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Parties to the agreement
1.
INSTITUT PRO TESTOVÁNÍ A CERTIFIKACI, a. s.


(Institute for Testing and Certification, joint stock company),


having its seat in: třída Tomáše Bati 299, Louky, 763 02 Zlín, Czech Republic,

delivery address: třída Tomáše Bati 299, Louky, 763 02 Zlín, Czech Republic,

banking with: 
Komerční banka, a. s., Praha, branch at Zlín,


account No.: 86211333026710100


IBAN No: CZ8801000000862113330267


SWIFT Code: KOMBCZPP


having company's registration number: 47910381


and company's tax registration number: CZ47910381 


person responsible for the matter of Agreement: 
PhDr. Martin Jankovec,









e-mail mjankovec@itczlin.cz

person responsible for the technical matters: 

Ing. Pavel Vaněk,









e-mail pvanek@itczlin.cz

represented by: RNDr. Radomír Čevelík, Vice Chairman of the Board,


(Hereinafter referred to as only ITC or Notified body)

2.
Name of the client:               

having its seat in:             

delivery address:            

banking with:         

account No:           

SWIFT Code:            

having company's tax registration number (if any):            

person responsible for the matter of Agreement:
                            


e-mail:                      

person responsible for the technical matters: 
                      


e-mail:                      

represented by:                          

(Hereinafter referred to as only Client or Manufacturer)

Article I

Preamble

1. This General Frame Agreement on conformity assessment of medical devices (hereinafter referred to as GFA) regulates principal rights and duties of the contractual parties in medical devices conformity assessment field, as following from the relevant valid legislation.
2. Grounded on this GFA, the contractual parties will conclude particular contracts on conformity assessments stipulating conditions and a manner of the particular conformity assessments performance. The contracts on ITC surveillance activities shall be concluded subsequently.
3. The provisions of this GFA are directly applicable for all contracts mentioned in the previous paragraph and for all documents consequently issued by Notified body provided they are not stated by these contracts differently.

Article II

Aim of the agreement

1. Directive 93/42/EEC on medical devices and Directive 98/79/EC on in vitro diagnostic medical devices, as amended, hereafter named "Directives on medical devices", contain certain legal requirements with regard to the audits, assessments and unannounced audits performed by Notified body in the field of medical devices (see 

http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=directive.main) 
2. The aim of this agreement is to ensure conditions for a proper verification by ITC that the client fulfils all relevant legal requirements laid down in the "Directives on medical devices". Both Parties to the agreement shall apply in course of the verification relevant provisions of the Directives on medical devices and provisions of further EU legislation, above all the Commission implementing regulation (EU) No 920/2013 on the designation and the supervision of notified bodies under Council Directive 90/385/EEC on active implantable medical devices and Council Directive 93/42/EEC on medical devices and Commission recommendation 2013/473/EU on the audits and assessments performed by notified bodies in the field of medical devices.
3. Subject to the respective conformity assessment procedure, ITC performs product assessments or quality system assessments. In order to verify the day-to-day compliance with all relevant legal obligations, notified bodies shall perform regular, extraordinary and unannounced audits. ITC shall perform the regular, extraordinary and/or unannounced audits in compliance with this principle in addition to the product conformity assessment and initial quality system assessment. 

