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PRELIMINARY APPLICATION FORM

For the assessment of a medical device for compliance with the requirements of the Medical Devices Directive 93/42/EEC or the In Vitro Diagnostic Medical Devices Directive 98/79/EC
	Complete this form and send to MEYER together with basic product information e.g. brochures, leaflets, technical specifications, diagrams, drawings etc..  We will provide a quotation for assessment services under the appropriate directive

i) The information you provide should relate to one conformity assessment project only.

ii) Should there be insufficient space to provide all the information that you wish to submit then append any such additional information to this application.

iii)
For assistance with this application or in your choice of conformity      assessment route, please contact our MDD department





	Send your completed application form(s) to:
MEYER INTERNATIONAL CONFORMITY ASSESSMENT SERVICES CO. LTD..

İTOSB ISTANBUL TUZLA ORGANİZE SANAYİ BÖLGESİ 9. CADDE

NO:15 TEPEÖREN MEVKİİ ANKARA ASFALTI TUZLA-İSTANBUL/TURKEY

TEL: ++90 216 593 25 75; FAX: ++90 216 593 25 74

www.meyer.gen.tr



1.
Information about the Applicant

	Company name:

Address:

Website address
	

	Key contact name:

Position:

Tel:

Fax:

email:



	

	If the company is a division of a larger organisation please provide details:


	

	Number of employees associated with the product’s design, manufacture and distribution


	

	Authorised representative: (if applicable)

Address:


	


2.
Information about the device or range of devices

Complete this section for each device or range of devices, including all accessories. This information will partly determine final scope of certification if granted.

	Device description


	Classification

(for IVDD see page 7)
	Primary intended use

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


3.
Conformity assessment route

Choose your preferred conformity assessment route from the chart on page 8 (MDD) or page 9 (IVDD) and record in the space below. This information will partly determine the final scope of certification if granted.

	


4.
Applicant’s design and manufacturing sites

List all sites within your organisation relevant to the scope of this application which are involved in the design and/or manufacture of the device, device range or component parts.

1 Quality system information should include details of any certifications, the standard achieved, the certifying body, the date of last audit and type of last audit e.g. surveillance or certification.
	Site address
	Device/device range/ component
	1 Quality system information

	
	
	

	
	
	

	
	
	

	
	
	


5.
Sourcing from another manufacturer

Any device(s) and/or finished components obtained from another manufacturer, which your company intends to CE mark, must be identified in the table below:

	Device/device range/component
	Manufacturer’s name and address
	Manufacturer’s quality system certification

e.g ISO 9001/2/3
   EN 46001/2
   ISO13485/8

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


6.
Sub-contracting

Enter details of any sub-contracted key manufacturing processes or sub-contracted key component manufacture in the table below. Examples of such processes for IVD include sterilisation, freeze drying, dispensing, labelling, final assembly.  Examples of key components include calibrators, conjugates etc. 

	Process or component 
	Sub-contractor name and address
	Sub-contractor quality system certification 

e.g ISO 9001/2/3,
   EN 46001/2
   ISO13485/8


	
	
	

	
	
	

	
	
	

	
	
	


7. Key Contact Name
Information provided in this preliminary application by :- 
(Name & Company Position)



(Signature & date)

Classification of IVD Devices

	List A

Blood grouping:

Markers of infection:
	· ABO system, rhesus, anti-Kell

· Human Immunodeficiency Virus (HIV)

· Hepatitis B, C and D viruses

· Human T-Lymphotropic Virus (HTLV)



	List B
Blood grouping:

Tissue Groups:

Infections:
	· Anti-Duffy, anti-Kidd, irregular anti-erythrocytic antibodies

· Human Leucocyte Antigen (HLA DR, A and B)

· Rubella and Toxoplasmosis (Congenital)

· Cytomegalovirus and Chlamydia

	Hereditary Diseases:

Tumour Markers:

Self-Test

Evaluating Risk


	· Phenylketonuria

· Prostate Specific Antigen

· Blood Sugar

· Trisomy 21 or Downs Syndrome

	3. Self Test


	· Self-test devices other than blood sugar

	4.  Other


	· All other in vitro diagnostic devices
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