	Name of the Applicant Organization
	

	Scope of Quality Management System
	

	Desired Scope of certification
	

	Standards for certification/Certification Scheme
	ISO 9001:2015
	☐   

	
	ISO 13485: 2016
	☐   



	Location Details:

	Number of sites/locations:
	

	Site Title
	Site Address
	Processes, Operations and/or product details

	
	
	

	
	
	


 Add rows as required
	Applicant Authorized Representative Details:

	Name
	Designation
	E-mail Id
	Contact Number

	
	
	
	


Add rows as required
	Have you outsourced any process? 

	☐   Yes (if yes please fill in below details)
	☐   No

	Process
	Outsourced partner/supplier
	Evaluation criteria, Attach documents related to evaluation

	
	
	


Add rows as required
	What are the applicable Statutory/Regulatory/Legal requirements for your organization? Attach copy of license/certificate etc.

	Sr. No.
	Applicable Requirement
	Status
	Copy attached? (Yes/No)

	
	
	
	


Add rows as required
	Details of product under certification scope

	Product Generic name and description of medical device
	Intended use
	Key processes involved in manufacturing
	Are you responsible for Design?

(Yes/No)
	Sterile/
Non-sterile
(If sterile, mention sterilization method)
	Installation & Servicing required?
(Yes/No)

	
	
	
	
	
	


Add rows as required
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	Location /Site and department wise man power
Note 1: A: Full time employee, B: Part time/On contract employee, C: Unskilled employee
Note 2: In case of non-applicable row or column , write ‘NA’

	-
	Site/Locations
	Shifts

	
	Site1
	Site 2
	Site 3
	

	Employee status
	A
	B
	C
	A
	B
	C
	A
	B
	C
	

	Department/Process/Activity
	Management
	
	
	
	
	
	
	
	
	
	Shift 1

	
	
	
	
	
	
	
	
	
	
	
	Shift 2

	
	
	
	
	
	
	
	
	
	
	
	Shift 3

	
	
	
	
	
	
	
	
	
	
	
	Shift 4

	
	Human Resources
	
	
	
	
	
	
	
	
	
	Shift 1

	
	
	
	
	
	
	
	
	
	
	
	Shift 2

	
	
	
	
	
	
	
	
	
	
	
	Shift 3

	
	
	
	
	
	
	
	
	
	
	
	Shift 4

	
	Maintenance 
	
	
	
	
	
	
	
	
	
	Shift 1

	
	
	
	
	
	
	
	
	
	
	
	Shift 2

	
	
	
	
	
	
	
	
	
	
	
	Shift 3

	
	
	
	
	
	
	
	
	
	
	
	Shift 4

	
	Purchase
	
	
	
	
	
	
	
	
	
	Shift 1

	
	
	
	
	
	
	
	
	
	
	
	Shift 2

	
	
	
	
	
	
	
	
	
	
	
	Shift 3

	
	
	
	
	
	
	
	
	
	
	
	Shift 4

	Department/Process/Activity
	Store
	
	
	
	
	
	
	
	
	
	Shift 1

	
	
	
	
	
	
	
	
	
	
	
	Shift 2

	
	
	
	
	
	
	
	
	
	
	
	Shift 3

	
	
	
	
	
	
	
	
	
	
	
	Shift 4

	
	Design & Development
	
	
	
	
	
	
	
	
	
	Shift 1

	
	
	
	
	
	
	
	
	
	
	
	Shift 2

	
	
	
	
	
	
	
	
	
	
	
	Shift 3

	
	
	
	
	
	
	
	
	
	
	
	Shift 4

	
	Production
	
	
	
	
	
	
	
	
	
	Shift 1

	
	
	
	
	
	
	
	
	
	
	
	Shift 2

	
	
	
	
	
	
	
	
	
	
	
	Shift 3

	
	
	
	
	
	
	
	
	
	
	
	Shift 4

	
	Quality Control
	
	
	
	
	
	
	
	
	
	Shift 1

	
	
	
	
	
	
	
	
	
	
	
	Shift 2

	
	
	
	
	
	
	
	
	
	
	
	Shift 3

	
	
	
	
	
	
	
	
	
	
	
	Shift 4

	Department/Process/Activity
	Dispatch 
	
	
	
	
	
	
	
	
	
	Shift 1

	
	
	
	
	
	
	
	
	
	
	
	Shift 2

	
	
	
	
	
	
	
	
	
	
	
	Shift 3

	
	
	
	
	
	
	
	
	
	
	
	Shift 4

	
	Marketing & Sales
	
	
	
	
	
	
	
	
	
	Shift 1

	
	
	
	
	
	
	
	
	
	
	
	Shift 2

	
	
	
	
	
	
	
	
	
	
	
	Shift 3

	
	
	
	
	
	
	
	
	
	
	
	Shift 4


Add rows for additional department/processes/activities as required. In case of additional sites, copy table below


	Additional information questionnaire 

	Have you availed any consultancy services? If yes please provide name of consultant and details of consultancy.
	

	Have you availed training services from DI QCS? If yes please mention training topic, date and trainer name.
	

	Is minimum one Internal audit and Management review meeting conducted?
	

	Are you currently manufacturing product for market purpose?
	

	Language commonly used in organization
	

	What are your working hours?
	

	In case you work in shift, please provide shift timings.
	

	What is the weekly off for your organization?
	

	Is your organization already certified for any system or product certification scheme other than you have applied for? 
(If yes, please specify the name of the Certification Scheme, Certification Body and Accreditation Board).
	Yes/No

	Is your organization already an applicant / certified for the certification scheme you have applied for and you want to change your present certification service provider?
(If yes, please mention the name of certification body and attach a copy of the certificate along with the last audit/NC report). In addition, answer the following questions;
	Yes/No

	(i)	Any Complaints received and action taken (major complaints):
	NIL/Satisfactory/Un-Satisfactory

	(ii)	Any current engagement by the organization with regulatory bodies in respect of legal compliance.
	Yes/No

	In case of transfer of certifying body, please mention the reasons for seeking the transfer.
	Change of accreditation / any other

	In case use of ‘Information and Communication Technology (ICT)’ (Remote auditing by use of online IT systems) for audit and assessment purpose, does your organization has necessary infrastructure to support the proposed ICT audit and assessment? 
	



	Applicant representative Name and Sign
	Date
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