Article III

Duties and responsibilities of ITC

1. In the cases of product assessment (i.e. EC Design Examination and EC Type Examination), the ITC shall verify the conformity of the device under all product related aspects referred to in ”Directives on medical devices” for detecting any non-compliance of the device. Where doubts arise, in the framework of a documents examination, as to the conformity of a device, ITC shall carry out or ask for relevant tests of the device.
2. ITC shall verify whether the product is correctly qualified as a medical device, whether the manufacturer has assigned a medical purpose to the device, and whether the manufacturer classified the device correctly. Would be the manufacturer’s and ITC’s opinion regarding the qualification or classification of the device different, the ITC shall apply at the competent authority State Institute for Drug Control (SÚKL) for an opinion that has binding force for both Parties to the Agreement.
3. In addition to the tasks specified in the section 1 and 2 of this Article, ITC shall carry out unannounced audits. Within the context of such unannounced audits, ITC shall perform a sampling of the devices belonging to at least three different device types (if at least three types exist) and, where the manufacturer produces more than 99 device types, devices belonging to at least every hundredth type at the end of the production chain or in the manufacturer’s warehouse with a view of testing the conformity of the device types. These samples should be tested by the ITC or by qualified personnel under its observation on ITC’s own premise, or on the manufacturer’s premises, or on the premises of the manufacturer’s critical subcontractor or crucial supplier or in external laboratories. In particular if a sampling in the manufacturer’s premises is not possible, ITC shall take samples from the market, if necessary with support by the competent authorities, or shall perform testing on a device installed at a customer location.
4. To prepare the test, ITC shall request from the manufacturer relevant technical documentation including testing procedure description, final batch testing reports, previous test protocols and results. The ITC will provide the manufacturer by appropriate testing reports.
5. In the case of Full Quality Assurance System, the surveillance performed by ITC shall ascertain that the application of the quality system assures the conformity of the devices with legal requirements of the "Directives on medical devices". In the case of Production or Product Quality Assurance, the verification shall ascertain that the application of the quality system assures the conformity of the devices with the device type and meet the provisions of the respective Directive which apply to them.
6. The quality system verification shall include the audits in the premises of the manufacturer and, if this is also necessary to ensure more efficient control, of his critical subcontractors or of his crucial suppliers premises. The latter shall apply particularly when a main part of the design development, manufacture, output inspection or another critical procedure is conducted on the subcontractor’s or supplier’s premise.
7. ITC shall identify which products the manufacturer regards as covered by his application, whether these products fall under the ”Directives on medical devices” and whether there have been changes to these products or to the quality system since the last audit or since the application submission. Furthermore, ITC shall identify the post-market information about the product, available to ITC or to the manufacturer, which might need to be taken into account when planning and performing the audit.

8. If any nonconformity of the device is detected ITC shall investigate if the nonconformity was caused by the quality system itself or by its incorrect application. If a test has been carried out, ITC shall provide the client with the test report and an audit report which highlights in particular the link between quality system deficiencies and detected non-conformities of the devices.

9. ITC shall verify the existence of a product identification system. This system shall ensure that the ITC's certificates, the manufacturer's declarations of conformity and the manufacturer's technical documentations can unequivocally be attributed to certain devices and not to the others.

10. ITC shall verify the client’s working instructions with regard to the product documentation. The working instructions relating to the product documentation shall ensure that all products intended to be placed on the market or put into service are covered by the necessary certificates issued or to be issued by ITC. The instructions with regard to the products (certified by ITC) documentation shall also ensure that all products intended to be placed on the market or put into service, regardless of their trade name, are covered by the declarations of conformity of the manufacturer and that are contained in and are compatible with the technical documentation. ITC shall verify the correct execution of these instructions by sampling the product documentation of individual devices.

11. In case of manufacturers of medical devices other than in vitro diagnostic devices and Class I medical devices with measuring function or delivered in sterile state, ITC shall verify that the client’s working instructions on clinical evaluations and the post-market clinical follow-up are complete and correct and are correctly implemented. ITC shall examine clinical evaluations and the post-market clinical follow-up for the device types covered by the application or certificate issued by ITC. ITC shall verify the correct execution of these instructions by checking the product documentation of individual devices.
12. ITC shall involve an external clinical expert being active medical practitioner in the relevant area into reviews of the clinical evaluation outputs regarding all medical devices of the Classes IIa, IIb, and III. In the case of the Class III medical devices, the clinical expert shall participate in the reviews of periodical clinical evaluation updates. Only exclude are by manufacturer in writing justified cases, where demonstration of conformity with essential requirements based on clinical data is not deemed appropriate in the meaning of the Annex X, point 1.1d of the Directive 93/42/EEC (e.g. sterilisers, disinfectants or software).
13. In case of manufacturers of in vitro diagnostic medical devices, ITC shall verify the client's working instructions on performance evaluations and correct execution of these instructions by checking the product documentation of individual devices.

