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APPLICATION FOR PRODUCT CERTIFICATION
(TYPE EXAMINATION) 
pursuant to Annex 2, MODULE B to Regulation of the Government of the Slovak Republic No 145/2016 Coll. on making available of measuring instruments on the market, in the wording of the Regulation of the Government of the Slovak Republic No 328/2019 Coll., which implements, in the Slovakia, the Directive 2014/32/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation of the laws of the Member States relating to the making available on the market of measuring instruments as later amended (hereinafter as the „ MID“) or pursuant to  OIML-CS PD-05 (in the case of OIML certification)
I. Scope of the application
	Certification area
	According to
	New certificate
	Modification

	
	
	
	Revision
	Addition 

	EU-type examination certificate 

Certification scheme: MODULE B
	Annex II MODULE B of the Directive 2014/32/EU (MID)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Certification scheme: 1b
Voluntary certification
	Evaluation certificate (EC)
	WELMEC Guide 8.8
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Parts certificate (PC)
	WELMEC Guide 8.8
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Product Certificate
	Related EN standard …………………
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	OIML Certificate1)
	Related recommendation OIML R …………
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



1) SLM is issuing authority SK1 for issuing OIML certificates according to scheme A in relation to OIML R 49
II. Applicant:   FORMCHECKBOX 
 manufacturer or  FORMCHECKBOX 
 his authorised representative 2) 
	Company name
	
	Registration no.
	

	
	
	Register reference 
	

	
	
	VAT no.
	

	Address/Reg. seat
	
	Phone
	

	
	
	e-mail
	

	
	
	www
	

	Statutory representative
	
	Phone
	

	
	
	e-mail
	

	Contact person
	
	Phone
	

	
	
	e-mail
	

	Bank connection
	
	Account No.
	

	
	
	SWIFT
	


2) 
If the applicant is manufacturer´s authorised representative, he shall submit the notified body written mandate from the manufacturer to act on his behalf in relation to specified tasks in the process of the conformity assessment of the instrument pursuant to Article 9 of MID and pursuant to point 11 of Annex II, MODULE B of MID. The written mandate shall conform to the provisions listed in the article VIII of this application.

III. Manufacturer (if the applicant is the manufacturer´s authorised representative)

	Company name
	
	Registration no.
	

	
	
	VAT no.
	

	Address/Reg. seat
	
	Phone
	

	
	
	e-mail
	

	
	
	www
	

	Statutory representative
	
	Phone
	

	
	
	e-mail
	

	Contact person
	
	Phone
	

	
	
	e-mail
	

	Bank connection
	
	Account No.
	

	
	
	SWIFT
	


IV. Product identification
	Measuring instrument category according to MID annex MI-…
	Annex III

MI-001
	Annex IV

MI-002
	Annex V

MI-003
	Annex VI

MI-004
	Annex VII

MI-005
	Annex VIII

MI-006
	Annex IX

MI-007
	Annex X

MI-008
	Annex XII

MI-010

	
	(
	(
	(
	(
	(
	(
	(
	(
	(

	Kind of the measuring instrument
	

	Type of the measuring instrument
	
	Accuracy class
	

	Environment classification 
	climatic (range)
	mechanical
	electromagnetic

	
	
	
	
	

	Harmonised standards or normative documents applied
	

	In the case of the application for Revision or Addition to the EU-type examination certificate or EC-type examination certificate
	Number of EU-type examination certificate or EC-type examination certificate including  its additions and revisions
	

	
	Description of modifications 

to the approved type3) 
	


3) The detailed description of the modifications to the approved type shall be the part of the submitted documentation in terms of article VII of this application.  
V. Application to carry out the tests in accordance with EU Directive, EN or OIML
	Directive

EN, OIML
	Title of document
	Tests performed by
	Requested

	2014/32/EU (MID)
	Directive 2014/32/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation of the laws of the Member States relating to the making available on the market of measuring instruments as later amended.
	SLM
	( yes ( no

	Annex I
	
	
	

	Annex …..
	
	
	

	WELMEC 7.2

Validation of software
	Welmec Guide for software
	SLM
	( yes ( no

	EN ………………..
	To be specified by applicant
	SLM
	( yes ( no

	OIML R ………………..
	International recommendation
	SLM
	( yes ( no


VI. Preceding approvals and certificates (including national approvals, OIML certificates of conformity, test reports, etc.)
	Type of document
	Number
	Issued by
	Date of issue

	
	
	
	

	
	
	
	

	
	
	
	


VII.  Technical documentation 
        (Notified Body may require further documents during the certification process)
	  Type of documentation
	Attached to application

	· conceptual design of the instrument

· commercial prospect describing the instrument

· user manual

· customized note explaining the measurement concept

· in the case of the modification of an already approved instrument, the description can be limited and focussed in the modification by itself
	(

	· technical description of the instrument including defined metrology and technical characteristics in line with MID and harmonised European standards (or international  recommendations, where relevant)
	(

	· specifications where seals and markings have been applied
	(

	· manufacturing drawings and plans of components, sub-assemblies, circuits, etc.
	(

	· list of measuring instrument components 
	(

	· photos of the measuring instrument  (general views, disassembling particular parts etc.)
	(

	· description of the electronic devices with drawings, diagrams, flow diagrams of the logic, including the list of electronic components.
	(

	· software documentation and protocols according to WELMEC 7.2 (if relevant) 
	(

	· manufacturing procedures to ensure consistent production;
	(

	· analysis and assessment of the risk(s).
	(

	· conditions for compatibility with interfaces and sub-assemblies, where relevant.
	(

	· operation manual including the test procedure of  the control of the measuring tasks after the instrument has been placed on the market and put into use (for the purpose of the subsequent metrological control by national authorities). In the case, the special equipment or software is needed for the control of these measuring tasks, the operation manual shall include also the description of this special equipment or software. 

