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Read the Questions Carefully

Part I
TRUE OR FALSE:  Indicate whether the statement is true or false by placing a T or F, respectively, in the space preceding the statement, Underline the incorrect part (if any), and Amend it to the correct version.  (0.4 point each)

1.


Quality control and/or management responsibilities are usually assigned to predetermined persons who involve in manufacturing.
2.


GMP states that there should be a quality unit(s) that is independent from production unit(s) that fulfills solely the quality assurance responsibilities.
3.

 The task that is related to performing the necessary calibrations is a function of the 
                 production unit.
4. _____ Generic equivalent drugs contain identical amount of both active ingredients and 

               inactive ingredients.
5.

 For protection from contamination, personnel should avoid direct contact with APIs

                and not the intermediates. 
6. _____  In all instances, the process water should always meets the minimum quality

                requirements of World Health Organization (WHO).

7. _____ Any production activities (including weighing, milling, or packaging) of highly toxic

               non-pharmaceutical materials such as herbicides and pesticides should not be 

               conducted using the buildings and/or equipment being used for the production of APIs.
8. _____ GMP requires an immediate withdrawal of any critical instruments that exhibited 
               a deviation from approved standards of calibration without any investigation.

9. _____ The process of identifying new molecules with the potential to produce a desired 

               change in a biological system is a part of synthesis and extraction step in the 

               development of new medicines processes.
10. ____ Companies are required to conduct bioavailability studies both at the beginning of 
               human testing and just prior to marketing to show that the formulation used to 

               demonstrates safety and efficacy in clinical trials is equivalent to the product that will 
               be distributed for sale.
Part II

MULTIPLE CHOICE:  Circle the letter corresponding to the most correct answer  
(0.5 point each)
11.  Before the batch is released, the batch record review containing the following reports must 

       be reviewed :    

     a. All deviations  

     b. OOS  

     c. Investigations
     d. All of the above

    e. None of the above

12.  GMP, a general guide that is intended to provide a guidance regarding GMP and 

       cGMP for manufacturing of APIs, covers the following aspects, except: 
a. All manufacturing operations   

     b. Human drug products

c. Aspects of protection of the environment

    d. APIs manufactured by cell culture
    e. All of the above

13.  Responsibilities of the quality unit(s) would not involve in: 

a. Releasing or rejecting all APIs   

     b. Evaluating proposed changes in process


c. Internal audits (self-inspection)
    d. Protocols validation

   e. Both B and D

14.
The master production instructions should include: 

    a. Expected yield ranges at appropriate phases of processing or time                   

    b. Any sampling performed
    c. Identity of major equipment

    d. Actual results recorded for critical process parameters 

    e. Dates and times

15. Conducting laboratory and animal studies to show biological activity of the compounds 

       against the targeted diseases is part of:   

 a. Phase I clinical evaluation 

     b. Preclinical testing 

     c. Phase II clinical evaluation  


d. Phase III clinical evaluation
   e. Both C and D

16.   Cleaning procedures of the equipments should contain sufficient details to enable operators 

        to clean each type of equipment in an effective manner. These procedures should include:
a. The name of the intermediate or API being manufactured
    b. Ranges of process parameters to be used 
    c. Control, weighting, measuring, monitoring, and test equipment that is critical for 

        assuring the quality of intermediates or APIs 

d. Actual results recorded for critical process parameters  
   e. None of the above
17.   Records for raw materials should include: 
a. Name of supplier 

     b. Supplier control number
     c. Identity and quantity of each shipment
     d. The number allocated on receipt
e. The date of receipt 
18.   Biotechnological process refers to: 
a. All proteins  

     b. Low molecular weight APIs

     c. Medium Molecular weight APIs
     d. High Molecular weight APIs

e. All amino acids 
19.   The following facts are applicable to NDA, except: 
a. FDA may ask the company for additional information about the product
     b. It is a compilation if all known information about the compound 

c. It is a step prior FDA approval to market a new drug 
    d. An application filed to FDA prior to human testing  
    e. Both A and C
20.
The first testing of a new compound in human subjects is in the: 

  a. Preclinical testing                    

  b. Toxicological and safety testing in the development of new medicines processes 
  c. Phase I
  d. Phase II 
  e. Both A and B
21.   The procedure which is used to prove that the various production procedures, equipment 

        and materials will produce accurate results is known as :    

   a. GMP 

   b. Product design 

   c. Quality Control   

   d. Quality assurance
  e. Validation
22.   The following definition “Materials fabricated, compounded, blended, or derived by 

        chemical reaction that is produced for, and used in the preparation of the drug product” is a 

        known as  :    

   a. Drug product  

   b. In-process materials  

   c. Out-process materials    

   d. Active ingredients

  e. Actual yield 

**Good Luck**
