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Validation:

It’s scientific study of the process aimed to:

1) Prove that the process is under control

2) Determine process variables, acceptable limits of these variables 

3) Setup the necessary Q.C. tests in order to continuous control of these variables 

Types of validation:

1. Retrospective validation

2. Prospective validation

3. Concurrent validation

1. Retrospective validation:

Establishing documented evidence showing that the process is doing what it’s proposed to do and this based on analysis of theoretical information and reviews

2. Prospective validation:

Establishing documented evidence showing that the process is doing what it’s proposed to do and this based on preplanned protocol

3. Concurrent validation:

Establishing documented evidence showing that the process is doing what it’s proposed to do and this based on actual implantation of the experiment on the process

Revalidation: repetition to a part or all the process

Component of validation:

1) Analytical assay method

2) Calibration of the instruments

3) Critical support systems

4) Operator qualifications

5) Raw materials and packaging materials

6) Equipments (used in actual process)

7) Facilities

8) Manufacturing procedures

9) Product design

ISO 9000 standard qualifications

ISO: International Standard Organization 
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ISO 9000: 

Quality management and quality assurance guide lines for selection and use

ISO 9001:
Quality control models for quality assurance on design, development, production, installation and servicing

ISO 9002:

Quality control models for quality assurance on production, installation and servicing

ISO 9003:

Quality control models for quality assurance on the final product

ISO 9004:

Quality control models in quality assurance for management guide lines

Steps involved for ISO 9000 certificate:
1) Determine which part or scope of organization will take the ISO

2) Contact approval bodies

3) Initial discussion and questions

4) Quotations

5) Select approval bodies

6) Format application

7) Document approval

8) Pre assessment

9) Full assessment

10) Certificate awarded

11) Continuous researches and surveillance (solving problems on going on)
The END of Introduction
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Lecture 3 to be continued with the new part