	(

	· list of the standards and/or normative documents applied in full or in part and the ways/manners the fulfilment of their particular requirements (e.g. references in the technical  documentation)
	(

	· descriptions of the solutions adopted to meet the essential requirements where the standards and/or normative documents have not been applied
· for elements designed without applying the harmonized standard or the normative document, supporting evidence for the adequacy of applied methods and technical solutions
	(

	· appropriate test results, where necessary, to demonstrate that the type and/or instruments comply with: 
· the requirements of Directive under declared rated operating conditions and under specified environmental disturbances,
· the durability specifications for gas-, water-, thermal energy meters and measuring system of liquids other than water
	(

	· EU-type examination certificates, EC type examination certificates, EC design examination certificates in respect of instruments containing parts identical to those in the design
	(


VIII. Requirements for certification and further obligations of the applicant – the manufacturer and his authorised representative. 
	Requirements for certification and further obligations 

	· The Applicant takes into account that the EU-type examination certificate shall be issued in case of positive decision on certification only if the requirements pursuant to the relevant legal rules as well as the requirements defined by the notified body no. 1432 (hereinafter as the „NB“) are met. 

	· The Applicant shall enable NB to carry out the appropriate examinations and tests of the product test sample pursuant to the relevant legal rules and shall therefore submit to NB appropriate test samples at his own costs and respecting the instructions of the NB. 

	· The Applicant shall duly provide NB with all the appropriate and necessary cooperation (access to all the necessary fields and records, etc.) pursuant to the relevant legal rules and the instructions of NB.

	· In the case NB asks the Applicant to submit the necessary documentation pursuant to the relevant legal rules, the Applicant shall be responsible for its correctness and completeness; the Applicant, if necessary, shall ensure at his own costs the official translation of the documentation into the Slovak language or other language accepted by NB. The submitted information shall include the information as of its validity and effectuality. 

	· The Applicant shall abide by the relevant legal rules and respect the instructions of NB.

	· The Applicant shall use the issued EU-type examination certificate only within the extent of and the manners specified in the relevant legal rules and respecting the instructions of NB and in a manner not effecting (even potentially) the good reputation or the goodwill of NB.

	· The Applicant shall reproduce or use the EU-type examination certificate for any publication purposes including the advertisement purposes only in its integrity and respecting the instructions of NB, otherwise only upon a previous written consent of NB.

	· The Applicant shall use the mark of conformity only within the extent of and the manners specified in the relevant legal rules and respecting the instructions of NB and shall make claims regarding certifica​tion consistent with the scope of certifi​cation. 

	· The Applicant shall ensure that no document issued by NB in the product certification process (test protocols, evaluation reports, final protocols, decisions on certification and EU-type examination certificates) could be misused or used in other manner than specified in the relevant legal rules.

	· The Applicant shall inform NB on all modifications to the certified product where such modifications may affect the conformity with the requirements specified in the relevant legal rules or the conditions of the issued EU-type examination certificate.

	· The Applicant shall stop using the EU-type examination certificate and all the related advertisement materials immediately after the suspension of the validity or the effectiveness of the EU-type examination certificate or after its withdrawal.

	· The Applicant shall record all the complaints related to the certified product and makes these records available to NB when requested. The Applicant shall takes appropriate action with respect to such complaints and any deficiencies found in products that affect compliance with the requirements for certification and documents the actions taken. 

	· The Applicant shall enable the participation of observers during the operational audit of the manufacture and its premises and respecting the instructions of NB, if needed.

	· If the Applicant is manufacturer´s authorised representative, the Applicant undertakes to provide NB written mandate from the manufacturer to act on his behalf in relation to specified tasks in proceedings of conformity assessment for the measuring instrument, which shall contain at least:

· identification of the manufacturer and authorised representative, the date and signature of the manufacturer representative
· identification of the type of measuring instrument
· scope of the authorization: specification of tasks pursuant to the to Article 9 and Annex II, MODULE B of MID  

	· This application is valid as an order for performances related with examinations and with issue of the certificate.

	· All the lines in the application form must be filled in. The non-filled lines shall be marked by “XXX” or “-“.

	· If the application is incomplete, or if it does not meet the requirements of MID, prior to the acceptance of the application by NB the application is returned to the Applicant to complete.

	· Commercial and legal relations between NB and the Applicant will be resolved on the basis of the agreement.

	· The Applicant undertakes to comply with SLM general commercial terms available on www.slm.sk.


IX. Information concerning procedures of evaluation and certification
	Information concerning procedures of evaluation and certification

	· SLM as a Notified Body No. 1432 (NB) provide conformity assessment according to Directive 2014/32/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation of the laws of the Member States relating to the making available on the market of measuring instruments as later amended. Subject is conformity assessment according to above mentioned Directive, harmonized standards and normative documents. NB shall carry out the product certification impartially and in accordance with the relevant legal rules and his operation processes.
· Certification services within scope of OIML-CS are provided in line with requirements laid down in relevant recommendations, procedural documents and other documents issued within OIML-CS.
· Confidentiality is assured in terms of ISO / IEC 17065: 2012 and Article 27, clause 4 and 10 of MID.


	Declaration of the Applicant 
By signing and acknowledgement of this Application, I hereby declare that 
· I have not applied my Application for EU-type examination or OIML certification to any other notified body or issuing Authority;
· I agree to comply with the requirements for certification and to supply any information necessary for the assessment of the measuring instrument under certification;
· The metrological characteristic and data of the instrument cannot be changed through the measuring instrument interface(s).


     ________________                       ______________________              __________________________

     Date 


 
      Stamp of applicant
     
       Name and signature of applicant  
FK-P05-60
4/4
V05/23-05-19

