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You can not analyze quality into product,
Quality should be built into it
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Focused on Process
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Focused on Product

QC is that part of GMP
which is concerned with

organized t E sampling,
arrangements maade = SR :
2 2 X pecifications, testing and
Quallty with the object of . with in the organization,
Assurance ensuring that product documentation,and
: will be of the Quality release procedures which
Quallty required by their ensure that the necessary
Control intended use and relevant tests are
5 carried out
All those planned or = Operational

systematic actions
necessary to
provide adequate
confidence that a
product will satisfy
the requirements for
quality

laboratory techniques
and activities used to
fulfill the requirement
of Quality



and Personnel
Buildings
and Facilities

Practices
Laboratory
Controls

Control of
Components

Good
Manufacturing

°rocess

Storage and
Distribution

Production and

Records
_ and Reports

Packaging and
Labeling Control

Controls

1. Quality Management

2. Quality Assurance I

¥ 3
4. Quality Control I
6. Qualification and \
Validation
Good
8. Contract Production I\'Ianufac:turing
and Anal“rsis | Pl’dctlces
(GMP)
Components
10. Personnel, Training

and Personal Hygiene

12. Equipment

3. Good Manufacturing
Practice (GMP) for
Medicinal Products

5. Sanitation and Hygiene

7. Complaints and Product
Recall

9. Self-Inspection, Quality
Audits and Supplier’s
Audits and Approval

11. Premises

13. Materials

14. Documentation

/N

15. Holding and Distribution
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