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ABSTRACT

The objectives of this research were (1) to study the correspondence of 1SO
14001 and GMP requirements, (2) to study problems obstacles advantages and
disadvantages of implementing ISO 14001 in the GMP Compliance Pharmaceutical Factories,
and (3) to survey the interest of pharmaceutical plant managers to adopt the
implementation of ISO 14001 in their factories.

The study was done by (1) analysing contents of ISO 14001 and GMP
requirements to compare the correspondence between the two systems; (2)interviewing 11
administrators and 17 practitioners from 4 pharmaceutical factories which have already
been implemented SO 14001 in order to study the problems, obstacles, advantages and
disadvantages of actual 1SO 14001 implementation in the GMP compliance
pharmaceutical factories; and (3) sending 122 questionaires to survey the interest of
pharmaceutical plant managers to adopt 1SO 14001 to implement in their
factories.There were 56 questionaires or 46.7 percents in return.

The research findings showed that (1) the two systems corresponded in many
part of requirements. All interviewees informed that they can completely integrate the
requirements of GMP and 1SO 14001 in terms of document control system and training
system; (2) both system administrators and practitioners had the same opinions that
personnel and budget were the first and second order of the problems and obstacles to
implement 1SO 14001; moreover, the advantage of implementing 1SO 14001 were
enhancing the conformity to law of the factory and take partof improvement of GMP to
be more perfect management system; however, the disadvantages were increasing works
and cost of investment; and (3) most pharmaceutical plant managers, 60.71 percents
were still not interested in implementing SO 14001 in their plants due to the reasons
that lacking of personnel and costing their investment budget.
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