14. ITC shall verify that the manufacturer controls the manufacturing environment and processes in order to assure the conformity of the devices with the legal requirements laid down in "Directives on medical devices". ITC shall pay special attention to critical processes such as design control, establishment of material specifications, purchasing and control of incoming material or components, assembling, software validation, sterilization, batch-release, packaging, and product quality control, regardless of whether they are subcontracted by the client or not.

15. ITC shall verify the manufacturer's system ensuring the traceability of the materials and the components, from the entry into the manufacturer's, supplier’s' or subcontractors' premises to the delivery of the final product. 

16. ITC shall verify that experience gained in the post-production phase, in particular vigilance data, is systematically collected and evaluated on the day-by-day basis by client for the devices covered by the application or certificate issued to the manufacturer and that the necessary improvement of the devices or of their production has been initiated. ITC shall, in particular, verify that all distributors related business processes are suitable for providing information indicating the need for reviewing the design of the device, its manufacturing or the quality system.

17. At each annual surveillance audit (regular audit), ITC shall verify that the client correctly applies the approved quality management system and the post-market surveillance plan including the post-market clinical follow-up are complete, correctly implemented and updated regularly. A product sample could be taken in order to assure its inspection or testing arranged by ITC. In such case, the test report shall be delivered to the client.
18. ITC shall carry out unannounced audits at least once every three years. In case of the Class III medical devices and List A In-vitro diagnostics, the frequency increases to at least one unannounced audit per two years. ITC shall increase the frequency of unannounced audits if the devices of the respective type are frequently non-compliant or if specific information provides reasons to suspect non-conformities of the devices or of their manufacturer. The timing of the unannounced audits shall be unpredictable.
19. ITC may, instead of visiting the manufacturer or in addition to it, visit one of the premises of the manufacturer's critical subcontractors or crucial supplier’s if this is likely to provide more pertinent information.

20. Within the context of such unannounced audits, ITC shall check the recently produced adequate sample, preferably a device taken from the on-going manufacturing process, for its conformity with the technical documentation and with the legal requirements. The check shall encompass a file review and a product sample testing. 
21. To prepare the test, ITC shall, during or after the unannounced audit, request from the manufacturer all relevant technical documentation including previous test protocols and the results. The test shall be undertaken in accordance with the testing procedure defined by the manufacturer in the technical documentation which has to be validated by ITC. The test may also be performed by the manufacturer under the observation of the Notified body ("witness testing"). The control of the device conformity shall include the verification of the traceability of all critical components and materials and of the manufacturer's traceability system.

22. If the sampling of the medical devices in the manufacturer's premises is not possible, ITC shall take samples from the market, if necessary, with the support of the competent authorities, or shall perform testing on the device installed at customer location. To prepare the test ITC shall request from the manufacturer all relevant technical documentation including documented test procedures, the final batch testing reports, previous test protocols and the results.

23. In case of unannounced audit, ITC shall check critical processes such as design control, establishment of material specifications, purchasing and control of incoming material or components, assembling, software validation, sterilization, batch-release, packaging, or product quality control. Amongst the suitable critical processes, ITC shall select one which has a high likelihood of non-conformity and one which is particularly safety relevant.

24. The client’s application for recertification shall be regarded acceptable by ITC, provided that the application will be filed to ITC 6 months before the actual certificate validity expiration date at the latest.
25. The client’s application for recertification delivered in compliance with the previous clause shall be reviewed by ITC, which shall decide on its acceptance or refusal (especially for the competency or capacity reasons).  ITC shall inform the client about its decision within 1 month since the application delivery date, in order to provide the manufacturer with sufficient time frame for an alternative solution.

