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        Principles of Parenteral Solution Validation by Igor Gorsky Book PDF Summary

        Principles of Parenteral Solution Validation: A Practical Lifecycle Approach covers all aspects involved in the development and process validation of a parenteral product. By using a lifecycle approach, this book discusses the latest technology, compliance developments, and regulatory considerations and trends, from process design, to divesting. As part of the Expertise in Pharmaceutical Process Technology series edited by Michael Levin, this book incorporates numerous case studies and real-world examples that address timely problems and offer solutions to the daily challenges facing practitioners in this area. Discusses international and domestic regulatory considerations in every section Features callout boxes that contain points-of-interest for each segment of the audience so readers can quickly find their interests and needs Contains important topics, including risk management, the preparation and execution of properly designed studies, scale-up and technology transfer activities, problem-solving, and more

    


                                        
  
    
      
    

    
      
        Principles of Parenteral Solution Validation  by Igor Gorsky,Harold S. Baseman

      

       Principles of Parenteral Solution Validation: A Practical Lifecycle Approach covers all aspects involved in the development and process validation of a parenteral product. By using a lifecycle approach, this book discusses the latest technology, compliance developments, and regulatory considerations and trends, from process design, to divesting. As part of the 
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        Handbook of Cell and Gene Therapy  by Hazel Aranha,Humberto Vega-Mercado

      

       This handbook provides an in-depth review of information across the developmental spectrum of gene and cell therapy products. From introductory information to state-of-the-art technologies and concepts, the book provides insights into upstream processes such as vector design and construction, purification, formulation and fill/finish, as well as delivery options. Planning 
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       Download or read online Principles of Sterile Product Preparation written by Anonim, published by Amer Soc Health-System Pharmacists which was released on 1995. Get Principles of Sterile Product Preparation Books now! Available in PDF, ePub and Kindle.
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        Solid Oral Dose Process Validation  by Ajay Babu Pazhayattil,Naheed Sayeed-Desta,Emilija Fredro-Kumbaradzi,Jordan Collins

      

       Currently there are no process validation (PV) textbooks addressing the lifecycle concepts (Stage 1, 2, 3). Recent regulatory guidance's such as US FDA, EMEA, WHO, PIC/S have adopted the ICH lifecycle approach. The concepts are now harmonized across regulatory guidance's and organizations have an opportunity to align PV activities for all regulated 
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        Sterile Product Development  by Parag Kolhe,Mrinal Shah,Nitin Rathore

      

       This comprehensive book encompasses various facets of sterile product development. Key concepts relevant to the successful development of sterile products are illustrated through case studies and are covered under three sections in this book: • Formulation approaches that discuss a variety of dosage forms including protein therapeutics, lipid-based controlled delivery systems, 
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        Cleaning Validation  by Destin A. LeBlanc

      

       Pharmaceutical manufacturers and upper management are encouraged to meet the challenges of the science-based and risk-based approaches to cleaning validation. Using some of the principles and practices in this volume will help in designing a more effective and efficient cleaning validation program. Features • Timely coverage of cleaning validation for the 
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        Guideline on General Principles of Process Validation  by Anonim

      

       Download or read online Guideline on General Principles of Process Validation written by Anonim, published by Unknown which was released on 1987. Get Guideline on General Principles of Process Validation Books now! Available in PDF, ePub and Kindle.

      Get Book 
          
        
    

  



                                                        
  
    
      
    

    
      
        Analytical Method Validation and Instrument Performance Verification  by Chung Chow Chan,Y. C. Lee,Herman Lam,Xue-Ming Zhang

      

       Validation describes the procedures used to analyze pharmaceutical products so that the data generated will comply with the requirements of regulatory bodies of the US, Canada, Europe and Japan. Calibration of Instruments describes the process of fixing, checking or correcting the graduations of instruments so that they comply with those 
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