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This Joint Procurement Agreement (the "Agreement”) is made by and between the
following

Contracting Parties:

the European Commission (the "Commission"), which is represented for the
purposes of this Agreement by the European Commissioner for Health, Tonio Borg
and the Director-General

of the Directorate-General for Health and Consumers, Paola Testori Coggi
and
the following Member States of the European Union:

1. Kingdom of Belgium

2. Republic of Bulgaria

3.  Czech Republic

4. Kingdom of Denmark

5. Federal Republic of Germany
6. Republic of Estonia

7. Ireland

8.  Hellenic Republic

9. Kingdom of Spain

10. French Republic

11. Republic of Croatia

12. Italian Republic

13. Republic of Cyprus

14. Republic of Latvia

15. Republic of Lithuania

16. Grand Duchy of Luxembourg
17. Hungary

18. Republic of Malta

19. Kingdom of the Netherlands
20. Republic of Austria

21. Republic of Poland

22. Portuguese Republic

23. Romania

24. Republic of Slovenia

25. Slovak Republic

26. Republic of Finland

27. Kingdom of Sweden

28. United Kingdom of Great Britain and Northern Ireland



PREAMBLE
WHEREAS:

(1) The second subparagraph of Article 168(1) of the Treaty on the Functioning of
the European Union (the "Treaty") provides that "Union action, which shall
complement national policies, shall be directed towards improving public health,
preventing diseases Such action shall cover combating serious cross-border threats
to health".

(2) Cross-border threats such as pandemic influenza can be combated through
vaccination, preventing potentially severe disease and even death.

(3) Inits Conclusions of 13 September 2010", the Council invited the Commission to
report on and develop a mechanism for the joint procurement of vaccines and
antiviral medication which would allow Member States, on a voluntary basis, to adopt
common approaches to the negotiation of contracts with the industry, that would
clearly address issues such as liability, availability and the price of medicinal
products as well as confidentiality.

(4) At the meeting of the Employment, Social Policy, Health and Consumer Affairs
Council of 6 and 7 December 20107, a large majority of Member States agreed that
the most suitable means of carrying out joint procurement procedures for pandemic
vaccines would be to develop framework contracts that Member States may enter
into on a voluntary basis.

(5) Article 5(1) of Decision No 1082/2013/EU of the European Parliament and of the
Council of 22 October 2013* extended this approach beyond vaccines and antivirals
against pandemic influenza. Pursuant to that Article, institutions of the Union and
Member States may engage in a joint procurement procedure with a view to the
advance purchase of medical countermeasures for serious cross-border threats to
health.

(6) It is expected that joint procurement will strengthen the Contracting Parties’
purchasing power and ensure equitable access to medical countermeasures against
serious cross-border threats to health

(7) The conclusion of the Joint Procurement Agreement does not entail any
obligation on the Contracting Parties to participate subsequently in procurement
procedures launched to acquire the specific medical countermeasure on the basis of
that Agreement.

(8) For the purpose of procuring medical countermeasures against serious cross-
border threats to health, the Contracting Parties have decided to engage in a joint
action, within the meaning of the third subparagraph of Article 104(1) of Regulation
(EU, Euratom) No 966/2012 of the European Parliament and of the Council®.

! http://register.consilium.europa.eu/pdf/en/10/st13/st13420-re01.en10.pdf

2 http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/lsa/118254.pdf

% Decision No 1082/2013/EU of the European Parliament and of the Council of 22 October 2013 on
serious cross-border threats to health and repealing Decision No 2119/98/EC (OJ L 293, 5.11.2013, p.
1).

4 Regulation (EU, Euratom) No 966/2012 of the European Parliament and of the Council of 25 October
2012 on the financial rules applicable to the general budget of the Union and repealing Council
Regulation (EC, Euratom) No 1605/2002 (OJ L 298, 26.10.2012, p. 1).



(9) The Contracting Parties intend to pursue the joint action, through the award of
contracts for the purchase of medical countermeasures against serious cross-border
threats to health following one or more joint procurement procedure within the
meaning of Commission Delegated Regulation (EU) No 1268/2012°, as provided for
in Article 5 of Decision No 1082/2013/EU.

(10) Nothing in this Agreement shall affect the rights and obligations of the Member
States and of the Commission under the Treaties, and the achievement of the
objectives of the European Union, in particular in the field of public health,

THE CONTRACTING PARTIES HAVE AGREED
on the terms below including the following Annexes:

Annex | — Declaration of absence of conflict of interest and protection of
confidentiality to be given by member(s) of the evaluation committee(s)
as referred to in Article 37(5)

Annex Il - Confirmation of completion of national procedures for the approval of
this Agreement or the absence of a need for such procedures as
referred to in Article 51(4)

Annex Il — Agreement on participation in the work of the Joint Procurement
Agreement Steering Committee as an observer as referred to in the
first paragraph of Article 52

Annex IV — List of authentic linguistic versions of this Agreement referred to in
Article 51(1)

® Commission Delegated Regulation (EU) No 1268/2012 of 29 October 2012 on the rules of application
of Regulation (EU, Euratom) No 966/2012 of the European Parliament and of the Council on the
financial rules applicable to the general budget of the Union (OJ L 362, 31.12.2012, p. 1).




Title |
GENERAL PROVISIONS
Article 1
Subject matter

1. This Agreement provides for the possibility of Contracting Parties to acquire
medical countermeasures through the award of contracts on the basis of a joint
procurement procedure.

2. This Agreement lays down the practical modalities governing the joint
procurement procedure in accordance with the third paragraph of Article 133 of the
Rules of Application.

3. This Agreement also covers ancillary matters such as:
() the management of the framework contracts

(i) the conduct of any legal proceedings arising from the joint procurement
procedure or the framework contracts, or from a failure to comply with this
Agreement; and

(iii) the amicable settlement of any disagreements between the Contracting
Parties.

4. A person who is not a party to this Agreement shall not be entitled to enforce or
enjoy any rights or benefits of any term of this Agreement.

5. This Agreement is without prejudice to the right of the Contracting Parties to
carry out procurement procedures outside this Agreement, even where such
procedures involve the procurement of medical countermeasures which form the
subject of a joint procurement procedure or a framework contract or involve
economic operators or contractors who are tendering for, or have signed, a
framework contract pursuant to a joint procurement procedure under this Agreement.

Article 2
Definitions

1. All terms in this Agreement derived from or defined in the Financial Regulation
or the Rules of Application shall have the same meaning as under those acts.

For the purposes of this Agreement:

(@) “medical countermeasures” means any medicines, medical devices, other
goods or services that are aimed at combating serious cross-border threats to health,
as referred to in Decision No 1082/2013/EU.

(b) “Treaty” means the Treaty on the Functioning of the European Union;

(c) "framework contract" means a framework contract, referred to in Article
101(2) of the Financial Regulation and Articles 121 and 122 of the Rules of
Application, resulting from a joint procurement procedure conducted pursuant to this
Agreement and signed by a contractor and one or more Contracting Party;

(d) “Contracting Party” means a party that has signed this Agreement;

(e) "economic operator" means any natural or legal person or public entity
which offers medical countermeasures on the market;

(f) "contractor" means a natural or legal person with whom a procurement
contract has been concluded following a procurement procedure conducted pursuant
to this Agreement;



(9) “Financial Regulation” means Regulation No 966/2012 (EU, Euratom) of the
European Parliament and of the Council of 25 October 2012 on the financial rules
applicable to the general budget of the Union and repealing Council Regulation (EC,
Euratom) No 1605/2002;

(h) “Rules of Application” means Commission Delegated Regulation (EU) No
1268/2012 of 29 October 2012 on the rules of application of Regulation (EU,
Euratom) No 966/2012 of the European Parliament and of the Council on the
financial rules applicable to the general budget of the Union;

(i) “direct contract” means a public contract, as referred to in Article 101(1) of
Financial Regulation, resulting from a joint procurement procedure conducted
pursuant to this Agreement and signed by a contractor and one or more Contracting
Party(ies);

(1) "specific contract® means a specific contract as referred to in Article 122 of
the Rules of Application, concluded between one Contracting Party and a contractor
on the basis of a framework contract;

(k) "participating Contracting Party" means a Contracting Party participating in
a joint procurement procedure for a specific medical countermeasure conducted
pursuant to this Agreement;

() "Steering Committees” shall mean the Joint Procurement Agreement
Steering Committee and one or more Specific Procurement Procedure Steering
Committee

(m) "staff" means any person working for a Contracting Party;

(n) "handling" information or documents means generating, processing, storing,
transmitting or destroying information or documents;

(o) "persons working in connection with this Agreement" means any person
working for a Contracting Party in connection with this Agreement regardless of
whether or not they are employed by that Contracting Party;

(p) “Court of Justice” means Court of Justice of the European Union;

(q) "third party" means any natural or legal person, public entity or group
thereof that is not a signatory to this Agreement.

Article 3
Rules governing the joint procurement procedure

1. The first paragraph of Article 133 of the Rules of Application shall apply to this
Agreement. In case of conflict, the Financial Regulation and the Rules of Application
shall prevail over this Agreement.

2. The following provisions apply to information handled under this Agreement:
(a) Article 339 of the Treaty on the obligation of professional secrecy;
(b) Article 57 of the Financial Regulation;
(c) Article 32 of the Rules of Application on the absence of conflicts of interest;

(d) the second subparagraph of Article 113(2) of the Financial Regulation on
the non-disclosure of certain information emanating from the procurement procedure;
and

(e) Article 155(3) of the Rules of Application on the secrecy of tenders.



3. Without prejudice to the first paragraph of Article 133 of the Rules of Application,
each Member State shall remain responsible for compliance with any procedural
requirements under its national law.

Article 4

Powers granted to the Commission on behalf of the Contracting
Parties

1. Where a binding act is adopted by the Commission further to and in accordance
with this Agreement, that act shall bind all Contracting Parties, or, where applicable,
only those Contracting Parties concerned by that act.

2. Subject to this Agreement, each Contracting Party authorises the Commission to
act on its behalf in accordance with Union law in:

(a) the conduct of the joint procurement procedure(s) including the award of the
framework or direct contract(s);

(b) the management of the framework contract(s) including the signature of any
amendment of a non-substantial nature, in accordance with Article 122 of the Rules
of Application.

Specific contracts following a joint procurement procedure conducted pursuant
to this Agreement shall be concluded and managed on anindividual basis byeach
Contracting Party, in accordance with Article 27.

3. The Contracting Parties authorise the Commission to act as their sole
representative in instituting or defending any legal proceedings brought by a
contractor under a framework contract, except for any legal proceedings brought
against a Contracting Party under a specific contract based on a framework contract
entered into pursuant to Article 122 of the Rules of Application.

The Commission, as sole representative of the Contracting Parties, shall seek
the opinion of the relevant Specific Procurement Procedure Steering Committee (the
"SPPSC") on the conduct of any legal proceedings covered by this paragraph at the
first available opportunity, in accordance with Article 7 of this Agreement.

4. The Contracting Parties hereby authorise the Commission to act as their sole
representative in bringing any legal proceedings against a contractor under a
framework contract, except for any legal proceedings under a specific contract based
on a framework contract entered into pursuant to Article 122 of the Rules of
Application.

The Commission's authority under the first subparagraph is subject to the
approval by the relevant SPPSC to institute such legal proceedings in accordance
with Article 7, upon a proposal from a participating Contracting Party or from the
Commission. Thereafter, the Commission shall seek the opinion of the relevant
SPPSC on the conduct of any legal proceedings covered by this paragraph at the
first available opportunity, in accordance with Article 7 of this Agreement.

5. The Commission may settle any disputes, legal proceedings brought under
paragraphs 3 or 4 following the approval by the relevant SPPSC based on a proposal
to this effect from a participating Contracting Party or from the Commission, in
accordance with Article 7 of this Agreement.
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Title 1l
ORGANISATION
Chapter |
Steering Committees
Article 5
Duties

1. A Joint Procurement Agreement Steering Committee (the "JPASC") is hereby
established. The JPASC shall be responsible for steering matters relating to the
subject matter of this Agreement, including:

(a) decisions, in particular, on the type of medical countermeasures to be
procured under this Agreement and on the order in which such procurements will be
organised in time;

(b) any legal proceedings under the joint procurement procedure which
concerns all Contracting Parties;

(c) the process necessary to address any lack of compliance with this
Agreement by a Contracting Party;

(d) the amicable settlement of disagreements between two or more Contracting
Parties;

(e) amendments to this Agreement, in accordance with Article 46.

Where a binding act is adopted by the JPASC pursuant to this paragraph, that
act shall bind all Contracting Parties.

2. Participating Contracting Parties shall set up a SPPSC which shall be
responsible for steering matters relating to the subject matter of the specific
procurement, including:

(a) the specific joint procurement procedure;
(b) any legal proceedings under the framework contract;

(c) the determination and application of allocation criteria, in accordance with
Article 17(1);

(d) temporary deviations from the allocation criteria, in accordance with Article
17(2).

Where a binding act is adopted by a SPPSC pursuant to this paragraph, that act
shall bind participating Contracting Parties.

3. The Steering Committees shall give opinions or approvals, in accordance with
Article 7, as required by this Agreement.

4. Unless otherwise stated in this Agreement, the Steering Committees shall vote
on proposals from the Commission.

Article 6
Composition and Membership

1. The Steering Committees shall be composed of one representative of each
Contracting Party. A member may be replaced by an alternate.

Only staff of a Contracting Party may be members of the Steering Committees
or their alternates.
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2. The members of the Steering Committees and their alternates may, subject to
their rules of procedure, be assisted by advisers.

3. The meetings of the Steering Committees shall be chaired by the Commission's
representative or its alternate (the "Chair").

When it is not addressing the meeting as the Chair, the Commission's
representative shall specify, that it is expressing the Commission's specific position
as a Contracting Party.

4. The Commission shall ensure the secretariat of the Steering Committees.

5. The Contracting Parties shall, within fourteen days of signature of this
Agreement, provide the Commission with information on the identity and contact
details of their members of the JPASC, their alternates and any advisers assisting
them.

The Contracting Parties wishing to participate in a joint procurement for a
specific medical countermeasure shall, within fourteen days of a decision of the
JPASC in this respect, provide the Commission with information on the identity and
contact details of their members of the SPPSC, their alternates and any advisers
assisting them.

The Commission shall draw up a list of the persons referred to in the second
subparagraph based on the information provided by the Contracting Parties. The
Contracting Parties shall notify one another of any changes in the identity and/or
contact details of such persons.

6. The Steering Committees shall adopt their own rules of procedure, by a simple
majority of their members, on a proposal from the Chair.

7. The Chair shall, within fourteen days of a meeting of the JPASC or of the
SPPSC, provide the members of the relevant committee with a record of that meeting

Article 7
Procedure for opinions and approvals of the Steering Committees

1. Where this Agreement requires the JPASC or the SPPSC to give an opinion or
an approval on a proposal placed before it, the members of the relevant Steering
Committee shall endeavour to act by common accord.

Abstentions by members of either the JPASC or the SPPSC shall not prevent
the relevant Steering Committee from reaching a common accord.

Where the members of the JPASC or the SPPSC cannot achieve a common
accord, they shall vote. The Chair shall determine when to call a vote.

2. An opinion of a Steering Committee shall be adopted by common accord or by a
simple majority vote of its members.

An opinion delivered by a Steering Committee on a proposal laid before it in
accordance with this Agreement shall not be binding on the Commission. However,
in adopting a proposal, the Commission shall take into account, to the greatest extent
possible, the opinion delivered.

A Steering Committee shall be considered to have approved a proposal if it is
adopted by common accord or passed by a qualified majority of its members present
or represented.

A qualified majority is defined as 55% of the present or represented members of
the JPASC and representing Contracting Parties comprising at least 65% of the total
amount of medical countermeasures covered by the joint procurement.
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For proposals on matters that only concern the SPPSC, a qualified majority will
be defined as 55% of its members and representing Contracting Parties comprising
at least 65% of the total actual cost, or if the actual cost is not yet known, the
estimated cost, of medical countermeasures covered by the concerned Contracting
Parties.

3. If a proposal is not passed by a qualified majority of the members of the relevant
Steering Committee, present or represented, then, and without prejudice to
paragraph 5, a second vote shall be organised at a subsequent meeting. By way of
derogation from paragraph 3, the proposal shall be considered approved by a
Steering Committee if it is passed by a simple majority of the members present or
represented voting on behalf of Contracting Parties whose participation in the
procedure amounts to at least 50% of the total actual cost (or where the actual cost is
unknown, the estimated cost) of medical countermeasures covered by the joint
procurement procedure, or, where applicable, covered by the Contracting Parties in
the SPPSC.

If the proposal cannot be passed by such a simple majority, then, and without
prejudice to paragraph 5, a third vote shall be held at a subsequent meeting. If the
simple majority as defined in the first subparagraph again cannot be reached, the
proposal shall be regarded as approved unless there is a qualified majority against it.

4. Where the approval of a proposal by a Steering Committee is required urgently,
that Steering Committee shall meet via telephone or other appropriate means of
distance communication, and consecutive votes referred to in paragraph 3 can be
held at the same meeting.

5. Notwithstanding the first subparagraph of paragraph 1, paragraphs 3 and 4 shall
not apply where the unanimous agreement of the members of a Steering Committee
is required under this Agreement.

Chapter Il
Evaluation Committees
Article 8
Duties

1. Without prejudice to the third subparagraph of Article 158(1) of the Rules of
Application, the Commission shall appoint an evaluation committee for the evaluation
of requests to participate or tenders within the meaning of Article 111(5) of the
Financial Regulation.

2. Notwithstanding paragraph 1, the Commission may appoint two separate
evaluation committees:

(a) a committee for the selection of requests to participate or tenders on the
basis of the exclusion and selection criteria; and

(b) a committee for the evaluation of tenders on the basis of the award criteria.
Article 9
Composition and designation procedure
1. The evaluation committee(s) shall be comprised of:

(@) no more than three persons designated by the Commission in accordance
with the first subparagraph of Article 158(2) of the Rules of Application, including
where the Commission is not concerned by the request to participate or tender;

(b) no more than five persons among those nominated by the participating
Contracting Parties, other than the Commission, in accordance with the procedure
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laid down in paragraph 2. Such persons shall not be the same as those designated
by the Commission.

The same person may be a member of both evaluation committees referred to in
Article 8(2).

The evaluation committee shall be chaired by a Commission staff member that
is a member of the relevant committee.

2. Upon the Commission's request, each participating Contracting Party shall
nominate one candidate for membership of an evaluation committee by submitting to
the Chair a completed pro-forma application form accompanied by information on the
identity, education, professional qualifications and experience of the relevant
nominee to the SPPSC through its Chair, in accordance with a pro-forma application.
The pro-forma application form shall be adopted by the Commission, following
approval by the SPPSC in accordance with the procedure laid down in Article 7.

