Instructions for completing this form:

This is a proposed contract only (!)

 Please fill the company and product information in the proper places and e-mail this proposed contract to medes@arazygroup.com . We will send you a quote based on the information being provided within the 48 hours. 

Until this proposed contract is signed by both parties, there is no obligation by any of the parties to accept the services or the prices indicated in this form.

CONTRACT FOR AUTHORIsED REPRESENTATIVE SERVICES

In accordance with the European regulatory and directives for CE mark of  FORMDROPDOWN 

PREPARED FOR: 

<company name>
<address>
<zip code> - <city>
<country>
CONTRACT REF:   to be filled by Medes Ltd   

 ISSUE N:  YYMMDD      

CONTRACT FOR AUTHORISED REPRESENTATIVE SERVICES

CONTRACT REF:   to be filled by Medes Ltd    

ISSUE N:  YYMMDD      

We, Medes Ltd., hereby undertake to provide Authorised Representative services required under the  FORMDROPDOWN 
  in line with the schedule and attachments herewith.
We, <company name><company name>,  hereby appoint Medes  Ltd. as our Authorised Representative to provide registration services such as required under the  FORMDROPDOWN 
. 

This contract is subjected to the UK laws and in accordance with the enclosed schedule and attachments. Medes Ltd. is released by <company name>, concerning any liability of the products, or any damages that might occur as a result of its use.  

On behalf of Medes Limited:

Signature:__________________ Name:_____________ Position: _____________.

Date:____________________

On behalf of <company name>:

Signature:__________________ Name:_____________ Position: _____________.

Date :____________________

CONTRACT REF:   to be filled by Medes Ltd    

ISSUE N:  YYMMDD      

SCHEDULE OF ATTACHMENTS

	Attachment
	Issue
	Date
	Item

	A
	<issue #>
	<date>
	Locations Covered

	B
	<issue #>
	<date>
	Scope

	C
	<issue #>
	<date>
	MEDES Service Profile

	D
	<issue #>
	<date>
	Cost Indication


CONTRACT REF:   to be filled by Medes Ltd    

ISSUE <issue #>:  <date>      

Attachment A

LOCATIONS COVERED

	
	LOCATION
	EMPLOYEES (approx)

	1
	<location name>
<address>
<zip code> <city>
<country>
	<number>


	2
	<location name>
<address>
<zip code> <city>
<country>
	<number>



CONTRACT REF:   to be filled by Medes Ltd    

ISSUE <issue #>:  <date>      

Attachment B

SCOPE 

	item
	Products
	Brands
	Models
	Class
	Annex (*)

	1
	<MD product name> 
	<indicate brand>
	<indicate model>
	 FORMDROPDOWN 

	 FORMDROPDOWN 
*

	2
	<MD product name> 
	<indicate brand>
	<indicate model>
	 FORMDROPDOWN 

	 FORMDROPDOWN 
 *

	3
	<MD product name> 
	<indicate brand>
	<indicate model>
	 FORMDROPDOWN 

	 FORMDROPDOWN 
 *

	4
	<MD product name> 
	<indicate brand>
	<indicate model>
	 FORMDROPDOWN 

	 FORMDROPDOWN 
 *

	5
	<MD product name> 
	<indicate brand>
	<indicate model>
	 FORMDROPDOWN 

	 FORMDROPDOWN 
 *

	6
	<IVD product name> 
	<indicate brand>
	<indicate model>
	 FORMDROPDOWN 

	 FORMDROPDOWN 
**

	7
	<IVD product name> 
	<indicate brand>
	<indicate model>
	 FORMDROPDOWN 

	 FORMDROPDOWN 
**

	8
	<IVD product name> 
	<indicate brand>
	<indicate model>
	 FORMDROPDOWN 

	 FORMDROPDOWN 
**

	9
	<IVD product name> 
	<indicate brand>
	<indicate model>
	 FORMDROPDOWN 

	 FORMDROPDOWN 
**

	10
	<IVD product name> 
	<indicate brand>
	<indicate model>
	 FORMDROPDOWN 

	 FORMDROPDOWN 
**


* As defined in the Medical Device Directive 93/42 EEC
** As defined in the In-Vitro Diagnostic Devices Directive 98/79 EEC.
CONTRACT REF:   to be filled by Medes Ltd    

