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General Sales Terms and Conditions
SanoMed Manufacturing  BV



DEFINITIONS

As used herein, each of the following terms shall be subject to the definitions attributed to it below:

(i)
"Products" means those products specified in Exhibit A attached hereto.

(ii)
"Technical Agreement" means the agreement between the parties which aims to outline manufacturing process including who is responsible for the relevent technical and regulatory aspects of such process.

Article 1.   seq level1 \h \r0 
ORDERS AND SHIPMENT / DESIGNATED MANUFACTURER

1.1 
SanoMed Manufacturing bv will guarantee that the Products are produced according to ISO 13485:2003 or new norms replacing these Including the medical devices legislation (EU Directive 93/42 EEC)  and all relevant legislations.

1.2 
SanoMed Manufacturing bv is at all times obliged to deliver the Products upon XYZ‘s request. When placing an order XYZshall specify product type, quantity, and desired time of delivery.

1.3 
SanoMed Manufacturing bv shall deliver the Products within a lead-time of 16 weeks upon order confirmation.

1.4 
SanoMed Manufacturing bv shall deliver the Products Ex Works Smoutweg 4-008 4524 EK SLUIS , The Netherlands or Kapelrie 72 8490 Jabbeke Belgium to XYZ. Depending SanoMed’s warehouse capacities. The exact place will be noticed to XYZeach time.
Article 2.
seq level1 \h \r0 OWNERSHIP AND RISK

Ownership shall pass to XYZas soon as all payments related to that order are fully met. XYZis fully responsible for all risks occuring during transport of the goods.
Article 3.  TERMS OF PAYMENT

All payments shall be made in EURO’s and at the price and on the terms specified in Exhibit A attached here to not excluding that
3.1 Prices per Product delivered in accordance with this Agreement are committed to be economically market orientated correct. These prices are mentioned in annex A and can be changed by simple note ( e.g. email , letter,…). These new prices only count for non prior ‘order confirmed’ orders.
Article 4.
seq level1 \h \r0 WARRANTY AND PRODUCT LIABILITY

4.1 
Generally, the Parties are not obliged to pay damages for indirect losses, including lost operation and lost earnings, or for punitive damages. Contrary provisions of this contract remain unaffected.

4.2 
The Parties shall not be liable in cases of force majeure. Force majeure exists where a Party is prevented either in whole or in part from performing this Agreement as a result of war, civil war, Insurrection or riot, government restrictions, natural disaster, fire or similar occurrence, which neither ought to nor could have been foreseen by the Parties when entering into this Agreement and which cannot be prevented by the Party.

4.3 
SanoMed Manufacturing bv shall be liable for any loss suffered or expenses defrayed by XYZincluding product recall expenses, in consequence of defects in the Product unless SanoMed Manufacturing bvdemonstrates that the Product in question has been manufactured in all materiality in compliance with the product specification and that the defect is not the result of wilful misconduct or negligence on the part of itself.

Where a third party makes a claim for damages against one of the Parties for damage caused by a Product, the other Party shall be immediately informed thereof.

Complaints about our Medical Devices in the market place will be initially handled by SanoMed Manufacturing bv.
SanoMed Manufacturing bv is responsible for the Device Vigilance reporting to the relevant Competent Authority in The Netherlands and also for any product recall should this be necessary.

SanoMed Manufacturing bv undertakes to investigate any such complaints with diligence and liaise and report with XYZ.

4.4
SanoMed Manufacturing bv warrants that the Products comply with all local European legislation and standards in force at the date of this Agreement.

Article 5.
seq level1 \h \r0 TRADEMARK(S) 
5.1
SanoMed Manufacturing bv hereby grants to XYZa right to use C.N.C.I. bvba & Sanomedical bvba’s trademarks (Sanoskin®, Melloxy® and Melladerm®) in the promotion, advertisement and sale of the Products in accordance with the terms and for the duration of this Agreement.  SanoMed Manufacturing bv warrants that it has the necessary rights and authority to grant such licence.

