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المتطلبات الأكاديمية للمقرر الدراسي

1. معلومات عامــــــــــــــــة: General Information 


	1
	اسم المقرر الدراسي
	Quality Control

	2
	رمز المقرر
	PTD 262

	3
	منسق المقرر
	

	4
	القسم / الشعبة التي تقدم البرنامج
	 Pharmacy

	5
	الأقسام العلمية ذات العلاقة بالبرنامج
	-

	6
	الساعات/الوحدات الدراسية للمقرر
	4/3/week

	7
	اللغة المستخدمة في العملية التعليمية
	English

	8
	السنة الدراسية/ الفصل الدراسي
	Sixth Semester

	9
	تاريخ وجهة اعتماد المقرر
	DD/MM/YYYY



1.1 عدد الساعات الأسبوعية:
2

محاضرات       معامل                    تدريب  	          المجموع	     4
2
  

1.2 نوع المقرر
	 عام
	
	تخصصي
	
	اختياري
	
	داعم
	





2-أهــــــداف المقرر: Course objectives
 Upon completion of this course, students will be able to:
1-  Understand the principles of quality management systems (QMS) and their importance in pharmaceutical manufacturing.
2- Apply standard pharmacopoeial methods and specifications to test pharmaceutical raw materials and dosage forms.
3- Operate and interpret data from key analytical instruments used in quality control laboratories.
4- Document analytical results accurately and in compliance with GMP guidelines.

 






3. Intended Learning Outcomes (ILOs)
  المعرفة والفهم . Knowledge and Understandingأ
	Code
	Outcome

	1أ
	Explain the concepts of Quality Assurance (QA), Quality Control (QC), and Good Manufacturing Practices (GMP).

	2أ
	Describe the standards, monographs, and testing procedures outlined in major pharmacopoeias (e.g., USP, BP).

	3أ
	Identify the principles of calibration, validation, and documentation in a QC laboratory.

	4أ
	Understand the theories behind key analytical techniques like spectroscopy, chromatography, and titration.



 المهارات الذهنية. Mental Skills ب
	Code
	Outcome

	ب1
	Select appropriate testing methods and specifications for different pharmaceutical materials and products.

	ب2
	Analyze and interpret data from analytical instruments to determine compliance with quality standards.

	ب3
	Troubleshoot common problems encountered during analytical procedures.

	ب4
	Critically evaluate the quality of raw data and analytical results.







  المهارات العلمية والمهنية . Practical and Professional Skillsج 
	Code
	Outcome

	1ج
	Perform physicochemical tests on pharmaceutical samples (e.g., disintegration, dissolution, friability).

	2ج
	Operate basic analytical instruments such as UV-Vis Spectrophotometer and pH meter.

	3ج
	Conduct titrimetric and spectrophotometric assays to determine the potency of active ingredients.

	4ج
	Accurately record all laboratory work in a compliant laboratory notebook.



 المهارات العامة. General and Transferable Skills د 
	Code
	Outcome

	1د
	Work effectively and safely in a team within a laboratory environment.

	2د
	Communicate analytical findings clearly in written reports.

	3د
	Manage time and resources efficiently to complete analytical tasks within deadlines.

	4د
	Demonstrate a strong sense of responsibility, precision, and integrity in data handling.



 4. Course Content محتوى المقرر
	Week
	Topics
	Total Hours
	Theory
	Lab/Practical

	1
	Introduction to QC/QA & GMP: Quality concepts, QMS, and the role of pharmacopoeias.
	4
	2
	2

	2
	Pharmaceutical Specifications & Tests: Overview of monographs, identity, purity, and strength tests.
	4
	2
	2

	3-4
	Tests for Solid Dosage Forms: Uniformity of weight, disintegration, dissolution, friability, and hardness.
	8
	4
	4

	5-6
	Titrimetric & Gravimetric Analysis: Theory and practical applications of various titration methods in assay.
	8
	4
	4

	7
	Introduction to Spectroscopy I: UV-Visible Spectroscopy principles and applications.
	4
	2
	2

	8
	Introduction to Spectroscopy II: Practical applications of UV-Vis for identity and assay testing.
	4
	2
	2

	9
	Midterm Review & Exam
	4
	2
	2

	10-11
	Chromatography I: Introduction to Chromatography, Thin Layer Chromatography (TLC) for identity and purity.
	8
	4
	4

	12-13
	Chromatography II: High-Performance Liquid Chromatography (HPLC) principles and applications.
	8
	4
	4

	14
	Quality Control of Microbiological Aspects: Sterility testing, microbial limits, and endotoxin testing (LAL).
	4
	2
	2

	15
	Stability Studies & Validation: Principles of drug stability testing (ICH guidelines) and analytical method validation.
	4
	2
	2

	16
	Final Project Presentations & Course Review
	4
	2
	2

	
	Total
	64
	32
	32




 طرق التعليم والتعلم5. Teaching and Learning Methods 

To achieve the course objectives, a variety of teaching and learning methods will be used, including:
Interactive Lectures: To present theoretical concepts of quality systems, regulations, and analytical techniques 
Hands-On Laboratory Sessions: To provide practical experience in performing standard QC tests and operating instruments 
Case Studies: Analyzing real-world QC failures and their impact on product quality and patient safety  
E-Learning Resources: Use of virtual labs, video demonstrations of techniques, and online pharmacopoeia access.

 
 طرق التقييم  6. Assessment Methods  

	Assessment Method
	Date of Assessment
	Weight

	1
	Quizzes & Class Participation
	Throughout Semester
	10%

	2
	Practical Assignments & Lab Work
	Throughout Semester
	30%

	3
	Midterm Exam (Theory + Practical)
	Mid-Semester
	20%

	4
	Final Project
	End of Semester
	20%

	5
	Final Exam (Theory + Practical)
	End of Semester
	20%

	Total
	
	100%



7. References and Periodicals المراجع والدوريات
	Title
	Author
	Publisher
	Edition

	Pharmaceutical Analysis: A Textbook for Pharmacy Students and Pharmaceutical Chemists
	David G. Watson
	Pharmaceutical Press
	5th edition

	Quality Assurance of Pharmaceuticals: A Compendium of Guidelines and Related Materials
	World Health Organization (WHO)
	WHO Press
	Latest



   الإمكانات المطلوبة لتنفيذ المقرر 8. Facilities and Resources Required :

Lecture Hall / Smart Classroom: 
Equipped with multimedia projection, audio system, and visualizer for displaying pharmacopoeial standards, chromatograms, and specification sheets.
Interactive whiteboard or screen for real-time problem-solving and data analysis
Computer Laboratory / Data Analysis Station:
Computers with specialized software for instrument control, chromatographic data analysis (e.g., Empower, Chromeleon), statistical process control (SPC), and documentation.
منسق المقرر...........................................     التوقيع ..................................
 
منسق البرنامج..........................................    التوقيع ...................................
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