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	Management System Application Form
	DOCUMENT NO.
	FR.20

	
	
	PUBLICATION DATE
	01.03.2025

	
	
	REVISION DATE
	-

	
	
	REV. NO
	00



1. APPLICANT ORGANIZATION INFORMATION

	Company Name
	

	Company Address
	

	Branch/Factory etc. Address included in the Quality Management System
	

	Telephone
	

	Fax
	

	Email
	

	Web
	

	Tax Office / Number
	

	Name and Surname/Phone Number of Authorized Signatory
	

	Management Representative
	

	Contact Person
	

	Contact Information
	

	If your organization is part of a larger organization, please specify the organization you are a part of.
	

	Has your organization previously received funding from DANEM MDC? Did they receive special education services?
	☐Yes: …………………………….
☐No

	Total Number of Personnel in the Company
	Full-Time Personnel: … ……. Number of Part-Time Personnel: … … ……. .

	Company's Number of Effective Personnel
	

	Number of Personnel Working in the Process
	Senior Management
	

	
	Quality Management
	

	
	Sales
	

	
	Purchase
	

	
	R& D
	

	
	Production
	

	
	Warehouse
	

	
	Sterilization
	

	Please specify any other processes involved, if any.
	






	Is this a consultancy service provided during the preparation of QMS documents? ( If yes ) Please organization / person information (write it down .)
	☐Yes: …………………………….
☐No

	Critical Supplier
	☐ Yes/ ☐No

	If there are critical suppliers, please specify their name, address, the service received, and the documents and scope of the supplier's services.


	







	External Processes
	Process Name
	Company Name, Address, Documents Held and Scope

	
	1)……………………
	…………………………………..........

	
	2)……………………
	…………………………………..........

	
	3)……………………
	…………………………………..........

	Are there multiple locations?
	☐ Yes/ ☐No

	If there are multiple locations, select the processes and enter their names and addresses.

	☐ Design
	

	☐ Production
	

	☐Storage
	

	☐Distribution
	

	☐Setup
	

	☐Service
	

	☐Sterilization
	

	☐ Sales
	

	☐ Purchase
	

	Shift
	☐ Single Shift, ☐Double Shift, ☐Multiple Shifts

	
	Number of employees in the 1st shift:
Number of employees in the 2nd shift:
Number of employees in the 3rd shift:

	Company Working Hours
	


	any existing quality management system certification ?
(If yes, please fill in the information.)
	☐Yes, Document Type:
Organization Name: Document No:
Issued : Validity Date:

☐No





2. APPLICATION INFORMATION

	Application Type

	☐ New Application☐ Recertification☐ Transfer ☐Changes*


* Change requests must be completed along with the FR.21 Change Notification Form .

	Scope of Application

	

	Exclusions
	

	Audit Language
	☐Turkish ☐English ☐Other: ………….

	Sterility Status
	☐Yes ☐No

	If sterile, please specify the sterilization method.
	

	Is the product implanted inside the body?
	☐Yes ☐No

	Does the product have a measurement function?
	☐Yes ☐No

	Product class
	☐Class I ☐Is/ Im / Ir      ☐ IIa     ☐ IIb      ☐III

	IVD product class
	☐A ☐B ☐C ☐D

	Is the product being reprocessed?
	☐Yes ☐No

	Does it contain any product?

	☐Medical substance (Drug)
	☐animal tissue

	☐Human blood/derivatives
	☐ Micromechanics

	☐Nanomaterials
	☐Other: ………… …….

	Is the product being absorbed?
	☐Yes ☐No

	Does the product have a coating?
	☐Yes ☐No

	Is it powered by an energy source?
	☐Yes ☐No

	Is the software available?
	☐Yes ☐No

	Has a product recall decision been made as a result of the adverse incident?
	☐Yes ☐No

	Is there any alert system reporting available regarding the product?
	☐Yes ☐No

	Product Name
	

	Product Intended Use
	

	Number and names of technical files created for the products included in the application.
	







3. REQUIRED DOCUMENTS FOR APPLICATION

	Documents

	Quality Manual

	Official documents showing that the company is registered (Tax Certificate, Commercial Registry Gazette, Chamber of Commerce Activity Certificate, etc.)

	Authorized Signature Circular for Signing the Contract

	Official documents showing the number of employees .

	Document Master List

	Quality Management System Documentation (Procedures, Instructions, Forms, etc.)

	Quality Certificates and Contracts of Critical Suppliers

	Internal Audit Records

	Management Review Meeting Minutes

	Validation documents/operation protocols related to the processes

	CE certificates for manufactured medical devices (if any)



4. GENERAL INFORMATION

· This application form must be completed and initialed on every page by a person authorized to represent the organization.

· Completing and submitting this application form to the DANEM MDC does not automatically guarantee that your organization will be certified.

· Regulations regarding System Certification can be found at www.danemmdc.com This information is published on the website under the "Our Services" menu, in the "System Certification" section.

· Even if the completed application form and its attachments are sent by fax or email, the original form with a wet signature must be delivered to the DANEM MDC.

· Incorrect information provided on this form may result in an inaccurate calculation of your audit period and the preparation of your certificate. Our company is not responsible for any liabilities arising from incorrect and/or incomplete information provided.

5. STATEMENTS

· By signing this form, the applicant company declares that the information stated in the application form and its attachments is accurate.

· By signing this form, the applicant company undertakes to fulfill the requirements of the approved quality system and to maintain it completely and effectively.

· By signing this form, the applicant company acknowledges that the contract terms and fees may change if any changes are detected in the information provided in the application form and its attachments.

· By signing this form, the applicant company acknowledges that the application may be rejected depending on the outcome of the application evaluation process.

· By signing this form, the applicant company agrees that the results of the application evaluation process may be shared with the accreditation body.

· By signing this form, the applicant company acknowledges that DANEM MDC may contact the accreditation body using the company's information based on the results of the application evaluation process.

· By signing this form, the applicant company declares that its critical suppliers, who are stated to have carried out all production and design processes, have not outsourced these processes entirely to another company.

· The organization requesting certification agrees and undertakes to inform the DANEM MDC and the Regulatory Authority of any non-compliance with laws and regulations and any reporting requirements, and to cooperate with the DANEM MDC in any unannounced audits that may be conducted at its facilities and outsourced processes if necessary.


This application applies to the organization information detailed above. I confirm the accuracy and timeliness of this information.


Organization Name :	

Name and Surname of the Organization Official:	

Title:	


Date, Signature and Stamp:	
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