A candidate shall only be nominated by one participating Contracting Party.
Each nomination may be seconded by other participating Contracting Parties.

The Commission may refuse the appointment of a candidate nominated for
membership of an evaluation committee where it has grounds to consider that the
candidate has a conflict of interest within the meaning of Article 57 of the Financial
Regulation. In such a case, the Contracting Party(ies) concerned shall nominate
another candidate.

3. The Commission shall propose a list of members among those nhominated by the
participating Contracting Parties for approval by the SPPSC.

Where there are:

a) no more than five participating Contracting Parties, other than the
Commission, the Commission shall propose all the nominated candidates;

b) six or more participating Contracting Parties, other than the Commission,
the Commission shall propose a shortlist of five candidates.

The SPPSC shall assess the suitability of the candidates proposed. Within
fourteen days of the date on which the Commission's proposal is sent out, any
SPPSC member may require the Commission to:

(a) interview any of the candidates nominated;

(b) require additional information from the nominated candidates or the
nominating Contracting Party(ies);

(c) request the submission of the identity, education, professional qualifications
and experience of further candidates, nominated pursuant to paragraph 2.

The Commission shall appoint the members of an evaluation committee referred
to in paragraph 1(b) following approval by the SPPSC, in accordance with Article 7.

4. Members of an evaluation committee shall not participate in the work of the
committee until they have signed the declaration of absence of conflict of interest and
protection of confidentiality (the "Declaration") referred to in the first subparagraph of
Article 37(5) with respect to the Contracting Party that has nominated or designated
them or their employer.

Without prejudice to the third subparagraph of this paragraph, where a member
of an evaluation committee is not employed by a Contracting Party, the Contracting
Party shall enter into a contractual arrangement with the relevant employer by which
the latter assumes full responsibility for any breach of the Declaration with respect to
the Contracting Party concerned.
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Each Contracting Party shall be responsible to every other Contracting Party for
ensuring compliance with this paragraph and for making good any damage by a
breach of the Declaration by a member of an evaluation committee nominated or
designated by that Contracting Party.

5. The Commission shall draw up a list of the members of the evaluation
committee. The Commission shall also keep duly certified copies of the signed
Declaration.

6. Members of the evaluation committee(s) nominated by the participating
Contacting Parties shall be appointed ad personam. When carrying out their tasks,
they shall not seek or take instructions from Union institutions, bodies, offices or
agencies, from any government of a Contracting Party or from any other body. The
Contracting Parties undertake to respect this principle and not to seek to influence
the members of the evaluation committee(s) in the performance of their tasks.

Members of the evaluation committee(s) shall not take part in any discussion,
reaching of a common accord or vote taking place in a meeting of the SPPSC, which
is based on any written record referred to in Article 10(3) to which they contributed.

7. Members of an evaluation committee shall resign if they are unable to honour
the Declaration or are otherwise unable to carry out their functions, upon giving
seven days’ notice to the Chair of the SPPSC.

8. Any SPPSC member may request that a member of an evaluation committee
may be removed for breach of the Declaration or if they are otherwise unable to carry
out their function. A request to remove a member shall require the SPPSC's approval
in accordance with Article 7.

9. Following the resignation or removal of an evaluation committee member
nominated by a participating Contracting Party, the latter shall nominate a new
member in accordance with the procedure laid down in paragraphs 2 and 3.
Following the resignation or removal of an evaluation committee member from the
Commission, the Commission shall designate a new member.

Article 10
Procedure

1. The Commission shall submit a proposal specifying the modalities for the
application of Article 158(1) of the Rules of Application according to which the
evaluation committee is to evaluate and rank the tenders on the basis of the award
criteria only and where the exclusion and selection criteria are to be evaluated by
other appropriate means guaranteeing the absence of conflicts of interests. The
proposal shall be submitted to the SSPPCS for its approval in accordance with Article
7.

2. Tenders shall be evaluated in a non-discriminatory manner. Without prejudice to
paragraph 1, the evaluation shall be based on the exclusion, selection and award
criteria set out in the specifications referred to in Article 16(2)(b) or the requirements
set out in any descriptive document for a competitive dialogue.

3. The evaluation committees shall keep a written record of their evaluation in
accordance with Article 159(1) and (2) of the Rules of Application, which shall be
drawn up by common accord.

Where the evaluation is conducted by means of two evaluation committees, as
provided in Article 8(2), the written record of the evaluation based on the exclusion
and selection criteria may be drawn up separately from the written record of the
evaluation based on the award criteria.
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Chapter I
Common provisions
Article 11
Organisation of meetings

1. The Commission shall convene meetings of the JPASC, the SPPSC, the
opening committee(s) and the evaluation committee(s).

2. To the extent practicable and subject to any urgency or unforeseen
circumstances, meetings of the JPASC, the SPPSC, the opening committee(s) or
evaluation committee(s) shall be convened at least fourteen days in advance of the
scheduled date of the meeting.

3. To the extent practicable and subject to any urgency or unforeseen
circumstances, and without prejudice to Article 37, information or documents relevant
for the meetings referred to in paragraph 1 shall be submitted to the members of the
JPASC, including any observers, the SPPSC, the opening committee(s) or evaluation
committee(s), at least fourteen days in advance of the scheduled date of the meeting.

4. Meetings referred to in paragraph 1 shall be held either at a venue made
available by the Commission or by audio or video-conference.

5. The Commission shall not reimburse travel, accommodation or any other per
diem expenses of any person nominated by another Contracting Party taking part in
the meetings referred to in paragraph 1.

Title 11
PROCUREMENT PROCEDURE
Article 12
The Commission's role in the joint procurement procedure

1. The Commission shall, as required under this Agreement, ensure the overall
preparation and organisation of the joint procurement procedure and facilitate the
amicable resolution of disagreements between Contracting Parties arising out of this
Agreement and the operation of the joint procurement procedure.

2.  The Commission shall act on its own account and on behalf of the Contracting
Parties, as provided for in this Agreement.

3. The Commission shall be the sole representative of the Contracting Parties with
regard to economic operators, candidates or tenderers throughout the joint
procurement procedure, including any matters arising in relation to the joint
procurement procedure following the award of framework contracts.

4. The Commission shall act as the sole representative of the Contracting Parties
in any legal proceedings in accordance with Article 4, paragraphs 3 to 5, of this
Agreement.

5.  The Commission may request one or more Contracting Parties to assist it in its
defence or pursuit of any legal proceedings. The requested Contracting Parties shall
use their best endeavours to provide such assistance and shall refrain from taking
any action that could jeopardise the defence or pursuit of any such legal
proceedings.

A Contracting Party shall assist the Commission where that Contracting Party is
named in an action.
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6. The Commission shall provide administrative support in the course of the joint
procurement procedure and the framework contracts. This includes:

(@) drawing up the necessary documentation and administrative
correspondence on behalf of the Contracting Parties;

(b) keeping a record of the meetings of the JPASC, SPPSC, opening and
evaluation committees;

(c) making appropriate arrangements for the handling of information or
documents related to the joint procurement procedure or the framework contracts.

Article 13
Start of a procurement procedure

1. Any JPASC member may propose the launch of a procurement procedure. This
proposal shall identify the medical countermeasures to be procured. A procurement
procedure shall be started if at least five Contracting Parties, including the
Commission, vote in favour of starting such procedure and have notified this intention
to the Chair of the JPASC.

2. The Commission shall issue, after consulting the other Contracting Parties
wishing to launch a procurement procedure, a reasonable deadline by which further
Contracting Parties can express their interest in participating in the procurement
procedure.

3. Any Contracting Party that has expressed its interest in participating in the joint
procurement procedure shall detail its procurement needs to the Commission within
a timeframe specified by the Commission after approval of the SPPSC, in
accordance with Article 7.

Article 14
Type of procurement procedure

1. Following the start of a procurement procedure in accordance with Article 13, the
SPPSC shall decide, in accordance with Article 7, on the type of procurement
procedure to be adopted, from amongst those listed in Article 104(1)(a) to (e) of the
Financial Regulation on the basis of the principles laid down in Article 102 of that
Regulation and Articles 127 and 137 of the Rules of Application.

2. The type of procurement procedure shall be specified in the contract notice
referred to in Article 103 of the Financial Regulation and Article 123(3) of the Rules of
Application.

Article 15
Type and term of contract

1. Following the start of a procurement procedure in accordance with Article 13, the
SPPSC shall approve in accordance with Article 7, on:

(a) the type of contract that will be awarded on the basis of the principles laid
down in Article 101 of the Financial Regulation and Articles 121 and 122 of the Rules
of Application;

(b) the duration of the framework contract as well as on the arrangements for
its review in accordance with the first subparagraph of Article 122(1) and Article
122(4) of the Rules of Application.

2. The type of contract and its the duration shall be specified in the contract notice.
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Article 16
Content of Tender documents

1. The content of all tender documents relating to a procurement procedure
initiated in accordance with Article 13, shall be determined by the Commission in
accordance with the relevant provisions of the Financial Regulation and the Rules of
Application, subject to an opinion of the SPPSC, in accordance with Article 7.

2. Notwithstanding the first paragraph:
(a) the contract notice, including the description of lots if any;
(b) the technical specifications, and the exclusion, selection and award criteria;
(c) any descriptive document, in the case of a competitive dialogue procedure;
(d) the draft contract(s);
(e) the letter of invitation to tender setting up submission requirements;
shall be adopted following approval by the SPPSC, in accordance with Article 7.
Article 17
Allocation criteria

1. The frequency with which available amounts of medical countermeasures are
allocated between participating Contracting Parties ("the generally applicable
allocation criteria") shall be submitted to the SPPSC for approval, in accordance with
Article 7.

The Contracting Parties shall receive the total quantity of the medical
countermeasures that they have reserved or ordered, but the rate of delivery shall
depend on the production capacity of the contractor and on the generally applicable
allocation criteria.

2. A Contracting Party may, on well-founded and substantiated grounds, such as
problems encountered in delivery or due to urgent needs, request derogation from
the generally applicable allocation criteria laid down in paragraph 1, for a specified
time period.

Derogation shall only be permitted following approval by the SPPSC by common
accord. The Chair shall inform the SPPSC of any approved derogations from the
generally applicable allocation criteria, including the time periods for which such
derogations are approved.

3. Paragraph 2 shall not prevent two or more Contracting Parties agreeing, on a
bilateral basis, on a temporary derogation from the generally applicable allocation
criteria agreed pursuant to paragraph 1 for a framework contract they have entered
into, for the amounts to which they are entitled under those criteria.

Those Contracting Parties shall inform the SPPSC of any such agreement,
including the duration of the temporary derogation agreed.

The terms of a temporary derogation from the generally applicable allocation
criteria shall be agreed between the contractor and the agreeing Contracting Parties.

Where the medical countermeasures concerned are medicinal products,
contractors shall ensure that the medicinal products are authorised to be placed on
the market in the Member States of the Contracting Parties, in accordance with
Directive 2001/83/EC of the European Parliament and of the Council of 6 November
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2001° or Regulation (EC) No 726/2004 of the European Parliament and of the
Council of 31 March 2004’

Article 18
Publication of a contract notice

1. After the tender documents have been prepared in accordance with Article 16
and approved by the SPPSC, the Commission shall publish a contract notice in the
Official Journal of the European Union.

2. The Commission will make the tender documents referred to in paragraph 1
available to economic operators on request.

Article 19
Specific provisions regarding the opening of requests to participate or tenders

1. Requests to participate and tenders shall be opened by an opening committee
composed of persons representing the Commission in accordance with Article 111(4)
of the Financial Regulation and Article 157 of the Rules of Application.

2. Any Contracting Party may request the Commission to allow one of its
representatives to observe the opening of requests to participate or tenders.

3. Observers shall neither participate in the deliberations of the opening committee
nor make known any views to members of that committee.

4. The Commission shall make available to the SPPSC members the written record
of the opening of requests to participate or tenders referred to in the fourth
subparagraph of Article 157(3) of the Rules of Application.

Article 20
Elimination of candidates or tenderers

1. Without prejudice to the second subparagraph of Article 158(3) of the Rules of
Application, only requests to participate or tenders that satisfy the requirements in
accordance with the first subparagraph of Article 158(1) of the Rules of Application,
and that are not excluded on the basis of the exclusion criteria and which meet the
selection criteria, shall be considered admissible for evaluation under the award
criteria, as provided for in the third subparagraph of Article 158(3) of the Rules of
Application .

2. For the purpose of the first paragraph, and in accordance with Article 10(2), the
evaluation committee shall examine whether the exclusion criteria and the selection
criteria are met by each request to participate or tender. Where, due to an obvious
clerical error on the part of the candidate or tenderer, the candidate or tenderer omits
to submit evidence or to make statements, Article 96(2) of the Financial Regulation
shall apply.

Where the evaluation committee concludes that a candidate or tenderer meets
the exclusion criteria and/or does not meet the selection criteria, the Commission

® Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the
Community code relating to medicinal products for human use (OJ L 311, 28.11.2001, p. 67).

! Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying
down Community procedures for the authorisation and supervision of medicinal products for human and
veterinary use and establishing a European Medicines Agency (OJ L 136, 30.4.2004, p. 1).
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shall submit a proposal excluding or declaring unsuccessful that candidate or
tenderer for the approval of the SPPSC, in accordance with Article 7. Such a decision
shall prevent that candidate or tenderer from participating in any further stage of the
joint procurement procedure.

The Commission's proposal shall be accompanied by the written records of the
evaluation referred to in Article 10(3) and shall indicate the reasons for excluding or
declaring unsuccessful the candidate or tenderer concerned.

3. The Commission shall notify each candidate or tenderer that has been excluded
or declared unsuccessful pursuant to this Article of the reasons for its decision.

The notification shall be made in accordance with point (a) of the first
subparagraph of Article 161(3) and the second subparagraph of Article 161(3) of the
Rules of Application. Such notification shall be made as soon as practicable following
the opinion of the SPPSC.

Article 21
Award of a contract

1. The award decision shall be adopted by the Commission on its own behalf and
on behalf of the participating Contracting Parties, in accordance with Article 113(1) of
the Financial Regulation and Articles 149 and 159(3) of the Rules of Application, after
approval by the Specific Procurement Procedure Steering Committee in accordance
with Article 7.

2. The Commission proposal shall be accompanied by a copy of the written
records of the evaluation referred to in Article 10(3), as well as, where the
Commission proposes not to follow the recommendations of the evaluation
committee, by a note substantiating the reasons for which they are not being
followed.

3. The award decision shall be notified simultaneously to all successful and
unsuccessful tenderers or candidates in accordance with Article 161(3) of the Rules
of Application.

Article 22
Specific provisions relating to the signature of the contract and entry into force

1. After the award decision is adopted, and without prejudice to Article 114 of the
Financial Regulation, the participating Contracting Parties shall sign the contract.

2. A contract with a selected tenderer shall be approved by the SPPSC in
accordance with Article 7, before it is signed if or to the extent that it differs
substantively from the draft contract, approved in accordance with Article 16(2)(d).

For the purposes of the first subparagraph, a contract with a selected tenderer
shall not be deemed to differ substantively from a draft contract where differences
are limited to the insertion of particulars that are missing in the draft contract.

3. The signing of the contract shall be subject to the rules on standstill provided for
in Article 171 of the Rules of Application.

4. The contract shall not enter into force until it is signed by the contractor and the
participating Contracting Parties pursuant to paragraph 1.

5. In cases of urgency, after the award decision is adopted and without prejudice to
Article 114 of the Financial Regulation, the SPPSC may approve, in accordance with
Article 7, to authorise the Commission to sign the framework contract on behalf of
and for the account of all the participating Contracting Parties.
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Article 23

Specific provisions relating to contacts with economic operators, candidates
or tenderers during the joint procurement procedure

1. The Commission shall be the sole point of contact between the Contracting
Parties and economic operators, candidates, tenderers, or their representatives,
concerning any matter pertaining to the joint procurement procedure.

The Commission shall adopt and publish arrangements for contact with
economic operators or their representatives on its website prior to the launch of the
joint procurement procedure.

After the launch of a joint procurement procedure, contact between economic
operators, candidates, tenderers, or their representatives and the Commission as
well as other Contracting Parties or their representatives may only take place, by
way of exception, under the conditions set out in Article 160(2) and (3) of the Rules
of Application.

2. Each Contracting Party shall ensure that, where persons working in connection
with this Agreement for that Contracting Party are approached by an economic
operator, candidate, tenderer, or their representative concerning any matter
pertaining to the joint procurement procedure following the entry into force of this
Agreement, they shall state that, under Article 23(1) of this Agreement, the
Commission is the sole contact point with economic operators, candidates,
tenderers, or their representatives and refer any such person to the Commission.
They shall simultaneously inform the Commission of the details of the approach and
the referral.

3. Any contact with economic operators, candidates, tenderers or their
representatives referred to in paragraphs 1 and 2, including any exchange of
correspondence involved, shall be duly recorded.

The Commission shall inform the SPPSC of such contacts.

4. The Contracting Parties retain the right to communicate with the economic
operators, candidates, tenderers or their representatives in relation to procurement
procedures outside this Agreement, including in relation to procedures which involve
the procurement of medical countermeasures which form the subject of a joint
procurement procedure, but shall not, in doing so, refer to any matter pertaining to
that particular joint procurement procedure.

Article 24
Abandonment and cancellation

1. Contracting Parties that have started a procurement procedure may, for well-
founded and substantiated grounds, collectively abandon the joint procurement
procedure before the contract is awarded or collectively cancel the award procedure
before the contract is signed, pursuant to the first paragraph of Article 114 of the
Financial Regulation.

Such a decision shall be adopted by the Commission after approval by the
SPPSC, upon a proposal from the Commission or any other participating Contracting
Party. By way of derogation from Article 7, the proposal shall stand adopted if a
simple majority of the SPPSC members present or represented vote in favour of the
collective abandonment or collective cancellation.

2. For the application of Article 114 of the Financial Regulation, the call for tender
shall provide that the participating Contracting Parties may either abandon the joint
procurement procedure before the contract is awarded or cancel the award
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procedure before the contract is signed, without the candidates or tenderers being
entitled to claim any compensation.

3. Even if a proposal has been approved in accordance with paragraph 1, the
SPPSC may only abandon the joint procurement procedure before the contract is
awarded or cancel the award procedure before the contract is signed.

The decision of the SPPSC under the first subparagraph shall be brought to the
attention of the candidates or tenderers as soon as practicable.

4. A Contracting Party that has started a joint procurement procedure may, for well-
founded and substantiated grounds, individually abandon that procedure before the
contract is awarded, pursuant to the first paragraph of Article 114 of the Financial
Regulation.

