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Medical devices equally as medicines, are an important segment for normal functioning of the health system and an integral part of pharmacy

practice. We conclude that Implementation of the system of materiovigilance is in accordance with the recommendations of the WHO, EU and

specific bodies established for that purpose.

Medical devices equally as medicines, are an important segment for normal functioning of the health system and an integral part of

pharmacy practice. Diversity and specifics are complicating the harmonization of the regulative. The care and actions which ensure safe and

proper use of medical devices as well as monitoring of possible safety problems and adverse reactions, are the subject of numerous

recommendations, regulations and standards.

The purpose of this study is: to analyze the recommendations of the WHO, EU, FDA, PGEU and their implementation in developed

countries and RM, to realize the aim of harmonizing the vigilance system, to define the specifics on the classification, the quality

standards of materiovigilance that guarantee safety for using the medical devices and legal support that it provides, the opportunities and

the degree of harmonization of the vigilance system in North Macedonia compared to other countries.

RESULTS AND DISCUSSION

In order to achieve the set goals, we reviewed relevant literature sources of primary and secondary literature, documents and

recommendations of the WHO, EU, FDA, PGEU and specific regulatory authorities for nomenclature, classification,

standardization and quality assurance. We made a comparison of the regulation systems of materiovigilance in America,

Australia, England, India and Macedonia. The obtained results show that there is a high degree of harmonization of regulatory

systems of the Republic of Macedonia with other members of GHTF which guarantees a high level of efficiency, security and

accuracy, partly limited by the possibility of parallel imports.

Table 1. Difference in vigilance systems in UK, USA, Australia and India  


