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	IMPORTANT NOTE FOR APPLICANTS

	· Before completing this form, please review the “UDFRM.04-02 MDR Application Requirements” document for certification requests under Medical Device Regulation (EU) 2017/745 (MDR) and the “FRM.13 Application Requirements” document for EN ISO 13485:2016 certification requests. These documents, available on the UDEM Adriatic d.o.o. website (www.udemadriatic.com), outline the information and documentation that applicants must provide during the pre-application and formal application stages.
· The applicant may be solely the manufacturer or its authorised representative, and this form shall only be submitted by the applicant company.
· The information submitted in this pre-application form is utilised by UDEM Adriatic d.o.o. to generate and provide a quotation for the certification services requested by the applicant company. Upon formal acceptance and signing of the quotation by the manufacturer, the information in the pre-application form shall be recognised by UDEM Adriatic d.o.o.  as an integral part of the formal application to be submitted for applicable conformity assessment activities. In this framework, at the formal application stage, resubmission of this form or a separate application form is not required.
· Signing this pre-application form does not constitute a formal application for MDR conformity assessment activities as specified in MDR Annex VII Section 4.3. In case the manufacturer accepts and signs the quotation provided by UDEM Adriatic d.o.o. following the pre-application review, UDEM Adriatic d.o.o. sends to the manufacturer an official information letter indicating all necessary information, declarations, and documents to submit a formal application for MDR conformity assessment activities.
· The information provided on this pre-application form is transmitted directly to the relevant certification department of UDEM Adriatic d.o.o. Any incorrect information submitted may result in the issuance of an invalid document. UDEM Adriatic d.o.o. is not responsible for any consequences arising from incorrect information or failure to meet the manufacturer’s obligations. Please ensure that all information provided is complete, valid and correct, and confirm this before pre-application submission.
· When necessary, UDEM Adriatic d.o.o. may request additional information or clarification from the applicant to enable the preparation of an accurate quotation.
· After completing and signing this form, please send your pre-application via e-mail to application@udemadriatic.com (for MDR certification requests) / info@udemadriatic.com (for EN ISO 13485 certification requests).




	SECTION 1.
BASIC INFORMATION FOR PRE-APPLICATION

	Pre-Application Date
	     

	Standard/Regulation for Certification Service Requested 
	☐  EN ISO 13485:2016 
☐  Medical Device Regulation (EU) 2017/745 

	Type of the Certification Service Requested
	☐  Initial Certification 
☐  Recertification 
☐  Change of Scope
☐  Transfer 

	Accreditation Request for EN ISO 13485:2016 Certification
	☐  Croatian Accreditation Agency (HAA)
Please confirm our accreditation schedules at www.udemadriatic.com




	SECTION 2.
MANUFACTURER INFORMATION

	Manufacturer's Registered Name and Legal Form
	     

	Manufacturer Address
(Address of its registered place of business)
	     

	Manufacturer’s Single Registration Number (SRN) 
	     

	Phone No
	     
	Fax No
	     

	Email Address
	     
	Web Address
	     

	Tax Office 
	     
	Tax Number
	     

	Name-Surname and Title of Authorised Signatory 
	     

	Name-Surname of Management Representative
	     

	Name-Surname of Person Responsible for Regulatory Compliance (PRRC)
	     
	PRRC Phone No and E-mail Address 
	     

	Name-Surname and Title of the Person who will be communicated with (Primary Contact Person)
	     
	Primary Contact Person Phone No and E-mail Address 
	     

	Is the company a SME (small and medium-sized enterprise) as defined in Commission Recommendation 2003/361/EC?
	☐  Yes
☐  No
	Enterprise Category
	☐  Micro
☐  Small
☐  Medium-sized 
	Staff Headcount
	     
	Annual Turnover
	     
	Annual Balance Sheet 
	     

	Is the company a part of a larger organisation or owned by a parent company? 
	☐  Yes
☐  No
	Larger Organisation / Parent Company Name with Legal Form and Address
	     
