the "application") according to § 7 par. 5 and 6 of Act no. 362/2011 on medicines and ÚŠKVBL Nitra has according to Act no. 362/2011 on medicines, the right to further process them. Some personal data, such as e-mail, phone number, signature, bank details (hereinafter referred to as "voluntary personal data"), are provided voluntarily by the applicant.

By signing, the applicant agrees to the processing of personal data for the time necessary to process the application.

Mark your consent to the processing of personal data by circling it:
YES      NO

I declare that I am aware of all European and Slovak national legislative requirements related to the performance of wholesale distribution of veterinary medicinal products and parallel trade (if applicable) and I declare that I will fulfil all my obligations arising from it.
I declare that all data given in the application and attachments are true.
Date:
          Signature 

(Statutory representative for a legal entity)  
        First name/surname, stamp
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