ISSUE <issue #>:  <date>      

 Attachment C
SERVICE PROFILE - Annex  FORMDROPDOWN 

Scope: 

 FORMDROPDOWN 
 already CE marked by Non European Manufacturers.
Requirements (from the manufacturer):

1. Prepare relevant technical information.
2. Draw up the “EC Declaration of Conformity” before applying the CE Mark to their devices.
3. Implement and maintain corrective actions and vigilance procedures.
4. Make relevant documentation available on request for inspection by the Competent Authority.
5. In case of Class I products - Register with Competent Authority.
6. In case of all other Classes, get CE mark approval through a Notified Body.
Services to be provided by Medes Limited:

· Medes Ltd. will supply representation services of <company name> with the Competent Authorities in the EC market and will act as Authorised Representative when approached by the Competent Authority whenever applicable.
· Medes Ltd. will act using the standard vigilance procedures as were defined by the Medical Devices Authority.
· Medes Ltd. will inform <company name> within 48 hours of any approach or requirements by the Competent Authority or any other party in relation to the product placed in the market before taking any action. This will include customer complaints, post marketing feedback and marketing issues.
· In case where customer will approach Medes Limited directly, as part of customer complaint or post - marketing feedback, this information will be forwarded to the manufacturer/ supplier. 
· <company name>is aware that the name and address of Medes Ltd. must appear on either the label, outer packaging, or the Instructions for Use (Annex I clause 13.3.(a) of the Directive). In order to comply with this requirement <company name> shall include the following address information: 5 Beaumont Gate, Shenley Hill, Radlett, Herts WD7 7AR, London – England, tel/fax: +44 1923 859810.
CONTRACT REF:   to be filled by Medes Ltd    

ISSUE <issue #>:  <date>      

Attachment D

COSTS
To:

Review documentation concerning “Declaration of conformity”, to cover products range as outlined in Attachment B, in line with service profile outlined in Attachment C. 
Cost of initial year: 


 FORMDROPDOWN 
 to be filled by Medes Ltd 
Annual renewal payments:


 FORMDROPDOWN 
 to be filled by Medes Ltd
· All prices are in  FORMDROPDOWN 
.
· Payment will be made directly to Medes Ltd. Payment is excluding VAT or banking expenses in relation with the payment or the bank transfer. 
· The above fee covers the services indicated in this contract only. Additional charges that may be inflicted by the EC authorities or by new EC legislation will be fully covered by the manufacturer. 

· This contract will get into effect after completion of full payment. That date will be considered as the date of the annual renewal of the contract. 

· Contract is renewed automatically every year for a full year service, unless written notice has been given from customer 30 days before renewal date.

· Termination is possible at all time by both parties, on a 30 days written notice received by registered mail or a "confirmed receipt" e-mail by the receiving party. There is no refund if Contract is terminated by the Client before the completion of full one year service.

· All information will be kept in full confidentiality. Sharing propriety information with the Competent Authority will always be subjected to pre approval of the Company of the content and scope of information. 

· This contract is subjected and governed by UK law only. Any legal dispute concerning this contact and or services will be resolved in the UK.  

Prices Exclude:
·  Local Taxes 

·  Bank charges

Payment & Terms

· Prepayment.
· Annual renewal and payment of services: 30 days before the completion of 12-months service period. 

· Contract is renewed automatically every year, unless written notice is given from customer 30 days before renewal date.

· Limited to 12 working hours per year. Any additional work arising will be charged at  FORMDROPDOWN 
 equivalent to USD 80 per hour. 
