PUSAT PENGAJIAN SAINS FARMASI, UNIVERSITI SAINS MALAYSIA

LECTURE TIMETABLE FAR 426/2 : INDUSTRIAL PHARMACY
Course Coordinator: Assoc. Prof. Dr. Nurzalina Abd. Karim Khan (nurza@usm.my)
SEMESTER 1







ACADEMIC SESSION 2024/2025
(Location:  Bilik BJIM, DSAP [J04-118] , Time: 9am – 11am, Thursday)
(If Friday, taking FEL477 Practical Slots)

	Date 2024/25
	Start Time
	Title / Content of Lecture
	Hours
	Lecturer

	24 Oct
7 Nov
	9 – 11am
9 – 11am 
	Good Manufacturing Practice
Concepts, fundamentals and current trends. 

Applications to pharmaceuticals, biopharmaceuticals, supplements, traditional products & herbals, veterinary products, active pharmaceutical ingredients (APIs) and cosmetics.

Global landscape of GMP.

Environmental control for GMP

Design of premises, air supply, drainage, animal house, waste disposal and pest control. Design and use of air and liquid filtration, filter performance, comparisons between laminar and turbulent air flow. Types of Clean Rooms and uses of HEPA filters.
	2
2
	Prof. Dr. Peh Kok Khiang

	14 Nov
21 Nov


	9 – 11am
9 – 11am


	Validation control

Cleaning and process validations.

Good Distribution Practice (GDP)

Principle of first-in-first-out (FIFO).

Distribution, storage of goods and labelling, cold-chain transportation and tracking.

Quarantine, distribution records and anti-counterfeiting.
	2

2


	Prof. Dr. Peh Kok Khiang



	28 Nov
	9 – 11am
	Control and Optimisation of Processes
	2
	Prof. Dr. Peh Kok Khiang

	

Mid-Semester Break

	12 Dec
	9 – 10am
	Control and Optimisation of Processes (continuation)
	1
	Prof. Dr. Peh Kok Khiang

	12 Dec

13 Dec
	10 – 11am

9 – 10am
	Management of Product Development 

Development of business strategy for product development.

Product presentation, trials, registration and launching.
	2


	A.P. Dr. Nurzalina Abd. Karim Khan

	13 Dec
	10 – 11am
	Operations Management
	1
	A.P. Dr. Nurzalina Abd. Karim Khan

	19 Dec
2 Jan
	9 – 11am
9 – 10am

	Quality Management
Quality Assurance and Quality Control
Controls of raw and packaging materials, in-process and finished products.
Concept of continuous quality assurance.

Various tests and tools.
Periodic product quality review.

Risk Management 

Minimising risk of mix-up and cross contamination.
Development of Risk Management Plan (RMP).

Correction Action and Preventive Action (CAPA).
	3

	A.P. Dr. Nurzalina Abd. Karim Khan Khan

	9 Jan
10 Jan

	9 – 11am

9 – 11am
	Regulatory Requirements in Industrial Pharmacy

Concepts and principles

Local and international requirements.

Documentation, inspection, variation management.
	4
	A.P. Dr. Nurzalina Abd. Karim Khan

	16 Jan

	9 – 11am

	Sustainable Manufacturing

Waste characteristics, pollution prevention and abatement, treatment technologies and benefits to the industry.
	2
	Prof. Dr. Ahmad Zuhairi Abdullah
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