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RECENTLY THE MADE CHANGES AND TENDENCIES OF DEVELOPMENT
IN THE INTERNATIONAL REGULATION OF PHARMACEUTICAL BUSINESS

EKA KOPLATADZE
PhD OF GTU
E-mail: barata49@mail.ru

Summary

Regulation of pharmaceutical business is related to compliance with relevant international standards for all the
steps of development and manufacturing of pharmaceutical products as well as continuous development of re-
quirements in these standards. It is no surprise that the main emphasis is made on manufacturing and quality
control of products, however, the recent trends reveal that distribution of pharmaceutical products is not of less
importance.

Pharmaceutical industry is a strictly regulated field and accordingly, compliance with regulatory requirements
is binding. Historically, the main concern and challenge for manufacturers was to achieve and maintain compliance
with standards of Good Manufacturing Practice. EU GMP (EU Good Manufacturing Practice) covers a set of
requirements about infrastructure, staff, documents, manufacturing and quality control operations as well as
management of outsourced activities of pharmaceutical enterprise.

Structure of regulatory standards is developed according to the mentioned aspects. In particular, standard text
of EU GMP covers 9 main chapters: Pharmaceutical Quality System, Personnel, Premises and Equipment, Docu-
mentation, Production, Quality Control, Outsourced Activities, Management of Complaints, Self-Inspection. It is
worth mentioning that changes and updates applied to almost all of the aspects.

In this article we describe trends of changes done in pharmaceutical business regulations. We will analyze the
main causes that caused these changes. We will discuss the challenges that every pharmaceutical company faces
in period of implementation of these changes on international market.
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