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This Amendment to Non-Exclusive Distribution Agreement is made as of DATE ("Amendment"), by and between Company Ltd., (“Company”) and XXX ("Distributor"). Company and Distributor are individually a “Party” and collectively the “Parties”.

WHEREAS, the Parties entered into a Non-Exclusive Distribution Agreement on DATE, as amended (the " Agreement"); and

WHEREAS, Distributor acts as the distributor according to EU Medical Device Regulation 2017/745, (the “Regulation”); and

WHEREAS, the Parties wish to amend the Agreement as set for the herein.

NOW, THEREFORE, in consideration of the foregoing premises and for valuable consideration, the sufficiency and receipt of which are hereby acknowledged, the Parties hereto, each intending to be legally bound hereby, agree as follows:

Compliance with MDR 2017/745. 

1. Importer hereby obligates to comply with all the applicable provisions of the Regulation as amended from time to time, including without limitation Article 14 and the provisions set forth herein:

1.1. Before making a device available on the market, Distributor shall verify with Company’s representative, NAME/POSITION (“Company’s Representative”) that: 
(a) the Product has been CE marked and that the EU declaration of conformity of the Product has been drawn up; 
(b) the Product is accompanied by the information to be supplied by the manufacturer, in the official language of the Member State in which the Product is made available;
[bookmark: _Hlk94638589](c) the importer, as defined to EU Medical Device Regulation 2017/745, has complied with all relevant requirements, as set out in Article 13 section 3 of the Regulation, in particular, that the name, registered trade name or registered trademark, registered place of business and the address of the importer is indicated on the Product;
(d) that where applicable, a UDI has been assigned by Company, in accordance with Article 27 of the Regulation.
[bookmark: _Hlk94774297]To meet these requirements, the Distributor may apply a sampling method representative of the devices supplied by the Distributor. When needed, Distributor will request Products in a timely manner and the Products will be provided by the Company with no undo delays. 

1.2 Where the Distributor considers or has reason to believe that a Product is not in conformity with the requirements of the Regulation, including those specified above, it shall not make the Product available on the market until it has been brought into conformity and shall inform, in a timely manner, Company’s Representative; Company’s Authorised Representative, NAME, located at ADDRESS, via the following e-mail address: E-MAIL (“Authorised Representative”); and the Importer. 
Where the Distributor considers or has reason to believe that the Product presents a serious risk or is a falsified device, it shall also immediately inform the competent authority of the Member State in which the Distributor is established.

[bookmark: _Hlk94638627]1.3 Distributor shall have in place procedure and system ensuring that, while a Product is under its responsibility, storage or transport conditions comply with the conditions set by Company, LIST HERE.

1.4 Distributor that considers or have reason to believe that a Product which they have made available on the market is not in conformity with the Regulation shall immediately inform Company’s Representative and, where applicable, Company’s Authorised Representative, and the Importer. 
Distributors shall co-operate with Company and Company’s Authorised Representative, and the Importer, and with competent authorities to ensure that the necessary corrective action to bring the Product into conformity, to withdraw or to recall it, as appropriate, is taken. 
Where Distributor considers or has reason to believe that the Product presents a serious risk, it shall also immediately inform the competent authorities of the Member States in which it made the Product available, giving details, in particular, of the non-compliance and of any corrective action taken. 

[bookmark: _Hlk94638363][bookmark: _Hlk94638651]1.5. Distributor shall have procedure and means to systematically follow-up on events. Distributor that has received complaints or reports from healthcare professionals, patients or users about suspected incidents related to a Product they have made available, shall immediately forward this information to Company’s Representative and Company’s Authorised Representative, and the Importer. 
Distributor shall keep a register of complaints, of non-conforming products and of recalls and withdrawals, and keep Company’s Representative and Company’s Authorised Representative and the Importer informed of such monitoring and provide them with any information upon their request. 

6. Distributor shall, upon request by a competent authority, provide it with all the information and documentation that is at its disposal and is necessary to demonstrate the conformity of a Product. 
Distributor shall be considered to have fulfilled the obligation referred to in section 1 when the Company’s Representative and Company’s Authorised Representative for the device in question provides the required information. 
Distributor shall cooperate with competent authorities, at their request, on any action taken to eliminate the risks posed by products which they have made available on the market.
Distributors, upon request by a competent authority, shall provide free samples of the Product or, where that is impracticable, grant access to the Product.

2. Capitalized terms not otherwise defined herein shall bear the respective meanings ascribed to them in the Agreement.

3. Unless amended hereby, all other terms and conditions set forth in the Agreement, shall apply to this Amendment and remain unchanged and in full force and effect. 

4. In the event of a conflict between the Agreement and this Amendment, with respect to the mattes covered herein, the terms of this Amendment shall govern. For all other matters, the provisions of the Agreement shall govern.



IN WITNESS WHEREOF, the Parties hereto have caused this Amendment to be executed by their duly authorized representatives effective as of the Amendment Effective Date.
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