A Contracting Party shall give reasons for its decision which shall be
communicated to the SPPSC, the candidates or tenderers.

5. For the application of Article 114 of the Financial Regulation, the call for tender
shall provide that a Contracting Party may abandon the joint procurement procedure
before the contract is awarded, without the candidates or tenderers being entitled to
claim any compensation.

Article 25
Specific provisions applicable in the case of a negotiated procedure

1. Where the joint procurement is pursued through a negotiated procedure,
paragraphs 2 to 8 shall apply to:

(a) the invitation to submit offers for negotiation;
(b) the negotiations with tenderers or their representatives;
(c) the evaluation of the tenders.

2. In negotiated procedures without prior publication of a contract notice in the
Official Journal of the European Union, the Commission shall submit a draft shortlist
of candidates that it proposes to invite to negotiate, for approval by the SPPSC, in
accordance with Article 7.

3. Following the approval referred to in paragraph 2, the Commission shall, on
behalf of the participating Contracting Parties, invite the shortlisted candidates to
negotiate.

4. In negotiated procedures, following publication of a contract notice in the Official
Journal of the European Union, the procedure may take place in stages by applying
the award criteria set out in the tender specifications to reduce the number of tenders
to be negotiated. If so, the tender specifications shall stipulate that this option is to be
used and shall indicate how it shall be used.

If the option envisaged under the first subparagraph is used, an evaluation
committee set up in accordance with Articles 8 and 9 shall submit an evaluation
report, for approval by the SPPSC in accordance with Article 7, with a list of
tenderers to be eliminated from participating in further stages of the joint
procurement procedure based on application of the award criteria.

5. Following approval as referred to in [the second subparagraph of] paragraph 4,
the Commission, acting on behalf of the participating Contracting Parties, shall notify
each excluded tenderer of the reasons for its exclusion from further stages of the
joint procurement procedure.
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The notification shall be made in accordance with Article 161(3) of the Rules of
Application. Such notification shall be made as soon as practicable following the
approval by the SPPSC.

6. The negotiations shall be conducted by (an) evaluation committee(s) set up in
accordance with Articles 8 and 9 with tenderers that have not been excluded or
declared unsuccessful in accordance with Article 20(2) or through the application of
the option envisaged under paragraph 4 of this Article.

7. The negotiations shall be carried out in accordance with Article 129 of the Rules
of Application and on the basis of pre-announced criteria provided for in the tender
specifications.

Where the negotiations are conducted orally, a written record of the negotiations
shall be drawn up by the evaluation committee(s) referred to in paragraph 6. It shall
be sent to the tenderer concerned, indicating a time limit for communicating any
proposed addition or correction. During meetings with tenderers, the evaluation
committee(s) shall be represented by at least two members, one of whom is
designated by the Commission and another nominated by a Member State. Oral
negotiations may only be conducted where there is only one candidate, due to a
monopoly situation, pursuant to Article 134(1)(b) or if the negotiations take place with
a tenderer awarded the initial contract, in situations referred to in Article 134(1)(e) or
(f) of the Rules of Application.

Unless otherwise specified in the tender documents, the negotiations shall be
strictly limited to the content of the tender and shall not modify initial terms of the
technical specifications and/or contractual provisions.

8. During the negotiations, tenderers may be requested by the evaluation
committee(s) to modify their tenders, in which case their offers shall be evaluated on
the basis of their modified tenders.

Article 26
Specific provisions applicable in the case of a competitive dialogue

1. Where the joint procurement is pursued through a competitive dialogue
procedure, paragraphs 2 to 7 shall apply to dialogues with candidates and their
representatives that have not been excluded or declared unsuccessful in accordance
with Article 20(2) or through the application of the option envisaged in paragraph 3 of
this Article.

2. The dialogues shall be conducted by (an) evaluation committee(s) set up in
accordance with Articles 8 and 9, in conformity with Article 132 of the Rules of
Application.

A written record of the dialogues shall be drawn up by the evaluation
committee(s) referred to in the first subparagraph. It shall be sent to the candidate
concerned, indicating a time limit for communicating any proposed addition or
correction. The evaluation committee(s) shall also draw up a report setting out its
overall assessment of and recommendations on the results of the dialogues, in
particular on whether or not the dialogues should be concluded.

The dialogues shall not concern the contract notice or descriptive document
referred to in Article 132 of the Rules of Application.

3. The dialogues may take place in successive stages in order to reduce the
number of solutions to be discussed by applying criteria set out in the descriptive
document accompanying the contract notice. Where that is the case, the descriptive
document shall stipulate that this option is to be used and indicate how it shall be
used.
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If the option envisaged under the first subparagraph is used, an evaluation
committee set up in accordance with Articles 8 and 9 shall submit an evaluation
report, for approval by the SPPSC in accordance with Article 7, with a list of
candidates to be excluded from participating in further stages of the joint
procurement procedure based on application of the criteria set out in the descriptive
document.

4. Following approval as referred to in [the second subparagraph of] paragraph 3,
the Commission acting on behalf of the participating Contracting Parties shall notify
each candidate that has been so excluded of the reasons for their exclusion from
further stages of the joint procurement procedure.

The notification shall be made in accordance with Article 161(3) of the Rules of
Application. Such notification shall be made as soon as practicable following the
approval by the SPPSC.

5. Before concluding the dialogues, a proposal informing candidates that the
dialogues are concluded and inviting them to submit their final tenders on the basis of
solutions presented and specified during the dialogues, shall be submitted by the
Commission for the approval by the SPPSC in accordance with Article 7.

6. Following approval as referred to in paragraph 5, the Commission, acting on
behalf of the concerned Contracting Parties, shall notify each participant in the
dialogues that has not been eliminated under paragraph 4 of the conclusion of the
dialogues and shall invite them to submit their final tenders on the basis of solutions
presented and specified during the dialogue.

The notification shall be made in accordance with Article 113(2) of the Financial
Regulation and Article 161(3) of the Rules of Application. Such notification shall be
made as soon as practicable following the approval by the SPPSC.

7. The tenders submitted shall be evaluated by the evaluation committee(s)
referred to in paragraph 2, in conformity with the second and third subparagraphs of
Article 132(4) of the Rules of Application.

Title IV
AWARD AND USE OF SPECIFIC CONTRACTS
BASED ON FRAMEWORK CONTRACTS
Article 27
Award and signature of specific contracts based on framework contracts

1. The implementation of framework contracts shall be carried out through specific
contracts concluded between individual participating Contracting Parties and the JPA
contractors that are parties to these framework contracts.

Contracting Parties concerned by a framework contract may award and sign
specific contracts up to the maximum number of medical countermeasures they have
reserved under the said framework contract.

2. Any Contracting Party shall inform the JPASC of the award and conclusion of
specific contracts in a timely manner.

3. Specific contracts shall be signed by all parties to the framework contract before
that framework contract expires. Those specific contracts shall be implemented at the
latest 6 months after the expiry of the relevant framework contract. The provisions of
the relevant framework contract shall continue to apply to such specific contracts
after its expiry.
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4. Contracting Parties awarding and signing specific contracts shall be fully
responsible for the implementation of these contracts and, in particular, the following
tasks:

a) ensuring compliance with the terms of the framework contract when
implementing it through a specific contract;

b) informing the Commission of the quality and of the quantity of the supplies
that would be delivered;

c) where applicable, evaluating the offers for specific contracts in case of
reopening of competition;

d) making individual budgetary commitments;
e) issuing order forms;
f)  ensuring the follow-up of order forms;
g) meeting payment deadlines obligations;
h) managing the contractual relations stemming from specific contracts;
i)  respecting the obligation of ex-post publication of the award of the contract.
Article 28
Reallocation of reserved quantities

A Contracting Party may offer its reserved quantity of medical countermeasures
under a framework contract wholly or in part to one or more Contracting Party
participating in the same framework contract. The terms of reallocation of reserved
guantities shall be agreed between the offering Contracting Party and the acquiring
Contracting Party.

Article 29
Redirection of orders

1. Following the award of a specific contract under a framework contract, a
Contracting Party may offer to one or more Contracting Party participating in the
same framework contract to purchase wholly or in part the ordered quantity still
remaining with the contractor. The terms of redirecting the ordered quantities shall be
agreed between the contractor, the offering Contracting Party and the acquiring
Contracting Party.

2. Where the medical countermeasures concerned are medicinal products, the
acquiring Contracting Party shall ensure that those medicinal products comply with
Directive 2001/83/EC® or Regulation (EC) No 726/2004 ’ .

Article 30
Resale of deliveries

1. A Contracting Party may offer to one or more other Contracting Party the
possibility of purchasing a number of medical countermeasures that have already
been delivered to the offering Contracting Party. The terms of the resale shall be
agreed between the offering Contracting Party and the acquiring Contracting Party,
and, if applicable, the contractor.

2. The offering Contracting Party and the acquiring Contracting Party shall ensure
that such resale is in compliance with public procurement law and competition law
and respects any contractual stipulations by which the offering Contracting Party may
be bound.
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3. Where the medical countermeasures concerned are medicinal products, the
acquiring Contracting Party shall ensure that those medicinal products comply with
Directive 2001/83/EC ° or Regulation (EC) No 726/2004 ’.

4. The possibility to resell medical countermeasures that have already been
delivered to a Contracting Party to one or more state that is not a Contracting Party is
subject to the agreement of the offering Contracting Party, the acquiring state(s), and
the contractor. The offering Contracting Party and the acquiring state(s) shall ensure
that such resale is in compliance with Union public procurement law and competition
law and respects any contractual stipulations by which the offering Contracting Party
may be bound.

Article 31
Donation of medical countermeasures

1. A Contracting Party may donate medical countermeasures acquired under the
joint procurement procedure.

2. Before the donation, the Contracting Party shall inform the JPASC. JPASC
members shall have seven calendar days to express their interest to receive the
donation. After this period, the donating Contracting Party may decide on the
beneficiary of the donation, taking into account the public health needs of the states
represented by the JPASC member(s), and of other states and international
organisations, that have expressed their interest.

3. The donating Contracting Party may claim the reimbursement of administrative
expenditures and transport costs from the receiving country that it bears in relation to
the donation.

Title V

PROVISIONS APPLICABLE TO THE HANDLING OF INFORMATION OR
DOCUMENTS

Article 32
Sharing of information or documents

The Contracting Parties shall provide each other with the information or
documents required for the purposes of carrying out their respective roles under this
Agreement.

Article 33
Professional secrecy

1. Without prejudice to paragraph 2, persons working in connection with this
Agreement shall be prohibited, even after their duties have ceased, from disclosing
information of the kind covered by the obligation of professional secrecy within the
meaning of Article 339 of the Treaty.

2. Without prejudice to Article 35(2), information or documents covered by the
obligation of professional secrecy handled by the Contracting Parties under this
Agreement shall be disseminated only according to the needs of persons working in
connection with this Agreement to enable them to perform a function or a task in
connection with this Agreement. Access shall not be authorised merely because a
person occupies a particular position, however senior.

Once the information or documents referred to in the first subparagraph have
lawfully been made publically available, the obligation of professional secrecy shall
no longer apply.
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3. Each Contracting Party shall be responsible for ensuring that all persons
working for it in connection with this Agreement are legally bound to respect the
obligations in paragraphs 1 and 2 during their employment and following the
termination of their employment.

4. Without prejudice to Article 38(1), where persons working in connection with this
Agreement are not employed by a Contracting Party, the Contracting Party that they
are assisting shall enter into a contractual arrangement with the relevant employer by
which the latter imposes the obligations in paragraphs 1 and 2 on its employees.

Article 34
Conflict of interest

1. Each Contracting Party shall be responsible for ensuring that all persons
working for it in connection with this Agreement are not in a situation that might
create a conflict of interest or otherwise compromise the impartiality or objectivity of
their work in connection with this Agreement during their employment.

2. Without prejudice to Article 38(1), where persons working in connection with this
Agreement are not employed by a Contracting Party, the Contracting Party that they
are assisting shall enter into a contractual arrangement with the relevant employer by
which the latter imposes the obligations in paragraph 1 on its employees.

Article 35
Use of Information or Documents

1. The Contracting Parties shall not use any information or document handled
under this Agreement for purposes other than those pertaining to this Agreement.

2. To the extent possible under the applicable Union or national law, any
Contracting Party considering the release of any information or document handled
under this Agreement, shall consult in writing the originator of the information or
document in good time prior to releasing the information or document in question,
and shall take the utmost account of the views of the originator.

Where prior consultation in accordance with the first subparagraph is not
possible, the Contracting Party shall nonetheless inform the originator of the release
including the factual and legal circumstances pertaining to it without undue delay.

3. Each Contracting Party shall be responsible for ensuring that all persons
working for it in connection with this Agreement are legally bound to respect the
obligations in paragraphs 1 and 2 during their employment and following the
termination of their employment.

4. Without prejudice to Article 37(1), where persons working in connection with this
Agreement are not employed by a Contracting Party, the Contracting Party that they
are assisting shall enter into a contractual arrangement with the relevant employer by
which the latter imposes the obligations in paragraphs 1 and 2 on its employees.

Article 36
Access to documents

Nothing in this Agreement shall preclude a Contracting Party from complying
with provisions of Union or national law applicable to it regarding public access to
documents, the protection of personal data or the protection of classified information.
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Article 37

Measures for protecting information or documents handled
under this Agreement

1. The Commission shall propose specific handling instructions applicable to
information or documents handled under this Agreement and security measures
applicable to meetings of the JPASC, the SPPSC and the opening or evaluation
committees.

2. Handling instructions applicable to information or documents handled within the
JPASC and security measures applicable to meetings of the JPASC shall be adopted
as part of the rules of procedure of this committee on the basis of a proposal from the
Commission.

3. Handling instructions applicable to information or documents handled within the
SPPSC and security measures applicable to meetings of the SPPSC shall be
adopted as part of the rules of procedure of this committee on the basis of a proposal
from the Commission.

4. Handling instructions applicable to information or documents handled within the
opening or evaluation committees and security measures applicable to meetings of
the opening or evaluation committees, including any Code of conduct for evaluators,
shall be submitted to the JPASC for approval pursuant to Article 7.

5. Each member of the evaluation committees shall sign the Declaration.

The Chair of an evaluation committee may also require each member of the
evaluation committee to sign a Code of conduct for evaluators referred to in the
paragraph 4.

Article 38
Compliance

1. Each Contracting Party shall be responsible to every other Contracting Parties
for ensuring compliance with this Title and for making good any damage caused by
the breach of those provisions.

2. Each Contracting Party shall take appropriate measures in accordance with the
rules, laws or regulations applicable to it, to:

(@) prevent and detect the disclosure of information or documents covered by
the obligation of professional secrecy handled under this Agreement to unauthorised
persons;

(b) comply with handling instructions relating to information or documents
covered by the obligation of professional secrecy handled under this Agreement;

(c) prevent, detect and eliminate conflicts of interests that may arise in the
performance of this Agreement.

3. Each Contracting Party shall notify the JPASC, through its Chair, of any breach
of this Title or where information or documents protected under this Title have been
lost or inappropriately handled, without undue delay, upon becoming aware of such a
breach, loss or inappropriate handling.

The Contracting Party concerned shall promptly investigate, in accordance with
the rules, laws or regulations applicable to it, the breach, loss or inappropriate
handling of the information or documents, where it is known or where there are
reasonable grounds for suspecting that the information or documents covered by the
obligation of professional secrecy handled under this Agreement may have been lost
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or inappropriately handled. It shall report to the JPASC on the results of its
investigation.

Without prejudice to the rules, laws or regulations applicable to them, the
Contracting Parties shall co-operate with one another in the investigation of any
breach of this Title or where information or documents protected under this Title have
been lost or inappropriately handled.

Without prejudice to the fifth subparagraph, the Contracting Parties shall co-
operate with one another in finding appropriate solutions to eliminate, remedy or
mitigate the impact of any breach of this Title.

Each Contracting Party shall remain responsible for eliminating, remedying or
mitigating the impact of any breach of this Title, even after having consulted the
JPASC.

Title VI
FINAL PROVISIONS
Article 39
Duty of sincere co-operation

The Contracting Parties shall take all appropriate measures, whether general or
particular, to ensure fulfilment of the obligations arising out of this Agreement or from
any action taken under it. They shall abstain from any measure that could jeopardise
the attainment of the objectives of Decision No 1082/2013/EU and this Agreement.

This Article is without prejudice to the right of Contracting Parties to carry out
procurement procedures outside this Agreement, even where such procedures
involve the procurement of medical countermeasures which form the subject of a
joint procurement procedure or a framework contract or involve economic operators
or contractors who are tendering for, or have signed, a framework contract pursuant
to a joint procurement procedure under this Agreement.

Article 40
Consequences of non-compliance

1. Inthe event of a failure to comply by any Contracting Party with this Agreement,
the Contracting Parties shall use their best endeavours to promptly and jointly
determine together in the JPASC the means to redress the situation as soon as
possible.

2. In the event of a disagreement between two or more Contracting Parties with
regard to the interpretation or application of this Agreement, those Contracting
Parties shall use their best endeavours to settle the matter directly.

Should this not be possible, any of the Contracting Parties to the disagreement
may refer the matter to the JPASC, where the Contracting Parties shall use their best
endeavours to resolve the matter through mediation.

3. If the processes set out in paragraphs 1 and 2 do not remedy the lack of
compliance or settle the disagreement, within three months of the matter being
referred to the JPASC either under paragraph 1 or the second subparagraph of
paragraph 2, the matter may be referred to the Court of Justice in accordance with
Article 41.
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Article 41
Competent court for hearing disagreements

1. Any failure to comply with this Agreement, or disagreement with regard to the
interpretation or application of this Agreement between the Contracting Parties, that
remains unresolved within the JPASC, following the application of Article 40(3), may
be brought before the Court of Justice:

(@) by the Contracting Party(ies) concerned, pursuant to Article 272 of the
Treaty, where the unresolved matter is outstanding between the Commission and
one or more Member State;

(b) by any Contracting Party(ies) concerned that is(are) (a) Member State(s) of
the Union, against any other Contracting Party(ies) concerned that is(are) (a)
Member State(s) of the Union, pursuant to Article 273 of the Treaty , where the
unresolved matter is outstanding between two or more Member States.

2.  The Court of Justice shall have exclusive jurisdiction to decide upon any failure
to comply with this Agreement or disagreement with regard to the interpretation or
application of this Agreement.

3. The Court of Justice may award any remedy it deems appropriate in cases
brought before it under this Article.

Article 42
Applicable law and severance

1. Matters or disputes arising within the subject matter of this Agreement shall be
governed by applicable Union law, the terms of this Agreement and, where
appropriate, the general principles of law common to the Member States of the
Union.

2. The law applicable to framework or direct contracts pursuant to this Agreement
and the competent court for the hearing of disputes under these contracts shall be
determined in these contracts.

