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1. Introduction

Title of Legal Notice
Veterinary Medicinal Products and Veterinary Pharmacies (Fees)

Regulations, 2024, hereinafter referred to as "the regulations "

Activity to be Fees for authorisations of all matters related with the authorisation

regulated or registration or notification of veterinary medicinal products,
authorisation of wholesale distributors of veterinary medicinal
products, issuance of free sale certificates, registration of brokers
of veterinary medicinal products, registration for importation and
distribution of active substances, licensing of veterinary
pharmacies, issuance of a certificate for Good Manufacturing
Practice (GMP) , issuance of a Manufacturing Authorisations,
inspections related with pharmacovigilance, destruction of
veterinary medicinal products or related products including
supervision of destruction and assessment of dossiers for the
authorisation of veterinary medicinal products.

Responsible entity | The Veterinary Regulation Directorate within the Animal Health
and Welfare Department.

2. Objectives and Purpose of the Legislation

The regulations aim to establish the fees payable to the Veterinary Services for services
referred to in Regulation (EU) 2019/6, the Veterinary Pharmacy Regulations (S.L. 437.XX)
and the Veterinary Medicinal Products Regulations (S.L. 437.XX). The services range from
the issuance of authorisation, registration or licences to those related to inspections and
supervision. The regulations shall provide legal certainty to stakeholders and increase
predictability.

3. Commentary on parts and articles

Regulation 2: Provides a list of definitions.

Regulation 3: Provides that the fees specified in the Schedule shall be payable to the Director
of Veterinary Services.

Schedule: Provides the fees and amounts to be paid and validity periods for the registration

and authorisation of veterinary medicinal products.
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Disclaimer: The information contained within this document is intended only as guidelines and is not intended, nor should be
construed, as legislation. Please refer to the related legal notice for a more comprehensive understanding.

For any other information kindly contact the Veterinary Medicines Unit of the Veterinary Regulation Directorate
within the Animal Health and Welfare Department using the following contact details:

Animal Health and Welfare Department
(Attn: The Pharmacist — Veterinary Medicines Unit
Veterinary Regulation Directorate Animal Health and Welfare Department
Triq il-Biccerija, Albertown, Marsa, MRS1123, Malta
Tel no: +(356) 23397043

Email: stephen.spiteri@gov.mt
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