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Production of Vaccines and Sterile Biologics
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This course will provide International Council for Harmonization (ICH) and World Health Organization (WHO)
guidelines related to vaccine manufacturing and other sterile biologics, including manufacturing process controls and
pharmaceutical validation. Guidance on USP standards in vaccine production will also be covered. Participants will
engage in practical hands on 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 World Health Organization (WHO)
*  Summarize and discuss the main recommendations of WHO TRS 996, Annex 5, WHO TRS 961, Annex 6 and
TRS 992, Annex 3
* ldentify the impact of critical changes to product quality through practical application and exercises
*  Describe the lifecycle approach and expectations for GMP production of biological products according to the
WHO
» Demonstrate proficient knowledge of validation principles according to the World Health Organization
* ldentify and describe the main aspects and approach of the FDA Guidance for Industry Process Validation
*  Summarize and discuss critical aspects related to control of equipment, processes, and premises as it relates
to validations
* Identify GMP principles according to ICH Q7 and USP general chapters for vaccines and biological products
*  Summarize and discuss ICH Q9 and Q10 guidance
*  Describe viral safety during manufacturing of vaccines according to ICH guidelines and USP General Chapters
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R&D Cell Biologists, R&D Manufacturers, Research Scientists, Biotechnology Manufacturers, Pharmaceutical
Microbiologists
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Production of Vaccines and Sterile Biologics

HHHA4 Instructor:

Victor Maqueda, <EZGHFFLWE, 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 API suppliers in China, Italy. GMP Consultancy in pharmaceutical plants in India, US and Mexico.
1ISO 9001/13485 Lead Auditor.

#E S Language:
JEiE (F UL FH) English (with English subtitles)

T2 A ¥ HA Access Duration:
WIEEAM B AR BESBARIIER, 14 RRNAEXR, @R 8 [ 351,
(IR 2 )7 1 Sl B iR FE BoR15 E AT s 1)

Access to this course expires 14 days from the date of registration or until you mark it ‘Complete’ in your transcript—
whichever occurs first.
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