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APPLICATION FOR A LICENCE FOR ONLINE DISPENSING TO THIRD COUNTRIES FROM FREE ZONES AND CUSTOMS-AUTHORISED WAREHOUSES



The application form is considered valid only upon the submission of all the required documents and payment of any applicable fees.

Refer to the Guideline for the Application for a Licence for Online Dispensing to Third Countries from Free Zone and Customs-Authorised Warehouses, available on the Malta Medicines Authority website through the following link:	 www.medicinesauthority.gov.mt.




For office use only:	Application Form received on:	__ / __ / ____
			Application Reference No.: 			       
			Licence Holder Reference No.: 			      




Applicants are required to complete only the section(s) relevant to the specific service(s) intended to be provided. 

SECTION A: APPLICATION INTRODUCTION

A1.        CATEGORY OF APPLICATION
	☐	First-Time Application

	
☐      Renewal Application

Please quote the Application Reference Number of the original application submitted: 
MT-ODL01-AA________/___________

Please quote the Licence Reference Number of the original application submitted: 
MT-ODL-[D/OS/DOS]________/_________

	☐	Change in Application Details




SECTION B: INFORMATION ON LICENCE HOLDER 

B1.        PARTICULARS OF LICENCE HOLDER

B1.1 If an individual:     

	Name:
	Click here to enter text.

	Surname:
	Click here to enter text.

	ID or Passport Number:
	Click here to enter text.


B1.2 If an entity:   

	Name:
	Click here to enter text.

	Company Registration Number:
	Click here to enter text.




B1.2.1 Legal and judicial representative of the entity:

	Name:
	Click here to enter text.

	Surname:
	Click here to enter text.

	ID or Passport Number:
	Click here to enter text.


                                       

B1.3   Legal Address and Contact

If an individual, provide the address as stated on the ID card. 
If an entity, provide the registered company address as recorded with the MBR.

	Building Name/No:
	Click here to enter text.

	Street:
	Click here to enter text.

	Locality:
	Click here to enter text.

	Postcode:
	Click here to enter text.



Contact Details:
	Telephone Number:
	Click here to enter text.

	Mobile Number: 
	Click here to enter text.

	E-mail Address:
	Click here to enter text.


B2.   PARTICULARS OF THE AUTHORISED CONTACT PERSON FOR THE PROPOSED LICENCE HOLDER (if different from A1.)       


	Name:
	Click here to enter text.

	Surname:
	Click here to enter text.

	Job Designation
	Click here to enter text.

	Building Name/No:
	Click here to enter text.

	Street:
	Click here to enter text.

	Locality:
	Click here to enter text.

	Postcode:
	Click here to enter text.

	Telephone Number:
	Click here to enter text.

	Mobile Number: 
	Click here to enter text.

	E-mail Address:
	Click here to enter text.






























SECTION C: INFORMATION ON THE OPERATIONAL PREMISES WITHIN FREE ZONES AND CUSTOMS-AUTHORISED WAREHOUSES 


C1. OPERATIONAL PREMISES DETAILS 

C1.1 Premises Location

	☐ Customs-Authorised Warehouse                       
	☐ Free Zone




C1.2 Name of entity operating within the Free Zone or Customs Authorised Warehouse Premises  

Click here to enter text.


C1.3 Legal Address 

	Registered Office Address

	Building Name/No:
	Click here to enter text.

	Street:
	Click here to enter text.

	Locality:
	Click here to enter text.

	Postcode:
	Click here to enter text.








	Physical Premises Address

	Building Name/No:
	Click here to enter text.

	Street:
	Click here to enter text.

	Locality:
	Click here to enter text.

	Postcode:
	Click here to enter text.



C1.4 Authorised Contact Person 
	Name:
	Click here to enter text.

	Surname:
	Click here to enter text.

	Designation:
	Click here to enter text.

	Telephone Number:
	Click here to enter text.

	Mobile Number:
	Click here to enter text.

	E-mail Address:
	Click here to enter text.



