



	

		









World Journal of Pharmacy and Pharmaceutical Sciences  (WJPPS) has indexed with various reputed international bodies like : 



Google Scholar , Index Copernicus , Indian Science Publications , SOCOLAR, China , NewJour-Georgetown University Library, USA ,  eGranary Digital Library, USA , CAS (A Division of American Chemical Society) USA , VIKAS PSOAR (Pharmaceutical Sciences Open Access Resources) , Urlich's Periodicals Directory, Proquest, UK , AYUSH RESEARCH PORTAL , Scopus ((Elsevier Products in process) , EMBASE (Elsevier Products, in process) , EBSCO Publishing Inc (Academic Search Complete, USA, In Process) , Genamics JournalSeek (In Process) , Kaohsiung Medical University Library (In Process) , OurGlocal (In Process) , eSci Research, International Research Organization. , Geneva Foundation for Medical Education and Research, Switzerland (In Process) , Thomson Reuters, USA (in process) , Polish Scholarly Bibliography , Virtual Library Pharmacy, Medicine and Health, Biosciences , Global Impact Factor (0.629) ,  UDLedge Science Citation Index , International Impact Factor Services , Directory of Research Journal Indexing (DRJI) , Universal Impact Factor (1.0408) , International Scientific Indexing, UAE  , SJIF - Scientific Journal Impact Factor (2.786) , Scholar Steer, (Under Process) , International Society for Research activity (ISRA)  , Scientific Indexing Services (SIS) , InfoBase Index (In Process) , Scholar Article Impact Factor, SAIF , Citations Impact (Under Process) , CiteFactor , Journal Index (JI, Under Process) ,  Indian citation Index (ICI) , Directory of abstract indexing for Journals (DAIJ) , Open Access Journals (Under Process) , Eurasian Scientific Journal Index (ESJI)  , Impact Factor Services For International Journals (IFSIJ)  , Cosmos Impact Factor , Jour Informatics (Under Process) , International Innovative Journal Impact Factor (IIJIF) , Science Library Index, Dubai, United Arab Emirates , Journalseek Database , IP Indexing (IP Value 2.76) , Web of Science Group (Under Process) , Directory of Research Journals Indexing , International Scientific Indexing ( ISI ) , Scope Database , Open Access Journal , Academia , 
        






[image: ]


     World Journal of Pharmacy and 
 Pharmaceutical Sciences

     ( An ISO 9001:2015 Certified International Journal )

     An International Peer Reviewed Journal for Pharmaceutical and Medical Research and Technology

  




[image: ]




Impact Factor : 8.025



    [image: ]



ICV : 84.65





















 


Login   |   Register

 















 


	










    	HOME
	ABOUT US

            	From Editor Desk
	Editorial Board
	Join as Reviewers



        
	INSTRUCTION TO AUTHOR

			Author Instruction
	Review Procedure
	Copyright Form
	Publication Ethics



		
	CURRENT ISSUE
	MANUSCRIPT SUBMISSION
	TRACK YOUR ARTICLE
	ARCHIVE
	PROCESSING FEES
	CONTACT US









	

	

		




	[image: ]
	

         
    
    
        [image: ]WJPPS Citation [image: ]


    

    
        	 	All	Since 2019
	 Citation	 5450	 3969
	 h-index	 23	 20
	 i10-index	 134	 84


    

    
 
       

   
    

    Login


	    




	

    User Name :


    


    Password :


    


    Forgot Password  |  Register


    

    
 
        	 

			 

			    



    [image: ]Search




    

    [image: ]






    [image: ]News & Updation




    
                    	Updated Version

WJPPS introducing updated version of OSTS (online submission and tracking system), which have dedicated control panel for both author and reviewer. Using this control panel author can submit manuscript            
                    	Call for Paper


WJPPS  Invited to submit your valuable manuscripts for Coming Issue.            
                    	Journal web site support Internet Explorer, Google Chrome, Mozilla Firefox, Opera, Saffari for easy download of article without any trouble.

             
                    	New Impact Factor

WJPPS Impact Factor has been Increased to 8.025 for Year 2024.
            
                    	ICV

WJPPS Rank with Index Copernicus Value 84.65 due to high reputation at International Level
            
                    	Scope Indexed

WJPPS is indexed in Scope Database based on the recommendation of the Content Selection Committee (CSC).
            
                    	WJPPS: APRIL ISSUE PUBLISHED

April Issue has been successfully launched on 1 April 2024.
            
            




    

	

    Abstract 


	



	

		

              IMPLEMENTATION OF BIOEQUIVALENCE STUDIES FOR APPROVAL OF GENERIC DRUG PRODUCTS IN SUDAN: CURRENT STATUS
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ABSTRACT






	  Number of registered medicines in Sudan approaches 5000, of which 84% were account as generic products that imported to constitute 70% of the total Sudanese drug market. National Medicines and Poison Board, as a national drug regulatory authority, has adopted bioequivalence study as one among other requirements for approval or re-approval of these generics. This study aims to highlight the current situation and the associated problems with regard to implementation of BE studies as a regulatory tool for drugs market authorization in Sudan through retrospective reviewing of relevant documents bearing in mind the applicability of biowaiver concept. Results has indicated that study
cost, approval delay, limitation of available or approved bioequivalence centers and wavering in bioequivalence studies recommendations between World Health Organization and Harmonized Arab Guidelines on bioequivalence studies were the main problems associated with the bioequivalence implementation. Moreover, the study revealed a discrepancy in the consideration of BCS based biowaiver concept by the National Medicines and Poison Board for the approval of biowaiver eligible drug products, as compared to relevant guidelines of World Health Organization and the Harmonized Arab Guidelines. The study concluded that revision of NMPB documents related to implementation of bioequivalence studies so as to remove the existing discrepancies, consideration of BCS based biowaiver concept in the approval of drug generic products, establishment or nomination of more national bioequivalence centers and conduction of effective post marketing surveillance would improve the legislation and regulation of both biowaived and non-biowaived generic drug products
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