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Part 211

Questions

1. Which of the following statements is false? The quality control unit shall have the responsibility and authority to:

a. Approve or reject all components, drug product containers, and closures

b. Approve or reject in-process materials, packaging material, and labeling

c. Approve or reject drug products manufactured or held under contract at another company

d. Quality control responsibilities and procedures can be verbal or written

2. Which of the following are true regarding personnel engaged in manufacturing, processing, packaging, or holding of a drug product?

a. Must wear head, face, arm, and hand coverings

b. Must practice good sanitation and health habits

c. Must be free of apparent illness or open lesions

d. All the above

3. True or False? 
Buildings used to manufacture, process, or hold drug products must have an air supply filtered through high-efficiency particulate air filters under positive pressure, regardless of whether flow is laminar or nonlaminar.

4. True or False? 
Rodenticides, insecticides, and fungicides shall not be used unless registered and used in accordance with the Federal Insecticide, Fungicide, and Rodenticide Act.

5. Which of the following is false regarding equipment used in manufacturing, processing, packaging, or holding of a drug product?

a. Surfaces that contact components should be minimally reactive, additive, or absorptive to components used in manufacturing process

b. Lubricants and coolants shall not come in to contact with components, drug product containers, closures, or drug products

c. Equipment and utensils are allowed to be sanitized at regular intervals 

d. Written procedures shall be established for cleaning and maintenance of equipment

6. True or False? 
Computerized records of calibration checks and inspections shall be maintained

7. True or False? 
Filters for liquid filtration used to manufacture, process, or pack drug products must not release filter fibers into drug products.

8. True or False? 
A fiber-releasing filter may be utilized if followed by an additional 0.22 micron non-fiber releasing filter.

9. True or False? 
Each container or grouping of containers for components or drug product containers, or closures shall be identified with a distinctive code for each lot in a shipment received.

10. True or False? 
Upon receipt and before acceptance, each container or grouping of containers of components, drug product containers, and closures shall be examined visually for appropriate labeling as to contents, damage, broken seals, or contamination. 

11. Which of the following are true regarding testing and examination of representative drug lots?

a. The containers will be opened, sampled, and resealed in a manner designed to prevent contamination of their contents.

b. Sterile equipment and aseptic sampling techniques shall be used when necessary

c. At least one test shall be conducted to verify the identity of each component of a drug product

d. Each component shall be tested for conformity with all appropriate written specifications for purity, strength, and quality. 

e. When appropriate microscopic and microbiological testing shall occur

f. All of the above

12. True or false? 
A certificate of testing may be accepted from the supplier, provided that at least a visual identification is conducted on such containers/closures by the manufacturer and provided that the manufacturer establishes the reliability of the suppliers test results.

13.  True or False? 
Drug product batches shall be formulated with the intent to provide not less than 100% of the labeled or established amount of active ingredient.

14. True or False? 
Each container of drug manufacturing components shall be examined by a second person.

15. Which of the following shall be include be performed to ensure batch uniformity?

a. Tablet or capsule weight

b. Disintegration time 

c. Adequacy of mixing

d. Dissolution time and rate

e. Clarity, completeness, and pH of solutions

f. All of the above

16. Which of the following statements regarding labels on drug products is false?

a. Labels for each different drug product, strength, dosage form, or quantity of contents shall be stored separately

b. Obsolete and outdated labels and other packaging materials may be recycled

c. Dedicated labeling and packaging lines are required when using cut labeling

d. Hand labeling requires a 100% examination with independent verification by a second individual

17. True or False? 
An OTC drug product for retail sale that is not packaged in a tamper-resistant package or that is not properly labeled is considered adulterated, misbranded or both.

18. Which of the following are exempt from expiration dates:

a. Homeopathic drug products

b. Allogenic extracts labeled “No US Standard of Potency”

c. New drug products for investigational use, provided they meet stability standards during their use in clinical studies

d. All of the above

19.  True or False? 
A drug product that is to be reconstituted at the time of dispensing shall bear expiration information for both the reconstituted and unreconstituted drug products.

20. True or False? 
An appropriately identified reserve sample that is representative of each lot in each shipment shall be retained and stored under conditions consistent with product labeling.

21. True of False? 
The reserve sample for a non-radioactive, non-OTC drug product shall be retained for 1 year after the expiration date of the last lot of the drug product 

22. True or False? 
Animals used in testing components, in-process materials, or drug products for compliance with established specifications shall be maintained and controlled in a manner that assures their suitability for their intended use. 

23. True or False? 
Animals used in testing components, in-process materials, or drug products for compliance with established specifications shall be identified, and adequate records shall be maintained showing the history of their use.

24. How many years should records be maintained concerning the production, control, or distribution of a non-radioactive, non-OTC drug product?

a. 1 year after the expiration date of the batch

b. 2 years after the expiration date of the batch

c. 3 years after the expiration date of the batch

25. True or False? Records shall be readily available for authorized inspection during the retention period at the establishment where the activities described in such records occurred.

Answers

1. D, quality control responsibilities and procedures must be written

2. D

3. True

4. True

5. A, surfaces shall not be reactive, additive, or absorptive

6. False, written records shall be maintained

7. True

8. True

9. True

10. True

11. F

12. True

13. True

14. True

15. F

16. B, outdated and obsolete labels must be destroyed

17. True

18. D

19. True

20. True

21. True

22. True

23. True

24. A

25. True

