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	                                            To head CAB " EKOHINTOKS "

     N.Butylska
                                Kiev, Heroes of Defense str., office No. 6




              APPLICATION No                        from
                                                        (fills CAB)

To assess the conformity of products with technical regulations

1 PRODUCER-applicant
	Name
	

	Address
	

	Phone / fax / e-mail
	

	Name of Director:
	

	Phone / fax / e-mail
	

	Name of contact person:
	

	Phone / fax / e-mail
	


2 AUThorized RePRESENTATIVE
	Name 
	

	Address
	

	Phone / fax / e-mail
	


3 We assess the conformity of products to meet the requirements: 
	 FORMCHECKBOX 

	Technical Regulations on Medical Products


 4 Information about products for which conformity assessment will be carried out:

           (have to be filled in for each type of product, product category)
	Product name
	Sterile Hydrocolloid Dressing Medical Plaster SCHALI® CARE

	Regulations according to which the products are manufactured
	

	The list of standards in case of voluntary application is proof of conformity of products with TR
	

	The use of the product
	

	Mass production
	 FORMCHECKBOX 
  yes           FORMCHECKBOX 
   no

	The first issuance / operation date, country
	

	Production refers to: 
	 FORMCHECKBOX 
  class І           FORMCHECKBOX 
  class ІІ а       FORMCHECKBOX 
   class ІІ b      FORMCHECKBOX 
 class ІІІ

medical devices / procedural kits
  

	Products performance
	   FORMCHECKBOX 
  sterile                         FORMCHECKBOX 
   with measurement function
 FORMCHECKBOX 
   contains drug   

 FORMCHECKBOX 
  contains tissues of animal origin

 FORMCHECKBOX 
  contains derivatives of human blood

	Production capacity:
Address

Phone / fax / e-mail
	


5 We carry out conformity assessment in accordance with procedures or their combinations:
  FORMCHECKBOX 
  operation of the integrated quality system with project examination  
  FORMCHECKBOX 
  design examination
  FORMCHECKBOX 
  type examination   

           FORMCHECKBOX 
  product examination  

 5.1 Test productions offer to host: _________________________________________________________________________________   

(name of testing laboratory / center)

6 The applicant agrees: 

 - fully comply with the requirements of technical regulations, conformity assessment procedures, to ensure indicators (characteristics) products stability and fulfill all certification requirements and provide any information required for certification;

- comply with the requirements provided by the approved QMS;

- maintain a proper and suitable for operation / use state approved QMS;

- systematically conduct analysis of experience gained during the use of products after their introduction into circulation / operation and to create appropriate means to implement the necessary corrective measures;

- to inform conformity assessment body of any planned changes to the QMS, products, technical project;

- notify the competent authorities of the CAB incidents related to the product immediately after receiving information about them:

1) about any malfunction or deterioration in characteristics and / or functional properties of the product, also about any non-compliance in the information specified in instructions for use, which may or might cause  death of the consumer or user or serious deterioration of their health;

2) about any technical or medical-related cause, related to features or functional properties of the product, leading to systematic recall by products manufacturer;
-to give all necessary documents and take responsibility for the accuracy of the information in the submitted materials.
6.1 The applicant is aware of the conditions of the conformity assessment procedures and appeals and complaints.

 6.2 The applicant guarantees:

-that the same application for conformity assessment of products with technical regulations had not been submitted to any other designated body;

-that herein gave truthful information;
- to pay all costs related to the conformity assessment of products with technical regulations regardless of their results;

 6.3 The Applicant agrees that product samples will not be returned in case of need for destructive testing of such products.
7 The applicant requests to produce a certificate of conformity in Ukrainian and English language.
8 The applicant considers the following documents as confidential:

   FORMCHECKBOX 
 all available;

   FORMCHECKBOX 
 documents related to the internal quality control system;

   FORMCHECKBOX 
 organizational documents.

9 Details of the Applicant
	Current account
	

	In bank
	

	МФО
	

	EDRPOU (National State Registry of Ukrainian Enterprises and Organizations)
	

	Certificate of VAT number
	

	Ind. tax number
	

	The taxable income (on a general basis or otherwise)
	


The application shall be accompanied by:

     1. Technical, regulatory documents and quality management system (duly certified) documents, which are provided by technical regulations according to the chosen conformity assessment procedure - with registration list of the documents in duplicate for each party.

      2. The application for certification of the quality management system (according to the assessment procedure SM)

    3. Questionnaire (procedure for the assessment SM)

Company Director                   _________                                _ ________________
                                                                                    (signature)                      (Date)                                           (Name)

Chief Accountant                     _________                                _______________
                                                                                    (signature)                         ( Date)                                          (Name)

Registered CAB


___________ No________








F.9.3.03.00.02                                                                                                        Page 1 of 4

_106756424.bin

