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EE #40
ICH Q12 provides guidance on:
Response:

A. Pharmaceutical Quality System

B. Technical and Regulatory Considerations for Pharmaceutical Product Lifecycle Management
C. Quality Risk Management

D. Validation of Analytical Procedures
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HE #41
Which principle is central to data integrity?

A. ALCOA

B. Fast reporting

C. Editable data

D. Restricted access
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AR #42
Atypical results in microbiological testing often require which of the following actions?
Response:

A. Ignoring the results if they are slightly out of specification
B. Assessment of environmental monitoring data

C. Immediate re-testing of the sample

D. Consultation with a third-party laboratory for confirmation
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The Japanese Pharmacopoeia (JP) is primarily required for marketing authorization in:
Response:

A. The United States

B. Japan

C. Europe

D. All countries worldwide
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EE #4
When labeling reagents, solutions, and standards, which of the following information must be included?
Response:

A. Opened-on date, expiry date, and quantity
B. Price and supplier name

C. Color and viscosity

D. Physical appearance and smell
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