	Larger Organisation / Parent Company Activity Scope
	     




	SECTION 3. 
AUTHORISED REPRESENTATIVE INFORMATION

	Authorised Representative’s Registered Name and Legal Form
	     

	Authorised Representative Address
(Address of its registered place of business)
	     

	Authorised Representative’s Single Registration Number (SRN) 
	     

	Telephone No
	     
	Fax No
	     

	Email Address
	     
	Web Address
	     

	Tax Office 
	     
	Tax Number
	     

	Name-Surname and Title of Authorised Signatory 
	     

	Name-Surname of Management Representative
	     

	Name-Surname of Person Responsible for Regulatory Compliance (PRRC)
	     
	PRRC Phone No and E-mail Address 
	     

	Name-Surname and Title of the Person who will be communicated with (Primary Contact Person)
	     
	Primary Contact Person Phone No and E-mail Address 
	     




	SECTION 4.
MANUFACTURER’S ORGANISATIONAL STRUCTURE AND QUALITY MANAGEMENT SYSTEM

	Activity Scope of Company
	     

	Please specify the scope of EN ISO 13485:2016 Medical Devices Quality Management System and Product Groups covered by the QMS. 
	     

	Please describe the product and service realisation processes, operations, functions, interactions, technical resources, and products within your organization.
	     

	For EN ISO 13485:2016 Standard, please specify the name and surname of the person who has been assigned to the implementation and maintenance of the QMS, and his/her contact information.
	     

	Please state the “EN ISO 13485 quality management system operation date”.
	     

	Number of Employees
	Total Number of Employees
	     
	Number of Full-Time Employees
	     
	Number of Part-Time Employees
	     
	Number of Unqualified Employees
	     
	Number of Employees Working in Shifts
	     

	Effective Number of Personnel 
Please include management, quality, production, R & D, warehouse, and purchasing departments in the effective number of employees.
	     
	Number of Work Shifts 
	     
	Timeline of the Work Shifts
	     
	Number of effective personnel working in each shift
	     

	QUALITY MANAGEMENT SYSTEM PROCESSES

	Process Name
	Number of Personnel Working in the Process
	Internal/In-house or Outsourced Process
	Relevant Supplier / Subcontractor Name if the process is outsourced
	Explanations for the Process

	Production
	     
	☐ Internal       ☐ Outsourced
	     
	      

	Storage / Warehouse
	     
	☐ Internal       ☐ Outsourced
	     
	      

	R & D
	     
	☐ Internal       ☐ Outsourced
	     
	      

	Sterilisation
	     
	☐ Internal       ☐ Outsourced
	     
	Please specify Sterilisation Method(s): 
     

	Packaging
	     
	☐ Internal       ☐ Outsourced
	     
	      

	Quality Management
	     
	☐ Internal       ☐ Outsourced
	     
	      

	Top Management
	     
	☐ Internal       ☐ Outsourced
	     
	      

	Purchasing
	     
	☐ Internal       ☐ Outsourced
	     
	      

	Sales
	     
	☐ Internal       ☐ Outsourced
	     
	      

	Other Process - Please Specify: 
	     
	     
	☐ Internal       ☐ Outsourced
	     
	      

	Other Process - Please Specify: 
	     
	     
	☐ Internal       ☐ Outsourced
	     
	      

	Other Process - Please Specify: 
	     
	     
	☐ Internal       ☐ Outsourced
	     
	      

	Please select the applicable manufacturing processes and technologies covered by the company's quality management system.
	☐  Metal Processing
☐  Plastic Processing
☐  Non-metal mineral processing, including glass, ceramics
☐  Non-metal non-mineral processing, including textiles, rubber, leather, paper
☐  Biotechnology 
☐  Chemical processing
☐  Production of pharmaceuticals
☐  Clean rooms and associated controlled environments
☐  Electronic components, including communication devices
☐  Packaging, including labelling
☐  Installation, refurbishment 
☐  Reprocessing 