Article IV

Duties and responsibilities of the client

1. The client is aware of the fact, that his address specified in the heading of this General Framework Agreement shall appear on Certificates and other documents issued by the ITC unchanged. If real or formal address change does appear, the client is obligated to notice ITC immediately and to conclude a new General Framework Agreement with actual identification data.

2. Client is obligated (in case of Full Quality Assurance System) to operate the quality system which assures the conformity of the devices with legal requirements in the "Directives on medical devices". Client is obligated (in the case of Production Quality Assurance or Product Quality Assurance) to operate the quality system which assures the conformity of the devices with the device type and meet the provisions of the Directive which apply to them.

3. The client is responsible for authenticity and technical correctness of documents and/or copies submitted to ITC for conformity assessment process and he is obligated to provide only truthful and unchanged documents. The technical documentation submitted for conformity assessment will be accepted in Czech, Slovak or English language. Choosing of different language will be exceptionally accepted only with approval of the particular product assessor who understands the selected language. Client is aware, that in case of submission of false documents, documents related to product other that the certified one or document copies changed in comparison with the original document, ITC would close the conformity assessment process with a negative result and should invoice him the price for assessment. Would be the non-authenticity of the documents submitted proven even during the respective certificate validity, ITC shall withdraw them without any compensation. 
4. Client agrees with regular and unannounced audits and will make full effort to enable such audits performed by ITC in the premises of the manufacturer and of his critical subcontractors or of his crucial suppliers and he is ready to pay for them according to conditions described and concluded in a separate financial agreement. The designating and competent authorities’ workers participation in these audits shall be permitted by the client and his critical subcontractors or crucial suppliers, if any, in accordance to Commission Implementing Regulation (EU) No 920/2013 Article 3 (2). The authorities include the Czech Office for Standardisation, Metrology and Testing (ÚNMZ), State Institute for Drug Control (SÚKL), the Czech Health Ministry and EU representatives as mentioned in the Regulation (EU) No 920/2013, Article 3, point 2.
Client is aware of the fact that if regular and/or unannounced audits would not be executed due to the non-cooperation of the client or his critical subcontractors and crucial suppliers, ITC could suspend or cancel the issued certificates.
In the case of medical devices containing as an integral part a medicinal substance, the client shall conclude with the medicinal substance supplier an agreement by which the supplier is obligated to inform the client about any and all changes in the medicinal substance manufacturing technology or raw materials change without any delay.
Client is obligated to regularly inform ITC about the following items:

	Task
	Frequency

	Clinical evaluation update – MEDDEV. 2.7.1 rev. 3 *)
	Regular update once per year

	Post-market surveillance data evaluation – MEDDEV 2.12/2 rev. 2 *)
	Regular update once per year

	Post-market clinical follow-up data evaluation – MEDDEV 2.12/2 rev. 2 *)
	Regular update once per year

	Information about countries, where the corresponding product was or has been made available on the market and put in to operation 
	Regular update once per year

	List of the complaints related to the products 
covered by the ITC Certificate 
	
Regular reporting once a year


Additionally, the client is obligated to inform ITC immediately about the following changes and particular situations:
	Task
	Frequency

	Vigilance: To inform ITC about incidents and adopted corrective actions, including the contact data regarding the competent authority addressed – MEDDEV 2.12-1 rev. 8 *)
	Immediately after receiving of information about an incident, after a set-up of corrective actions and after their efficiency verification 

	To inform ITC about changes regarding authorized representative in EU – MEDDEV 2.5/10 )*
	Immediately after any change of the representative, his address or his authorization scope

	Notification of any plan for substantial changes to the quality system or the product-range covered by it **)
	Immediately notify ITC of the plan and wait for ITC decision about proposed changes approval or refusal 