SECTION D: INFORMATION ON ONLINE STOREFRONT 

D1. WEBSITE DETAILS

D1.1 Proposed website URL 
Click here to enter text.



D1.2 Address(es) of the hosting location of the website and of the backup servers where the data operations shall be stored
Click here to enter text.



D2. DETAILS OF WEBSITE DEVELOPER
	Name:
	Click here to enter text.

	Surname:
	Click here to enter text.

	ID or Passport Number:
	Click here to enter text.

	Telephone Number:
	Click here to enter text.

	Mobile Number:
	Click here to enter text.

	E-mail Address:
	Click here to enter text.



 D2.1      If an individual:   
D2.2      If an entity:   
	Name:
	Click here to enter text.

	Company Registration Number:
	Click here to enter text.


 


D2.2.1 Legal and judicial representative of the entity:
	Name:
	Click here to enter text.

	Surname:
	Click here to enter text.

	ID or Passport Number:
	Click here to enter text.

	Telephone Number:
	Click here to enter text.

	Mobile Number:
	Click here to enter text.

	E-mail Address:
	Click here to enter text.




D3. WEBSITE SERVICE

D3.1 Description of the services 
Click here to enter text.







SECTION E: INFORMATION ON THE MANAGING PHARMACIST 

[bookmark: _Hlk194422183]E1. Details of the Managing Pharmacist:

	Name:
	Click here to enter text.

	Surname:
	Click here to enter text.

	I.D Card Number:
	Click here to enter text.

	Pharmacy Council Registration Number:
	Click here to enter text.

	Number of Years of Professional Experience in Pharmaceutical Management or Dispensing of Medicinal Products:
	Click here to enter text.




E2. Contact Details

	Residential Address:
	Click here to enter text.

	Telephone Number:
	Click here to enter text.

	Mobile Number:
	Click here to enter text.

	E-mail Address:
	Click here to enter text.







SECTION F: DECLARATION OF LICENCE HOLDER


I, Click here to enter text. hereby confirm that to the best of my knowledge, all information provided in this application form, its annexes, and all submitted documentation, is correct and complete. 

I declare that I am fully aware:

· of my obligations under the Medicines Act, the Online Dispensing of Medicinal Products to Third Countries from Free Zones and Customs Authorised Warehouse Regulations, and any other applicable law, and I will fully abide by them and by the conditions of the approval;

· that the Licence is subject to all the Standard Provisions applicable to the Online Dispensing Licence under current regulations, guidelines, and those that may become in force from time to time; 

· that adequate systems must be in place to ensure the quality, safety, and efficacy of medicinal products dispensed, and that such systems are implemented and maintained;

· that appropriate mechanisms are in place to ensure consumer safety and protection of personal data in accordance with applicable data protection and pharmaceutical legislation;

· that secure systems for the archival of dispensing records are established, with back-up solutions in place ensuring continuity, data integrity and traceability;

· that a clear user journey has been defined to guide consumers through the online dispensing of medicinal products process in a compliant, and user-friendly manner.



I confirm that I am in agreement with the following fees and contributions:

Please tick the applicable fee based on the application category:

☐ €35,000 - For new/renewal application for dispensing service or online storefront service only (attach proof of payment with application).


☐ €52,500 – For new/renewal application for both dispensing and online storefront services (attach proof of payment with application).


The following contributions apply to all applicants and are mandatory:

☐ Annual Maintenance Fee, in accordance with the applicable turnover tiers, and with the fee structure provided in the Second Schedule (Part I) of the Online Dispensing of Medicinal Products to Third Countries from Free Zones and Customs Authorised Warehouse Regulations.

☐ Audit and Inspection Fees, in accordance with the fee structure provided in the Second Schedule (Part II) of the Online Dispensing of Medicinal Products to Third Countries from Free Zones and Customs Authorised Warehouse Regulations.

	Name of the Applicant:        
	Click here to enter text.

	Signature/s:			
	

	Designation:
	Click here to enter text.

	Date:		                             
	Click here to enter text.



