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NEW QUESTION # 315
The role of a Qualified Person includes ensuring:
Response:
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A. The effectiveness of marketing campaigns

B. Compliance with regulatory product quality standards
C. The efliciency of production processes

D. The accuracy of financial reports

Answer: B

NEW QUESTION # 316
What is the significance of import alerts in the context of enforcement actions?
Response:

A. They indicate exceptional product quality and compliance.

B. They provide incentives for importing novel pharmaceuticals.

C. They notify about restrictions or bans on the importation of certain products.
D. They announce new partnership opportunities.

Answer: C

NEW QUESTION # 317
Which of the following statements about sanitization and protection in manufacturing is true?
Response:

A. Only required for liquid products

B. Not necessary for solid dosage forms

C. Only applies to nonsterile manufacturing environments
D. Essential for maintaining product quality and safety

Answer: D

NEW QUESTION # 318

GMP requirenments for clinical trials material focus on:
(Select two)

Response:

A. Ensuring patient safety

B. Guaranteeing the efficacy of the product
C. Enhancing the product's marketability
D. Simplifying production processes

Answer: A,.B

NEW QUESTION # 319
‘Which document describes how a deviation was evaluated?

A. SOP

B. Deviation investigation
C. Change control form
D. CAPA report

Answer: B

NEW QUESTION # 320
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