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	Name: Abduvokhidov Khalilillo 
	Affiliated University: Andijan Machine Building institute
	Course Name: Medical Device Quality Management Systems Strategy and Techniques for Improving Efficiency and Effectiveness
	Number of Lectures: 13
	Course Language: Russian
	Keyword: Efficiency, Equipment assessment, Effectiveness, Technology management program, Medical Equipment planning, Technology evaluation, Program methodology 
	Course Description 100 200 words: The quality management world of the medical device industry has gone through a significant change represented by the publication of the new revision of the ISO 13485 Standard, the 2016 revision. This revision brings new challenges to organizations as well as changes to old challenges. This course is a complete guide to implementing all of the requirements of the standard. In order to present the reader with a practical and useful guide, I have provided a definition of my quality policy and objectives. Presenting and reviewing the ISO 13485:2016 standard requirements through analysis, interpretation, and demonstration, with explanations, insightful examples, and events from various industries and sectors.
	Course Goals and Objectives Approximately 100 words: This course is designed to introduce students to the field of Biomedical Engineering for Medical Device Quality Management  Improvement Systems Strategy and Techniques for Improving Efficiency and Effectiveness. This course related to: • Reviewing all the topics and issues related to the realization of aproduct or service with reference to various types of processes andproducts.• Providing support in the implementation of an effective qualitymanagement system.• Facilitating the documentation of processes.• Providing a reference to the new challenges presented in the ISO13485:2016 standard.• This guide is designed and structured to mirror the standard’s tableof contents in order to simplify navigation and use.• Each clause and subclause of the standard is discussed and analyzedthrough quality and regulatory perspectives, such as the implicationsfor an organization—its processes, risk management, resources,infrastructures, work environment, control and effectiveness, anddocuments and records.
	Textbook: 1. Medical Device Quality Management Systems, Susanne Manz, 20182. Handbook of Biomedical Engineering, Jacob Kline, 2019, 2nd edition.3. Biomedical Engineering Principles, Bryan Woodward, 2018, 2nd edition
	The format  Title AuthorEditor Publisher Year of PublicationReferences: 1. Medical Device Quality Management Systems, Susanne Manz, 20182. Handbook of Biomedical Engineering, Jacob Kline, 2019, 2nd edition.3. Biomedical Engineering Principles, Bryan Woodward, 2018, 2nd edition
	The format  Title AuthorEditor Publisher Year of PublicationCourse Requirements and Grades: 26-30L Excellent21-25   Good18-20   Satisfactory0-18     Unsatisfactory = Fail
	Main ContentWeek 1: Quality management system(General requirements)
	Main ContentWeek 2: Medical device file
	Main ContentWeek 3: Management responsibility  
	Main ContentWeek 4:  Responsibility, authority, and communication
	Main ContentWeek 5: Resource management 
	Main ContentWeek 6: Work environment and contamination control
	Main ContentWeek 7: Measurement, analysis, and improvement
	Main ContentWeek 8: Product realization 
	Main ContentWeek 9:   Suitable planning for the organization’s operations
	Main ContentWeek 10:  Design and development 
	Main ContentWeek 11: Control of nonconforming product 
	Main ContentWeek 12: Production and service provision
	Main ContentWeek 13: Control of monitoring and measuring equipment
	Main ContentWeek 14: 
	Main ContentWeek 15: 
	Main ContentWeek 16: 
	Course Date: 2021/09/13
	Course Date_1: 2021/12/30


