Quality Management System

Introduction

The company has established, documented and implemented a quality
management system for the site, which is maintained in order to
continually improve its effectiveness in accordance with legislation,
international standards and best industry practice. The processes that
contribute to meeting the requirements of these standards have been
determined.

Scope

The scope of the Quality Management System includes all products,
including intermediate products, manufactured on site, services provided
and activities conducted on site. These requirements are aligned with
the policies and objectives of the site and include those of the
international standard 1ISO 9001:2008.

Should the site be required to outsource any process that may affect
product conformity to the defined standards of the Quality Management
System then the site will assume control over this process. This is further
defined in the Control of Sub-Contract Processes.

Quality Management System Overview

The processes of the Quality Management System and their interaction
are documented within this manual and its procedures.
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The controlled records of the Quality Management System are pre-fixed
QMR and are as follows:

QMR 001 Management Review Minutes

QMR 002 Training Record

QMR 003 Product Release Record

QMR 004 Design and Development Records
QMR 005 Supplier Assessment Record

QMR 006 Validation Record

QMR 007 Identification and Traceability Record
QMR 008 Register of Customer Property

QMR 009 Calibration Record

QMR 010 Internal Audit Record

QMR 011 Records of Non-conforming Product
QMR 012 Corrective Action Request Form
QMR 013 Preventative Action Request Form
QMR 014 Supplier Self Assessment and Approval Form

The Criteria and Methods required to ensure that the operation and
control of these processes are effective are documented in these
procedures including the Monitoring and Measurement of Processes,
Analysis of Performance and the requirement to take Action to
Continually Improve the performance of the Quality Management
System.

These procedures are supported by second tier documents specific to
each area including:

- Work instructions

- Specifications

- Testing schedules

- Risk assessments

- Job Descriptions

- Control Point Monitoring Procedures

Measurement, monitoring and review are carried out by analysis of data
in key areas:

- Control Point monitoring
- Analytical testing
- Complaints analysis
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Document Control Procedure

The company has established, documented and implemented a system
of document control for procedures and standards covered by the scope
of the Quality Management System.

All documents determined by the company to be necessary to ensure
the effective planning, operation and control of the process are
controlled within the quality system.

The documentation which defines the Quality Management System is
controlled. The company operates a system of document control for
procedures and standards which will enable the following activities:

- All documentation is reviewed for adequacy before approval be
authorised personnel

- Document amendments shall show evidence of change or
modification. Deleted words will be are-denoted-with-strikethrough.
Changes are highlighted.

- ldentification of reasons for changes and revision codes

- Issuing new or amended documents to point of use

- Maintaining legibility of issued documents

- Ensuring controlled status of externally sourced documents

- ldentification and record disposition of obsolete documentation

- Periodic document review

- Documents are re-issued after a practical number of changes have
been made

- Only approved documentation is used in the Quality Management
System

- A Master List of documents shall be kept to identify status of all
documentation.

- Checking and approval of adequacy

All documents are reviewed for adequacy before approval be
authorised personnel. Department Managers are responsible for
documents used in their department.

- ldentification of changes, reasons and revision codes
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Record Control Procedure

The company established, documented and implemented a system of
document control for records covered by the scope of the Quality
Management System.

All records determined by the company to be necessary to ensure the
effective planning, operation and control of the process are controlled
and maintained within the quality management system.

The company operates a system of record control procedures and
standards. Records are available to demonstrate conformity to
specifications and standards. The procedure enables the following
activities:

- ldentification and maintenance of records

Each record shall be given a unique reference code. The prefix letters
of the code refer to a particular kind of document, as shown below:

Company Quality Manual - QMREC

Production Record - PROREC
Quality Record - QUAREC
Cleaning Record - CLEREC
Purchasing Record - PURREC
Laboratory Record - LABREC
Engineering Record - ENGREC
Despatch Record - DESREC
Distribution Record - DISREC

Records for the specific areas are sequentially numbered and a
Master List for each area is maintained by the Quality Manager.

- Checking and approval of adequacy

All records are reviewed for adequacy before approval be
authorised personnel. Department Managers are responsible for
the records used in their department.

- Identification of changes, reasons and revision codes
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5.1 Management Commitment

Senior management demonstrate clear and visible commitment to the
quality management system by establishing and implementing, then fully
communicating and supporting its policies, procedures and objectives.
Senior Management is committed to continually improve its
effectiveness by regular audit, review and pro-active actions.

The scope of the Quality Management System includes all products
manufactured on site and activities conducted on site.

The Senior Management has a total commitment to quality observing all
legal, moral and ethical codes and this is the concern of every
employee.

Senior management demonstrate clear and visible commitment by:

- Establishing an implementing a Quality Policy.

- Communicating and Maintaining the Quality Policy.

- Establishing and implementing Quality Objectives.

- Communicating and Maintaining the Quality Objectives

- Conducting regular pro-active management reviews and
communicating outputs.

- Communicating commitment to satisfying customer
requirements including quality and service

- Supporting and planning the development and operation of the
Quality systems.

- Providing the resources and training to manage the Policies and
Objectives effectively.

