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PHARMACEUTICAL QUALITY ASSURANCE
UNIT 1

TOPIC :
o IS0 9000 & IS014000 : Overview, Benefits, Elements, steps for
registration
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ISO 9000 SERIES

= ISO 9000 is a family of international standards developed by the
International Organization for Standardization for establishing,
implementing, maintaining, and improving a Quality Management
System (QMS).

- In the pharmaceutical industry, ISO gooo standards help ensure that
medicines are consistently manufactured and controlled according to
quality, safety, and efficacy requirements.

Objectives of ISO goo0

1. Ensure consistent product quality.

2. Improve customer satisfaction.

3. Establish an effective Quality Management System.
Promote continuous improvement.
Ensure compliance with regulatory requirements.
Improve process efficiency.
Encourage evidence-based decision making.
. Enhance organizational performance.

ISO g9oo0 Family of Standards

XN VB

Standard Purpose

ISO 9000:2015 | Fundamentals and vocabulary of QMS

ISO goo1:2015 | Requirements for QMS (Certifiable Standard)

ISO 9004:2018 | Guidelines for sustained organizational success

ISO 19011:2018 | Guidelines for auditing management systems

History of ISO gooo0
. First published in 1987.
. Developed by the International Organization for Standardization.
. Major revisions occurred in:
o 1994 - Focus on preventive actions.
o 2000 — Process approach introduced.
o 2008 - Improved compatibility with ISO 14001.
o 2015 - Introduced risk-based thinking and leadership focus.
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Quality Management Principles of ISO 9000

- ISO goo1:2015 is based on Seven Quality Management Principles
(QMPs).
1. Customer Focus
—> Organizations should understand and meet customer needs and strive
to exceed customer expectations.
Importance
. Increases customer satisfaction.
. Improves customer loyalty.
. Enhances organizational reputation.
Benefits
. Better market performance.
. Increased customer trust.
. Long-term business success.
2. Leadership
—> Leaders establish unity of purpose and direction for the organization.
Importance
. Creates clear vision and objectives.
. Encourages employee commitment.
. Aligns resources toward quality goals.
Benefits
. Improved communication.
. Better organizational culture.
. Increased effectiveness.
3. Engagement of People
- Competent, empowered, and engaged people are essential for quality
improvement.
Importance
. Encourages teamwork.
. Improves employee motivation.
. Enhances accountability.
Benefits

. Higher productivity. A
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. Better quality outcomes.
. Reduced errors.
4. Process Approach
—> Activities are managed as interconnected processes that function as a
coherent system.
Importance
. Improves consistency.
« Reduces process variation.
. Enhances efficiency.
Benefits
. Predictable results.
. Better resource utilization.
. Improved quality control.
5. Improvement
- Continuous improvement is a permanent objective of every
organization.
Importance
. Increases competitiveness.
- Encourages innovation.
. Improves performance.
Benefits
. Reduced defects.
. Better efficiency.
. Higher customer satisfaction.
6. Evidence-Based Decision Making
- Decisions should be based on the analysis of data and information.
Importance
. Reduces uncertainty.
. Improves effectiveness.
. Supports problem-solving.
Benefits
. Better planning.
. Improved quality.
. Reduced operational risks. VP
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7. Relationship Management
- Organizations should maintain positive relationships with suppliers,
customers, and stakeholders.
Importance
. Improves cooperation.
. Enhances supply chain performance.
. Creates mutual value.
Benefits
. Better supplier reliability.
. Stronger partnerships.
. Sustainable success.

Implementation of ISO 9oo1 in Pharmaceutical Industry
Step 1: Establish Quality Policy
» Develop quality objectives and organizational commitments.
Step 2: Documentation
Prepare:
 Quality Manual
. SOPs
. Work Instructions
. Records
Step 3: Employee Training
» Train employees on quality requirements and procedures.
Step 4: Process Control
» Monitor manufacturing and support processes.
Step 5: Internal Audits
» Evaluate compliance with ISO requirements.
Step 6: Corrective and Preventive Actions (CAPA)
> ldentify and eliminate causes of problems.
Step 7: Certification Audit
» External auditors assess compliance before certification.
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Benefits of ISO 9000 in Industrial Pharmacy

Ensures consistent product quality.
Supports GMP compliance.

Improves documentation and traceability.
Facilitates regulatory inspections.
Enhances customer confidence.

Promotes quality culture.

Encourages continual improvement.
Improves operational efficiency.

Reduces manufacturing errors.
10.Facilitates international market access.

© PN oV AW N

Limitations of ISO g9oo0

1. Extensive documentation required.

2. Implementation can be costly.

3. Time-consuming certification process.
4. Requires continuous maintenance.

5. Employee resistance to change.
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ISO 14000 Series

- ISO 14000 is a family of international standards developed by the
International Organization for Standardization (ISO) for establishing
and maintaining an Environmental Management System (EMS).

- These standards help organizations minimize environmental impacts,
comply with environmental regulations, and continuously improve
environmental performance.

- In pharmaceutical industries, ISO 14000 provides a systematic
approach to managing environmental responsibilities such as waste
disposal, pollution control, energy conservation, and chemical
handling.

Objectives of ISO 14000

Reduce environmental pollution.

Ensure compliance with environmental regulations.

Promote sustainable development.

Improve resource utilization.

Minimize waste generation.

Control hazardous substances.

Prevent environmental contamination.

Improve environmental performance.

Enhance corporate responsibility.

10.Integrate environmental management with business operations.
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ISO 14000 Family of Standards

Standard Purpose

ISO 14001 | Environmental Management System Requirements

ISO 14004 | EMS Guidelines and Principles

ISO 14031 | Environmental Performance Evaluation

ISO 14040 | Life Cycle Assessment Principles

ISO 14044 | Requirements for Life Cycle Assessment
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ISO 14001 - Environmental Management System (EMS)

» 1SO 14001 is the most important standard in the ISO 14000 family.
> It specifies requirements for developing and maintaining an
Environmental Management System.

Key Components of ISO 14001
1. Environmental Policy
e Management commitment to environmental protection.
2. Planning
¢ Identification of environmental aspects and impacts.
3. Implementation and Operation
e Establishment of procedures and responsibilities.
4. Monitoring and Measurement
e Assessment of environmental performance.
5. Corrective Action
e Correction of environmental non-conformities.
6. Management Review

e Regular review of EMS effectiveness.
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Environmental Aspects in Pharmaceutical Industry

Air Pollution Control

. Solvent vapors

« Dust particles

. Emissions from manufacturing
Water Pollution Control

. Treatment of wastewater

. Control of chemical discharge
Solid Waste Management

. Disposal of expired medicines

. Disposal of packaging materials
Hazardous Waste Management

. Chemical waste

. Toxic solvents

. Laboratory waste
Energy Management

. Reduction of energy consumption

. Use of energy-efficient equipment

Benefits of ISO 14000 in Pharmaceutical Industry

1. Reduces environmental pollution.

2. Improves waste management.

3. Enhances regulatory compliance.

4. Improves company image.

5. Conserves natural resources.

6. Reduces environmental risks.

7. Promotes sustainable manufacturing.

8. Improves operational efficiency.

9. Increases stakeholder confidence.
10.Supports global environmental responsibility.
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