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Understanding Quality: Rl R
Control, Assurance, and GMP )| /I ;-J[’ ——

Ensuring excellence in products and processes is vital for success.

This presentation defines key concepts for a quality-driven approach.
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Assistant Professor
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Defining Quality Control (QC)

What is QC?
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Testing products to identify defects and ensure quality.

Focus

Detecting errors through rigorous testing procedures.

Goal

Prevent defective products from reaching customers.

Example

Checking drug samples for correct dosage accuracy.
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Quality Control Activities

Incoming Material Inspection

Verifies raw materials meet quality standards.

In-Process Inspection

Monitors production steps for variations or issues.

Finished Product Testing

Assesses product quality before distribution.

Statistical Process Control

Uses data tools like control charts to monitor processes.
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Defining Quality Assurance
(QA)

What is QA?

Systematic actions to ensure production requirements are fulfilled.

Focus

Preventing defects through process control.

Goal

Build consumer confidence in product consistency.

Example

Establishing effective standard operating procedures (SOPs).

Made with GRNMIA
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Quality Assurance Activities

Documentation
Control

Maintains accurate and up-

to-date records.

Change Control

Manages modifications to

processes carefully.

Auditing

Regular checks to ensure

compliance standards.

Training & Supplier
Qualification

Prepares staff and verifies

supplier quality.

Made with GRMIA
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QC vs. QA: Key Differences

Quality Control (QC) Quality Assurance (QA)
e Reactive: detects defects e Proactive: prevents defects
e Product-oriented e Process-oriented

Both are integral for delivering high-quality products.
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— Defining Good Manufacturin
:;-!J  m— Practices (GMP)
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2 s = ’ What is GMP?
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Guidelines ensuring safe, quality manufacturing processes.

Focus

Controlled processes to maintain product quality.

Goal

Minimize risks in production and distribution.

Example

Maintaining clean, hygienic production facilities.

Viade with GRIMNA
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Key Elements of GMP

Sanitation & Hygiene

Maintains cleanliness throughout the 1

facility.

Documentation 5

Accurate record-keeping is crucial for

compliance.

Equipment Qualification

Ensures machinery operates correctly

and safely.

Process Validation

Confirms processes consistently

produce quality results.

Personnel Training

Staff must be skilled and

knowledgeable.

Made with GRMIA
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Importance of GMP

Product Safety & Efficacy

Ensures medicines are safe and effective.

Prevents Contamination

Reduces manufacturing errors and impurities.

Maintains Trust

Builds consumer confidence in products.

Regulatory Compliance

Fulfills FDA and WHO quality guidelines.

Made with GRNMIA
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Conclusion: Integrated
Quality Approach

QC detects defects, QA prevents them, GMP provides standards.
Combining these ensures consistent and safe products.
Prioritizing quality leads to business success and trust.

Continuous improvement is key for long-term excellence.




