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	· Define Regulatory 
· Describe goals 
· Write scope 
	Introduction to Regulatory Affairs: Definition, scope & Goals for Regulatory Affairs. 
	Lecture  
Question/Answer 
Discussion 
Demonstration 
Video clips 

	· Define law, ordinance & act 
· Explain practices 
 
 
 
	Regulations and laws governing the practices of pharmacy in Bangladesh: Business law, Laws of contract 1872, regulations and laws governing the practices of pharmacy (The Pharmacy Ordinance1976), Pharmacy Legislation Drug Act 1940, Drug 
Ordinance 1982, Pharmacy Council Act, The 
Narcotics (Control) Act 1990, The Poisons Act 1919 and related amendments thereof. and recent other laws 
	Lecture Question/ 
Answer 
Discussion 
Demonstration 
 

	· Define possession 
· Describe drugs law 
 
	Policies, sales, regulation and laws: 
concerning to the manufacture, possession, distribution, sale of drugs and poisons. 
	Lecture Question/ 
Answer 
Discussion 
Demonstration 

	· Define License 
· Describe new project 
· Explain registration 
· Create new recipe 
 
 
	Approval process, format and registration of pharmaceuticals in Bangladesh: Licensing procedure for a pharmaceutical company, Biological license and non-biological license,  Documents needed for a new pharmaceutical company, Different authorities: Enlistment and permission, Organogram of Drug Control and
Regulatory Authority and flow chart of file movement, Activities and Responsibilities of Drug Control and Regulatory Authority, Handling of a formal inspection and documentation, Recipe submission, Product inclusion, Block-list, Pricing and Documentation,
Product registration formalities and documentation, Related work with Drug Testing Laboratory and fees, Drug act and ordinance, Registration of a foreign product, free sales certificate, Permission for contract manufacturing and rules and regulations.

	Lecture 
 Question/Answer 
Discussion 
Demonstration 
Video clips  
Case Studies 
 

	
	
	

	· Define poisons. 
· Explain rules. 
· Create registration 
 
	Rules and regulations for controlling poisons and narcotic materials in Bangladesh. 
	Lecture 
Question/Answer 
Discussion 
Demonstration 

	· Explain promotion 
· Define patented 
· Create trademark 
 
 
	Control of drug advertisements and prices, patented and trademarked medicine, proprietary medicine, regulation of cosmetics and poison control. 
	Lecture  
Question/ 
Answer 
Discussion 
Demonstration 
Video clips 

	 Explain law   
 
	Schedules of drugs and poisons. 
	Lecture 
Question/Answer Discussion  

	· Explain function. 
· Describe different committee. 
 
	Drug authority of Bangladesh: Functions and activities of Directorate General of Drug, Registration methods in Bangladesh, Drug Control committee (DCC) and related technical committees. 
	Lecture 
 Question/Answer 
Discussion 
Demonstration 
Video clips 
Case Studies  

	· Define structure. 
· Describe function.  Explain rules 
	Pharmacy 	Council 	of 	Bangladesh:  
Introduction, Ordinance, different Committees, Scope and functions of Pharmacy Council of Bangladesh. 
	Lecture 
Question/Answer 
Discussion 
Demonstration 
 