3. If any one or more of the provisions of this Agreement should be or become fully
or partly invalid, illegal or unenforceable in any respect under the applicable law, the
validity, legality and enforceability of the remaining provisions contained therein shall
not be affected or impaired thereby.

Article 43
Non-contractual liability and indemnity for actions for damages

1. Without prejudice to Articles 41 and 42, each Contracting Party shall, in
accordance with Union law, make good any non-contractual damage to third parties
or to other Contracting Parties, arising out of this Agreement caused by its authorities
or by any persons working in connection with this Agreement for those authorities.

The Commission's non-contractual liability arising out of this Agreement is
governed by the second paragraph of Article 340 of the Treaty.

2. Without prejudice to Articles 41 and 42, where the Commission, within its role as
a representative of the Contracting Parties pursuant to Article 4, paragraphs 3to 5, is
required to compensate a third party or a Contracting Party for non-contractual
damage arising in connection with this Agreement caused in whole or in part by one
or more Contracting Party(ies) and where the Contracting Party(ies) concerned can
be identified, the Contracting Party(ies) in question shall indemnify the Commission
in full for the cost of making good any damage not caused by the Commission,
including the related costs of any legal proceedings.
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3. Without prejudice to Articles 41 and 42, where the Commission, within its role as
a representative of the Contracting Parties pursuant to Article 4, paragraphs 3 to 5, is
required to compensate a third party or another Contracting Party for non-contractual
damage arising in connection with this Agreement caused in whole or in part by one
or more Contracting Party(ies) but where the Contracting Party(ies) concerned
cannot be identified, all the other Contracting Parties shall indemnify the Commission
for the cost of making good this damage, including the related costs of any legal
proceedings.

The share payable by each Contracting Party concerned, including the share
that remain borne by the Commission, of the total cost of this compensation shall be
in accordance with its share in the total number of medical countermeasures covered
by the specific procurement procedure.

A Contracting Party shall be excluded from the calculation if it can prove that it
could not have caused the damage even in part. However, no Contracting Party shall
be excluded from the calculation solely on the grounds that it was not part of the
JPASC or the SPPSC that approved or gave an opinion in favour of a proposal which
once adopted caused the damage, either because it was not present or represented
at the meeting, or because it did not take part in the vote; nor shall a Contracting
Party be excluded from the calculation on the grounds that it abstained from voting,
or voted against the proposal.

4. Without prejudice to Articles 41 and 42, where the Commission has suffered
non-contractual damage arising out of this Agreement caused in whole or in part by
one or more Contracting Parties but where the Contracting Party concerned cannot
be identified, all the Contracting Parties other than the Commission shall indemnify
the Commission in full for the cost of this damage.

The share payable by each Contracting Party concerned of the total amount due
to the Commission shall be calculated in accordance with the second subparagraph
of paragraph 3. The third subparagraph of paragraph 3 shall apply accordingly.

5. Without prejudice to Articles 41 and 42, the Commission, as opposed to the
other Contracting Parties, shall be solely responsible to make good any non-
contractual damage, arising out of this Agreement, caused to a third party or (an)
other Contracting Party(ies) by acts the Commission has adopted without the
approval or opinion of the Steering Committees under this Agreement.

6. This Article shall not apply to contractual liability arising under the contracts.
Article 44
Terms of Payment and Prices

1. Participating Contracting Parties shall comply with all prices and terms of
payment specified in the:

(a) descriptive document accompanying the contract notice, in the case of a
competitive dialogue procedure, in favour of participants in the dialogue;

(b) framework contract with the contractor following its conclusion.

2. Participating Contracting Parties shall be responsible for settling directly with the
contractor any financial commitments resulting from a framework contract, pro rata to
their share in the total number of medical countermeasures covered by that
framework contract.
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Article 45
Preamble and Annexes

This Agreement shall be interpreted in the light of its Preamble and Union Law,
in particular, Decision No 1082/2013/EU, the Financial Regulation and the Rules of
Application. The Annexes to this Agreement shall constitute an integral part thereof.

Article 46
Amendments

The Contracting Parties may propose amendments to this Agreement. The
proposed amendments shall be submitted in writing to the JPASC, through its Chair.

An amendment to this Agreement and its Annexes shall be unanimously agreed
by the JPASC. The amendment enters into force and becomes an integral part of
this Agreement in accordance with the fourth and fifth paragraphs of Article 51.

Article 47
Term and termination

1. This Agreement shall subsist until it is either replaced by another agreement in
accordance with paragraph 2 of this Article or it is terminated in accordance with
paragraph 3 of this Article.

2. Upon a request presented by a simple majority of the JPASC members, the
Commission may develop a proposal either to replace this Agreement with another
agreement or to terminate this Agreement. The Commission proposal shall, if
appropriate, be accompanied by a comprehensive plan for an orderly transition to an
alternative framework and the continuation of the guarantees in the interim.

3. This Agreement shall only be terminated if agreed in writing unanimously by the
Contracting Parties.

Article 48
Withdrawal by a Contracting Party

1. Should a Contracting Party decide to withdraw from the Agreement, the
Contracting Party shall inform the JPASC. Withdrawal from the Agreement shall not
have financial consequences for withdrawing Contracting Parties provided that the
withdrawal takes effect before the call for tender is published.

2. The withdrawing Contracting Party shall compensate any damages resulting
from its contractual obligations under contracts governed by this Agreement.

Article 49
Other countries joining this Agreement

1. This Agreement shall be open to the participation of any Member State of the
Union, as well as, subject to the conclusion of international agreements to that effect
as required under Article 104(1), fourth subparagraph, of the Financial Regulation, of
any EFTA state or Union candidate country.

2. Should a country among those referred to in paragraph 1 decide to join the
Agreement, it shall inform the Contracting Parties in writing, through the JPASC.

3. The signature of the Agreement by a joining country means that it accepts
unconditionally all stipulations of this Agreement as well as all decisions already
adopted by the Commission and the JPASC in connection with this Agreement as of
when the Agreement entered into force as set out in Article 51(4). The joining country
cannot, however, participate in on-going procurement procedures.
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Article 50
Communication

All notices under this Agreement shall be valid if given in writing and sent to the
addresses and contact details by the transmission means provided for in the rules of
procedure of the JPASC.

Article 51
Signature and entry into force

1. This Agreement shall be established and executed in the equally authentic
linguistic versions set out in Annex IV.

2. The Contracting Parties shall sign one or more duplicates of each of the
linguistic versions of this Agreement. Signatures on different duplicates of an
authentic linguistic version shall have the same effect as if the signatures were on a
single duplicate of this Agreement.

3. The Commission shall act as depository of all signed authentic linguistic
versions of this Agreement. It shall supply duly certified copies of this Agreement to
each of the Contracting Parties as soon as practicable after the receipt of signed
duplicates of this Agreement from all Contracting Parties.

4. This Agreement shall enter into force 14 days following the day on which the
Commission has received a signed duplicate of this Agreement from each
Contracting Party in all authentic linguistic versions, the Commission has signed a
duplicate in the same authentic linguistic versions, and one third of all Contracting
Parties have submitted to the Commission the Confirmation of completion of national
procedures for the approval of this Agreement or the absence of a need for such
procedures, attached as Annex Il.

5. The remaining two thirds of Contracting Parties to submit the Confirmation
referred to in paragraph 4 shall be bound, as of 14 days following submission of that
Confirmation, by this Agreement and by all acts already adopted by the JPASC in
connection with this Agreement as of when this Agreement entered into force as set
out in paragraph 4.

Article 52
Transitional measures

Contracting Parties other than the Commission that have not notified the
Commission that this Agreement has entered into force for themselves, as set out in
Article 51(4), may participate in the work of the JPASC, as observers, subject to such
states signing the Agreement on participation in the work of the JPASC as an
observer, attached as Annex .

Contracting Parties other than the Commission that have not submitted to the
Commission the Confirmation referred to in Article 51(4) shall not be taken into
account for the purposes of reaching a common accord, qualified majority or simple
majority under this Agreement.

Article 53
Publication

This Agreement and any amendments thereto shall be published in all official
languages of those Contracting Parties that are Member States of the Union in the
"C" Series of the Official Journal of the European Union.

IN WITNESS WHEREOF the undersigned, being duly authorised, have
signed this Agreement.
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ANNEXES

Annex |

Declaration of absence of conflict of interest and protection of confidentiality to be
given by members of the evaluation committee(s) as referred to in Article 37(5)

Title of contract;

Reference:
(Call for tenders No):

[, the UNdersigned ...
having been [appointed to the evaluation committee] [given the responsibility of
assessing exclusion and selection criteria and/or award criteria] for the above-
mentioned contract, declare that | am aware of Article 57 of the Financial
Regulations, which states that:

“1. Financial actors and other persons involved in budget implementation and
management, including acts preparatory thereto, audit or control shall not take any
action which may bring their own interests into conflict with those of the Union.

Where such a risk exists, the person in question shall refrain from such action and
shall refer the matter to the authorising officer by delegation who shall confirm in
writing whether a conflict of interests exists. The person in question shall also inform
his or her hierarchical superior. Where a conflict of interests is found to exist, the
person in question shall cease all activities in the matter. The authorising officer by
delegation shall personally take any further appropriate action.

2. For the purposes of paragraph 1, a conflict of interests exists where the impartial
and objective exercise of the functions of a financial actor or other person, as
referred to in paragraph 1, is compromised for reasons involving family, emotional
life, political or national affinity, economic interest or any other shared interest with a
recipient.

3. The Commission shall be empowered to adopt delegated acts in accordance with
Article 210 setting out what is likely to constitute a conflict of interests together with
the procedure to be followed in such cases.”

| hereby declare that, to my knowledge, | have no conflict of interest with the
economic operators who have [applied to participate] [submitted a tender] for this
contract, including persons or members of a consortium, or the subcontractors
proposed.

| confirm that, if | discover during the evaluation that such a conflict exists, | will
declare it immediately and resign from the committee.

8 Regulation (EU, Euratom) No 966/2012 of the European Parliament and of the Council of 25
October 2012 on the financial rules applicable to the general budget of the Union and repealing
Council Regulation (EC, Euratom) No 1605/2002 (OJ L 298, 26.10.2012, p. 1).
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| also confirm that | will keep all matters entrusted to me confidential. | will not
communicate outside the committee any confidential information that is revealed to
me or that | have discovered or any information relating to the views expressed
during the evaluation. | will not make any adverse use of information given to me.

[I agree to abide by the terms of the Commission's Code of conduct for evaluators of
which | have received a copy.]
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Annex Il

Confirmation of completion of national procedures for the approval of this
Agreement or the absence of a need for such procedures as referred to in
Article 51(4)

[Letter-head of authority representing a Contracting Party for the purposes of
this Agreement]

European Commission

Director-General

Directorate-General for Health & Consumers
[Address]

Fax: [xxx]

Re: Confirmation of completion of national procedures for the approval of the
Joint  Procurement Agreement for the procurement of medical
countermeasures or the absence of a need for such procedures in accordance
with Article 51(4) of that Agreement

Dear Sir/Madam
We refer to Article 51(4) of the above-mentioned Joint Procurement Agreement.
EITHER

We hereby notify you that our national procedures for the approval of the above-
mentioned Joint Procurement Agreement were completed on [date].

OR

We hereby notify you that no national procedures are required for the approval of the
above-mentioned Joint Procurement Agreement by [Name of Contracting Party].

Yours faithfully

[Name of Contracting Party]
[National Authority]

[Name, Function]

[Address]

Fax: [xxx]
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Annex lll

Agreement on participation in the work of the Joint Procurement Agreement
Steering Committee as an observer referred to in the first paragraph of Article
52

[Letter-head of authority representing a Contracting Party for the purposes of
this Agreement]

European Commission

Director-General

Directorate-General for Health & Consumers
[Address]

Fax: [xxx]

Re: Agreement on participation in the work of the Joint Procurement
Agreement Steering Committee as an observer in accordance with the first
paragraph of Article 52 of the Joint Procurement Agreement for the
procurement of medical countermeasures

Dear Sir/Madam

We refer to the first paragraph of Article 52 of the above-mentioned Joint
Procurement Agreement entered into between the Commission and Member States
of the European Union.

We understand that [name of the Contracting Party]'s participation in the work of the
Joint Procurement Agreement Steering Committee pending the completion of the
national procedures for [Member State] to approve the above-mentioned Agreement
is subject to:

[ [name of the Contracting Party]'s agreement to be bound by Article 5 to 6, Article
23, Articles 32 to Error! Reference source not found.8, Articles 39 to 43, Article
50 and the second paragraph of Article 52 of the above-mentioned Joint
Procurement Agreement; and

¢ [name of the Contracting Party]'s compliance with the rules of procedure of the
Joint Procurement Agreement Steering Committee including any measures
promulgated under the said rules.

We hereby agree on behalf of [name of the Contracting Party] to be so bound and to
be so compliant.

Yours faithfully

[Name of the Contracting Party]
[National Authority]

[Name, Function]

[Address]

Fax: [xxx]
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Annex IV

List of authentic linguistic versions of this Agreement referred to in Article
51(2)

Spanish

Czech

Danish

German

Greek

English

French

Croatian

Italian

Lithuanian

Hungarian

Dutch

Portuguese

Slovak

Slovenian
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Sbstaveno v Lioksemburg na dvadeseti toni dve hiladi i Cetirinadeseta godina.
Hecho en Luxemburgo, el veinte de junio de dos mil catorce.

V Lucemburku dne dvacatého Cervna dva tisice ¢trnact.

Udfeerdiget i Luxembourg den tyvende juni to tusind og fjorten.

Geschehen zu Luxemburg am zwanzigsten Juni zweitausendvierzehn.

Kahe tuhande neljateistkimnenda aasta juunikuu kahekimnendal pé&eval
Luxembourgis.

‘Eyive 010 NoueuBoupyo, aTig ikoal louviou dUo xIAIAdeg dekaTéaaEpQ.

Done at Luxembourg on the twentieth day of June in the year two thousand and
fourteen.

Fait & Luxembourg, le vingt juin deux mille quatorze.

Arna dhéanamh i Lucsamburg, an fichit | de Mheitheamh an bhliain dh&d mhile agus
a ceathair déag.

Sastavljeno u Luxembourgu dvadesetog lipnja dvije tisu¢e Cetrnaeste.

Fatto a Lussemburgo, addi venti giugno duemilaquattordici.

Luksemburga, divi tikstosi Cetrpadsmita gada divdesmitaja junija.

Priimta dG tokstanciai keturiolikty mety birZelio dvideSimtg dieng Liuksemburge.
Kelt Luxembourgban, a kétezer-tizennegyedik év junius havanak huszadik napjan.
Maghmul fil-Lussemburgu, fl-ghoxrin jum ta' Gunju tas-sena elfejn u erbatax.
Gedaan te Luxemburg, de twintigste juni tweeduizend veertien.

Sporzgdzono w Luksemburgu dnia dwudziestego czerwca roku dwa tysigce
czternastego.

Feito em Luxemburgo, em vinte de junho de dois mil e catorze.
Intocmit la Luxemburg la dou&zeci iunie dou& mii paisprezece.
V Luxemburgu dvadsiateho juna dvetisicStrnast’.

V Luxembourgu, dne dvajsetega junija leta dva tiso€ $tirinajst.

Tehty Luxemburgissa kahdentenakymmenentenda paivand kesdkuuta vuonna
kaksituhattaneljatoista.

Som skedde i Luxemburg den tjugonde juni tjugohundrafjorton.
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Za Komisiata

Por la Comisién

Za Komisi

P& Kommissionens vegne
Fir die Kommission
Komisjoni nimel

MNa tnv EmTpotth
For the Commission
Par la Commission
Per la Commissione
Komisijas varda —
Komisijos vardu

A Bizottsag részérél
Ghall-Kummissjoni
Voor de Commissie
W imieniu Komisji
Pela Comissao
Pentru Comisie

Za Komisiu

Za Komisijo
Komission puolesta

Pa kommissionens vagnar



Voor het Koninkrijk Belgié
Pour le Royaume de Belgique
Fir das Konigreich Belgien

Za Republika Bblgaris

Za Ceskou republiku

For Kongeriget Danmark

Fur die Bundesrepublik Deutschland

Eesti Vabariigi nimel
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Thar cheann Na hEireann
For Ireland

MNa Tnv EAANVIKA AnuokparTia

Por el Reino de Espafia

Pour la République francaise

Za Republiku Hrvatsku

Per la Repubblica italiana

41
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MNa tnv Kutrpiok Anuokparia
Latvijas Republikas varda -

Lietuvos Respublikos vardu

Pour le Grand-Duché de Luxembourg
Magyarorszag részérol
Gcar-Repubblika ta’ Malta

Voor het Koninkrijk der Nederlanden

Fur die Republik Osterreich

W imieniu Rzeczypospolitej Polskiej

Pela Republica Portuguesa

Pentru Romania

Za Republiko Slovenijo
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Za Slovensku republiku

Soumen tasavallan puolesta
For Republiken Finland

For Konungariket Sverige

For United Kingdom of Great Britain and Northern Ireland

For the Kingdom of Norway

For Iceland
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Fir das Flrstentum Liechtenstein

For Montenegro

For the Republic of North Macedonia

For the Republic of Albania

For the Republic of Serbia
Minister of Finance

Mr SiniSa Mali

April 21, 2020

Belgrade
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For Bosnia and Herzegovina

For Kosovo*

*  This designation is without prejudice to positions on status, and is in line with
UNSCR 1244/1999 and the ICJ Opinion on the Kosovo declaration of
independence
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European
Commission

Brussels, 5.3.2015
C(2015) 1407 final

CORRIGENDUM

to Commission Decision C(2014)2258 final of 10 April 2014 on approval of the Joint

Procurement Agreement to procure medical countermeasures pursuant to
Decision 1082/2013/EU

EN
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CORRIGENDUM

to Commission Decision C(2014)2258 final of 10 April 2014 on approval of the
Joint Procurement Agreement to procure medical countermeasures pursuant
to Decision 1082/2013/EU

In Article 7(3) of the Annex

for: 'If a proposal is not passed by a qualified majority of the members of the relevant
Steering Committee, present or represented, then, and without prejudice to
paragraph 5, a second vote shall be organised at a subsequent meeting. By way of
derogation from paragraph 3, the proposal shall be considered approved by a
Steering Committee if it is passed by a simple majority of the members present or
represented voting on behalf of Contracting Parties whose participation in the
procedure amounts to at least 50% of the total actual cost (or where the actual cost is
unknown, the estimated cost) of medical countermeasures covered by the joint
procurement procedure, or, where applicable, covered by the Contracting Parties in
the SPPSC.

