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Introduction

Advanced Good Distribution Practice GDP/GSDP for Pharmaceutical Raw Materials plays a critical role in
maintaining the quality, integrity, and safety of pharmaceutical products throughout the supply chain. As
regulatory expectations continue to evolve and pharmaceutical supply chains become increasingly complex,
organizations must implement robust distribution systems that ensure raw materials are properly received,
stored, handled, transported, and distributed while maintaining full compliance with international
regulatory standards.

This training course is designed for pharmacists, quality assurance professionals, warehouse personnel,
supply chain specialists, logistics professionals, and distribution managers responsible for pharmaceutical
raw materials. The program provides participants with comprehensive knowledge of Good Distribution
Practice principles and their practical application throughout the pharmaceutical distribution lifecycle. It
covers advanced warehouse controls, quality management systems, documentation, traceability, risk
management, supplier management, and emerging digital technologies that enhance operational efficiency
and regulatory compliance.

Course Objectives

By the end of this training course, participants will be able to:

« Understand the advanced principles of Good Distribution Practice GDP/GSDP for pharmaceutical raw
materials.

* Apply best practices for receiving, storing, handling, transporting, and distributing pharmaceutical
raw materials.

* Strengthen warehouse controls to preserve product quality, integrity, and regulatory compliance.

* Develop effective documentation and traceability systems throughout the pharmaceutical supply
chain.

* Establish and maintain an effective Quality Management System QMS supporting GDP compliance.

* Manage deviations, complaints, non-conformities, product recalls, and corrective actions effectively.

* Define personnel responsibilities and competency requirements within GDP-compliant operations.

* Apply risk management methodologies to pharmaceutical warehousing and distribution activities.

* Evaluate supplier qualification and distribution partner performance.

* Improve inventory management and warehouse operational efficiency.

* Strengthen environmental monitoring and storage control systems.

* Ensure compliance with international pharmaceutical distribution regulations.

* Apply Good Documentation Practices GDocP throughout distribution o;:gtl]oromml

+ Utilize digital technologies to improve warehouse management and dis f

* Promote continuous improvement across pharmaceutical distribution o
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Course Outline

Day 1: Fundamentals of Good Distribution Practice for Pharmaceutical Raw Materials

* Principles and objectives of Good Distribution Practice GDP/GSDP.

* International regulatory requirements and compliance expectations.

* GDP requirements for pharmaceutical raw materials.

* Quality culture and regulatory compliance principles.

* Roles and responsibilities of quality, warehouse, and supply chain personnel.

* Current challenges and best practices in pharmaceutical raw material distribution.

Day 2: Raw Material Storage, Handling, and Warehouse Management

* GDP requirements for receiving pharmaceutical raw materials.

* Raw material inspection, identification, quarantine, and release procedures.

* Warehouse design, layout, and storage requirements.

* Environmental monitoring, including temperature, humidity, cleanliness, and monitoring systems.
* Material segregation and status identification.

* Prevention of contamination and cross-contamination.

+ Safe handling of sensitive and controlled pharmaceutical raw materials.

* Inventory management, stock rotation FIFO/FEFO, and warehouse housekeeping.

Day 3: Distribution Operations, Documentation, and Traceability

* GDP-compliant warehousing and distribution operations.

* Transportation requirements for pharmaceutical raw materials.
* Packaging, shipping, and handling during distribution.

* Documentation requirements under GDP/GSDP.

* Good Documentation Practices GDocP.

« Batch identification, traceability, and record management.

* Electronic documentation and data integrity.

* Supplier, contractor, and distribution partner management.

Day 4: Quality Management System, Risk Management, and Regulatory Compliance

* Establishing an effective Quality Management System QMS.

* Risk management principles for warehousing and distribution.
* Supplier qualification and vendor management.

* Internal audits and self-inspection programs.

* Change control management.

+ Corrective and Preventive Actions CAPA.

* Continuous improvement and compliance monitoring.

* Regulatory inspection readiness and compliance expectations.
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Day 5: Deviations, Complaints, Product Recalls, and Future Developments

* Managing deviations and non-conformities.

« Complaint handling and investigation procedures.

* Product recall planning and execution.

* Management of returned, rejected, and expired materials.

* Root cause analysis and effectiveness verification.

* Personnel training, competency assessment, and GDP responsibilities.

* Digital transformation, warehouse automation, and inventory technologies.
* Emerging trends and innovations in pharmaceutical distribution.

« Comprehensive review of course concepts.

Why Attend This Course: Wins & Losses!

+ Gain advanced knowledge of Good Distribution Practice GDP/GSDP requirements for pharmaceutical
raw materials.

* Improve warehouse management, storage, handling, and distribution practices.

* Strengthen documentation, traceability, and inventory management systems.

* Enhance the effectiveness of Quality Management Systems QMS.

* Develop practical approaches for managing deviations, complaints, recalls, and CAPA.

* Strengthen personnel competency and promote a culture of GDP compliance.

* Explore digital technologies that improve warehouse efficiency and regulatory compliance.

» Improve organizational capability to maintain product quality, integrity, and compliance throughout
the pharmaceutical supply chain.

Conclusion

Maintaining Good Distribution Practice throughout the storage, handling, transportation, and distribution of
pharmaceutical raw materials is essential for protecting product quality, ensuring regulatory compliance,
and maintaining the integrity of the pharmaceutical supply chain. Effective distribution systems require
well-established quality management processes, standardized operating procedures, robust warehouse
controls, competent personnel, and continuous monitoring to ensure consistent compliance with
international GDP requirements.

This course provides participants with a comprehensive understanding of advanced GDP/GSDP principles
and their practical application across pharmaceutical distribution operations. Participants develop expertise
in warehouse management, quality systems, documentation, traceability, supplier management, risk
management, regulatory compliance, and emerging digital technologies that support operational
excellence.

By applying the methodologies and best practices covered throughout the program, participants will
be equipped to strengthen pharmaceutical distribution systems, improve warehouse performance,
enhance quality assurance processes, and ensure the safe, efficient, and compliant movement of
pharmaceutical raw materials throughout the entire supply chain.
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