APPLICATION FOR CONFORMITY ASSESSMENT PROCEDURE “EU TYPE-EXAMINATION” (MODIULE B) according the Regulation (EU) 2016/425

TO : Notified body (NB)  INCDPM- Bucharest (NB 2756)

Applicant (company): ...................................................................................................., established in:  ...................................., street:......................................, number:............, block: ................., appartment.................... county.................................... Country/State .............................. Telephone:....................................., Fax:..............................., e-mail: .....……………………………., registration number (according national legislation): ...........................................………., tax code:   ................................., bank code: …………………………,  opened at the bank: ………………………….
as manufacturer of the complex design PPE(s) indicated below  or
or

as authorised representative of the manofacturere of the complex design PPE(s) indicated below  
the Company: established in:  ...................................., street:......................................, number:............, block: ................., appartment.................... county.................................... Country/State .............................. Telephone:....................................., Fax:..............................., e-mail: .....……………………………., registration number (according national legislation): ...........................................………., tax code:   ..................................  

of the PPE described below,

1. We ask to the notified body NB 2756 to carry out the procedure “EU type-examination” of the PPE described as in the followings:   
	Designation of the type of product (model of PPE)
	........................................................................................................………
........................................................................................................………

	Unic code of the model at the manufacturer
	........................................................................................................…

	-Intended use of the PPE =  risks against which the PPE is intended to protect
	........................................................................................................………
........................................................................................................………

	Number of representative specimen(s) of the PPE accompanying the application
	


As well as to carry out the procedure of the above PPE under the own mark of the manufacturer:

The company ...................................................................................................., established in:  ...................................., street:......................................, number:............, block: ................., appartment.................... county.................................... Country/State .............................. Telephone:....................................., Fax:..............................., e-mail: .....……………………………., registration number (according national legislation): ...........................................………., tax code:   ................................., bank code: …………………………,  opened at the bank: ………………………….

which introduces on the market the above model under its own mark, as :

	Designation of the type of product (model of PPE) under own mark
	........................................................................................................………
........................................................................................................………

	Unic code of the model under own mark
	........................................................................................................…


2. The scope of this application is: 
	The first certification of a new PP model  
	YES

	  Review of the EU type-examination certificate
	YES

	a) Maintening the certification for variant of a model / mnor design changes / In case of change in the status of the producing company
	YES

	b) Reduction of the scope od certification previously established  
	YES

	c) Extension of the initial certification in relation to the current state of generally recognized technology - in relation to new ediionst of the stabdard declared to be respected at the initial certification
	YES

	d) Extension of the initial certification after significant changes of the type/ model   
	YES

	e) Extension of the initial certification for new standards or new level of performance  
	YES

	f) Extension of the initial certification for a new type/ model of PPE derived from a previously certified model
	YES

	Renewal of the EU type examination certificate (extension of the alidity period of the EU type examination certificate))
	YES

	Own brand certification of the model of PEE (in the name of other manufacturers)
	YES

	Partial evaluation, without issuing a EU type-certificate 
	YES


3. We request the conformity assessment against the essential health and safety requirements and the provisions of the Regulation (EU) 2016/425 and against the relevant harmonised standards or parts thereof and the technical specifications listed below: 
:
	Crt. No.
	Technical specification

	Degree of respcet 
	Previous application (for the same PPE or for the reference model), if it is the case

	1 
	Harmonized standards:
	
	

	1.1 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 


	1.2 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	1.3 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	1.4 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	1.5 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	1.6 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	1.7 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	1.8 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	1.9 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	2 
	Other standards or technical specifications    
	
	

	2.1 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph.....
	YES /NO 



	2.2 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	2.3 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	2.4 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	2.5 
	
	Full application + coding letters or performance levels .....................

  Partial application - paragraph
	YES /NO 



	3 
	Manufacturer’s specifications (excepting the design specifications), described  in the attached technical documentation 
	 Short description or 
	YES /NO 



	3.1 
	- related to .................
	YES /NO 

	3.2 
	- related to  .................
	YES /NO 


4. Deadline for final decision, proposed by the applicant, if no nonconformities  are identified
	Normal
	Minimum 4 months from the submission of the technical documentation and samples 

	Urgent
	Maximum 2 months from the submission of the   technical documentation and samples   

	Very urgent
	Maximum 1 month from the submission of the   technical documentation and samples   


5. We declare on our own responsibility:
5.1. The PPE that is the subject of this rapplication is a new model that was not submitted before to the certification
or

5.2. The PPE that is the subject of the application was previously certified by NB - EC type examination certificate (EU) No ............................ issued by ....................  and the changes mentioned below on the model or documentation have been made
or
5.3. The PPE that is the subject of the request derives from:
- the model .............................................. wich is previously certified by NB …..- EC (EU)  type examination certificate No .................................. , having in common the following elements ..................... and and distinguishing itself by ...............