	Notification of any change in the approved design of the product that could affect conformity with the essential requirements of the relevant Directive on medical devices ***)
	Immediately notify ITC and wait for ITC decision about approval or refusal of the device design change

	In the case of medical devices containing a medicinal substance – notification ITC about any change regarding used raw materials or technology of the medicinal product manufacture.
	Notify ITC immediately after receiving the information from the medicinal product supplier. This change is a subject of an obligation to apply at medicines competent authority SÚKL for additional scientific opinion confirming the that the quality and safety of the substance are maintained

	For IVD devices: To inform ITC about changes to the pathogen and markers of infections to be tested, including ability of such changes to affect the performance of IVD medical device concerned.
	Notify ITC immediately after receiving the information and after evaluation of the possibility to affect the performance of the IVD device in question.


Notes:

*) For the MEDDEV guidance tables mentioned above see e.g. the URL address
 http://ec.europa.eu/growth/sectors/medical-devices/guidance/index_en.htm)
**) The quality system changes are considered to be substantial whenever critical processes (like design control, establishment of material specifications, purchasing and control of incoming material or components, assembling, software validation, sterilization, batch-release, packaging, printing of etiquettes, instruction for use and accompanying  documents, or product quality control) are affected.
***) The changes in the design able to affect conformity with the essential requirements include particularly the changes demanding a modification of the risk analysis and any changes influencing the scope and/or conditions of the product intended use.
Client is aware of the fact that ITC is obligated to suspend, restrict or withdraw the issued certificate (certificates) in case this necessary information is not sent to ITC even after it is appealed.
5. The client is obligated to continuously inform the ITC on the periods when devices falling under the scope of ITC certificates will not be manufactured. Failing to fulfil this obligation the client shall pay to ITC proven expenses relating to unannounced audit that could not be carried on in consequence to a stopped production.

6. The client is aware of the fact, that ITC shall suspend, restrict or withdraw the certificates as soon as the permanent unannounced access of ITC to the premises of the manufacturer or its critical subcontractors and crucial suppliers is no longer assured.

7. Client is obligated to operate a product identification system. This system shall ensure that the ITC's certificates, the client’s declarations of conformity and the client's technical documentations can be unambiguously attributed to certain devices and not to the others.

8. Client is obligated to have working instructions with regard to the product documentation. The working instructions relating to the product documentation shall ensure that all products intended to be placed on the market or put into service are covered by the necessary certificates issued or to be issued by the ITC. 

9. Client is obligated to control his manufacturing environment and processes so as to assure the conformity of the devices with the legal requirements. Client is obligated to operate a system ensuring the traceability of the materials and components, from the entry into the manufacturer's, supplier’s' or subcontractors' premises to the delivery of the final product. 

Client is aware of the fact that if the traceability of materials and components would not be sufficient, ITC shall suspend, restrict or withdraw the issued certificate(s).

10. Client is obligated to operate a system of collecting and evaluation of information gained in the post-production phase, including vigilance data, on the day-by-day basis.

11. Client agrees that ITC would take photo-pictures of the product, its packaging, labelling and/or accompanying documentation in the course of both regular and unannounced audit.
12. Client agrees that ITC in position of the Notified Body NB 1023 will carry out unannounced audits at least once per three years and he is ready to pay for them according a separate financial agreement. In case of the Class III medical devices and List A In-vitro diagnostics, the frequency increases to at least one unannounced audit per two years. ITC shall increase the frequency of unannounced audits if the devices bear a high risk, if the devices of the respective type are frequently non-compliant or if specific information provides reasons to suspect non-conformities of the devices or of their manufacturer.

Client agrees that the unannounced audits can be realized also on the premises of the manufacturer's critical subcontractors or crucial suppliers if this is likely to provide more pertinent information. 

