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COMPONENT 1: ALIGNMENT OF UKRAINE’S REGULATORY SYSTEM WITH THE EUROPEAN UNION ACQUIS1

Conducting a Legal Gap Assessment and
developing an action plan

Preparation of legislative and regulatory acts 
aligned with EU legislation

Provision of technical support for the adoption and
implementation of the relevant acts
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COMPONENT 2: DEFINITION OF THE STRUCTURE AND OPERATIONAL PARAMETERS OF THE COMPETENT AUTHORITY (UPA)2

Preparation of recommendations on:
- the organisational structure of the UPA
- the funding system
- procedures and operating methods, in line
   with EU best practices

Development of internal policies, including:
- conflict of interest management
- internal management procedures

Development of a remuneration system, including
a performance-based bonus system linked to KPIs

Development of a communication strategy
for engagement with:
- civil society
- the pharmaceutical industry
- national authorities
- international partners

Provision of recommendations to enhance
laboratory operational efficiency
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ACTIVITY
COMPONENT 3: SUPPORT FOR STRENGTHENING THE INSTITUTIONAL CAPACITY OF THE COMPETENT AUTHORITY (UPA)
THROUGH THE APPLICATION OF ADVANCED METHODOLOGIES IN LINE WITH EU BEST REGULATORY PRACTICES

Training of UPA staff on the agency’s role in the
authorisation of pre-clinical and clinical trials,
ensuring alignment with EU regulations

3

Capacity-building of SCA staff for conducting
inspections in accordance with GCP, GLP, GMP and
GDP requirements based on EU models

Training of UPA staff on import licensing
procedures for medicinal products in compliance
with EU legal frameworks

Strengthening the capacity of the UPA to
conduct GMP and GDP compliance inspections
in line with EU standards

Training of laboratory teams on quality control
of blood and blood components in accordance
with EU requirements
Strengthening the capacity of the UPA in the field
of market surveillance of medical devices and
cosmetic products in line with EU legislation
Training of UPA staff on the quality control of
medicinal products on the market, as well as
haemovigilance processes

Training of UPA staff on marketing authorisation
procedures for medicinal products and
decision-making processes in line
with EU practices

Training of UPA staff on pharmacovigilance
systems, with a focus on risk management and
EU reporting standards
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Training of UPA staff on the role of the competent
authority in the control of narcotic drugs,
psychotropic substances and precursors

Training of UPA staff on the preparation of medicinal
products in pharmacy settings (extemporaneous
compounding of medicinal products)

Support for the development of internal SOPs,
templates and guidelines in line with EU practices

Provision of cross-cutting training on EU regulatory
practices and preparation of UPA staff for effective
benchmarking with the EMA
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