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Introduction to GMP Manufacturing and Characterization
of Vaccines for Human Use
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This course provides a general overview of manufacturing and characterization of vaccines including vaccine types,
components, and functions. Fundamental concepts of good manufacturing practices (GMPs) will be introduced to
participants. USP general chapters, International Council for Harmonization (ICH) and World Health Organization
(WHO) regulatory guidelines, and vaccine standards developed by the WHO Expert Committee for Biological
Standardization will also be addressed. Participants will engage in practical exercises and case studies to reinforce
key learning points.

Upon completion of this course, you will be able to:

* Identify and discuss the main good manufacturing practice (GMP) principles for pharmaceutical products and
the pharmaceutical quality system according to the WHO

* Discuss the impact of critical changes on product quality through practical exercises

* Describe the lifecycle approach and expectations for GMP production of biological products in terms of the WHO

* Demonstrate a basic understanding of the types of vaccines and their components through discussion and recall
activities

*  Summarize and discuss the vaccine manufacturing processes

*  Explain the fundamental concepts of GMP

*  Define the components of SISPQ

*  Summarize the importance of the ICH and WHO

* Identify and explain ICH guidelines—Q5B, Q5D

* Explain ICH Q7, Q8, Q9, and Q10 as they relate to pharmaceutical quality systems (PQS)

*  Demonstrate and apply knowledge of quality risk management and PQS through practical exercises and/or case
studies
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R&D Cell Biologists, R&D Manufacturers, Research Scientists, Biotechnology Manufacturers, Pharmaceutical
Microbiologists

PIFAN4E Instructor:
Victor Maqueda, X EZH#F R LW R USP Consultant
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Thirty years of international, senior level experience in the pharmaceutical field in the private industry and as

international auditor and consultant, as per WHO, US and EU standards.

*  WHO external Auditor & Consultant. Since 2002 as external auditor, consultant and trainer for the World Health
Organization, Geneva, to qualify UN suppliers of vaccines (Indonesia, China, India, South Korea, Europe, US,
Canada, Russia and Brazil), and in-vitro diagnostics rapid tests for Malaria, HIV, Hepatitis (India, Japan). More
than 30 audits for WHO Prequalification performed. Official WHO reviewer of WHO TRS (e.g., new GMP’s for
Biological, TRS 999).

*  GMP & Quality System Trainer, Auditor & Consultant. Since 2001. Pharmaceutical, Vaccine & Medical Device
industries. cGMP training, auditing, and coaching. Plant design. Validation & Qualification. Aseptic process
operations for injectable and ophthalmic products. Sterilization processes (steam, ethylene oxide, dry heat and
gamma radiation sterilization). Third party audits of Distributors and APl suppliers in China, ltaly. GMP
Consultancy in pharmaceutical plants in India, US and Mexico. ISO 9001/13485 Lead Auditor.

#i#ES Language:
JEE (S JL L FHE) English (with English subtitles)
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Access to this course expires 14 days from the date of registration or until you mark it ‘Complete’ in your transcript—
whichever occurs first.

¥)I%%H Fee: 700 st AT/ A\ RMB 700/attendee

#4 %7\ Register Procedures:
1. BExE (REHRSL) #ITELRSE.

USP-China ik S':  USP-China account

WEK A Beneficiary: SEZABARETFKEARRS (LB FRAH
K5 Account No.: 6841 12464 120

44T Bank: EEBITARAF LEHMT

2. REEAIEL. Pud/mEEF 5 $R 4t Invoice is available after successful registration.
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