	SECTION 5.
ALL SITES/FACILITIES COVERED BY THE MANUFACTURER’S QUALITY MANAGEMENT SYSTEM

	No
	Site Type*
	Site Name 
(Company name including legal form)
	Site Address
	Activities / Processes of Site
	Relevant Devices Included in the Pre-Application
	Number of Employees
T: Total
FT: Full Time
PT: Part Time
	Number of Work Shifts and Timeline of Shifts
	Number of Employees per Shift
	Planned / Seasonal Shutdown Periods Affecting Manufacturing and QMS Activities

	1.
	☐ Head Office
☐ Factory
☐ Branch Office
☐ Sales Office
☐ Other - Please Specify:      
	     
	     
	☐ Administration	
☐ Design & Development
☐ Production
☐ Quality Assurance/Control
☐ Installation / Servicing
☐ Packaging / Labelling
☐ Sterilization*
*Sterilisation Method:      
☐ Storage
☐ Purchasing
☐ Marketing / Sales
☐ Other - Please Specify:      
	     
	T:        
FT:      
PT:      
	     
	     
	     

	2.
	☐ Head Office
☐ Factory
☐ Branch Office
☐ Sales Office
☐ Other - Please Specify:      
	     
	     
	☐ Administration	
☐ Design & Development
☐ Production
☐ Quality Assurance/Control
☐ Installation / Servicing
☐ Packaging / Labelling
☐ Sterilization*
*Sterilisation Method:      
☐ Storage
☐ Purchasing
☐ Marketing / Sales
☐ Other - Please Specify: 
     
	     
	T:        
FT:      
PT:      
	     
	     
	     




For additional manufacturer sites, please insert additional rows in this table. To do so, double-click the last row and select the “+” symbol that appears.

*Please specify all sites/facilities/locations of the manufacturer, including head office, branch offices, factories, sales and local offices, and temporary sites operating under the same Quality Management System.


	SECTION 6.
MANUFACTURER’S CRITICAL SUPPLIERS / SUBCONTRACTORS

	No
	Supplier / Subcontractor Name
(Company name including legal form)
	Supplier / Subcontractor Address
	Activities / Processes / Services provided by the Supplier / Subcontractor 
	Explanations for Activities / Processes / Services provided by the Supplier / Subcontractor 
	Relevant Devices Included in the Pre-Application
	Manufacturer’s Control over the Supplier / Subcontractor
	Quality / Regulatory / Accreditation Certificates of Supplier / Subcontractor*
	Planned / Seasonal Shutdown Periods Affecting Processes and Manufacturing Activities  

	1.
	      
	     
	☐ Supply of Raw Material / Substance
☐ Supply of Critical Parts / Components
☐ Design & Development
☐ Manufacturing
☐ Testing
☐ Packaging
☐ Sterilization*
*Sterilisation Method:      
☐ Other - Please Specify:      

	     
	     
	☐ Quality Agreement
☐ Supplier Audits 
☐ Third Party Certification /Accreditation 
☐ Incoming Inspection / Testing 
☐ Final Verification / Testing
☐ Control of Design & Development
☐ Control of Manufacturing
☐ Other - Please Specify:      
	Certificate Type:      
Certificate Scope:      
Validity Period:      
	     

	2.
	      
	     
	☐ Supply of Raw Material / Substance
☐ Supply of Critical Parts / Components
☐ Design & Development
☐ Manufacturing
☐ Testing
☐ Packaging
☐ Sterilization*
*Sterilisation Method:      
☐ Other - Please Specify:      

	     
	     
	☐ Quality Agreement
☐ Supplier Audits 
☐ Third Party Certification /Accreditation 
☐ Incoming Inspection / Testing 
☐ Final Verification / Testing
☐ Control of Design & Development
☐ Control of Manufacturing
☐ Other - Please Specify:      
	Certificate Type:      
Certificate Scope:      
Validity Period:      
	     




For additional critical suppliers/subcontractors, please insert additional rows in this table. To do so, double-click the last row and select the “+” symbol that appears.

