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Introduction. In accordance with the national regulations of Ukraine and EU,
the Authorized Person (AP) in a pharmaceutical company (PhC) is an employee with
a higher pharmaceutical education.

The Authorized Person is responsible for the functioning of the Quality
Management System of medicinal products, as well as granting permission for their
further implementation.

The rational organization of the AP's activity at the pharmaceutical enterprise
Is of scientific and practical interest for the reasons that the experience of organizing
and regulating their activities at distribution companies in Ukraine and CIS countries
is still not enough.

Aim. The purpose of our work is to develop proposals for improving the
organization of professional activities of the AP based on a typical distribution
pharmaceutical company. The object of research: activities of the authorized person
on the example of pharmaceutical distribution company "Venta. Ltd", m. Dnipro,
Ukraine (Importer and distributor nationwide. "Venta. Ltd " is occupies a leading
position among the top 10 importers of Ukraine: 600 suppliers, 1000 series
medications daily, 150 series of direct import of medicines every day).

The Subject of research: methodology of organization and improvement of
authorized person activities at the pharmaceutical companies and wholesale sale of
medicines.

Materials and methods. The European and Ukrainian legislation in the field
of activity of pharmaceutical distributors has been studied and analyzed, in particular
the EU Directive on Good Distributive Practices (GDP), the national GDP guidelines
(Guidance CT-H MO3VY 42-5.0:2014 Medicines. Good distribution practice),
government regulations, orders of the relevant ministries, Licensing conditions for
the production and trade of medicines (ITocranoBa KMV Bix 30 mucronana 2016 p.
Ne 929), Guidance ICH Q10 Pharmaceutical Quality System etc.

Results of the research. Based on the results of our sociological research, we
have been identified the main problems associated with the suboptimal organization
of the activities of Authorized Persons at large pharmaceutical distribution
companies.

Such problems include:
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— inconsistencies during the implementation of the incoming quality
control of medicines,

— delays in approving suppliers and customers,

— difficulties with signing pharmacovigilance agreements,

— problems with handling claims for quality,

— inadequate results in staff training,

— rather formal approaches to internal audits etc.

In accordance with the regulatory requirements studied and based on studying
the experience of domestic distribution company, we concluded that the following
functions should be assigned to the duties of the AP:

— ensuring the implementation and operation of the Quality Management
System;

— ensuring the proper performance of input and output quality control of
medicines;

— licensing activity;

— participation in training and certification of personnel on quality
assurance issues;

— complaints management;

— approval of suppliers and customers;

— medicines recall organization etc.

We also developed a draft of the Regulation on the leaders of QMS processes
("process owners"), documented procedure "Document management”, SOP
"Acceptance and input control of purchased products" etc.

Conclusions. Summarizing the results of the conducted studies, it can be stated
that to optimize the work of Authorized Persons at large distribution pharmaceutical
companies, it is rational to appoint several authorized persons, in particular those
responsible for the:

— functioning of the Pharmaceutical Quality System,

— incoming quality control of medicines and medical products,
— working with complaints,

— pharmacovigilance,

— withdrawal of medicines, etc.

For each of these areas, we have developed a detailed list of functions that can
be use in the development of job descriptions and Standard operating procedures
(SOP). We have also developed the subject of internal training courses for authorized
persons and criteria for a systematic evaluation of their activities.

These criteria can be used for internal certification of Authorized Persons and
verification of the effectiveness of training activities.
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