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Abstract

In the development of policies and regulations comply with international standards in the
prostheses production for export, the study was conducted in accordance with the policy
development as follows: 1) Initiation 2) Information gathering including EU chemicals regulation
REACH, international standard ISO 10328, international trade regulation and packaging and
packaging waste directive PPWD 3) Preparation of policy proposals by analysis and synthesis
from the vision, mission and objectives of the Foundation, as well as all studied regulations, the 3
main policy is to produce products as international standard quality, comply with international
environmental requirements, provide prostheses to help poor amputees by nonprofits. Then gather
all necessary regulations for the prostheses production for export and created guidelines by
applied a comparative study and gap analysis compare between regulations and what is now in
the Prostheses Foundation.

For the development of policies is based on quality management system ISO 9001:2008.

The result is a policy proposal manual, guidelines and operational requirements for prostheses



production of the Prostheses Foundation to meet international standards with both of quality and
environmental, including principles, objectives, policy, strategies indicators, and guidelines as

1) Apply quality management system, ISO 9001 to the organization.

2) Create an international quality standard of manufacturing, apply ISO 10328 into the
Prostheses Foundation in accordance with ISO 9001 quality system, preparation work procedures,
work instructions, control of records and assign person in charge.

3) Create environmental friendly standards for products, prepare procedures for the
operation in accordance with the European Union chemical directive and the European Union
packaging and packaging waste directive. Provide technical information and documentation,
control all documents in accordance with quality system ISO 9001.

The steps to determine the policy and policy declaration are decision of the management
of the Prostheses Foundation. Then verified the manual by 3 experts. The study proposed policy
development guideline for the implementation of the manual should be considered in terms of
products quality first. As well as taking into account the availability of human resources,

equipments and budget are important.