- the model .............................................. what a previously certified by NB - EC type examination certificate (EU) No .................................. .., having common elements ..................... and distinguishing itself by ............... ................
Changes made to the model after the initial certification or reported to the previous certified reference model are listed bellow/ in the attached document ……………:

	Type of changes
	Case
	Description

	Code of PPE model

	YES
	NO
	

	Materials used for manufacturing
	YES
	NO
	

	Technology for manufacturing
	YES
	NO
	

	Markings
	YES
	NO
	

	Scope, application

	YES
	NO
	

	References (standardrs)
	YES
	NO
	

	Technical documentation
	YES
	NO
	

	Information file supplied by the manufacturer
	YES
	NO
	

	Designation of manufacturer
	YES
	NO
	

	Location for manufacture
	YES
	NO
	


and (when applying for a simplified review procedure).
5.4. :We hereby confirms that:

- we have made no change to the approved type as referred to in point 7.2 of Annex V to Regulation (EU) 2016/425, nor to the materials, sub-components or subassemblies,
 - we do not declare any change of the relevant harmonized standards or other technical specifications applied;
- there has been no change to the state of the art as mentioned in point 7.3 of Annex V to Regulation (EU) 2016/425;

- no changes have been made to the technical documentation previously submitted to the body.
6. We assume full responsibility for the accuracy of the data and statements provided below:  
6.1. The manufacturing location of the type (model) of PPE is:
· Official (social) site of the manufacturer, previously mentionned; 
· Other manufacturer+s site, placed at  ............................................ ,  
6.2. The following processes are externalized /sub-contracted: 
· the production of the whole PPE at the company ............................. with headquarters in ..................................

· manufacture of the component ............... at the company ............................. with headquarters in ..................................

· the process  ..................... ............... at the company ............................. with headquarters in ..................................
6.3. This application is accompanied by the documents and samples listed in Annex I .
6.4. We declare that the technical documentation presented DOES NOT CONTAIN / CONTAIN manufacturing secrets and we require special management of the following documents:  ------------------------------------------------------
6.5. We declare that we did not apply to another notified body for the application of the certification procedures provided by the specified technical regulation.
6.6. We declare on our own responsibility that when designing and manufacturing of new items of the PPE model mentioned above we have not used substances prohibited under current legislation and the use of the substances that are known to be dangerous, sensitizing or allergenic is carried out within the limits and in accordance with the relevant legislation . We are committed to obtain and make available to NB the list of plasticizers, pigments and dyes used in the manufacture of materials or components purchased from subcontractors, in case of complainings or doubting regarding material inocuity.

6.7.  We declare that we have become acquainted with the NB Rules of Procedure and we we commit ourselves to comply with the terms and conditions.

6.8. We commit ourselves that we shall communicate to the NB all requested information and, where appropriate, to allow the  representatives of the NB to have access in the enterprise.
6.9. We hereby declare that during the process of design, manufacture and trading of the model of PPE we have been assisted by the following organisations or individuals/external experts:

	Departaments of  INCDPM
	NO
	YES- in the year  ......... , the departament ................

	Other research institutes or laboratories
	NO
	YES,  in the year  .........organisation ..........

	Other organisations
	NO
	YES,  in the year  ......... organisation ..........

	Individuals/experts, employee in  INCDPM
	NO
	YES,  in the year  ......... name ...............

	Other external individuals/experts
	NO
	YES,  in the year  ......... name ...............


6.10. We declare that we are the authorised reprezentative of the manufacurer, according to the attached document.   
6.11. We declare that, as importers of a product manufactured in a non-EU country, we assume full responsibility for the quality of the product put on the internal market
6.12. We commit ourselves to immediately pay the NB invoice for the costs associated with this application, related to at least the request analysis (pre-evaluation) activities, and to communicate in a timely manner our position on the continuation of the procedure.
6.13. We mention that we agree with the increased rates according to the NB rules, if the body processes the order.within an emergency deadline.
6.14. The company representative in relation to the notified body is ........ having the function ........
This application has been prepared by the legal representative (s) of the applicant (s) and represents a firm commitment under which the firm (s) commits to pay at least the costs associated with the application analysis (pre-evaluation).
	Legal representative of the manufacturer of the basic /reference PPE  model(s)  

Name, surname, function

Date:
	Legal representative of the own brand manufacturer  

Name, surname, function

Date:


Anxex to application
Technical documentation delivered to ON  included in the attached file):

	Clause in R 2016/425
	Specified documentation
	Delivered to ON
	Identification of the document or notes

	An. V point. 3 b) + An. III
	Technical documentation 
	
	
	

	An. III pct. a)
	- a complete description of the PPE and of its intended use;;
	YES
	NO
	Code of document:

	An. III pct. b)
	- an assessment of the risks against which the PPE is intended to protect;;
	YES
	NO
	Code of document:

	An. III pct. c)
	-  a list of the essential health and safety requirements that are applicable to the PPE;
	YES
	NO
	Code of document:

