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Summary: The aim of this paper was to examine and compare the basic principles of GMP and 
ISO 9001 and to discuss the achievement of compliance with their requirements. 
The major differences were analyzed between the ISO 9001 requirements, the 
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European requirements for Good Manufacturing Practice and these of Regulation 
15 from 17/04/2009 of the the Ministry of Health on conditions for authorization of 
production/import and principles and requirements of good manufacturing practice 
for all types of medicinal products, including medicinal products for clinical trials and 
active pharmaceutical ingredients. The analysis was focused on the conceptual dif-
ferences between the approaches and requirements of both standards: ISO 9001 
and GMP. The analysis of the major differences between GMP and ISO 9001 in the 
field of medicinal products production formed the conclusion that GMP-
manufacturers that had introduced ISO 9001, have achieved a management advan-
tage over those who had not adopted the international quality management stan-
dard. Pharmaceutical manufacturers will benefit from the addition of ISO 9001 to the 
already established GMP-system, because it adds valuable elements concerning 
the measurement of processes and customer satisfaction. The expected benefits of 
successful integration of both standards include return of investments by reducing 
production and distribution costs, as well as improving efficiency of processes, in-
cluding reduction of medicinal product shortages. Unlike ISO 9001, GMP is indis-
putably mandatory for the manufacturers of medicinal products (in some countries, 
also for the manufacturers of cosmetic products, medical devices, etc.), but the addi-
tion of ISO 9001 principles and requirements to the already established GMP-
system creates a better management of the system and provides additional benefits. 
The establishment of the pharmaceutical quality management system ICH Q10 is a 
clear signal of the necessity of integrating the GMP and ISO 9001 requirements for 
the purposes of pharmaceutical industry that will facilitate the organizations imple-
menting both standards. Despite their differences, ISO 9001 and GMP have positive 
effects on manufacturing and distribution of medicinal products worldwide and the 
ISO 9001 implementation will further guarantee patient safety. 
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