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Fundamentals of Good GMP Overview for Drug GMP for Importers
SRS Manufacturing Practices: Drugs ~ Management: Drugs and Distributors
DURATION 2 hours
ORIz oW/Io} Fabricators Packagers/Labelers  Managers and executives Importers
ATTEND  BENGIS Non-technical Distributors

Health Canada HPFBI GMP Health Canada HPFBI GMP Health Canada HPFBI
SZe NNl and/or FDATitle 21, Food & and/or FDA Title 21, Food & GMP
Drugs Parts 11,210 and 211 Drugs Parts 11, 210 and 211

Combination Drug and Natural Health Product/Dietary
Supplement Courses Available

* Gain a basic understanding of GMP/cGMP regulations

* Review a brief history of GMP; understand the role of quality control and quality assurance;
learn about equipment use, validation, sanitation, labeling, records, records and good
documentation; and look at deviations, change control and audits

DESCRIPTION * Through the experiential Mr. GMP Exercise ™, learn how to apply GMP/cGMP regulations

* Implementations are geared to your audience, such as employees new to GMP/cGMP or
experienced employees needing to stay current with GMP/cGMP. On completion, learners
meet HPFBI or FDA training requirements (as per HPFBI GMP regulations C.02.006)

* We train your staff on-site (closed sessions for 6 to 30 participants). Audiovisual equipment
available upon request

* Understand and apply the basic concepts of GMP/cGMP regulations, recognizing the
importance of GMP/cGMP compliance

COMMON * Follow GMP/cGMP as they relate to the specific audience (fabricators, packagers/labelers,
LEARNING testers, importers, distributors and wholesalers)
OBJECTIVES : : : . -
* Understand the role of Quality Control, particularly in testing and release activities
* Follow Good Documentation Practices

* Apply the regulations to prepare for a successful audit

For more information on Quality & Compliance (Q&C®)’s training programs, visit our
website at www.qualityandcompliance.com/services gmptraining.html or
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contact Graham Mills toll-free at 1-877-877-5152 x 210
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