Our Validation Services

INDUSTRIAL VISION SYSTEMS LTD

Industrial Vision Systems Ltd (IVS)
provide validation services for their
full range of vision system products
and integration services to the
pharmaceutical, medical devices,
wound care, biotechnology and
consumer healthcare manufacturing
customers. These industries
increasingly rely on automation so
the quality of computer software is
assuming greater significance in their
operations. All vision systems in these
industries must be validated in order to
achieve Good Manufacturing Practice
(GMP) and Good Laboratory Practice
(GLP) - collectively referred to as GxP.

Our validation packages follow the
standard International Society of
Pharmaceutical Engineering (ISPE)
and Good Automated Manufacturing
Practices (GAMP5) guidelines; as

well as assessment of validation
requirements for 21 CFR Part 11. Our
packages guarantee you peace of mind,
our years of experience in installing
and validating vision systems on
pharmaceutical production lines and
cells gives us in-depth knowledge of
equipment functionality.

IVS validation engineers are trained
to understand the specific needs of
the industry and identify the vision
solutions required for each customer.
Each validation project is unique

and requires a planned and targeted
approach.

Industrial Vision Systems Ltd.

We assess the individual requirements
of a project through a process of risk
assessment. All necessary project and
validation documentation is developed
using our standard templates and
formats, or your own as required.

By using original IVS validation services,
manufacturers can ensure that their
vision systems are tested and proven
to the highest standards in a timely
and cost effective manner, achieving
fully validated and compliant vision
solutions.
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“Establishing documented evidence which provides

a high degree of assurance that a specific process

will consistently produce a product meeting its
pre-determined specifications and quality attributes.”

FDA Guidelines on General Practices of Process Validation.
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Our Validation Services

Industrial Vision Systems Ltd have a
defined lifecycle policy regarding our
vision system validation as shown
below. We have a well established
Quality Management System (QMS)
and have undergone formal audit
supplier reviews from our blue-chip

pharmaceutical customers.

User Requirement Statement

Non technical statement of requirements prepared by user
 Functionality ¢ Environmental constraints
 Products and components e Etc

e Performance

Validation Life Cycle / Flow Diagram

User Requirement Specification (URS)

* Functionality
* Performance
e Environmental constraints

* Regularity standards
e Engineering standards
 Documentation standards

Technical statement of system requirements prepared by user or sometimes IVS

e Validation standards

Functional Specification (FS)
with URS

requirements of the URS

 Technical response to URS, prepared by IVS to confirm compliance

 Should describe, in high level, how the offered system will satisfy the

v

Design Qualification (DQ)

 Review of FS against URS

— e Confirms that offered system satisfies URS requirements 4

* May indicate that URS is not 100% achievable and leading to
URS amendment

Impact Assessment (IA) Conducted by user and IVS

* Assesses specified system for impact on product quality y
 Determines validation requirements
* Defines critical devices & instruments

A 4
Validation Plan (VP)

¢ Defines validation approach
e Standards to be met

 Documents to be produced

Installation Qualification (1Q)

Additional to Good Engineering Practice (FAT/SAT/Commissioning)
¢ |dentifies installed system

* Checks drawings and documents p
* Checks service hook ups

* Checks integration into host machine
e Checks basic safety requirements

e Eic

Operational Qualification (0Q)

« \lerifies operation of system under non operational conditions

* Verifies operation of system under limited operational conditions ¢
* Checks operator & maintenance training

 Checks user SOPs

e Etc

Performance Qualification (PQ) Performed by user

« Verifies operation of system under full operational conditions

* Produces production batches using either placebo or live product ¢
* Fully challenges user SOPs & operator training

o Etc

Validation Report (VR)

* Summary of validation exercise

* Confirms that the system is it for its intended use’
e Authorises production to commence

Requirement Traceability
Matrix (RTM)

Planning & comparison tool
Remains live for duration of project
© Records requirements & confirms
compliance
...... p ° Assists with planning of testing
\T/SAT)

* Assists with planning of validation
(10/00/0Q)

 Confirms satisfactory completion of
testing & validation
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