If the proposal cannot be passed by such a simple majority, then, and without
prejudice to paragraph 5, a third vote shall be held at a subsequent meeting. If the
simple majority as defined in the first subparagraph again cannot be reached, the
proposal shall be regarded as approved unless there is a qualified majority against it.

read: 'lIf a proposal is not passed by a qualified majority of the members of the
relevant Steering Committee, present or represented, then, and without prejudice to
paragraph 4, a second vote shall be organised at a subsequent meeting. By way of
derogation from paragraph 2, the proposal shall be considered approved by a
Steering Committee if it is passed by a simple majority of the members present or
represented voting on behalf of Contracting Parties whose participation in the
procedure amounts to at least 50% of the total actual cost (or where the actual cost is
unknown, the estimated cost) of medical countermeasures covered by the joint
procurement procedure, or, where applicable, covered by the Contracting Parties in
the SPPSC.

If the proposal cannot be passed by such a simple majority, then, and without
prejudice to paragraph 4, a third vote shall be held at a subsequent meeting. If the
simple majority as defined in the first subparagraph again cannot be reached, the
proposal shall be regarded as approved unless there is a qualified majority against it.
'In Article 7(4) of the Annex

for: 'Where the approval of a proposal by a Steering Committee is required urgently,
that Steering Committee shall meet via telephone or other appropriate means of
distance communication, and consecutive votes referred to in paragraph 3 can be
held at the same meeting. '

read: 'Where the approval of a proposal by a Steering Committee is required
urgently, that Steering Committee shall meet via telephone or other appropriate
means of distance

EN
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communication, and consecutive votes referred to in paragraphs 2 and 3 can be held
at the same meeting. '

In Article 7(5) of the Annex

for: 'Notwithstanding the first subparagraph of paragraph 1, paragraphs 3 and 4 shall
not apply where the unanimous agreement of the members of a Steering Committee
is required under this Agreement.'

read: 'Notwithstanding the first subparagraph of paragraph 1, paragraphs 2 and 3
shall not apply where the unanimous agreement of the members of a Steering
Committee is required under this Agreement.’

In the first subparagraph of Article 25(5) of the Annex

for: 'Following approval as referred to in [the second subparagraph of] paragraph 4,
the Commission, acting on behalf of the participating Contracting Parties, shall notify
each excluded tenderer of the reasons for its exclusion from further stages of the
joint procurement procedure.'

read: 'Following approval as referred to in the second subparagraph of paragraph 4,
the Commission, acting on behalf of the participating Contracting Parties, shall notify
each excluded tenderer of the reasons for its exclusion from further stages of the
joint procurement procedure.'

In the first subparagraph of Article 26(4) of the Annex

for: 'Following approval as referred to in [the second subparagraph of] paragraph 3,
the Commission acting on behalf of the participating Contracting Parties shall notify
each candidate that has been so excluded of the reasons for their exclusion from
further stages of the joint procurement procedure.’

read: 'Following approval as referred to in the second subparagraph of paragraph 3,
the Commission acting on behalf of the participating Contracting Parties shall notify
each candidate that has been so excluded of the reasons for their exclusion from
further stages of the joint procurement procedure.’'

In the first bullet point of Annex Il of the Annex

for: ' [name of the Contracting Party]'s agreement to be bound by Article 5 to 6,
Article 23, Articles 32 to Error! Reference source not found.8, Articles 39 to 43,
Article 50 and the second paragraph of Article 52 of the above-mentioned Joint
Procurement Agreement’

read: '[name of the Contracting Party]'s agreement to be bound by Article 5 to 6,
Article 23, Articles 32 to 38, Articles 39 to 43, Article 50 and the second paragraph of
Article 52 of the above-mentioned Joint Procurement Agreement'

EN
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SPORAZUM O ZAJEDNICKIM NABAVKAMA
MEDICINSKIH SREDSTAVA

Ovaj Sporazum o zajedni¢kim nabavkama (,Sporazum®) sacinjen je od strane i
izmedu sledecih ugovornih strana:

Evropske komisije (,Komisija“), koju za potrebe ovog Sporazuma zastupa Evropski
komesar za zdravlje, Tonio Borgi direktor Generalnog direktorata za zdravlje i zastitu
potrosac Paola Testori Kodzi.

i

sledecih drzava Clanica Evropske unije:
1. Kraljevina Belgija

Republika Bugarska

Ceska Republika

Kraljevina Danska

Savezna Republika Nemacka

Republika Estonija

Irska

Republika Greka

Kraljevina Spanija
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. Republika Francuska
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. Republika Hrvatska
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. Republika Kipar
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. Republika Letonija
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. Republika Litvanija
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. Veliko vojvodstvo Luksemburg
. Madarska
. Republika Malta

. Kraljevina Holandija
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. Republika Austrija
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. Republika Poljska
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. Republika Portugalija
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. Rumunija

N
I

. Republika Slovenija
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. Slovacka Republika

N
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. Republika Finska

N
~

. Kraljevina Svedska

N
(0]

. Ujedinjeno Kraljevstvo Velike Britanije i Severne Irske
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PREAMBULA
S OBZIROM NA:

(1) Drugi podstav ¢lana 168(1) Ugovora o funkcionisanju Evropske unije (,Ugovor®)
predvida ,delovanje Unije koje ¢e dopunjavati nacionalne politike, i biée usmereno na
poboljSanje javnog zdravlja, spreavanje bolesti. Takvadelovanja obuhvataju borbu
protiv ozbiljnih prekograni¢nih pretnji po zdravlje®.

(2) Prekograni¢ne pretnje, poput pandemijskog gripa, mogu se suzbiti vakcinacijom,
spreCavajuci potencijalno tesku bolest, pa ¢ak i smirt.

(3) U svojim Zakljuécima od 13. septembra 2010°, Savet je pozvao Komisiju da
podnese izvestaj i razvije mehanizam za zajedniCku nabavku vakcina i antivirusnih
lekova koji bi omoguéili drzavama ¢lanicama da, na dobrovoljnoj osnovi, usvoje
zajedniCke pristupe za pregovaranje ugovora sa industrijom, Sto bi jasno reSilo
pitanja kao Sto su odgovornost, dostupnost i cena lekova, kao i poverljivost.

(4) Na sastanku Saveta za pitanja zaposljavanja, socijalne politike, zdravlja i zastite
potroSac¢a odrzanom 6. i 7. decembra 2010, velika veéina drzava ¢lanica slozila se
da bi najprikladnije sredstvo za sprovodenje zajednickih postupaka nabavke za
pandemijske vakcine bilo razvijanje okvirnih ugovora koje drzave c¢lanice mogu
sklopiti na dobrovoljnoj osnovi.

(5) Clan 5(1) Odluke br. 1082/2013/EU Evropskog parlamenta i Saveta od 22.
oktobra 2013 prosirio je ovaj pristup izvan vakcina i antivirusnih lekova protiv
pandemijskog gripa. U skladu s tim ¢lanom, institucije Unije i drzave ¢lanice mogu se
ukljuciti u postupak zajedni¢ke nabavke u cilju prethodne kupovine medicinskih
sredstava za ozbiljne prekograni¢ne pretnje po zdravlje.

(6) Ocekuje se da ¢e zajednitka nabavka ojacati kupovnu mo¢ ugovornih strana i
osigurati pravedan pristup medicinskim sredstvima protiv ozbiljnih prekograni¢nih
pretnji po zdravlje.

(7) Zaklju€ivanje Sporazuma o zajednic¢kim nabavkama ne podrazumeva hikakvu
obavezu za ugovorne strane da naknadno ucestvuju u postupcima nabavke
pokrenutim radi sticanja konkretnih medicinskinh sredstava na osnovu tog
Sporazuma.

(8) U svrhu nabavke medicinskih sredstava protiv ozbiljnih prekograniénih pretnjipo
zdravlje, ugovorne strane su odlucile da se ukljue u zajedni¢ko delovanje, u smislu
treCeg podstava ¢lana 104(1) Uredbe (EU, Euratom) br. 966/2012 Evropskog
parlamenta i Saveta'?.

(9) Ugovorne strane nameravaju da sprovode zajedni¢ko delovanje, dodeljivanjem
ugovora za kupovinu medicinskih sredstava protiv ozbiljnih prekograni¢nih pretnjipo
zdravlje sledeéi jedan ili viSe postupaka zajednicke nabavke u smislu Delegirane

®http://register.consilium.europa.eu/pdf/en/10/st13/st13420-re01.en10.pdf
1Ohttp://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/lsa/118254.pdf

"0Odluka br. 1082/2013/EU Evropskog parlamenta i Saveta od 22. oktobra 2013. o ozbiljnim
prekograni¢nim pretnjama zdravlju i stavljanju van snage Odluke br. 2119/98/EK (SL L 293,
5.11.2013, str. 1).

2 Uredba (EU, Euratom) br. 966/2012 Evropskog parlamenta i Saveta od 25. oktobra 2012. o
finansijskim pravilima koja se primenjuju na opsti budzet Unije i stavljanju van snage Uredbe
Saveta (EK, Euratom) br. 1605/2002 (SL L 298, 26.10.2012, str. 1).



http://register.consilium.europa.eu/pdf/en/10/st13/st13420-re01.en10.pdf
http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/lsa/118254.pdf
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uredbe Komisije (EU) br. 1268/2012", kako je predvideno &lanom 5 Odluke br.
1082/2013/EU.

(10) Nista u ovom Sporazumu ne uti¢e na prava i obaveze drzava €lanica i Komisije
prema Ugovorima, i postizanje ciljeva Evropske unije, naroCito u oblasti javnog
zdravlja,

UGOVORNE STRANE SU SE SPORAZUMELE
0 dolenavedenim uslovima uklju€ujuci slede¢e Anekse:

Aneks | - lzjava o odsustvu sukoba interesa i zastiti poverljivosti koju treba da
da(ju) ¢lan(ovi)odbora za procenu, kako se navodi u ¢lanu 37(5)

Aneks Il - Potvrda o zavrSetku nacionalnih procedura za odobrenje ovog Sporazuma
ili odsustvo potrebe za takvim procedurama kakose navodi u ¢lanu 51(4)

Aneks Il - Sporazum o u¢eS¢u u radu Upravnog odbora Sporazuma o zajedni¢kim
nabavkama u svojstvu posmatrac¢a kako se navodi u prvom stavu ¢lana
52

Aneks IV - Spisak verodostojnih jezi¢kih verzija ovog Sporazuma kako se navodi u
¢lanu 51(1)

Delegirana uredba Komisije (EU) br. 1268/2012 od 29. oktobra 2012. o pravilima primene
Uredbe (EU, Euratom) br. 966/2012 Evropskog parlamenta i Saveta o finansijskim pravilima
koja se primenjuju na opsti budzet Unije (SL L 362, 31.12.2012, str. 1).
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Glava |
OPSTE ODREDBE
Clan 1
Predmet Sporazuma

1. Ovaj Sporazum predvida mogucnost ugovornih strana da nabave medicinska
sredstva dodeljivanjem ugovora na osnovu postupka zajednicke nabavke.

2. Ovaj Sporazum utvrduje prakticne modalitete koji reguliSu postupak zajednitke
nabavke u skladu sa tre¢im stavom ¢lana 133 Pravila primene.

3. Ovaj Sporazum takode obuhvata dodatnapitanja kao Sto su:
(i) upravljanje okvirnim ugovorima
(i) vodenje bilo kojeg sudskog postupka koji proizlazi iz postupka zajedni¢ke
nabavke ili okvirnih ugovora ili iz situacije nepostovanja ovog Sporazuma; i
(iii) sporazumno reSavanje bilo kakvih nesuglasica izmedu ugovornih strana.

4. Lice koje nije strana u ovom Sporazumu nema pravo da sprovodi ili uziva bilo
koja prava ili ostvaruje koristi predvidene bilo kojim ¢lanom ovog Ugovora.

5. Ovaj Sporazum ne dovodi u pitanje pravo ugovornih strana da sprovode
postupak nabavke van ovog Sporazuma, ¢ak i kada takvi postupci uklju€uju nabavku
medicinskih sredstava koja su predmet postupka zajednicke nabavke ili okvirnog
ugovora ili uklju€uju privredne subjekte ili ugovarace koji su konkurisali ili su potpisali
okvirni ugovor u skladu sa postupkom zajedni¢ke nabavke prema ovom Sporazumu.

Clan 2
Znacdenje pojmova

1. Svi uslovi u ovom Sporazumu koji proizlaze ili su definisani u Finansijskoj uredbi
ili Pravilima primene, imaju isto zna¢enje kao u tim aktima.

Za potrebe ovog Sporazuma:

(@) ,medicinska sredstva“ znaci bilo koji lek, medicinski uredaj i druga roba ili
usluge usmerene na borbu protiv ozbiljnih prekograniénih pretnji po zdravlje, kako se
navodi u Odluci br. 1082/2013/EU.

(b) ,Ugovor” oznaCavaUgovor o funkcionisanju Evropske unije;

(v) ,okvirni ugovor® oznacavaokvirni ugovor, kako se navodi u ¢lanu 101(2)
Finansijske uredbe i ¢lanovima 121 i 122 Pravila primene, te proizlazi iz postupka
zajedni¢ke nabavke sprovedene u skladu sa ovim Sporazumom a potpisan je od
strane ugovaraca i jedne ili vise ugovornih strana;

(g) ,Ugovorna strana“ oznac¢ava stranu koja je potpisala ovaj Sporazum;

(d) ,privredni subjekt* oznacava svako fizi¢ko ili pravno lice ili javni subjekt koji
nudi medicinska sredstva na trzistu;

(d) ,ugovarac‘oznalava fizi¢ko ili pravno lice sa kojim je ugovor o nabavci
zaklju€en nakon postupka nabavke sprovedenog u skladu sa ovim Sporazumom;

(e) ,Finansijska uredba“ oznafava Uredbu br. 966/2012 (EU, Euratom)
Evropskog parlamenta i Saveta od 25. oktobra 2012. o finansijskim pravilima
primenjivim na opsti budzet Unije kojom se stavlja van snage Uredba Komisije (EK,
Euratom) br. 1605/2002;

(2) ,Pravila primene“ oznaCavaju delegiranu Uredbu Komisije (EU) br.
1268/2012 od 29. oktobra 2012. o pravilima primene Uredbe (EU, Euratom) br.
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966/2012 Evropskog parlamenta i Saveta o finansijskim pravilima koja se primenjuju
na opsti budzet Unije;

(z) .direktan ugovor® oznacava javni ugovor, kako se navodi u ¢lanu 101(1)
Finansijske uredbe, koji je rezultat zajedniCkog postupka nabavke sprovedene u
skladu sa ovim Sporazumom i potpisan je od strane ugovarac¢a i jedne ili vise
Ugovornih strana(e);

(i) ,poseban ugovor® oznacava poseban ugovor iz ¢lana 122 Pravila primene,
zakljucen izmedu jedne ugovorne strane i ugovaraca na oshovu okvirnog ugovora;

() .,ugovorna strana koja ucestvuje” oznaCava ugovornu stranu koja ucestvuje
u postupku zajedniCke nabavke za odredena medicinska sredstva sprovedenom u
skladu sa ovim Sporazumom;

(k) ,Upravni odbori“ oznaCavaju Upravni odbor Sporazuma o zajednic¢kim
nabavkama i jedan ili viSe upravnih odbora za odreden postupak nabavke;

() ,osoblje“ oznaava svako lice koje radi za ugovornu stranu;

() ,rukovanje“ informacijama ili dokumentima oznaava generisanje,
obradivanje, skladiStenje, preno3enije ili unistavanje informacija ili dokumenata;

(m) ,lica koja rade u vezi sa ovim Sporazumom* znaci bilo koje lice koje radi za
ugovornu stranu u vezi sa ovim Sporazumom bez obzira na to da li je zaposlena od
strane te ugovorne strane ili ne;

(n) ,Sud pravde“ ozna¢va Sud pravde Evropske unije;

(nj) ,trec¢a strana® oznacava bilo koje fizi¢ko ili pravno lice, javni subjekt ili grupu
njih koja nisu potpisnici ovog Sporazuma.

Clan 3
Pravila koja reguliSu postupak zajedni¢ke nabavke

1. Na ovaj Sporazum primenjuje se prvi stav ¢lana 133 Pravila primene. U slu¢aju
sukoba, nad ovim sporazumom preovladava Finansijska uredba i Pravila primene.

2. Sledete odredbe se primenjuju na informacije koje se koriste u okviru ovog
Sporazuma:

(@) Clan 339 Ugovora o obavezi uvanja profesionalne tajne;
(b) Clan 57 Finansijske uredbe;
(v) Clan 32 Pravila primene o odsustvu sukoba interesa;

(g) drugi podstav ¢lana 113(2) Finansijske uredbe o neobjavljivanju odredenih
informacija proisteklih iz postupka nabavke; i

(d) Clan 155(3) Pravila primene o tajnosti ponuda.

3. Ne dovodedi u pitanje prvi stav ¢lana 133 Pravila primene, svaka drzava ¢lanica
ostaje odgovorna za postovanje bilo kojih proceduralnih zahteva iz svog nacionalnog
zakona.

Clan 4
Ovlaséenja data Komisiji u ime ugovornih strana

1. Kada Komisija donese obavezujuéi akt prema i u skladu sa ovim Sporazumom,
taj akt obavezuje sve ugovorne strane, ili, gde je to primenljivo, samo one ugovorne
strane na koje se taj akt odnosi.

2. U skladu sa ovim Sporazumom, svaka ugovorna strana ovlaséuje Komisiju da
deluje u njeno ime u skladu sa pravom Unije u:
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(a) vodenju postup(a)ka zajedni¢ke nabavke, uklju€uju¢i dodeljivanje okvirnih ili
direktnog(ih) ugovora

(b) upravljanju okvirnim ugovorom(ima), ukljuCujuci potpis bilo koje izmene
nesustinske prirode, u skladu sa ¢lanom 122 Pravila primene;

Posebni ugovori nakon postupka zajedni¢ke nabavke sprovedene u skladu sa ovim
Sporazumom, zakljuuju se i njima se upravlja na individualnoj osnovi od strane
svake ugovorne strane, u skladu sa ¢lanom 27.

3. Ugovorne strane ovlaséuju Komisiju da deluje kao njihov jedini predstavnik u
pokretanju ili odbrani bilo kojeg sudskog postupka koji je ugovara¢ pokrenuo na
osnovu okvirnog ugovora, osim bilo kojeg sudskog postupka pokrenutog protiv
ugovorne strane na osnovu posebnog ugovora zasnovanog na okvirnom ugovoru
zaklju€enom u skladu sa ¢lanom 122 Pravila primene.

Komisija ¢Ce, kao jedini predstavnik ugovornih strana, traziti misljenje relevantnog
Upravnog odbora za odredeni postupak nabavke (,UOOPN®) o vodenju bilo kojeg
sudskog postupka obuhvaéenog ovim stavom, prvom prilikom, u skladu sa ¢lanom 7
ovog Sporazuma.

