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المتطلبات الأكاديمية للمقرر الدراسي

1. معلومات عامــــــــــــــــة:


	1
	اسم المقرر الدراسي
	 Pharmoceutic-II

	2
	رمز المقرر
	PTD 234

	3
	منسق المقرر
	

	4
	القسم / الشعبة التي تقدم البرنامج
	 Pharmacy

	5
	الأقسام العلمية ذات العلاقة بالبرنامج
	PTD 124

	6
	الساعات/الوحدات الدراسية للمقرر
	4/3/week

	7
	اللغة المستخدمة في العملية التعليمية
	English

	8
	السنة الدراسية/ الفصل الدراسي
	First 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- Course Objectives
Upon completion of this course, students will be able to:

1- Design and evaluate advanced pharmaceutical dosage forms including sterile products, controlled-release systems, and novel drug delivery systems.
2- Apply principles of biopharmaceutics and pharmacokinetics to optimize drug formulation and dosage regimen design 
3- Demonstrate comprehensive understanding of pharmaceutical manufacturing processes, scale-up principles, and technology transfer 
4- Implement quality control tests and stability assessment protocols for complex pharmaceutical products 
5- Analyze regulatory requirements and documentation for pharmaceutical product development and approval.






3. Intended Learning Outcomes (ILOs)
A. Knowledge and Understanding
	Code
	Outcome

	A.1
	Explain the formulation principles and manufacturing processes for sterile dosage forms and novel delivery systems.

	A.2
	Describe the principles of biopharmaceutics, pharmacokinetics, and their application in dosage form design.

	A.3
	Identify the key components and functions of advanced pharmaceutical equipment and manufacturing technologies and Identification the principle of Investigational New Drug Application (IND), New Drug Application (NDA) & Abbreviated New Drug Application (ANDA)

	A.4
	Outline the regulatory guidelines (GMP: mandatory operating system, ICH: International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use) and documentation requirements for pharmaceutical product development

	A.5
	Recall the quality control tests and stability assessment protocols for various advanced dosage forms.



B. Mental Skills
	Code
	Outcome

	B.1
	Design appropriate formulation strategies for drugs with specific biopharmaceutical challenges.

	B.2
	Analyze and troubleshoot problems in pharmaceutical manufacturing processes.

	B.3
	Calculate pharmacokinetic parameters and design dosage regimens based on drug properties.

	B.4
	Evaluate formulation approaches for controlled and targeted drug delivery systems.

	B.5
	Interpret regulatory requirements and quality standards in pharmaceutical development.



C. Practical and Professional Skills
	Code
	Outcome

	C.1
	Prepare and evaluate sterile pharmaceutical products (parenterals, ophthalmics) under aseptic conditions.

	C.2
	Formulate and characterize controlled-release and novel drug delivery systems.

	C.3
	Perform advanced quality control tests including dissolution testing, content uniformity, and sterility testing.

	C.4
	Operate pharmaceutical manufacturing equipment (tablet press, coating pan, lyophilizer) following GMP principles.

	C.5
	Document formulation development processes and prepare technical reports.



D. General and Transferable Skills
	Code
	Outcome

	D.1
	Collaborate effectively in team-based formulation development projects.

	D.2
	Communicate technical information clearly in written reports and oral presentations.

	D.3
	Utilize scientific literature and regulatory guidelines for evidence-based formulation design.

	D.4
	Apply problem-solving approaches to pharmaceutical development challenges.

	D.5
	Manage project timelines and resources for formulation development tasks.


4- Course Contents (Weekly Schedule - 16 Weeks)
	Week
	Theory Topics (2 hours/week)
	Practical / Lab Work (2 hours/week)
	Total Weekly Hours

	Week 1
	Review of Pharmaceutical Principles; Preformulation Studies
	Advanced Preformulation Techniques
	4

	Week 2
	Biopharmaceutics: Drug Absorption & Bioavailability
	Permeability Studies & Dissolution Testing
	4

	Week 3
	Pharmacokinetics: Compartment Models & Parametersm, GMP & ICH
	Pharmacokinetic Data Analysis & Modeling
	4

	Week 4
	Dosage Regimen Design & Individualization
	Case Studies in Dosage Optimization
	4

	Week 5
	Sterile Products I: Parenteral Formulations
	Aseptic Technique & Parenteral Preparation
	4

	Week 6
	Sterile Products II: Ophthalmics & Lyophilization
	Ophthalmic Preparation & Freeze-Drying Demo
	4

	Week 7
	Controlled Release Systems: Matrix & Reservoir
	Preparation of Sustained-Release Tablets
	4

	Week 8
	Midterm Exam (Theory + Practical)
	
	-

	Week 9
	Novel Drug Delivery: Transdermal & Mucoadhesive
	Transdermal Patch Preparation
	4

	Week 10
	Targeted Drug Delivery: Liposomes & Nanoparticles
	Preparation & Characterization of Nanocarriers
	4

	Week 11
	Pharmaceutical Manufacturing: Scale-Up Principles
	Scale-Up Calculations & Process Validation
	4

	Week 12
	Pharmaceutical Packaging & Stability Testing
	Packaging Material Testing & Stability Study Design
	4

	Week 13
	Regulatory Affairs: IND, NDA, ANDA Submissions
	Preparation of Regulatory Documentation
	4

	Week 14
	Quality by Design (QbD) in Pharmaceutical Development
	QbD Case Study & Design Space Exploration
	4

	Week 15
	Review & Final Project Presentations
	Project Work & Peer Evaluation
	4

	Week 16
	Final Examinations
	
	-

	Total Hours
	32 Theory Hours
	32 Practical Hours
	64 Hours





 طرق التعليم والتعلم5-Teaching and Learning Methods  
Interactive Lectures: Utilizing multimedia, live specimens, and diagrams to teach plant morphology, taxonomy, and chemistry.
Laboratory Sessions: Hands-on work with crude drugs, microscopes, and chemical tests.
Herbarium Project: Long-term project involving collection, identification, and mounting of local medicinal plants.
Demonstrations: Live demonstrations of extraction techniques and use of botanical keys.
Case Studies: Linking traditional uses of plants with modern phytochemical knowledge.
E-Learning: Virtual microscopy databases, online herbarium resources, and instructional videos.
 


  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%




4- المراجع والدوريات:   References and Periodicals
	Title
	Author
	Publisher
	Edition

	The Theory and Practice of Industrial Pharmacy
	Lachman, L., Lieberman, H.A., & Kanig, J.L.
	
	
















  8. Facilities and Resources Required:

Lecture Halls: Equipped with projectors, screens, and audio systems for multimedia presentations 
Anatomy & Physiology Lab: Furnished with sufficient human skeletons, anatomical models, dissection specimens, and microscopes for individual and group work.
Physiology Lab Equipment: Sphygmomanometers, stethoscopes, spirometers, and materials for basic physiological experiments.
Virtual Learning Environment (VLE): A platform (e.g., Moodle, Blackboard) for sharing lecture notes, assignments, announcements, and facilitating communication.

 
.

منسق المقرر...........................................     التوقيع ..................................


 
منسق البرنامج..........................................    التوقيع ...................................


التاريخ....../......../........م
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مصفوفة المقرر الدراسي  علم الصيدلانيات (Pharmoceutic-II PTD 234)

	الأسبوع الدراسي
	المعرفة والفهم
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	Final Exam 
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