Article 6.
seq level1 \h \r0 MODIFICATION OF PRODUCTS

6.1
SanoMed Manufacturing bv may change formulations or, suspend, or eliminate the sale of any or all Products; provided that SanoMed Manufacturing bv gives XYZ6 months prior notice of minor changes and 12 months notice of major changes, suspensions or eliminations. In case of suspension or elimination of any of the Products, this Agreement shall continue in effect with respect to those Products which have not been suspended or eliminated.  No financial claims (e.g. loss of income, sales investments,…) can be made as result of these decisions.
6.2
In the case of a suspension or elimination of a product by SanoMed Manufacturing bv, XYZwill have the right to pursue an alternative product outside of this Agreement with another supplier to serve as a substitute for the product which was suspended or eliminated.  

Article 7.
HEALTH  REGULATIONS

7.1
SanoMed Manufacturing bv warrants that all Products are in accordance with CE marking regulations or comparable and applicable regulations. 

7.2
Complaints & Post Marketing Surveillance

a)  XYZ is obligated to keep adequate records of complaints received in relation to the Products from customers and/or business to business contacts. The complaints will be copied to SanoMed Manufacturing bv as soon as practicable upon receipt.

b) XYZ will provide SanoMed Manufacturing bv with adequate records as reasonably requested for post marketing surveillance. 

c) XYZ and SanoMed Manufacturing bv will make all reasonable efforts to keep each other informed on relevant changes in local laws within the TERRITORY which are reasonably likely to effect manufacture, sale, packaging and labelling of the Product.

7.3
SanoMed Manufacturing bv will cooperate with XYZ in any possible way to seek and obtain necessary application(s) for the products within the Territory. 

7.4
SanoMed Manufacturing bv will keep an adequate administration with regards to the production of every batch of the PRODUCT including but not limited to
recording batch numbers and date and time of production.
7.5
XYZ will keep a sufficient tracking and tracing system in the event e.g. of a product recall. For this purpose XYZwill implement sufficient procedures.

7.6 
In the case of a product recall, SanoMed Manufacturing bv will be notified by facsimile or e-mail as soon as is reasonably practicable.

7.7 
Complaints relating to the Products will be investigated by SanoMed Manufacturing bv. XYZwill be fully consulted with respect to the investigation of such complaints and shall have the right to make written representations to SanoMed Manufacturing bv with respect to the handling of such complaints including the right to be supplied with copies of and approve the contents of any written communictions to complainant parties and notified bodies/competent authorities prior to such communications being sent.

Article 8.
seq level1 \h \r0 FORCE MAJEURE

Neither party shall be liable for any default hereunder due to causes beyond its reasonable 

control and without its fault or negligence including, but not limited to, acts of God or the 

public enemy, fire, flood,  shipwreck, strikes, freight and shipping embargoes, government 

order, regulations, or actions provided that, in order to excuse its default hereunder for any 

one or more of the events enumerated above, such party shall upon the occurrence thereof 

notify the other of the occurrence and practical effect  of any such event. In case the 

enforcement of its obligation by either party would be delayed for more than sixty (60) days 

because of any such event the other party may elect to terminate the Agreement by serving 

notice to that purpose by registered mail with acknowledgment of receipt at the other party, 

the termination being granted without any indemnity at the end of a thirty (30) days period 

following such notice.

Article 9.
seq level1 \h \r0 GOVERNING LAW AND ARBITRATION

This Agreement, which has been prepared and executed in the English language, shall be 

governed by and construed in accordance with the laws of Belgium and the parties hereto agree to submit any matter or dispute arising out of or in connection with this Agreement to arbitration in accordance with the ICC rules of Arbitration, such arbitration to take place in Belgium and be conducted in the Dutch Language.

Article 10.
seq level1 \h \r0 NOTICE

All notices hereunder shall be sufficiently given if sent by one party to the other by 

registered airmail, return receipt requested, addressed to its office as hereinabove set forth 

or to such new address as such party may have specified to the other party by notice 

hereunder. Notices as provided herein shall be deemed given when received.

Article 11.
seq level1 \h \r0 ENTIRE  Sales Terms and Conditions
These Sales Terms and Conditions, which cancels and supersedes all previous arrangements or agreements 

Article 12. 
seq level1 \h \r0 SEVERABILITY

Should any part or provision of this Agreement be held unenforce​able or in conflict with the 

law of any jurisdiction the validity of the remaining parts or provisions shall not be affected 

thereby.
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