4. Ugovorne strane ovlad¢uju Komisiju da deluje kao njihov jedini zastupnik u
pokretanju bilo kojeg sudskog postupka protiv ugovarada na oshovu okvirnog
ugovora, osim bilo kojeg sudskog postupka na osnovu posebnog ugovora
zasnovanog na okvirnom ugovoru zakljuéenom u skladu sa &lanom 122 Pravila
primene.

Ovlaséenje Komisije iz prvog podstava podleze odobrenju od strane nadleznog
UOOPN-a kada je u pitanju pokretanje takvih sudskih postupaka u skladu sa ¢lanom
7 na predlog ugovorne strane koja ucestvuje ili Komisije. Nakon toga, Komisija ¢e
traziti misljenje nadleznog UOOPN-a o vodeniju svih sudskih postupaka obuhvacenih
ovim stavom, prvom prilikom, u skladu sa ¢lanom 7 ovog Sporazuma.

5. Komisija moZe da reSi sve sporove, sudske postupke pokrenute u skladu sa
stavovima 3 ili 4 nakon odobrenja nadleznog UOOPN-a na osnovu predloga u tom
smislu ugovorne strane koja ucestvuje ili Komisije, u skladu sa ¢lanom 7 ovog
Sporazuma.

Glava ll
ORGANIZACIJA
Poglavlje |
Upravni odbor
Clan 5
Duznosti

1. Upravni odbor Sporazuma o zajedni¢kim nabavkama (UOSZN) se ovim
uspostavlja. UOSZN odgovoran je za vodenje pitanja koja se odnose na predmet
ovog Sporazuma, uklju€ujuci:

(a) odluke, prvenstveno o vrsti medicinskih sredstava Cija ¢e se nabavka
odvijati pod okrillem ovog Sporazuma, kao i o vremenskom redosledu organizovanja
nabavki;

(b) svesudskepostupke u okviru postupkazajedni¢ke nabavke koji se ti€u svih
ugovornih strana;

(v) postupak neophodan za reSavanje nepoStovanja ovog Sporazuma od
ugovorne strane;
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(g) sporazumno reSavanje nesuglasica izmedu dve ili viSe ugovornih strana;
(d) amandmane na ovaj Sporazum, u skladu sa ¢lanom 46.

U skladu sa ovim stavom, kada UOSZN usvojiobavezujuci akt , taj akt je obavezujuci
za sve ugovorne strane.

2. Ugovorne strane koje ucestvuju uspostavice UOOPN koiji ¢e biti odgovoran za
pitanja koja se odnose na odredenu nabavku, uklju€ujuéi:

(a) poseban postupak zajedni¢ke nabavke;
(b) svesudskepostupke u sklopu okvirnog ugovora;
(v) definisanje i primenu kriterijuma za raspodelu u skladu sa ¢lanom 17(1);

(g) privremena odstupanja od kriterjjuma za raspodelu u skladu sa ¢lanom
17(2).

U skladu sa ovim stavom, kada UOOPNusvoji obavezuju¢i akt , taj akt ce
jeobavezujuéi za ugovorne strane koje uéestvuju.

3. Upravni odbor daje miSlijenja i odobrenja, u skladu sa ¢lanom 7, kako je
predvideno ovim Sporazumom.

4. Upravni odbor glasa na osnovu predloga Komisije, osim ako je ovim
Sporazumom drugacije predvideno.

Clan 6
Sastav i ¢lanstvo

1. Upravni odbori susastavljeni od po jednog predstavnika svake ugovorne strane.
Clanamoze odmeniti zamenik.

Samo sluzbeni predstavniciugovorne strane mogu biti ¢lanovi Upravnih odbora ili
njihovizamenici.

2. Clanovima Upravnih odbora i njihovim zamenicima mogu, u skladu sa njihovim
pravilnicima, pomagati savetnici.

3. Sastancima Upravnih odbora predsedava predstavnik Komisije ili njegov
zamenik (,predsedavajuci®).

Kada se na sastanku ne obrac¢a u svojstvu predsedavaju¢eg, predstavnik Komisije ¢e
istaci da iznosi stav Komisije kao ugovorne strane.

4. Komisija ¢e osnovati sekretarijat Upravnih odbora.

5. Ugovorne strane¢e, u roku od cCetrnaest dana od dana potpisivanja ovog
Sporazuma, dostaviti Komisiji informacije o identitetu i kontakt podatkesvojih ¢lanova
u UOSZN, njihovih zamenika i savetnika koji im pomazu.

Ugovorne strane koje zele da u€estvuju u zajednic¢koj nabavci odredenih medicinskih
sredstava ¢e, u roku od Cetrnaest dana od donoSenja odluke UOSZN po ovom
pitanju, dostaviti Komisiji informacije o identitetu i kontakt podatkesvojih ¢lanova u
UOOPN, njihovih zamenika i savetnika koji im pomaZzu.

Komisija ¢e sastaviti listu osoba pomenutih u drugom podstavu u skladu sa
informacijama dobijenim od ugovornih strana. Ugovorne strane ¢e se medusobno
obaveStavati o svim promenama koje se ticu identiteta i/ili kontakt podatakaovih
osoba.

6. Upravni odbori ¢ée, prostom vec¢inom glasova svojih ¢lanova, a na osnovu
predloga predsedavajuceg, usvojiti Prvilnik.



56

7. Predsedavajuéi ¢e, u roku od 14 dana od sastanka UOSZN ili UOOPN, dostaviti
¢lanovima odgovaraju¢eg odbora zapisnik sa sastanka.

Clan 7
Procedure za davanje misljenja i odobrenja Upravnih odbora

1. Kada se ovim Sporazumom zahteva od UOSZN ili UOOPN da daju misljenje ili
odobrenje na predlog koji je pred njega stavljen, ¢lanovi odgovaraju¢eg Upravnog
odbora nastoje da postignu zajednicki dogovor.

Uzdrzanost ¢lanova bilo UOSZN ili UOOPN nece spreciti odgovarajuéi Upravni odbor
da dostigne zajednicki dogovor.

Kada ¢lanovi UOSZN ili UOOPN ne mogu dosti¢i zajedniCki dogovor, oni ¢e glasati.
Predsedavajuéi odreduje kada ¢e pozvati na glasanje.

2. Misljenje Upravnog odbora ce biti usvojeno zajednickim dogovorom ili prostom
vecinom glasova njegovih ¢lanova.

Misljenje strane Upravnog odbora na dostavljeni predlog u skladu sa ovim
Sporazumom nije obavezuju¢i za Komisiju. Medutim, prilikom usvajanja predloga,
Komisija ¢e u najve¢oj moguéoj meri uzeti u obzir dostavljeno misljenje.

Smatrace se da je Upravni odbor odobrio predlog ukoliko je on usvojen zajedni¢kim
dogovorom ili kvalfikovanom vec¢inom njegovih prisutnih ili zastupljenih ¢lanova.

Kvalifikovana vecina je definisana kao 55% prisutnih ili zastupljnjnih ¢lanova UOSZN
koji predstavljaju ugovorne strane koje obuhvataju najmanje 65% ukupnog iznosa
medicinskih sredstava obuhvacéenih zajedni¢kom nabavkom.

Za predloge o pitanjima koja se tiéu samo UOOPN-a, kvalifikovana vec¢ina ¢e biti
definisana kao 55% njegovih ¢&lanova i predstavijenihugovornihstrana koje
obuhvataju najmanje 65% ukupnih stvarnih troSkova, ili akostvarni troSak jo$ nije
poznat, procenjeni troSak medicinskih sredstava koje pokrivajudotiCne ugovorne
strane.

3. Ako se predlog ne usvoji kvalifikovanom veéinom prisutnih ili zastupljenih
¢lanova relevantnog Upravnog odbora, onda se, ne dovodeéi u pitanje stav 5,
organizuje drugo glasanje na narednom sastanku. lzuzetno od stava 3, predlog ¢e se
smatrati odobrenim od strane Upravnog odbora ako je izglasan prostom vecéinom
prisutnih ili zastupljenih ¢lanova koji glasaju u ime ugovornih strana Cije u¢eSée u
proceduri iznosi minimum 50% ukupnih stvarnih troSkova (ili, ukoliko stvarni troSkovi
jo$ nisu poznati, procenjenih troskova) medicinskih sredstava koje pokrivapostupak
zajedni¢kenabavke, ili, tamo gde je primenjivo, pokrivaju Ugovorne straneu UOOPN.

Ako predlog ne moze biti usvojen prostom vec¢inom, onda ¢e, ne dovodeci u pitanje
stav 5, tre¢e glasanje biti odrzano na narednom sastanku. Ako prosta vecéina, onako
kako je definisana prvim podstavom, ponovo ne mozZe da se postigne, predlog ¢e se
smatrati odobrenim osim ako postoji kvalifikovana vecéina protiv istog.

4. Kada je hitno potrebno odobrenje predloga od strane Upravnog odbora, on ¢e
se odrzatitelefonskim putemili na drugi odgovarajuéi nacin komunikacije na daljinu, a
uzastopna glasanja iz stava 3 mogu se odrzZati na istoj sednici.

5. Bez obzira na prvi podstav stava 1, stavovi 3 i 4 ne primenjuju se ako se ovim
Sporazumom zahteva jednoglasan dogovor ¢lanova Upravnog odbora.

Poglavlje Il
Odbori za procenu
Clan 8
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Duznosti

1. Ne dovodeci u pitanje treéi podstav ¢lana 158(1) Pravila primene, Komisija ¢e
uspostaviti odbor za procenu radi procene zahteva za u€edce ili tendera u smislu
¢lana 111(5) Finansijske uredbe.

2. Bez obzira na stav 1, Komisija moze imenovati dvaodvojenaodbora za procenu:
(a) odborza odabir zahteva za ucCeSce ili ponudana osnovu Kkriterijuma
zaiskljucenijeiizbor; i
(b) odbor za procenuponudana osnovu kriterijuma za dodelu.
Clan 9
Sastav i postupak imenovanja
1. Odbor(i) za procenuce se sastojati od:

(&) ne vise od tri licaodredena od strane Komisije, u skladu sa prvim
podstavom ¢&lana 158(2) Pravila primene, i u sluCajevima gdeKomisija nije
zainteresovana za konkretan zahtev za u¢esce ili ponudu;

(b) ne viSe od pet osoba od onih koje su imenovale ugovorne strane koje
ucestvuju, osim Komisije, u skladu sa procedurom utvrdenom u stavu 2. Ovalicane
smeju biti ista kao licaimenovana od strane Komisije.

Kako je odredeno ¢lanom 8(2), ista osoba moze biti ¢lan oba odbora za
procenu.

Odborom za procenupredsedavacesluzbenik Komisije koji je ¢lannadleznog
odbora.

2. Na osnhovu zahteva Komisije, sve ugovorne strane koje ucestvuju imenovace
jednog kandidata za ¢lanstvo u odboru za procenu dostavljajuéi predsedavajuc¢em
popunjen pro-forma obrazac za prijavljivanje praéen podacima o identitetu,
obrazovanju,profesionalnim kvalifikacijama i iskustvu imenovanog kandidata u
UOOPN preko predsedavajuceg a u skaldu sa pro-forma obrascem. Pro-forma
obrazac usvajaKomisija, nakon odobrenja UOOPN u skladu sa procedurom
naznacenom u Clanu 7.

Kandidat moze biti nominovan samo od stane jedne ugovorne strane koja ucestvuje.
Svaku nominaciju mora podrzati druga ugovorna strana koja ucestvuje.

Komisija moze odbiti imenovanje kandidata nominovanog za ¢&lanstvo u odboru za
procenukada postoje oshove za pretpostavku da je kandidat u sukobu interesa u
smislu¢lana 57 Finansijske uredbe. U tom sluc¢aju, ugovorna(e) stana(e) razmotrice
nominovanjedrugog kandidata.

3. Komisija ¢e, na odobrenje UOOPNpredlozitilistu ¢lanova nominovanih od stane
ugovornih strana koje u€estvuju.

U slu€aju kada:

a) ne postoji viSe od pet ugovornih strana koje ucestvuju, osim Komisije,
Komisija ¢e predloziti sve nominovane kandidate;

b) postoji Sest ili viSe ugovornih strana koje uéstvuju, osim Komisije, Komisija
Ce predloziti listu od pet kandidata.

UOOPN ce oceniti podobnost predlozenh kandidata. U roku od 14 dana od dana
kada je predlog Komisije poslat, bilo koji clan UOOPN moze od Komisije zahtevati
sledece:

(a) razgovor sa bilo kojim nominovanim kandidatom;
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(b) da zahteva dodatne informacije od nominovanih kandidata ili
ugovorne(ih) strane(a) koje nominuju;

(v) da zahteva dostavljanje informacija o identitetu, obrazovanju,
profesionalnim kvalifikacijama i iskustvu kandidata nominovanih u skladu sa stavom
2.

Komisija ¢e imenovati ¢lanove odbora za procenu iz stava 1(b) nakon odobrenja
UOOPN, u skladu sa ¢lanom 7.

4. Clanovi odbora za procenu neée udestvovati u njegovomradu do potpisivanja
izjave 0 nepostojanju sukobainteresa i izjave o poverljivosti (,izjava®) iz prvog
podstava ¢lana 37(5) u odnosu na ugovornu stranu koja ih je imenovala ili
nominovala ili njihovog poslodavca.

Ne dovodeci u pitanje trec¢i podstav ovog stava, kada ¢&lan odbora za procenu nije
zaposlen kod ugovorne strane, ugovorna strana ¢e sa pomenutim poslodavcem
sklopiti ugovorni aranzman kojim poslodavac preuzima punu odgovornost za
evetualno kr$enje izjave u odnosu na ugovornu stanu.

Svaka ugovorna strana je odgovorna prema svakoj drugoj ugovornoj strani za
osiguranje postovanja ovog stava i za izmirivanje svake eventualne Stete nanete
krSenjem lIzjave od strane ¢&lana odbora za procenukojeg je ta ugovorna strana
imenovala ili nominovala.

5. Komisija ¢e sastaviti listu ¢lanova odbora za procenu. Komisija ¢e, takode,
Cuvati potpisane primerkelzjave.

6. Clanovi odbora za procenupredlozeniod ugovornih strana koje udestvuju bice
imenovani ad personam. Tokom obavljanja svojih zadataka oni nece traZziti ili primati
instrukcije od institucija, tela, kancelarija ili agencija Unije, vlada bilo koje ugovorne
strane ili bilo kog drugog tela. Ugovorne strane se obavezuju da ¢e poStovati ovo
nacelo i da neée nastojati da utiCu na ¢lanove odbora za procenu u ispunjivanju
njihovih zadataka.

Clanovi odbora za procenu ne uéestvuju u bilo kojoj raspravi, postizanju zajednickog
dogovora ili glasanju na sastanku UOOPN, na osnovu bilo kog pisanog traga iz ¢lana
10(3) kojem su doprineli.

7. Clanovi odbora za procenuée podeti ostavku predsedavajuéem UOOPN, sa
otkaznim rokom od sedam dana, ukoliko nisu u mogucnosti da postuju Izjavu ili da na
drugi nacin obavljaju svoje duznosti.

8. Svaki ¢lan UOOPN moze zahtevati razreSenjeClana odbora za procenuzbog
krSenja Izjave ili ukoliko na drugi nacin nije u moguénosti da obavlja svoje duznosti.
Za zahtev za razreSenjeclana potrebno je odobrenje UOOPN-a u skladu sa ¢lanom
7.

9. Nakon ostavke ili razreSenjatlana odbora za procenukojeg je imenovala
ugovorna strana koja ucestvuje, ona ¢e imenovati novog ¢&lana u skladu sa
postupkom utvrdenim u stavovima 2 i 3. Nakon ostavke ili razreSenjaclana odbora za
procenuod strane Komisije, Komisija ¢e odrediti novog ¢lana.

Clan 10
Procedura

1. Komisija podnosi predlog kojim se preciziraju modaliteti prijave iz ¢lana 158(1)
Pravila primene u skladu sa kojim odbor za procenu treba da proceni i rangira
ponude iskljuivo na osnovu kriterijuma za dodelu dok kriterijumi za iskljuCenje i
izbortreba da budu procenjeni drugim odgovarajuéim sredstvima koja garantuju
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odsustvo sukoba interesa. Predlog ¢e biti podnet UOOPN-u na odobrenje u skladu
sa ¢lanom 7.

2. Ponude se ocenjuju na nediskriminatorski nacin. Ne dovoded¢i u pitanje stav 1,
procenase zashiva na kriterijumima za iskljuéenje, izbor i dodelu navedenim u
specifikacijama iz ¢lana 16(2)(b) ili u zahtevima navedenim u bilo kom opisnom
dokumentu za konkurentni dijalog.

3. Odbori za procenu vode pisanu evidenciju o svojoj proceni u skladu sa ¢lanom
159(1) i (2) Pravila primene, koja ¢e biti sastavljena zajedni¢kim dogovorom.

Ako se procena sprovode dva odbora za procenu, kako je predvideno u ¢lanu 8(2),
pisani trag o proceni zasnovanoj na kriterijumima za iskljuCenje i izbormoze se
sastaviti odvojeno od pisane beleSke o proceni na osnovu kriterijuma za dodelu.

Poglavlje Il
Zajedni¢ke odredbe
Clan 11
Organizacija sastanaka

1. Komisija ¢e sazvati sastanke UOSZN-a, UOOPN-a, odbora za otvaranje i
odbora za procenu.

2. U meri u kojoj je to moguce i u slu¢aju hitnosti ili nepredvidenih okolnosti,
sastanci UOSZN-a, UOOPN-a, odbora za otvaranje ili odbora za procenu se sazivaju
najmanje Cetrnaest dana pre zakazanog datuma sastanka.

3. U meri u kojoj je to moguce i u sluc¢aju hitnosti ili nepredvidenih okolnosti, i ne
dovodedi u pitanje ¢lan 37, informacije ili dokumenti relevantni za sastanke iz stava 1
podnose se ¢lanovima UOSZN-a, ukljuéujuéi i svakog posmatrata, UOOPN,
odbor(e) za otvaranje ili odbore za procenu, najmanje ¢etrnaest dana pre zakazanog
datuma sastanka.

4. Sastanci iz stava 1 odrzavaju se ili na mestu koje je stavila na raspolaganje
Komisija ili putem audio ili video-konferencije.

5. Komisija ne¢e nadoknaditi troSkove putovanja, smestaja ili troSkove dnevnica
licu koje je imenovala druga ugovorna strana koja ucestvuje na sastancima
navedenim u stavu 1.

