The questionnaire for QMS-certification
Dear Sir or Madam
Many thanks for contacting us! Please, fill in the form below. We need this data to assess the opportunity of the certification and to define the cost, terms and conditions of QMS-certification process. If you would like to certify some departments of your organization in accordance with different standards, please, copy this questionnaire and fill it in for each department separately. 
Please, send the filled in form back by fax +7 (495) 611-00-57 or by e-mail amashkov@mtu-net.ru.

Thank you.
General data:

	Company name:


	Official address: 

Forwarding address:

Phone:

Fax:

	Locations (subsidiaries/ branch/ selling offices):

	


	Contact person:
	

	Full name:
	
	Phone:
	

	Position:
	
	Fax:
	

	E-Mail:
	
	


1
Structure of your company and number of employees
	Department
	Number of employees (approx.)

	 Research and Development
	

	 Production
	

	 Management
	

	 Sales and Marketing
	

	 Quality department
	

	 Split into:
	

	Full-time employees
	

	Part-time employees
	

	Trainees
	

	
	

	Total:   
	


Please, enclose the organization structure of your company and the chart that describes responsibilities and authorities in your company.

2
Suppliers of main details or devices (as a part of the final products) (fill in the table)
	Name and address of a supplier:
	Services
	Quality management system

	
	
	


3 
Product information (fill in the table for each type of product and enclose the general information and advertisements/promotional material regarding the products)

	
	Medical device
	In-Vitro-diagnostic
	General

	Product name/category
	No
	Yes
	Class
	No
	Yes
	Sterile
	Measuring means

	
	
	
	
	
	
	
	

	Used materials:
	

	Used standards:
	

	Does the device incorporate                
	 FORMCHECKBOX 
 medicine ?
	 FORMCHECKBOX 
 animal tissue?

	Is the product intended for use in combination with other devices or equipment?
	No
	Yes (as …………….)

	
	
	


4 Tick the desired standard(s) for certification of your company:

 FORMCHECKBOX 
 GOST R ISO 9001-2001 (ISO 9001:2000) *

* please, if there are any requirements of standard that are not applicable to your organization, write them down (for example, requirements for design and development, production): ____________________________________________________________________________

 FORMCHECKBOX 
 GOST R ISO 13485-2004 (ISO 13485:2003) *

* please, if there are any requirements of standard that are not applicable to your organization, write them down (for example, requirements for design and development, production): _____________________________________________________________________________

1 Please, if your organization is already certified by another certification organization and now you are going to use the services of our company, write down:

	Certification organization:
	

	Certified according to
Valid until:
	GOST R ISO 9001-2001
(ISO 9001:2000)
_______________
	GOST R ISO 13485-2004 
(ISO 13485:2003)
________________



	Next audit date:                _______________
	_______________

	Reasons for potential change:

	Have all deviations been corrected since the last audit?
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no
If no, why:






Please, enclose copy(ies) of the certificate(s)
2 Certification
Which departments should be certified?
 FORMCHECKBOX 
 The whole company
 FORMCHECKBOX 
 The following departments:


When was the quality management system certified?


Has there been any auditing or certification of your quality system within the last 5 years by other certification firms / organizations? If yes :

	Firm / organisation
	According to standard
	Date

	
	
	

	
	
	


Possible date to receive your quality management system documents for our review?
Date:
_______________________             Desired date of certification audit:

Is a pre-audit required?:      FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no   Desired date of pre-audit:: ______________________

(additional payment)

3 Any remarks and wishes
________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
__________________
                                            ____________________________

Location, date 
                                            Signature of representative
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