	An. III pct. d)
	- design and manufacturing drawings and schemes of the PPE and of its components, sub-assemblies and circuits;
	YES
	NO
	Code of document:

	An. III pct. e)
	- the descriptions and explanations necessary for the understanding of the drawings and schemes referred to in point (d) and of the operation of the PPE;P;
	YES
	NO
	Code of document:

	An. III pct. f)
	- the references of the harmonised standards referred to in Article 14 that have been applied for the design and manufacture of the PPE. In the event of partial application of harmonised standards, the documentation shall specify the parts which have been applied;;
	YES
	NO
	Code of document:

	An. III pct. g)
	-  where harmonised standards have not been applied or have been only partially applied, descriptions of the other technical specifications that have been applied in order to satisfy the applicable essential health and safety requirements;;
	YES
	NO
	Code of document:

	An. III pct. h)
	the results of the design calculations, inspections and examinations carried out to verify the conformity of the PPE with the applicable essential health and safety requirements
	YES
	NO
	Code of document:

	An. III pct. i)
	- reports on the tests carried out to verify the conformity of the PPE with the applicable essential health and safety requirements and, where appropriate, to establish the relevant protection class;
	YES
	NO
	Code of document:

	An. III pct. j)
	- a description of the means used by the manufacturer during the production of the PPE to ensure the conformity of the PPE produced with the design specifications;
	YES
	NO
	Code of document:

	An. III pct. k)
	- a copy of the manufacturer's instructions and information set out in point 1.4 of Annex II to Regulation (UE) 2016/425
	YES
	NO
	Code of document:

	An. III pct. l)
	- for PPE produced as a single unit to fit an individual user, all the necessary instructions for manufacturing such PPE on the basis of the approved basic model;
	YES
	NO
	It is not the case – the PPE is not produced as a single unit to fit an individual user,

	An. III pct. m)
	-  for PPE produced in series where each item is adapted to fit an individual user, a description of the measures to be taken by the manufacturer during the fitting and production process to ensure that each item of PPE complies with the approved type and with the applicable essential health and safety requirements.
	YES
	NO
	It is not the case – the PPE is not produced in series where each item is adapted to fit an individual user

	An. V pct. 7.2
	Documents to be delivered in particular situations - in case of an application for review of a EU tape-examination certificate  after changes
	
	
	

	
	- o descriere detailată  a modificărilor tipului aprobat care ar putea afecta conformitatea EIP cu cerințele esențiale de sănătate și securitate aplicabile sau condițiile de valabilitate a respectivului certificat
	YES
	NO
	Code of document:

	 
	- o descriere a modificărilor documentației tehnice care ar putea afecta conformitatea EIP cu cerințele esențiale de sănătate și securitate aplicabile sau condițiile de valabilitate a respectivului certificate  sau documentaţia modificată cu evidenţierea modificărilor
	YES
	NO
	Code of document:

	An. V pct. 7.6
	Documents to be delivered in particular situations - application for  a simplified review procedure 
	
	
	

	
	- copies of current product drawings and photographs, product marking  
	YES
	NO
	

	
	-   copy of current   information supplied by the manufacturer 
	YES
	NO
	Code of document:

	
	- for category III products, where not already available to the notified body, information on the results of the supervised product checks at random intervals carried out in accordance with Annex VII, or on the results of audits of his quality system carried out in accordance with Annex VIII.
	YES
	NO
	Code of document: or „See below the list”:  

	 An. V pct. 10
	- Documents to be delivered in particular situations –when the application is sub mitted by the authorized representative of the manufacturer 

- a copy of the document  in which the limits of the mandate given by the manufacturer are established 
	YES
	NO
	Code of document:

	
	Documents to be delivered in particular situations – when the application is for certifying a model of PPE under more own brand
– Written agreement, signed by both parties (original manufacturer and own brand manufacturer)
	YES
	NO
	Code of document:

	NOTES: 
- Identification of the document can be done by indicating the title and date of issue or by a unique code + issue and revision number or date of issue

- If the document has not been forwarded, please indicate the date on which it is to be submitted to the notified body

- For documents not applicable, taking into account the scope of certification required, an appropriate entry can be made in the heading  (”NOT APPLICABLE”), at the base position, and the adjacent rows may be cut


Lista rapoartelor de încercare anterioare
	Crt. No.
	Type of document
	Identification of the document
	The subject of the reporrt

	1 
	Test Report
Assesment Report
Certificate
	- Nr…..  issued by ….. …….  
	The same model / reference model / material / component ….  

	2 
	
	
	

	3 
	
	
	

	4 
	
	
	


� NOTE 1:Cut or erase the position cooresponding to non-applicable information. Introduce information for more positions, if applicable. 


� NOTA 2: Indicate the number / specification code, title, date of issue, information if the entire standard or only a part/ paragraph is respected and, where appropriate, the letters of code and / or the performance levels fulfilled
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