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Course Introduction

Packaging and Labelling Compliance for Pharmaceuticals Training Course is designed to provide
professionals with in-depth knowledge and practical skills on ensuring compliance with regulatory
requirements in the pharmaceutical packaging and labeling sector. As the pharmaceutical industry is
heavily regulated, accurate labeling and packaging play a crucial role in product safety, quality assurance,
and effective market access. With changing regulations and stringent guidelines, staying ahead of
compliance standards is a must for ensuring patient safety, brand integrity, and legal conformity. This
course is tailored for professionals across various sectors including packaging, quality assurance,
regulatory affairs, and manufacturing.

The course focuses on understanding the key requirements and processes for compliant packaging and
labeling, addressing global regulations such as FDA, EMA, and ICH standards. Key topics include label
content requirements, regulatory guidelines, risk management, and the impact of packaging designs on
patient safety. By offering a combination of theoretical knowledge and practical case studies, the course
aims to equip professionals with the tools necessary to navigate the complexities of pharmaceutical
packaging and labeling compliance, making it an essential component for maintaining a compliant, efficient,
and profitable pharmaceutical operation.

Programme Curriculum

Packaging and Labelling Compliance for Pharmaceuticals Training Course
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Packaging and Labelling Compliance for Pharmaceuticals Training Course is designed to provide professionals
with in-depth knowledge and practical skills on ensuring compliance with regulatory requirements in the
pharmaceutical packaging and labeling sector. As the pharmaceutical industry is heavily regulated, accurate
labeling and packaging play a crucial role in product safety, quality assurance, and effective market access.
With changing regulations and stringent guidelines, staying ahead of compliance standards is a must for
ensuring patient safety, brand integrity, and legal conformity. This course is tailored for professionals across
various sectors including packaging, quality assurance, regulatory affairs, and manufacturing.

The course focuses on understanding the key requirements and processes for compliant packaging and
labeling, addressing global regulations such as FDA, EMA, and ICH standards. Key topics include label content
requirements, regulatory guidelines, risk management, and the impact of packaging designs on patient safety.
By offering a combination of theoretical knowledge and practical case studies, the course aims to equip
professionals with the tools necessary to navigate the complexities of pharmaceutical packaging and labeling
compliance, making it an essential component for maintaining a compliant, efficient, and profitable
pharmaceutical operation.

Course Duration
10 days
Course Objectives

Understand global pharmaceutical packaging regulations

Learn to assess labeling compliance risks in the pharmaceutical industry.

Master the requirements for drug product labeling as per regulatory standards.
Develop expertise in pharmaceutical packaging best practices and materials.
Explore the impact of packaging on product stability and shelf life.

Analyze labeling elements such as ingredient list, dosage form, and expiration dates.
Gain knowledge of serialization requirements and track-and-trace systems.

Assess how design and labeling impact patient safety and brand integrity.
Understand the requirements for braille labeling and foreign language translations.
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Learn to ensure environmentally friendly packaging while maintaining compliance.
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. Interpret compliance audits and inspection readiness processes.
. Prepare for regulatory inspections and market authorization.
. Integrate regulatory updates and continuous monitoring for ongoing compliance.
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Target Audience

Regulatory Affairs Managers
Pharmaceutical Packaging Experts
Compliance Officers

Quality Assurance Professionals
Manufacturing Operators

Brand Managers in Pharma

Environmental and Sustainability Managers

© No g hMwDdhPRE

Risk Management Professionals
Course Modules

Module 1: Introduction to Pharmaceutical Packaging and Labeling



Regulatory overview

Packaging materials and standards
Types of pharmaceutical packaging
Labeling essentials and formats

Case study: Key international guidelines

Module 2: Global Pharmaceutical Labeling Standards

e FDA regulations on drug labeling

EMA and ICH guidelines

International harmonization of standards

Labeling for specific markets

Practical case studies of international labeling compliance

Module 3: Label Content and Format

e Legal requirements for drug labeling

Key label elements: Ingredients, dosage, warnings
Labeling design and font standards

Labeling for over-the-counter drugs

Case study: Digital labeling innovations

Module 4: Drug Packaging Design and Compliance

e Best practices in drug packaging design

Material selection and compliance

Safety features in packaging

Packaging functionality and patient usage

Case study: Compliance with packaging sustainability standards

Module 5: Serialization and Anti-Counterfeit Measures

e Global serialization mandates

Serialization technology and implementation
Track-and-trace systems

Anti-counterfeit packaging techniques
Real-world case studies on serialization failures