*Copies of existing quality / regulatory / accreditation certificates of the critical suppliers/subcontractors (QMS certificates, accreditation certificates, GMP and/or GLP certificates, EU/EC certificates for CE Marking, MDSAP or UKCA certificates, etc.) shall be submitted to UDEM Adriatic d.o.o. as attached to this pre-application form.


	SECTION 7.
EXISTING CERTIFICATES OF THE MANUFACTURER

	No
	Certificate Type*
	Certificate Number
	Certificate Scope
	Validity Period
	Certification Body / Notified Body / Regulatory Authority
	If the certificate is invalid, suspended or withdrawn, please specify the reasons

	1.
	☐ ISO 9001 Certificate
☐ ISO 13485 Certificate
☐ 2017/745/EU MDR Certificate
☐ 93/42/EEC MDD Certificate
☐ MDSAP Certificate
☐ UKCA Certificate
☐ Other Standard/Regulation/National Legislation - Please Specify:      
	     
	     
	     
	     
	     

	2.
	☐ ISO 9001 Certificate
☐ ISO 13485 Certificate
☐ 2017/745/EU MDR Certificate
☐ 93/42/EEC MDD Certificate
☐ MDSAP Certificate
☐ UKCA Certificate
☐ Other Standard/Regulation/National Legislation - Please Specify:      
	     
	     
	     
	     
	     




For additional certificates, please insert additional rows in this table. To do so, double-click the last row and select the “+” symbol that appears.

*Copies of the existing certificates of the manufacturer (EC/EU Certificates for CE marking of devices, ISO 9001 and ISO 13485 QMS certificates, MDSAP and UKCA certificates, other relevant quality, regulatory or accreditation certificates) shall be submitted to UDEM Adriatic d.o.o. as attached to this pre-application form.


	SECTION 8.
INFORMATION FOR REQUESTED CERTIFICATION SERVICES

	For EN ISO 13485 Quality Management System for Medical Devices, Requested Certification Scope
	     

	Please specify the clauses excluded from the scope of the QMS according to EN ISO 13485:2016 standard.
	     

	Design and Development
	☐  Within the QMS scope           ☐  Out of the QMS scope

	If there are any locations not covered by the scope of the company’s certification request, please provide their addresses and any pertinent details.
	     

	For Medical Device Regulation (EU) 2017/745, Requested Certification Scope

Please specify all devices and device groups for which certification is requested. Additionally, for each device/device group, please complete “Section 9” of this form separately.
	     

	For Medical Device Regulation (EU) 2017/745, Requested Conformity Assessment Procedure
	☐  MDR Annex IX (Chapter I and III)    
☐  MDR Annex IX (Chapter II)    
☐  MDR Annex XI (Part A)*    
☐  MDR Annex IX (Chapter I)**

*If MDR Annex XI (Part A) is selected for Class III and Class IIb devices, a copy of the EU Type Examination Certificate obtained from another notified body must be submitted together with the pre-application.
**Only for Class III custom-made implantable devices.

	Total Number of Technical Documentation within the scope of pre-application
	     

	Requested Audit Language
	     

	Language of QMS Documentation 
	     

	Language of Technical Documentation
	     

	For the Transfer Requests, please explain the reasons for transferring your certification or application.
	     

	For the Recertification and Scope Extension Requests, please specify the “Related/Affected Certificate Number(s)” issued by UDEM Adriatic d.o.o.
	     

	Please provide the details on your previous application(s) for the same device-related quality management system or device(s) under this pre-application.
	     