Glava lll
POSTUPAKNABAVKE
Clan 12
Uloga Komisije u postupku zajednicke nabavke

1. Komisija ¢e, prema zahtevima ovog Sporazuma, obezbediti sveukupnu pripremu
i organizaciju postupka zajedniCke nabavke i olak$ati proces sporazumnog reSavanja
sporova izmedu ugovornih strana koja proisteknu iz ovog Sporazuma i sprovodenja
postupka zajedniCke nabavke.

2.  Komisija deluje za svoj raCun i u ime ugovornih strana, kako je predvideno ovim
Sporazumom.

3. Komisija je jedini predstavnik ugovornih strana u odnosu na privredne subjekte,
kandidate ili ponudacCe tokom postupka zajedniCkenabavke, ukljuCujuci sva pitanja
koja proisteknu u vezi sa postupkom zajedni¢ke nabavke nakon dodele okvirnih
ugovora.
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4. Komisija ¢e biti jedini predstavnik ugovornih strana u bilo kom sudskompostupku
u skladu sa ¢lanom 4 stavovi 3 do 5 ovog Sporazuma.

5. Komisija moze od jedne ili viSe ugovornih strana zatraziti pomo¢ u postupku
odbrane ili tokom pokretanja bilo kog sudskogpostupka. Zamoljene ugovorne strane
¢e nastojati da pruze takvu pomo¢ i uzdrzavace se od bilo kakve radnje koja bi mogla
ugroziti odbranu ili pokretanje bilo kog takvog sudskogpostupka.

Ugovorna strana ¢e pruziti pomo¢ Komisiji tamo gde je ta ugovorna strana
imenovana u postupku.

6. Komisija pruza administrativnu podrdku tokom postupka zajedniCkenabavke i
okvirnih ugovora. Ovo ukljucuje:

(a) sastavljanje potrebne dokumentacije i administrativne prepiske u ime
ugovornih strana;

(b) vodenje evidencije o sastancima UOSZN-a, UOOPN-a, odbora za otvaranje
i procenu;

(v) postizanje odgovaraju¢ih dogovora za postupanje sa informacijama ili
dokumentima vezanim za postupak zajedniCke nabavke ili okvirne ugovore.

Clan 13
Pocetak postupka nabavke

1. Svaki ¢lan UOSZN-a moze predloZiti pokretanje postupka nabavke. Ovim
predlogom c¢e biti identifikovana medicinska sredstva koja je potrebno nabaviti.
Postupak nabavke ¢e se pokrenuti ukoliko najmanje pet ugovornih strana, ukljuujudi
Komisiju, glasa za pokretanje takvog postupka i obavesti o ovoj nameri
predsedavaju¢eg UOSZN-a.

2. Komisija, nakon konsultacija sa ostalim ugovornim stranama koje zele da
pokrenu postupak nabavke, izdaje razuman rok u kom ostale ugovorne strane mogu
izraziti interesovanje za u¢eS¢e u postupku nabavke.

3. Svaka od ugovornih strana koja je izrazila interesovanje za u¢ed¢e u postupku
zajedniCkenabavke detaljno opisuje svoje potrebe za nabavkom Komisiji u
vremenskom okviru koji je Komisija utvrdila nakon odobrenja UOOPN-a, u skladu sa
¢lanom 7.

Clan 14
Vrsta postupka nabavke

1. Nakon pokretanja postupka nabavke u skladu sa ¢lanom 13, UOOPN odlucuje,
u skladu sa ¢lanom 7, o vrsti postupka nabavke koji treba da se usvoji, u odnosu na
navedene u ¢lanu 104(1)(a) do (e) Finansijske uredbe na osnovu nacela utvrdenih u
¢lanu 102 te uredbe i ¢lanova 127 i 137 Pravila primene.

2. Vrsta postupka nabavke bi¢e navedena u pozivu za podnosenje ponuda iz ¢lana
103 Finansijske uredbe i ¢lana 123(3) Pravila primene.

Clan 15
Vrstai trajanje ugovora

1. Nakon pokretanja postupka nabavke u skladu sa ¢lanom 13, UOOPN ce u
skladu sa ¢lanom 7 odobriti:

(a) vrstu ugovora koji ¢e biti dodeljen na osnovu nacela utvrdenih u ¢lanu 101
Finansijske uredbe i u ¢lanovima 121 i 122 Pravila primene;
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(b) trajanje okvirnog ugovora kao i modaliteta za njegovu reviziju u skladu s
prvim podstavom ¢lana 122(1) i ¢lana 122(4) Pravila primene.

2. Vrsta ugovora i njegovo trajanje odreduju se u pozivu za podno3enje ponuda.
Clan 16
Sadrzaj konkursne dokumentacije

1. Sadrzaj celokupnekonkursne dokumenacije koja se odnosi na postupak javne
nabavke zapoc€et u skladu s ¢lanom 13, utvrduje Komisija u skladu sa odgovarajuéim
odredbama Finansijske uredbe i Pravila primene, uz postovanje misljenja UOOPN-a,
u skladu sa ¢lanom 7.

2. Bez obzira na prvi stav:
(a) poziv za podnoSenje ponuda, ukljuCujuci opis partije, ukoliko ga ima;
(b) tehniCka specifikacija i kriterijumi za iskljuCenje, izbor i dodelu;
(v) bilo koji opisni dokument, u slu€aju postupka konkurentnog dijaloga;
(g) nacrt ugovora,

(d) pozivho pismo za podnoSenje ponuda kojim se postavljaju zahtevi za
podno3enje;

usvaja se nakon odobrenja UOOPN-a, u skladu sa ¢lanom 7.
Clan 17
Kriterijumi raspodele

1. Ucestalost dodeljivanja raspolozivih koli¢ina medicinskih sredstava izmedu
ugovornih strana koje u€estvuju (,opste primenljivi kriterijumi za dodelu®) dostavlja se
UOOPN-u na odobrenje u skladu sa ¢lanom 7.

Ugovorne strane ¢e dobiti ukupnu koli€¢inu medicinskih sredstava koju su rezervisali
ili narudili, ali ¢ée brzina isporuke zavisiti od proizvodnog kapaciteta ugovarac¢a i od
opste primenljivih kriterijuma za raspodelu.

2. Ugovorna strana moze, na dobro utemeljenim i potkrepljenim osnovama, kao to
su problemi u isporuci ili zbog hitnih potreba, zatraZiti odstupanje od opste
primenljivih kriterijuma za raspodelu utvrdenih u stavu 1, na odredeni vremenski
period.

Odstupanje je dozvoljeno samo nakon odobrenja UOOPN-a zajedni¢kim dogovorom.
Predsedavajuci ¢e obavestiti UOOPN o svim odobrenim odstupanjima od opste
primenljivih kriterijuma za raspodelu, uklju€ujuci vremenski period za koji su takva
odstupanja odobrena.

3. Stav 2 ne sprec¢ava dve ili vise ugovornih strana da se dogovore, na bilateralnoj
na osnovi, o privremenom odstupanju od opste primenljivih kriterijuma za raspodelu
dogovorenih u skladu sa stavom 1 za okvirni ugovor koji su sklopili, za iznose na koje
imaju pravo po tim kriterijumima.

Te ugovorne strane ¢e obavestiti UOOPN o svakom takvom sporazumu, kao i o
dogovorenom trajanju priviemenog odstupanja.

Uslovi priviemenog odstupanja od opS$te primenljivih kriterjuma za raspodelu bi¢e
dogovoreni izmedu ugovaraca i ugovornih strana koje su ga usaglasile.

Ako se medicinska sredstva odnose na lekove, ugovaraci ¢e obezbediti da se odobri
stavljanje lekova na trziste u drzavama d&lanicama ugovornih strana, u skladu sa
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Direktivom 2001/83/EK Evropskog parlamenta i Saveta od 6. novembra 2001.* ili
Uredbom (EZ) br. 726/2004 Evropskog parlamenta i Saveta od 31. marta 2004.%

Clan 18
Objavljivanje poziva za podnosenje ponuda

1. Nakon pripreme konkursne dokumentacije u skladu sa ¢lanovima 16 i odobrenja
od strane UOOPN, Komisija ¢e objaviti poziv za podnoSenje ponuda u SluZzbenom
listu Evropske unije.

2. Komisija ¢e na zahtev staviti privrednim subjektima na raspolaganje konkursnu
dokumentaciju iz stava 1.

3.
Clan 19
Posebne odredbe u vezi sa otvaranjem prijava za u¢esce ili ponuda

1. Prijave za uceS¢e i ponude otvara odbor za otvaranje sastavljen od lica koja
predstavljaju Komisiju u skladu sa ¢lanom 111(4) Finansijske uredbe i ¢lana 157
Pravila primene.

2. Svaka ugovorna strana moze zatraziti od Komisije da dozvoli jednom
predstavniku te strane da posmatra otvaranje prijava za u¢esce ili ponuda.

3. Posmatraci ne¢e ucestvovati niti u raspravama odbora za otvaranje niti iznositi
bilo kakve stavove ¢lanovima tog odbora.

4. Komisija ¢e clanovima UOOPN-a staviti na raspolaganje pisani trag o otvaranju
prijava za uceSce ili ponuda iz Cetvrtog podstava Clana 157(3) Pravila primene.

Clan 20
Eliminacija kandidata ili ponudaca

1. Ne dovodecdi u pitanje drugi podstav ¢lana 158(3) Pravila primene, samo zahtevi
za ucesce ili ponude koje ispunjavaju uslove u skladu sa prvim podstavom c&lana
158(1) Pravila primene, a koji nisu isklju¢eni na osnovu kriterijuma za iskljuéenje i koji
ispunjavaju kriterjume za izbor, smatrace se prihvatljivim za procenu prema
kriterijimima za dodelu, kako je predvideno tre¢im podstavom &lana 158(3) Pravila
primene.

2. U svrhu primene prvog stava, i u skladu sa ¢lanom 10(2), odbor za procenu
ispituje da li svaki zahtev za u€esce ili ponuda ispunjavaju kriterijume za isklju€enje i
kriterjume za izbor. Kada, zbog oc€igledne administrativne greSke kandidata ili
ponudaca, kandidat ili ponuda¢ ne dostavi dokaz ili ne da izjavu, primenjuje se ¢lan
96(2) Finansijske uredbe.

Kada odbor za procenu zaklju€i da kandidat ili ponuda¢ ispunjava kriterijume za
isklju€enje i/ili ne ispunjava kriterijume za izbor, Komisija dostavlja na saglasnost
UOOPN predlog kojim se taj kandidat ili ponuda¢ iskljuCuje ili proglasava
neuspeSnim, u skladu sa c¢lanom 7. Takva odluka spreCava tog kandidata ili
ponudaca da ucestvuje u bilo kojoj daljoj fazi postupka zajednicke nabavke.

“Direktiva 2001/83 / EZ Evropskog parlamenta i Saveta od 6. novembra 2001. o kodeksu Evropske
zajednice koji se odnosi na lekove za ljudsku upotrebu (SL L 311, 28.11.2001, Str. 67).

“Uredba (EZ) br. 726/2004 Evropskog parlamenta i Saveta od 31. marta 2004 kojom se utvrduju
postupci Evropske zajednice za odobrenje i nadzor lekova za ljudsku i veterinarsku upotrebu i
uspostavlja Evropska agencija za lekove (SL L 136, 30.4.2004, str. 1).
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Predlog Komisije treba da bude pracen priloZzenom pisanom evidencijom o proceni iz
Clana 10(3) i sadrzi navedene razloge zbog kojih se predmetni kandidat ili ponudac
isklju€uje ili proglaSava neuspesnim.

3. Komisija ¢e obavestiti svakog kandidata ili ponudaca koji je iskljuen ili
proglasen neuspesnim, u skladu sa ovim ¢lanom, o razlozima svoje odluke.

Obavestavanje se vrsi u skladu sa tatkom (a) prvog podstava ¢lana 161(3) i drugog
podstava ¢lana 161(3) Pravila primene. Takvo obavestavanje ¢e se izvrSiti Sto je pre
moguce, nakon misljenja UOOPN.

Clan 21
Dodela ugovora

1. Odluku o dodeli donosi Komisija u svoje ime i u ime ugovornih strana koje
ucestvuju, u skladu sa ¢lanom 113(1) Finansijske uredbe i ¢lanovima 149 i 159(3)
Pravila primene, nakon odobrenja UOOPN u skladu sa ¢lanom 7.

2. Predlog Komisije treba da bude pracen kopijom pisane evidencije o proceni iz
¢lana 10(3), kao i, ako Komisija predlaze da se ne slede preporuke odbora za
procenu, napomenom kojom se obrazlazu razlozi za to da se one ne slede.

3. O odluci o dodeli se istovremeno obavestavaju svi uspedni i neuspedni ponudadi
ili kandidati, u skladu s ¢lanom 161(3) Pravila primene.

Clan 22
Posebne odredbe koje se odnose na potpisivanje ugovora i stupanje na snagu

1. Nakon usvajanja odluke o dodeli, i ne dovodeéi u pitanje ¢lan 114 Finansijske
uredbe, ugovorne strane koje uéestvuju potpisuju ugovor.

2. Ugovor sa izabranim ponudac¢em odobrava UOOPN u skladu sa ¢lanom 7, pre
nego $to je potpisan, ako se sustinski razlikuje od nacrta ugovora, odobrenog u
skladu sa ¢lanom 16(2)(d).

U svrhu primene prvog podstava, smatra se da se ugovor sa izabranim ponudacem
ne razlikuje sustinski od nacrta ugovora ako su razlike ograni¢ene na umetanje
podataka koji nedostaju u nacrtu ugovora.

3. Potpisivanje ugovora podleze pravilima mirovanja predvidenim ¢&lanom 171
Pravila primene.

4. Ugovor ne stupa na snagu sve dok ga ne potpiSu ugovaraci ugovorne strane
koje u€estvuju, u skladu sa stavom 1.

5. U hitnim slu¢ajevima, nakon §to je doneta odluka o dodeli i ne dovodedéi u pitanje
¢lan 114 Finansijske uredbe, UOOPN moze da, u skladu sa &lanom 7, ovlasti
Komisiju da potpiSe okvirni ugovor u ime i za racun svih ugovornih strana koje
ucestvuju.

Clan 23

Posebne odredbe koje se odnose na kontakte sa privrednim subjektima,
kandidatima ili ponuda€ima tokom postupka zajedni€ke nabavke

1. Komisija je jedina kontakt tacka izmedu ugovornih strana i privrednih subjekata,
kandidata, ponudaca ili njihovih predstavnika, u vezi sa bilo kojim pitanjem koje se
odnosi na postupak zajednicke nabavke.

Komisija usvaja i objavljuje procedure za komunikacijusa privrednim subjektima ili
njihovim predstavnicima na svojoj veb stranici pre pokretanja postupka zajednitke
nabavke.
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Nakon pokretanja postupka zajedniCke nabavke, kontakt izmedu privrednih
subjekata, kandidata, ponudaca ili njihovih predstavnika i Komisije, kao i drugih
ugovornih strana ili njihovih predstavnika, moze se odvijati, samo izuzetno, pod
uslovima utvrdenim u ¢lanu 160(2) i (3) Pravila primene.

2. Svaka ugovorna strana osigurava da ce licakojaobavljaju poslove u vezi sa ovim
sporazumom za tu ugovornu stranu, ukoliko im se obrati privredni subjekat, kandidat,
ponudac ili njihov predstavnik u vezi sa bilo kojim pitanjem koje se odnosi na
postupak zajednicke nabavke nakon stupanja na snagu ovog sporazuma, izjaviti da
je, u skladu sa ¢lanom 23(1) ovog sporazuma, Komisija jedina kontakt tacka sa
privrednim subjektima, kandidatima, ponudacima ili njihovim predstavnicima, i upultiti
svako takvo lice na Komisiju. One ¢e istovremeno obavestiti Komisiju o detaljima tog
obrac¢anja i upucivanja.

3. Svaki kontakt sa privrednim subjektima, kandidatima, ponudacima ili njihovim
predstavnicima iz stavova 1 i 2, ukljuCujuéi i bilo kakvu razmenu prepiske, ¢e biti
uredno zabelezen.

Komisija obavestava UOOPN o takvim kontaktima.

4. Ugovorne strane zadrZavaju pravo da komuniciraju sa privrednim subjektima,
kandidatima, ponudacima ili njihovim predstavnicima u vezi sa postupcima nabavke
izvan ovog sporazuma, uklju€ujudi i u vezi sa postupcima koji se odnose na nabavku
medicinskih sredstava koja su predmet postupka zajedni¢ke nabavke, ali da pri tome
ne pominju bilo koje pitanje vezano za taj odredeni postupak zajedni¢ke nabavke.

Clan 24
Odustajanje i otkazivanje

1. Ugovorne strane koje su pokrenule postupak nabavke mogu, zbog dobro
utemeljenih i opravdanih razloga, da kolektivno odustanu od postupka zajednitke
nabavke pre dodele ugovora, ili da kolektivno otkazu postupak dodele pre
potpisivanja ugovora, u skladu sa prvim stavom ¢&lana 114 Finansijske uredbe.

Takvu odluku donosi Komisija nakon §to je odobri UOOPN, na predlog Komisije ili
bilo koje druge ugovorne strane koja uc€estvuje. lzuzetno od &lana 7, predlog se
usvaja ako prosta vecina Clanova UOOPN koji su prisutni ili zastupljeni glasa za
kolektivno odustajanje ili kolektivno otkazivanije.

2. U svrhu primene ¢lana 114 Finansijske uredbe, poziv za dostavljanje ponuda
treba da obezbedi da ugovorne strane koje uc€estvuju mogu ili da odustanu od
postupka zajedni¢ke nabavke pre dodele ugovora ili da otkazu postupak dodele pre
potpisivanja ugovora, bez toga da kandidati ili ponudaéi imaju pravo da zahtevaju
kompenzaciju.

3. Cak i ako je predlog odobren u skladu sa stavom 1, UOOPN moZe da odustane
od postupka zajedni¢ke nabavke samo pre dodele ugovora ili da otkaze postupak
dodele pre potpisivanja ugovora.

Sa odlukom UOOPN iz prvog podstava kandidati ili ponudaci treba da budu upoznati
Sto je pre moguce.

4. Ugovorna strana koja je pokrenula postupak zajedni¢ke nabavke moZze, zbog
dobro utemeljenih i opravdanih razloga, da samostalno odustane od tog postupka
pre nego &to je ugovor dodeljen, u skladu sa prvim stavom ¢lana 114 Finansijske
uredbe.

Ugovorna strana navodi razloge za svoju odluku o ¢emu se obaveStava UOOPN,
kandidati ili ponudaci.
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5. U svrhu primene &lana 114 Finansijske uredbe, poziv za dostavljanje ponuda
treba da obezbedi da ugovorna strana moze da odustane od postupka zajedniCke
nabavke pre dodele ugovora, bez toga da kandidati ili ponudaci imaju pravo da
zahtevaju kompenzaciju.