[bookmark: _Hlk31114683]
Malta Medicines Authority Declaration Form Submission
___________________________________________________________________________

I, declare that all information and documentation provided in the application form is true, complete and correct.	

I bind myself to inform immediately of any modifications in the details provided in this application form and annexes, where relevant, to the Malta Medicines Authority.






	Entity Name (if applicable):
	Click or tap here to enter text.
	
	

	
	

	Full Name of the Applicant or 
Legal Representative of the entity:
	Click or tap here to enter text.
	 
	

	
	

	Position:
	Click or tap here to enter text.
	Applicant Signature:
	

	
	

	Date:
	
Click or tap to enter a date.
	
	








	

DATA PROTECTION CONSENT STATEMENT


☐	The applicant hereby consents to the processing of their personal data by the Malta Medicines Authority and understands that this data shall be processed in accordance with the General Data Protection Regulation (GDPR), Regulation 2016/679/EU of the European Parliament and of the Council of 27 April 2016, repealing Directive 95/46 EC, the Data Protection Act (Chapter 586 of the Laws of Malta) and the Malta Medicines Authority Data Protection Policy (P-MA05). The applicant also understands that the Malta Medicines Authority shall process this personal data in line with the purposes they are initially collected for. Exceptions to the latter include when the data subject consents to the new purpose, when there is a legal provision requiring or allowing the new processing or when the new purpose is deemed compatible with the purposes the personal data were initially collected for.

















ANNEX  1: DOCUMENTS TO BE ATTACHED TO APPLICATION

Refer to the Guideline for the Application for a Licence for Online Dispensing to Third Countries from Free Zone and Customs-Authorised Warehouses.

☐ Declaration of the Managing Pharmacist (Annex 2);                                          
☐ Curriculum vitae of the Managing Pharmacist;
☐ Recent Police Conduct of the Licence Holder;
☐ Site Master File;
☐ List of Shareholders;
☐ Site Plan of the Free Zone or Customs Authorised Warehouse; 
☐ Planning Authority Permits 
☐ Declaration confirming that the premises is located within a Free Zone as established under the customs legislation, or a facility designated and approved as a Customs Authorised Warehouse area by the competent customs authority in Malta;	

☐ Company Registration Certificate, as issued by Malta Business Registry;
☐ Declaration of all pharmacists authorised by the Licence Holder to perform online dispensing activities;
☐ Quality Management System Plan;
☐ Description of the equipment and control facilities;
☐ Description of the layout and operation activities of premises for the storage and dispensing of medicinal products;

☐ Documented anti-counterfeit, unauthorized, or substandard medicinal products plan or procedures;

☐ Compliance Plan for Good Pharmacy Practice, including a commitment to implement the necessary procedures for the storage, handling, and dispensing of medicinal products within the premises;

☐ Data Management Plan that ensures full traceability of each medicinal product from point of source to destination, including details of the original manufacturer;

☐ Declaration confirming that the hosting of the website and of the services where the data related to the online dispensing operations shall be stored, complies with applicable data protection and cybersecurity requirements; 

☐ A covering letter confirming that the designated contact person is authorised to communicate with the Authority, receive the licence, and/or perform any other activities on behalf of the proposed licence holder, excluding the authority to sign any documentation on behalf of the proposed licence holder. 

☐ Proof of Payment. 






ANNEX 2 – MANAGING PHARMACIST DECLARATION FORM 

I, Click here to enter text.

Registration Number: Click here to enter text.

declare that I will be the Managing Pharmacist for: 

Proposed online dispensing service name: Click here to enter text.


Site Address of Free Zone or Customs Authorised Warehouse:

Street: Click here to enter text.

Locality: Click here to enter text.

Postcode: Click here to enter text.
 

☐  I hereby commit to submit a signed declaration upon termination of my duties related to online dispensing to third countries from free zones and customs authorised warehouses, following the completion of a handover period to ensure service continuity.




	Signature:
	


	Date:
	Click here to enter text.
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