Module 6: Risk Management in Packaging and Labeling

¢ Identifying and assessing risks
Labeling risk management strategies
Case study: Packaging failure risks
Risk mitigation tools and techniques
Regulatory audit outcomes and risks

Module 7: Clinical Trials and Labeling Compliance

e Labeling requirements for clinical trials
e Regulations for investigational drugs

e Managing label changes during trials
e Packaging for clinical trial materials



e Case study on trial labeling challenges

Module 8: Environmental Compliance in Packaging

Eco-friendly packaging regulations
Sustainable packaging solutions
Packaging recycling laws

e Carbon footprint and compliance

e Case study: Green packaging innovations

Module 9: Labeling for Global Markets

e Understanding regional labeling variations
Language translation requirements

Cultural considerations in labeling

Regulatory differences across regions

Case studies: Cross-border labeling challenges

Module 10: Quality Assurance in Packaging and Labeling

QA processes for packaging compliance
Preventing labeling errors

Label and packaging inspection protocols
Auditing pharmaceutical packaging

Case studies on QA and compliance failures

Module 11: Regulatory Audits and Inspections

Preparation for inspections

Internal audits for packaging and labeling compliance
Handling violations and non-compliance

Responding to audit feedback

Case study: Successful audit preparation

Module 12: Packaging and Labeling for Biological and Biotech Drugs

e Special considerations for biotech labeling
Regulatory complexities for biologics
Packaging for temperature-sensitive products
Labeling for biologic origin and administration
Case study: Biotech labeling challenges

Module 13: Labeling for OTC and Non-Prescription Drugs

OTC drug labeling requirements

Ingredient disclosure for OTC products

Labeling for over-the-counter safety

FDA guidelines for OTC drug labeling

Case study: Non-prescription drug labeling failures

Module 14: Emerging Trends in Pharmaceutical Packaging

¢ Innovative packaging technologies



Digital and smart packaging solutions

Al in packaging and labeling

Case study: Global trends in packaging sustainability
Future regulatory changes and expectations

Module 15: Compliance Monitoring and Continuous Improvement

¢ Building a compliance monitoring framework
Tracking regulatory changes
Continuous improvement of packaging and labeling processes

Feedback loops for process enhancement

Case study: Long-term compliance management

Training Methodology

This course employs a participatory and hands-on approach to ensure practical learning, including:

¢ Interactive lectures and presentations.

e Group discussions and brainstorming sessions.

e Hands-on exercises using real-world datasets.

e Role-playing and scenario-based simulations.

e Analysis of case studies to bridge theory and practice.
e Peer-to-peer learning and networking.

e Expert-led Q&A sessions.

e Continuous feedback and personalized guidance.

Register as a group from 3 participants for a Discount

Send us an email: info@fineskilltrainingcenter.com or call +254769199797

Certification

Upon successful completion of this training, participants will be issued with a globally- recognized certificate.
Tailor-Made Course

We also offer tailor-made courses based on your needs.

Key Notes

a. The participant must be conversant with English.

b. Upon completion of training the participant will be issued with an Authorized Training Certificate

c. Course duration is flexible and the contents can be modified to fit any number of days.

d. The course fee includes facilitation training materials, 2 coffee breaks, buffet lunch and A Certificate upon
successful completion of Training.

e. One-year post-training support Consultation and Coaching provided after the course.
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f. Payment should be done at least a week before commence of the training, to FINESKILL TRAINING
CENTER account, as indicated in the invoice so as to enable us prepare better for you.

Upcoming Scheduled Sessions

Start Date End Date Location Price

10 Aug 2026 21 Aug 2026 Online $4,000
17 Aug 2026 28 Aug 2026 Online $4,000
24 Aug 2026 04 Sep 2026 Online $4,000
31 Aug 2026 11 Sep 2026 Online $4,000
07 Sep 2026 18 Sep 2026 Online $4,000
14 Sep 2026 25 Sep 2026 Online $4,000
21 Sep 2026 02 Oct 2026 Online $4,000
28 Sep 2026 09 Oct 2026 Online $4,000

Ready to enroll or request a customized program? Book online or contact us:

Register Online Now

Email: info@fineskilltrainingcenter.com | Website: www.fineskilltrainingcenter.com


https://www.fineskilltrainingcenter.com/courses/packaging-and-labelling-compliance-for-pharmaceuticals-training-course

