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King Saud University                                            

College of Pharmacy

Department of Pharmaceutics

PHT 463                   (Quality Control of Pharmaceutical Dosage Forms)
     
Description:
This course integrates principles of good manufacturing practice (GMP) with emphasizes on the physicochemical, pharmaceutical, biopharmaceutical and microbiological criteria used in evaluation of dosage forms
Objectives:
The course proposes to integrate knowledge concerning the good manufacturing practice, including drug product standards, stability, expiration dating, packaging, labeling, and storage.  This course should provide the information necessary for the pharmacist to apply and analyze data using some statistical concepts to test the significance. The course also sheds the light on principles of quality control tests
Course Instructors:


	   Instructor Name
	Office Number
	Office Hours

	Ibrahim A. Alsarra, Ph.D.
	AA 90
	By appointment

e-mail: ialsarra@ksu.edu.sa
or call: 4677504

	Abdullah M. Al-Mohizea, Ph.D.
	  AA 92
	By appointment

e-mail: amohizea@ksu.edu.sa
or call: 4676307


 Laboratory Instructor:

	   Instructor Name
	Office Number
	Office Hours

	Gamal Mahrous, M.sc. Pharm.
	AB 33
	By appointment

or call: 4676228


References:

A. J. Winfield, Pharmaceutical Practice, 2nd Edition, Alfonso R. Gennaro, Remington's Pharmaceutical Sciences, 20th Edition, H. Ansel, Pharmaceutical Dosage Forms and Drug Delivery Systems, 6th Edition,  Sanford Bolton, Pharmaceutical Statistics, 3rd Edition and various handouts.

COURSE POLICIES

Examinations and Grading:  

There will be two exams (15 points each) and a final exam worth 40 points toward the final grade.  The exams will be one hour, in-class, closed book and closed notes tests.  Exams will be based mainly on lecture notes, textbook material, assigned problems, and laboratory subject matter. The laboratory portion of this course is worth a possible 30 points toward the final grade. The final grade will be based on exam grades, the laboratory grade, and the final exam for a total of 100 possible points.  Disputes regarding each exam grade will be heard only in the two week period immediately following the return of the exam in question. Problem sets will be assigned (if requested) and completion of them is highly recommended for comprehension of the lecture material, as well as preparation for the next exam.  A total course score of 95% or more of the possible points is required for an A+, 90-94% for an A, 85-89% for a B+, 80-84% for a B, 75-79% for a C+, 70-74% for a C, 65-69% for a D+, and 60-64% for a D. A score of less than 60% overall is considered a failing grade.  

Missed Exam(s):  

It is not acceptable for a student to miss an exam.  Therefore, NO MAKE-UP EXAM WILL BE GIVEN IN ANY CIRCUMSTANCES.  Missing an exam will result in a grade of zero for that exam.  

TENTATIVE SUBJECT SCHEDULE

	Day
	Month
	Date
	Topic



	Dr. Ibrahim A. Alsarra’s Section


	
	Introduction

+

Drug and Drug Product Quality, Selection, and Standards for Safety and Effectiveness

	
	GMP

	
	GMP

	
	GMP

	
	GMP

	
	Midterm Exam I

	
	Applications of Statistics

	
	Applications of Statistics

	Dr. Abdullah M. Al-Mohizea’s Section


	
	Quality Control

	
	Quality Control

	
	Quality Control

	
	Quality Control

	
	Midterm Exam II

	
	Quality Control

	
	Quality Control

	
	Quality Control
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