Client is aware of the fact that ITC is obligated to suspend, restrict  or withdraw the issued certificate(s) if regularly and/or unannounced audits according previous paragraph would not be executed due to the client’s or his subcontractor’s non-cooperation.

13. Client agrees, within the context of such unannounced audits, that ITC will check a recently produced adequate sample, preferably a device taken from the on-going manufacturing process, for its conformity with the technical documentation and with legal requirements. 

14. Client agrees, that to prepare the test, ITC will, during or after the unannounced audit, request from the manufacturer all the relevant technical documentation including documented testing procedures, previous test protocols and results. The test shall be undertaken in accordance with the testing procedure defined by the manufacturer in the technical documentation which has been validated by the ITC. Other tests could be performed proving that harmonized and other standards specified in the technical documentation were really applied. The test may be performed by the manufacturer under observation of the Notified body ("witness testing") or in ITC’s own or subcontracted laboratories. The check of the conformity of the device shall include the verification of the traceability of all critical components and materials and of the manufacturer's traceability system.  

Client agrees with this testing and is ready to pay for it according to conditions stipulated in a separate financial agreement which can include also costs for shipping of samples. 

15. Client agrees that if the sampling in the manufacturer's premises is not possible ITC can take samples from the market, if necessary with support by the competent authorities, or shall perform testing on the device installed at a customer location. In this case, the Client is obligated to send on ITC’s request all the relevant technical documentation including final batch testing reports, previous test protocols and results. Client agrees with this testing and is ready to pay for it according to a separate financial agreement. 

16. Client assures that unannounced audits in premises of his critical subcontractors or crucial suppliers (including suppliers of medicinal substances) are to be foreseen in his contractual arrangement with them.

Article V
Special requirements for particular manufacturers

1. In case of the List A IVD devices the manufacturer is obligated to send the agreed number of the finished product samples in the state intended for placing on the market, including all necessary labels and instruction for use, for batch release approval procedure. The product shall be delivered to ITC in accordance with storage and transportation conditions set up on the package label or in the instruction for use. The samples will be stored in the premises of ITC for potential inspection till the expiration date. The way of the samples delivery will be negotiated during certification of this IVD medical device. The samples shall be accompanied with results of the testing performed within the batch release procedure.
2. In case of OBL manufacturer (Own Brand Labeller), the OBL manufacturer is obligated to submit the products and quality system documentation of the Original Equipment Manufacturer (OEM) and his own documentation for conformity assessment according to OEM-OBL procedure. OBL manufacturer shall store valid documentation of OEM in his premises according to the Recommendation No 2013/473/EU, Annex II, part “General advice in case of outsourcing of the production via subcontractors and suppliers”. If the OBL manufacturer takes over some parts of OEM manufacturer's documentation, the OBL manufacturer needs the signed permission of the OEM manufacturer. The OBL documentation shall include the valid and signed agreement between OEM and OBL with defined responsibilities for each step of manufacturing process and for fulfilling of particular directive requirements relating to post-production phase and vigilance system.
Article VI
Confidentiality

1. The parties hereto shall keep in strict confidence and shall not disclose any information to any third party which is acquired in connection with the performing of this agreement. The only exclusion for ITC is to inform authorities, governmental, surveillance agencies as it is set in the corresponding legislation acts (see 

http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=directive.main)

2. In addition to the foregoing, no party shall be entitled to use the information according to the clause 1 for purposes other than those expressly set forth in the present agreement.

3. The confidentiality obligation specified in this Article shall not apply to information which the parties hereto lawfully received from third parties or which is accessible in the public domain.

Article VII
Copyrights

1. ITC shall retain all exclusive and joint copyrights in the certificates, reports, test results, calculations, presentations etc. prepared by ITC.

2. The client may only use certificates, reports, test results, calculations, presentations etc. prepared within the scope of the contract for the contractually agreed purpose.

3. The client may use certificates, reports, test results, test reports, etc. only complete and non-shortened. Any publication or duplication for advertising and other commercial purposes needs the prior written approval of ITC.

