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R #203
Which act is primarily concerned with the regulation of pharmaceuticals in the United States?
Response:

A. The Consumer Product Safety Act

B. The Fair Packaging and Labeling Act

C. The Clean Air Act

D. The Federal Food, Drug, and Cosmetic Act

ZE: D

PR #204

Which term means documented evidence that a system meets design requirements?

¢ A Calibration

e B. Commissioning
e C. Qualification
e D. Verification

ER: C

R 78 #205
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Critical Process Parameters (CPPs) are defined as:
Response:

A. Parameters that can be adjusted without impact on product quality

B. Parameters that must be maintained to ensure CQAs are within specified limits
C. Parameters having an insignificant effect on CQAs

D. Parameters only relevant during the initial stages of production

EX: B

i =8 #206
The adequacy of controls over procurement from suppliers is assessed to:
Response:

¢ A. Promote the supplier's products over conpetitors

¢ B. Ensure the reliability and quality of raw materials, components, and services
¢ C. Determine if the supplier can host impressive business dinners

¢ D. Influence the supplier's operational decisions

ZX: B

=8 #207
When evaluating the adequacy of supplier controls, it is essential to assess:
Response:

¢ A The exclusivity of the supplier relationship

¢ B. The aesthetic appeal of the supplied products

¢ C. Procurement and receipt procedures for raw materials and components
e D. The social media presence of the supplier

ER: C
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