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Submission of a new product or, a significant change in the certified product

GENERAL INFORMATION ABOUT THE COMPANY

	Company’s registered name:
click and type

	Contact person : click and type 
Phone no: click and type e-mail: click and type

	Street, postal code, city/town: click and type
Province: click and type
	Quality Manager : click and type
Phone no.: click and type e-mail: click and type

	VAT No: click and type
	www: click and type Fax no.: click and type



Please fill in the following table for the following information about your products for each product category (medical devices with the same use / for the same purpose). If the company would like to submit more than one medical device (cathegory of the devices) please fill in the chart below for each device searately.

DATA ABOUT THE PRODUCT:
	Submission of a new product:
	☐

	Significant change in the certified product:
	☐

	The scope of introduced changes and the trade name of the certified primary product.
	click and type:

	Medical device type:
	click and type:

	Medical device trade name:
	click and type:

	Type/ model/ product version
	Designation of type/model/version (if applicable) click and type:

	Medical purpose declared by the producer
	click and type:

	Description of the device and mechanism of action of submitted devices (types, versions)
	click and type:

	Does submitted devices have common technical documentation?
	☐ yes, ☐ no

	Classification
*  procedure packs according to 93/42/EEC art.12
	☐ Is sterile,  ☐ Im with measuring function,  ☐ IIa,  ☐ IIb,  ☐ III,
 * ☐ n/d

	Classification rule according to 93/42/EEC Annex IX,  point and paragraph,
 *procedure packs according to 93/42/EWG art.12
	click and type: or   *☐ n/a

	Classification code UMDNS or GMDN with the definition
	click and type:

	Duration of product use:
	☐ transient – use for less than 60 minutes
☐ short term – use for not more than 30 days
☐ long term – use for more than 30 days

	Type of a medical device
	☐ single use
☐ reusable
☐ invasive device
☐ non-invasive device
☐ reusable surgical instrument
☐ surgically invasive device
☐ implantable Device
☐ active device

	Conformity assessment procedure according to Annex:
	Please select from the list: 

	Does the submited device incorporate non viable animal tissues or their derivatives?
	☐ yes, ☐ no

	Does the human blood derivative is a component of the product?
	☐ yes, ☐ no

	Does any of the fixed components of the product is regarded as a drug material?
	☐ yes, ☐ no













To confirm the definition of the medical device and thus the device does not achieve its principal intended action by pharmacological, immunological or metabolic means, in or on human body, please fill in below the table:
	A
	B
	C
	D
	E
	F
	G
	H

	l.p.
	component/ substance (B) of the medical device
	is (B) a substance considered to be a medicinal product
	quantity of (B) in the medical device
	description of mechanism of action of (B) in the medical device
	Is the described mechanism (E) the principal or auxiliary mechanism of action to the medical device
	Is the substance (B) subject to distribution in the human body after using the medical device as intended? (absorption, matabolism, excretion of (B)
	other informations about the medical device
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	Does the medical device contain biological active coatings and/or materials or is wholly or mainly absorbed?	
	☐ yes, ☐ no

	Does the medical device contain software?
	☐ yes, ☐ no

	Accessories for use with the product:
	click and type:

	Is the device sterile?
	☐ yes, ☐ no

	In case of sterile medical device, please indicate sterilization method.
	☐ ethylene oxide gas sterilisation
☐ moist heat sterilisation
☐ radiation sterilisation
☐ aseptic processing
☐ filtration 
☐ others (need to be specified) click and type:


	Is the product sold in a non-sterile form, but intended for sterilization?	
	☐ no ☐ yes, (indicate sterilization method)
☐ ethylene oxide gas sterilisation
☐ moist heat sterilisation
☐ radiation sterilisation
☐ aseptic processing
☐ filtration 
☐ others (need to be specified) click and type:

	Is the user’s manual attached?
	click and type:

	Other information about the product e.g. photo, brochure
	click and type:

	What is the language of technical file ?
	☐ Polish,     ☐ English   note:

	Group to which the product belongs to, according to the classification MD
:(rev. www.nbog.eu)
	MD 0000 – Medical devices, non-active,
	MD 0100 Non-implantable medical devices


	
	
	MD 0200 Non-active implants


	
	
	MD 0300 Devices for wound care


	
	
	MD 0400 Non-active dental devices and accessories


	
	MD 1000 – Medical devices, active
	MD 1100 General active medical devices
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	MD 1200 Devices for imaging


	
	
	MD 1300 Monitoring devices


	
	
	MD 1400 Devices for radiation therapy and thermo therapy


	
	MDS 7000 – Specifics of medical devices
	[bookmark: Lista7]



	Was the device submitted for evaluation by another notified body?
	☐ yes
	Did other notified body refuse to assess the conformity of the submitted product? The reason for the refusal of the conformity assessment:  click and type:

	
	☐ no
	

	☐ OBL producer
	In case of OBL producer certification, Notified Body requires the customer to provide a complete technical product documentation.



INFORMATION RELATING TO THE SUBCOTRACTOR

	Does the company outsource important stages of design/production to other companies?  If so, how the supplier is associated with your quality system?  (audit with the supplier, relationship with your quality system, a pre-inspection of materials received from suppliers, certification to ISO 9001, EN 13485 and MDD)
☐ yes, if yes please fill in below table 
☐ no
Do subcontractor has certyfikate quality managnet system according ISO 13485 
Whether the subcontractors are certified according QMS ISO 13485 in terms of the processes subcontractor (required):

	Proces
	The scope of subcontracted processes in relation to the submitted products
	Name of the Supplier / address
	Does the subcontractor have a certificate for subcontracted processes. If so, please provide details / send a copy
	Final control  - what kind and where it takes place

	Design:
	click and type:
	click and type:
	click and type:
	click and type:

	Elements of production process
	click and type:
	click and type:
	click and type:
	click and type:

	Elements of production process
	click and type:
	click and type:
	click and type:
	click and type:

	Elements of production process
	click and type:
	click and type:
	click and type:
	click and type:

	Packing
	click and type:
	click and type:
	click and type:
	click and type:

	Sterilisation
	click and type:
	click and type:
	click and type:
	click and type: 

	Service
	click and type:
	click and type:
	click and type:
	click and type:

	Accessories
	click and type:
	click and type:
	click and type:
	click and type:

	Warehousing
	click and type:
	click and type:
	click and type:
	click and type:

	Labeling
	click and type:
	click and type:
	click and type:
	click and type:

	Other
	click and type:
	click and type:
	click and type:
	click and type:






ADDITIONAL INFORMATION

Your remarks, wishes: click and type

Hereby I declare that the personal data included in this inquiry have been gathered and transmitted in accordance with the applicable rules on the protection of personal data.

	click and type
Name of a person
filling in the questionnaire

	click and type date
Date
	
Signature



NOTE: in case of medical devices certification, the inquiry form and appendices should be signed and submitted to the notified body in non-editable form (pdf, scan, fax).

Thank you for filling in the request for quotation form.
Please send the completed inquiry to address oferta@tuv-nord.pl or fax:  +48 32 786 46 02.

Visit us on the Web
www.tuv-nord.pl
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