Article VIII
Impartiality and independency principles 
1. ITC and any its part including entities under its organisational control shall not be involved in the design, construction, marketing, installation, servicing or distribution of the medical devices of the client or his commercial competitors and shall not provide consultancy, internal audits or advices regarding the design, implementation or maintenance of the quality system to the client or his commercial competitors. This preclude neither conformity assessment nor general training activities relating to regulations and/or standards that are not client specific for manufacturers and their competitors mentioned above.
2. The client shall not try to influence ITC decision regarding certification by any manner excluding delivery of documentary and tangible evidences of compliance with the “Directives on medical devices”. Client is aware of the fact that any attempts to influence ITC decision process by financial or other pressures should lead to termination of the certification process by ITC, with possible withdrawal of already issued certification documents, and invoicing the expenses for the assessment.
Article IX
Contacts

1. In order to efficiently and continuously carry out the mutual process both parties commit to assign points of contact for technical questions and process administration.

2. Where the accreditation rules and respective EU regulations do not prohibit it expressly, the electronic message (e-mail) sent from the appointed contact person’s address shall have equal validity as the registered letter delivered by postal mail services.

Article X
Force, operation and termination of the agreement

1. The General framework agreement enters into force and effect upon signature by both parties. 
2. The Client declares that this GFA is being signed by a person authorized to represent the Client, at that all data about the Client are correct.

3. This GFA is concluded for an indefinite period.

4. This GFA can be terminated:

a) Automatically on the date of expiry of all certificates issued by ITC for a client under this GFA or contracts on conformity assessment

b) By a written agreement of the contractual parties. This agreement shall contain arrangements resolving validity of all open contracts on conformity assessment or surveillance activities as well as validity of all certificates issued by ITC for the client

c) By a written notice of any contractual party duly delivered to the other party. The notice period is three months and shall run from the date of receipt of written notice of termination by the other Party and ends on the last day of the corresponding calendar month. Date of termination of the GFA simultaneously terminates all open contracts on conformity assessment or surveillance activities, as well as validity of all certificates issued by ITC for the client.
5. After terminating the validity of certificates issued by ITC according Clauses 4.b) and c) of the present Article, the client pledges to stop any using of these certificates, to stop any using of the number of Notified Body 1023 onto the medical devices certified by ITC, and to stop placing of the medical devices certified by ITC on the markets in those countries where a valid certificate is obligatory. If any pecuniary or non-pecuniary injury arises to ITC in connection with the client’s breach of the Clause 5 of the present Article, the client agrees to provide ITC a full compensation.
6. The client's obligations referred to in Clause 5 of the present Article, including the liability for compensation, are valid also after the termination of this GFA.
Article XI
Common and final provisions

1. This agreement is governed by and construed under the laws of the Czech Republic. The corresponding court in the Czech Republic is competent to hear any case arising out of this GFA or related to it, including disputes about its existence, validity, or termination. 
2. Should any provision of this GFA be void for any reason, this shall not affect the validity of the GFA as a whole. The void provision shall be replaced by a provision that is closest to the meaning of this GFA.
3. Should the individual provisions of the present agreement not to be applied, this shall not affect the balance of the agreement and intended aims.
4. All disagreements, claims and breach of the present agreement, which would not be settled by the parties’ authorized representatives within the period of 6 months, shall be resolved by judicial procedures. The applicable legislation is the legislation of the Czech Republic.

5. The present agreement can be modified and/or amended in writing on the basis of mutual understanding.
6. This GFA is issued in two identical original copies. Each contractual party receives one copy.

Done in Zlín

Date: ……………........……

For ITC:

Dr. Radomír ČEVELÍK

Vice Chairman of the Board
Institut pro testování a certifikaci, a. s.

For the client:

Name:                
Position in the company (producer):                  
Company:                 
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