APPLICATION 

for the procedure «conformity to type based on internal production control plus supervised product checks at random intervals (Module C2)» according the Regulation (EU) 2016/425
 

 To : The the notified body (ON) of INCDPM (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 ov evaluation of conformity described as in the followings:   
  : 

	Certification - «conformity to type based on internal production control plus supervised product checks at random intervals (Module C2)» (regulated field) according to the provisions of the Regulation (EU) 2016/425
	YES


And we make the option for the following verification:  
	Verification 2 A + Verification 2 B (i)

(Once per year, randomly selection of product samples and performing tests + on-site review of company production and test records)
	YES

	Verification 2 A + Verification 2 B (ii)

(Once per year, randomly selection of product samples and performing tests + on-site audit of the production control at least the final assembly of PPE)
	YES

	Verification 2 A + Verification 2 B (iii)

(Once per year, randomly selection of product samples and performing tests + one selection of sufficient samples to evaluate production non-homogeneity)
	YES

	Verification 2 A + Verification 2 B (iv)

(randomly selection of product samples throughout the year, each sample smaller in size the in (iii), and performing tests + evaluation of production non-homogeneity)
	YES


on the production of the category III PPE model (s) described below:
	Crt. No. 
	Model identification, unique code provided by the manufacturer
	EU (EC) type-examination certificate, issued for model and issuer (notified body)
	Standards and other specifications met

	1. 
	-
	
	

	2. 
	
	
	

	3. 
	
	
	

	4. 
	
	
	


The documentation attesting conformity with the "EU (EC) type-examination" procedure and the corresponding technical documentation shall be held by the notified body within the INCDPM or attached.
2. We also request that the application of the procedure "conformity to type based on internal production control plus supervised product checks at random intervals (Module C2)" be applied simultaneously, by the same verification, for the basic / reference model (s). mentioned above and for the same models manufactured under the own mark of the manufacturer (s) indicated below, and the final documents of attestation of conformity to be issued both on behalf of the manufacturer of the base / reference model and on behalf of the manufacturer. the name of the manufacturer (s) under its own brand. Costs for transcribing documents on behalf of the manufacturer (s) under its own brand will be included in the contract with the manufacturer of the basic / reference model / 
or

will be included in the separate contract
	Nr. crt.
	Identification of the model under its own brand, unique code granted by the manufacturer under its own brand
	EU (EC) type-examination certificate, issued under other brand and issuer   (notified body)
	Corresponding base / reference model (according to point 1)

	1. 
	- 
	
	

	2. 
	
	
	

	3. 
	
	
	

	4. 
	
	
	


manufactured on behalf of the manufacturer under his own brand indicated below:

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

3. The deadline proposed for the completion of the procedure is:
	Normal
	Minimum 6 months from the submission of the technical documentation and samples and approval of tariffs, if non-conformities are not identified

	Urgent
	Maximum 4 months from the submission of the   technical documentation and samples and approval of tariffs, if non-conformities are not identified  

	Very urgent
	Maximum 2 months from the submission of the   technical documentation and samples and approval of tariffs, if non-conformities are not identified  

	Rapod
	Maximum 1 month from the submission of the   technical documentation and samples and approval of tariffs, if non-conformities are not identified  


4. Actual place of manufacture, if different from the registered office of the manufacturer of the basic / reference model (s)

	Crt. No.
	Model
	Information related to manufacturing site  

	1. 
	….
	Identification of manufacturer 

	
	
	Manufacturer's registered office:

	
	
	Actual place of manufacturing:

	
	
	Contact person at the manufacturing site:

	
	
	Outsourced manufacturing processes:

	2. 
	…………..
	Identification of manufacturer 

	
	
	Manufacturer's registered office:

	
	
	Actual place of manufacturing:

	
	
	Contact person at the manufacturing site:

	
	
	Outsourced manufacturing processes:


5. Proposal for the place of selection of representative samples
	Selection of sampling place
	Option
	The model to be chosen
	Adress

	final production control
	YES/NO
	
	

	storage, at the manufacture plant
	YES/NO
	
	

	warehouses
	YES/NO
	
	

	distributors
	YES/NO
	
	

	others
	YES/NO
	
	


6. We assume full responsibility for the correctness of the data and statements provided below:

6.1. We declare that we have read the ON regulation for the application of the procedure and we undertake to respect the conditions.

6.2. We declare that we have not submitted an application to another notified body for carrying out of the certification procedures provided for in the specified technical regulation.

6.3. We declare that from the issuance of the document of conformity attestation by “EC type- examination” specified above, respectively from the last annual verification performed according to the procedure “conformity to type based on internal production control plus supervised product checks at random intervals (Module C2)"

no changes have been made to the PPE model, the PPE model certification status, the technical documentation, the information and instruction sheet, the means of control applied in the organization or the EU(EC) declaration of conformity;

or

the following changes / the changes indicated in the Annex to this application have been made regarding the PPE model, the certification status of the PPE model, the technical documentation, the information sheet and instructions, the means of control applied in the organization or the EU (EC) declaration of conformity. :

.................................................. .................................................. .................................................. .........

.................................................. .................................................. .................................................. ...........

6.4. We declare that we undertake to communicate to the ON certification body all the requested information and to allow the access of ON representatives in the production and storage spaces.

6.5. We declare that the technical documentation presented DOES NOT CONTAIN manufacturing secrets and we request the special management of the following documents: ............................ .............

.................................................. .................................................. .................................................. .............

6.6. We undertake to immediately pay the invoice issued by the ON regarding the costs related to this application, related at least to the activities of analysis of the request (pre-evaluation) and to communicate in due time our position regarding the continuation of the procedure.

6.7. We declare that we agree with the increased tariffs according to the ON rules, in case the notified body processes urgently the application.

6.8. We declare that when designing, manufacturing, marketing the product we had as service providers the following organizations or individuals outside our company:
	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 ...............


6.9. We attach to this application the mandate given by the manufacturer (if the application is made by the authorized representative of the manufacturer)

6.10. We attach to this application the agreement for the transcription of the final attestation documents drawn up between the manufacturer of the basic model and the manufacturer under its own trademark (if the transcription of the final attestation documents for the own-trademark producers is requested)

6.11. The representative of the organization in relation to the certification body is ........ having the function of ........

6.12. This application was prepared by the legal representative (s) of the applicant (s) and represents a firm order, based on which the company undertakes to pay at least the costs corresponding to the application analysis activities (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:


� NOTA 1: The application shall be drawn up separately for each model, including its variants, for which extensions of the EU (EC) type-examination certificate have been issued. Items corresponding to inapplicable information (eg certification under other own marks) shall be cut off or deleted.
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