	Do you have any withdrawn application with another notified body for the same device-related quality management system or device(s) under this pre-application? 
If yes, please specify the reasons for the withdrawal decision, related device(s) and notified body information. 
	☐ Yes
☐ No

Explanations:      

	Do you have any application refused by any notified body for the same device-related quality management system or device(s) under this pre-application? 
If yes, please specify the reasons for the refusal decision, related device(s) and notified body information. 
	☐ Yes
☐ No

Explanations:      

	Do you have any certification refused by any notified body for the same device-related quality management system or device(s) under this pre-application? 
If yes, please specify the reasons for the refusal decision, related device(s) and notified body information. 
	☐ Yes
☐ No

Explanations:      

	Do you have a certification contract/agreement signed with another notified body for the same device-related quality management system or device(s) under this pre-application?
If yes, please provide the details on the relevant contract, device(s) and notified body information. 
	☐ Yes
☐ No

Explanations:      

	Have you received any consultancy services for the establishment, operation, and maintenance of the quality management system and/or for MDR conformity assessment activities and the preparation of the required documentation? 
If yes, please provide the details of the consultancy company, consultant, or other persons involved.
	     




	SECTION 9.
INFORMATION ON DEVICES COVERED BY THE PRE-APPLICATION*

*Please complete this section separately for each device included in the pre-application, by duplicating the table for each one.

	*For each device covered by the pre-application, please duplicate this table. To do so, double-click the table and select the “+” symbol that appears.




	SECTION 10.
DOCUMENTS TO BE SUBMITTED BY THE APPLICANT FOR THE PRE-APPLICATION STAGE

	Document Type
	Identification of the Submitted Documents
Please specify the name, type, and any other identifying information of the document submitted for this pre-application.
	Submission Status 

	Informative Documents for the Device(s) included in the pre-application 

Brochures, catalogues, promotional CDs, instructions for use and similar documents for the confirmation of device(s) description and intended use, device models/components etc. 
	     
	☐ Yes
☐ No
☐ Not Applicable

	Certificate of Activity / Business License of the Manufacturer
	     
	☐ Yes
☐ No
☐ Not Applicable

	Authorised Representative Agreement* 

*If the pre-application is made through an authorised representative of the manufacturer.
	     
	☐ Yes
☐ No
☐ Not Applicable

	Copies of Existing Certificates of the Manufacturer 

EC/EU Certificates for CE marking of devices, ISO 9001 and ISO 13485 QMS certificates, MDSAP and UKCA certificates, and other relevant quality, regulatory or accreditation certificates.
	     
	☐ Yes
☐ No
☐ Not Applicable

	Copies of Existing Certificates of Critical Suppliers / Subcontractors

QMS certificates, accreditation certificates, GMP and/or GLP certificates, EU/EC certificates for CE Marking, MDSAP and UKCA certificates, and other relevant quality or regulatory certificates. 
	     
	☐ Yes
☐ No
☐ Not Applicable




	SECTION 11.
DECLARATION AND APPROVAL OF THE APPLICANT

	I hereby declare that the information provided in this pre-application form is valid, complete and correct. I accept full responsibility in case of any misinformation or omission.
I declare that I have read “UDFRM.04-02 MDR Application Requirements” for Medical Device Regulation (EU) 2017/745 certification requests, and “FRM.13 Application Requirements” for ISO 13485:2016 certification requests, and I commit to complying with the requirements specified in these documents.
I accept that the information submitted in this pre-application form is utilised by UDEM Adriatic d.o.o. to generate and provide a quotation for the certification services requested. I also accept that, upon formal acceptance and signing of the quotation by the manufacturer, the information in this pre-application form shall be recognised by UDEM Adriatic d.o.o. as an integral part of the formal application to be submitted for the applicable conformity assessment activities. 
I declare and accept that signing this pre-application form does not constitute a formal application for MDR conformity assessment activities as specified in MDR Annex VII Section 4.3. 
I declare and commit that I will submit the pre-application documents listed in Section 10 of this form, as applicable, and that I will provide all necessary additional documents and information to UDEM Adriatic d.o.o. if requested during the pre-application review stage.

	ON BEHALF OF THE APPLICANT COMPANY
Authorised Person Name-Surname, Signature, Stamp, Date
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