- Providing the infrastructure and work environment to manage
the Policies and Objectives effectively.

- Promoting an ethic of continuous improvement throughout the
company.

- Ensuring the strict observation of all quality system procedures,
the use of correct materials and equipment, recording and
reporting of both standard and non-standard events and
compliance with the company rules.

- Providing the resources to audit the Quality Management
system effectively.

- Implementing and maintaining Corrective Action, Preventative
Action and Continuous Improvement Plans.
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Management Representative

The Management Representative for Quality is the Quality Manager,
who retains responsibility and authority for:

- Ensuring that Quality Management systems are effectively
maintained.

- Communication to top management regarding system
performance and improvements required.

- Promotion of the awareness of customer requirements
throughout the company.

- External communication and liaison regarding the management
systems.

Site and Departmental Annual Objectives and targets are agreed and
documented in the Management Review minutes. Individual objectives
are cascaded in staff appraisals.

The Senior Management Team is responsible for ensuring that
appropriate communication processes are maintained regarding the
effectiveness of the quality and environmental control systems.
Communication processes include:

- Team briefings

- Staff reviews

- Daily Management meetings
- Shift Handover meetings

- Newsletters

- Notice boards

References

Site Organisational chart

Site Job Descriptions and Deputies

QMR 001 Management Review minutes

Site and Departmental Annual Objectives and targets
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6.4 Work Environment

The company has established, documented and implemented a quality
management system for the site, as part of this system the management
are committed to identifying and providing the necessary work
environment required to meet site objectives.

The scope of the Quality Management System includes all products
manufactured on site and activities conducted on site.

Work environment areas, including conditions under which work is
performed, within the scope of this procedure include:

- legislation

- external environment
- buildings

- layout of facilities

- plant equipment

- pest control

- waste control

- laundry and work wear
- cleaning processes
- noise

- temperature

- humidity

- lighting

- weather

The Senior Management team identify and provide the work
environment required to:

Maintain quality systems
Comply with site policies
Meet site objectives

Meet customer requirements

The work environment is reviewed and managed to ensure that quality,
health and safety, and environmental control objectives are not
compromised. The standard of work environment required is a pre-
requisite for product manufacture and the requirements are specified in
detail in the company procedures.
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The Approved Supplier List is maintained by the Quality Manager and
includes details of the material or service the supplier is approved to
supply. Suppliers can only be added to this list after passing through the
Supplier Approval procedure. Suppliers can be delisted following
supplier audits and poor service level. Rejected suppliers should be
kept on the supplier data as delisted in order to help identify delisted
suppliers reapplying for inclusion.

New materials, services and suppliers are initially selected by the
Purchasing Manager, who is responsible for selection of vendors and
subcontractors, and for negotiating supply contracts. On selecting a new
material, service or supplier the Planning Manager requests approval
from the Quality Manager. The new material, service or supplier must be
approved by the Quality Manager prior to supply.

Criteria for established selection, evaluation and approval are recorded.

Purchasing Documents

Purchasing documents shall contain data clearly describing the product
ordered, including, where applicable:

- The type, class, origin, grade, or other positive identification.

- The raw material title or other positive identification (e.g.,
specification reference*)

- Any process requirements, inspection instructions or other
relevant technical data.

- Any special (non-specified) arrangements.

This document is the starting point for product traceability.

Supplier Assurance and Approval

The Quality Department is responsible for supplier assurance. Supplier
Assurance will be conducted by requesting the completion of a Supplier
Assurance Questionnaire by every supplier. The Quality Manager
assesses the completed questionnaire and decides if the supplier is
approved, approved subject to further assessment or rejected. Suppliers
are assessed according to risk by the quality Manager. Key suppliers
critical to product quality are audited at least annually.

Document Reference QMS 1 Quality Management System Revision 2

26 June 2010
Owned by: Quality Manager
Authorised By: Managing Director



Quality Management System

Crisis Management

The company has established, documented and implemented a Crisis
Management Procedure for the site, which is maintained in order to deal
with emergencies which do not normally occur and cannot be dealt with
using current quality and production procedures.

Crisis Situations and First Point of Contact

The following Crisis Team members have been trained in Crisis
Management and are the nominated first point of contact for the crisis
situations described:

Fire or Site evacuation Health and Safety Manager
Utility Supply failure Engineering Manager

IT systems failure Operations Manager

Water Supply Contamination Quality Manager

Breaches of security Site Director

Bomb Threat or Similar Site Director

Extortion or Sabotage Site Director

Product quality or safety Quality Manager

In all cases if the first point of contact cannot be contacted another
member of the Crisis Management Team must be contacted.

In real crisis situations a member of the Crisis Management Team must
be contacted. The person contacted will urgently contact and assemble
the other members of the Crisis Management Team. The Crisis Team
will act quickly to assess the situation and formulate an action plan
which is communicated to the site management. All relevant aspects of
product safety, health and safety, financial effects and company image
must be considered prior to recommencing production. All crisis and
action resulting from crisis situations must be recorded.

If a call alleging or threatening extortion is received the person dealing

with it should attempt to transfer the call to a member of the Crisis
Management Team if at all possible.
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