Clan 25
Posebne odredbe koje se primenjuju u sluéaju pregovarackog postupka

1. Ako se zajednitka nabavka vrSi putem pregovarackog postupka, stavovi 2 do 8
se primenjuju na:

(a) poziv za dostavljanje ponuda za pregovore;
(b) pregovore sa ponudacima ili njihovim predstavnicima,
(v) ocenu ponuda.

2. U pregovarackim postupcima bez prethodnog objavljivanja poziva za
podnodenje ponuda u Sluzbenom listu Evropske unije, Komisija dostavlja UOOPN na
odobrenje nacrt uzeg izbora kandidata koje predlaze da pozove na pregovore, u
skladu sa ¢lanom 7.

3. Nakon odobrenja iz stava 2, Komisija u ime ugovornih strana koje ucestvuju,
poziva kandidate koji udu u uZi izbor na pregovore.

4. U pregovarackim postupcima, nakon objavljivanja poziva za podnosenje ponuda
u Sluzbenom listu Evropske unije, postupak se moze odvijati u fazama primenom
kriterjuma za dodelu koji su utvrdeni u tenderskim specifikacijama, kako bi se
smanjio broj ponuda o kojima ¢e se pregovarati. Ako je to slucaj, u tenderskim
specifikacijama treba predvideti da ¢e se ova opcija koristiti i navesti na koji nacin ¢e
se koristiti.

Ako se koristi opcija predvidena prvim podstavom, odbor za procenu osnovan u
skladu sa ¢lanovima 8 i 9 podnosi izvestaj o proceni, ha odobrenje UOOPN u skladu
sa Clanom 7, sa spiskom ponudaca koji ¢e biti eliminsani iz uestvovanja u daljim
fazama postupka zajedniCke nabavke na osnovu primene kriterijuma za dodelu.

5. Nakon odobrenja navedenog u [drugom podstavu] stavu 4, Komisija, postupajuci
u ime ugovornih strana koje ucestvuju, obavestava svakog iskljuéenog ponudaca o
razlozima za njegovo isklju€enje iz daljih faza postupka zajedni¢ke nabavke.

Obavestavanje se vrSi u skladu sa ¢&lanom 161(3) Pravila primene. Ovo
obavestavanje Ce se izvrsiti Sto je pre moguce nakon odobrenja UOOPN.

6. Pregovore vodi(e) odbor(i) za procenu osnovan(i) u skladu sa ¢lanovima 8 i 9 sa
ponudacima koji nisu isklju€eni ili proglaseni neuspesnim u skladu sa ¢lanom 20(2) ili
primenom opcije predvidene stavom 4 ovog ¢lana.

7. Pregovori ¢e se odvijati u skladu sa ¢lanom 129 Pravila primene i na osnovu
unapred objavljenih kriterijuma predvidenih u tenderskoj specifikaciji.

Ako se pregovori vode usmeno, odbor(i) za procenu iz stava 6 sacinjava(ju) pisani
trag o pregovorima. On se 3alje predmetnom ponudacu, uz naznaku vremenskog
roka za dostavljanje bilo kakvih predloZenih izmena ili dopuna. Tokom sastanaka sa
ponudacima, odbor(e) za procenu treba da predstavljaju najmanje dva ¢lana, od kojih
je jednog odredila Komisija, a drugog imenovala drzava ¢lanica. Usmeni pregovori
mogu se voditi samo ako postoji samo jedan kandidat, usled monopolske situacije, u
skladu sa ¢lanom 134(1)(b) ili ako se pregovori odvijaju sa ponudacem kojem je
dodeljen pocetni ugovor, u situacijama iz ¢lana 134(1)(e) ili (f) Pravila primene.
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Ako u konkursnoj dokumentaciji nije drugacije odredeno, pregovori su strogo
ograniCeni na sadrzaj ponude i ne menjaju po€etne uslove tehnickih specifikacija ifili
ugovornih odredbi.

8. Tokom pregovora, odbor(i) za procenu moze(gu) da zatrazi(e) od ponudaca da
izmene svoje ponude, i u tom slu€aju se njihove ponude procenjuju ha osnovu
njihovih izmenjenih ponuda.

Clan 26
Posebne odredbe koje se primenjuju u sluéaju konkurentnog dijaloga

1. Ako se zajedni¢ka nabavka vrsi putem postupka konkurentnog dijaloga, stavovi
2 do 7 se primenjuju na dijaloge sa kandidatima i njihovim predstavnicima koji nisu
isklju€eni ili proglaseni neuspesSnim u skladu sa ¢lanom 20(2) ili primenom opcije
predvidene u stavu 3 ovog Clana.

2. Dijaloge vodi(e) odbor(i) za procenu osnovan(i) u skladu sa ¢lanovima 819, au
skladu sa ¢lanom 132 Pravila primene.

Odbor(i) za procenu iz prvog podstava sastavlja(ju) pisani trag o dijalozima.On se
Salje predmetnom ponudacu, uz naznaku vremenskog roka za dostavljanje bilo
kakvih predloZenih izmena ili dopuna. Odbor(i) za procenu takode sastavlja(ju)
izvestaj u kojem se navodi opSta ocena i preporuke o rezultatima dijaloga, narocito o
tome da li dijalog treba zakljugiti ili ne.

Dijalozi se ne odnose na poziv za podnoSenje ponuda ili opisni dokument iz ¢lana
132 Pravila primene.

3. Dijalozi se mogu odvijati u sukcesivnim fazama kako bi se smanijio broj reSenja o
kojima ¢e se raspravljati primenom kriterijuma utvrdenih u opisnom dokumentu koji
prati poziv za podnoSenje ponuda. Ako je to slu€aj, u opisnom dokumentu treba
predvideti da ¢e se ova opcija koristiti i navesti na koji nacin ¢e se koristiti.

Ako se koristi opcija predvidena prvim podstavom, odbor za procenu osnovan u
skladu sa ¢lanovima 8 i 9 podnosi izvestaj o proceni, na odobrenje UOOPN u skladu
sa Clanom 7, sa spiskom kandidata koji ¢e biti iskljueni iz u€estvovanja u daljim
fazama postupka zajednicke nabavke na osnovu primene kriterijuma navedenih u
opisnom dokumentu.

4. Nakon odobrenja navedenog u [drugom podstavu] stavu 3, Komisija, postupajudi
u ime ugovornih strana koje ucestvuju, obaveStava svakog tako isklju¢enog
kandidata o razlozima za njegovo iskljuCenje iz daljih faza postupka zajednicke
nabavke.

Obavestavanje se vrSi u skladu sa ¢&lanom 161(3) Pravila primene. Ovo
obavestavanje ¢e se izvrsiti $to je pre moguce nakon odobrenja UOOPN.

5. Pre zaklju€enja dijaloga, Komisija, u skladu sa ¢lanom 7, dostavlja UOOPN na
odobrenje predlog kojim obaveStava kandidate da su dijalozi zaklju€eni i poziva ih da
podnesu svoje konacne ponude na osnovu reSenja koja su predstavljena i
precizirana tokom dijaloga.

6. Nakon odobrenja iz stava 5, Komisija, postupaju¢i u ime predmetnih ugovornih
strana, obavestava svakog ucCesnika u dijalozima koji nije eliminisan u skladu sa
stavom 4 o zaklju¢ku dijaloga i poziva ih da podnesu svoje konacne ponude nha
oshovu reSenja koja su predstavljena i precizirana tokom dijaloga.

Obavestavanje se vrsi u skladu sa ¢lanom 113(2) Finansijske uredbe i ¢lanom 161(3)
Pravila primene. Ovo obavestavanije Ce se izvrSiti $to je pre mogucée nakon odobrenja
UOOPN.
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7. Dostavljene ponude ocenjuje(u) odbor(i) za procenu iz stava 2, u skladu sa
drugim i trecim podstavom ¢lana 132(4) Pravila primene.

Clan 26
Posebne odredbe koje se primenjuju u sluéaju konkurentnog dijaloga

1. Ako se zajedniCka nabavka sprovodi putem postupka konkurentnog dijaloga,
stavovi 2 do 7 primenjuju se na dijalog sa kandidatima i njihovim predstavnicima koji
nisu isklju€eni ili proglaseni neuspesSnim u skladu sa ¢lanom 20 (2) ili primenom
opcije predvidene u stavu 3. ovog ¢lana.

2. Dijaloge vodi(e) odbor(i) za procenuosnovan(i) u skladu sa ¢lanovima 8 i 9, u
saglasnosti sa ¢lanom 132 Pravila primene.

Odbor(i) za procenu vodi(e) zapisnik u pisanoj formi o dijalozima navedenim u prvom
podstavu. On se upucuje dotinom kandidatu, uz navodenje vremenskog roka za
dostavu dopune ili ispravke. Odbor(i) za procenutakode sastavlja(ju) izveStaj u kome
se navodi opSta ocena o rezultatima dijaloga kao i preporuke, a naro€ito da li je
potrebno zakljuditi dijaloge.

Dijalozi se ne odnose na poziv za podnosenje ponuda ili narativa dokumenta na koji
se poziva u ¢lanu 132 Pravila primene.

3. Dijalozi se mogu odvijati u uzastopnim fazama da bi se smanjio broj reSenja o
kojima Ce se razgovarati primenom kriterijuma navedenih u narativu dokumenta koji
pratipoziv za podnoSenje ponuda. Tamo gde je to slu€aj, narativ dokumenta ce
odrediti da se ta opcija koristi i navesti kako ¢e se Koristiti.

Ako se koristi opcija predvidena prvim podstavom, odbor za procenu osnovan u
skladu sa €lanovima 8 i 9 podnosi izvestaj o proceni, na odobrenje UOOPN u skladu
sa Clanom 7, sa spiskom kandidata koji treba da budu isklju€eni iz u€estvovanja u
daljim fazama postupka zajednicke nabavke na osnovu primene Kkriterijuma
navedenih u narativu dokumenta.

4. Po odobrenju navedenom u [drugom podstavu] stava 3, Komisija koja deluje u
ime ugovornih strana o tome ¢e obavestiti svakog kandidata koji je tako isklju¢en o
razlozima njihovog isklju¢enja iz dalje faze postupka zajedniCke nabavke.

Obavestenje se vrsi u skladu sa ¢lanom 161(3) Pravila primene. Takvo obavestenje
Ce se izvrsiti Sto je pre moguce nakon odobrenja od UOOPN-a.

5. Pre zaklju€enja dijaloga, predlog kojim se kandidati obavestavaju da su dijalozi
zaklju€eni i pozivaju ih da podnesu svoje konacne ponude na oshovu resenja
predstavljenih i preciziranih tokom dijaloga, podnosi Komisija na odobrenje UOOPN-
a u skladu sa ¢lanom 7.

6. Nakon odobrenja iz stava 5, Komisija koja deluje u ime doti¢nih ugovornih
strana, ¢e obavestiti svakog ucesnika u dijalogu da nije eliminisan prema stavu 4
zaklju¢ka dijaloga i pozvace ih da dostave svoje kona¢ne ponude na osnovu reSenja
predstavljenih i preciziranih tokom dijaloga.

Obavestenje se vrsi u skladu sa ¢lanom 113(2) Finansijske uredbe i ¢lana 161(3)
Pravila primene. Takvo obaveStenje Ce biti napravijeno Sto je pre moguce po
dobijanju odobrenja UOOPN-a.

7. Dostavljene ponudaocenjuje(u) odbor(i) za procenu pomenut(i) u stavu 2, u
skladu sa drugim i tre¢im podstavom ¢lana 132(4) Pravila primene.

Glava IV

DODELA | POTPISIVANE POJEDINACNIH UGOVORA ZASNOVANIH NA
OKVIRNIM UGOVORIMA
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Clan 27
Dodela i potpisivanje pojedinaénih ugovora zasnovanih na okvirnim ugovorima

1. Sprovodenje okvirnih ugovora vrsi se kroz posebne ugovore zaklju¢ene izmedu
pojedina¢nih ugovornih strana koje udestvuju i Sprorazuma o zajednickim
nabavkamaugovaracakoji su strane ovih okvirnih ugovora.

Ugovorne strane na koje se odnosi okvirni ugovor mogu dodeliti i potpisati
pojedina¢ne ugovore do maksimalnog broja medicinske opreme koje su rezervisali
prema navedenom okvirnom ugovoru.

2. Svaka ugovorna strana duzna je da obavesti blagovremeno UOSZN o dodeli i
zaklju€enju ugovora.

3. Sve ugovorne strane iz okvirnog ugovora potpisuju pojedinacne ugovore pre
nego Sto okvirni ugovor istekne. Ti konkretni ugovori bice sprovedeni najkasnije 6
meseci nakon isteka odnosnog okvirnog ugovora. Odredbe odnosnog okvirnog
ugovora ce se i dalje primenjivati na pojedinaéne ugovore po njegovom isteku.

4. Ugovorne strane kojima su dodeljeni i koji potpisuju pojedina¢ne ugovore bice u
potpunosti odgovorne za sprovodenje ovih ugovora kao i za sledeée zadatke:

a) obezbedenjepoStovanja uslova okvirnog ugovora prilikomprimene
pojedinaénihugovora;

b) obavestavanje Komisije o kvalitetu i koli€ini isporuke koja bi bila isporuéena;

v) prema potrebi, ocenjivanje ponuda za pojedinaCne ugovore u slucaju
ponovnog otvaranja hadmetanja;

g) preuzimanje pojedinacnih budzetskih obaveza;
d) izdavanje obrazaca naloga;
d) obezbedivanje praéenja obrazaca naloga;
e) ispunjavanje obaveze rokova plac¢anja;
Z) upravljanje ugovornim odnosima koji proizlaze iz pojedinacnih ugovora;
z) postovanje obaveze naknadnog objavljivanja dodele ugovora.
Clan 28
Preusmeravanje rezervisanih koli€ina

Ugovorna strana moze ponuditi rezervisanu koli€¢inu medicinske opreme pod
okvirnim ugovorom u celosti ili delimiéno jednoj ili vise ugovornih strana koja
uCestvuju u istom okvirnom ugovoru. Uslovi preraspodele rezervisanih koli¢ina se
dogovoraju izmedu ugovorne strane koja nudi i ugovorne strane koja ih prihvata.

Clan 29
Preusmeravanje naloga

1. Nakon dodele odredenog ugovora u okviru okvirnog ugovora, ugovorna strana
moze ponuditi jednoj ili vise ugovornih strana koja uc€estvuju u istom okvirnom
ugovoru kupovinu u celosti ili deo narucene koliine koja je josS uvek preostala kod
ugovara€a. Uslovi preusmeravanja naruCenih koli¢ina se dogovaraju izmedu
ugovaraca, ugovorne strane koja nudi i ugovorne strane koja prihvata.

2. Ako su medicinska sredstvalekovi, ugovorna strana koja ih nabavlja ¢e osigurati
da ti lekovi budu u skladu sa Direktivom 2001/83/EZ6 ili Uredbom (EZ) br. 726/2004
7.
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Clan 30
Preprodaja isporuka

1. Ugovorna strana moze ponuditi jednoj ili viSe drugih ugovornih strana
mogucnost kupovine medicinskih sredstavakoja su veé isporu¢enaugovornoj strani
koja nudi. Uslovi preprodaje dogovoraju se izmedu ugovorne strane koja nudi i
ugovorne strane koja kupuje i, ako je primenljivo, sa ugovaracem.

2. Ugovorna strana koja nudi i ugovorna strana koja kupuje ¢e obezbediti da je
takva preprodaja u skladu sa zakonom o javnim nabavkama i zakonom o
konkurenciji i postuje sve ugovorne odredbe po kojima ugovorna strana koja nudi
moze biti obavezana.

3. Ako su medicinska sredstvalekovi, ugovorna strana koja ih nabavlja ce
obezbediti da ti lekovi budu u skladu sa Direktivom 2001/83/EZ6 ili Uredbom (EZ) br.
726/2004 7.

4. Moguénost preprodaje medicinske opreme koja je ve¢ dostavljena ugovornoj
strani jedne ili viSe drzava koja nije ugovorna strana podlozna je sporazumu
ugovorne strane koja nudi, drzave(a) koja(e) kupuje(u) i ugovara¢a. Ugovorna strana
koja nudi i drzava(e) koja(e) kupuje(u) treba da obezbede da je takva preprodaja u
skladu sa zakonom Unije o javnim nabavkama i zakonom o konkurenciji i postuje bilo
koje ugovorne odredbe na koje se ugovorna strana koja nudi mozZe biti obavezana.

Clan 31
Donacija medicinske opreme

1. Ugovorna strana moze da donira medicinsku opremu ste€enu u postupku
zajedni¢ke nabavke.

2. Pre donacije, ugovorna strana ¢e o tome obavestiti UOSZN. Clanovi UOSZN-a
imaju sedam kalendarskih dana da izraze interesovanje za primanje donacije. Po
isteku ovog perioda, ugovorna strana koja donira moze odluciti o korisniku donacija,
uzimajuci u obzir potrebe javnog zdravstva drzava koje zastupaju ¢lanice UOSZN-a,
kao i drugih drzava i medunarodnih organizacija koje su izrazile interesovanje.

3. Ugovorna strana koja donira moZze traZiti povracaj administrativnih trodkova i
troSkova prevoza od drzave koja prima donaciju, a u vezi donacije.

Glava V

ODREDBE KOJE SE PRIMENjUJU NA RUKOVANjE INFORMACIJAMA ILI
DOKUMENTIMA

Clan 32
Deljenje informacija ili dokumenata

Ugovorne strane ¢e jedna drugoj dostaviti informacije ili dokumente za
potrebe obavljanja njihovih uloga prema ovom Sporazumu.

Clan 33
Profesionalna tajna

1. Ne dovodeéi u pitanje stav 2, osobama koje rade u vezi s ovim Sporazumom
zabranjeno je, Cak i nakon prestanka njihovih duznosti, da objavljuju informacije
obuhvacéene obavezom profesionalne tajne u smislu ¢lana 339 Ugovora.

2. Ne dovode¢i u pitanje €lan 35(2), informacije ili dokumenta na koje se odnosi
obaveza profesionalne tajne kojom upravljaju ugovorne strane prema ovom
Sporazumu se dele samo u skladu sa potrebama osoba koje rade u vezi sa ovim
Sporazumom kako bi im se omogucilo da obavljaju funkciju ili zadatak povezan sa
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ovim Sporazumom. Pristup neée biti odobren samo zato Sto osoba zauzima
odredenu poziciju, ¢ak ni ako je na visoj funkciji.

Jednom kada informacije ili dokumenti iz prvog podstava na zakonit nacin budu javno
dostupni, obaveza profesionalne tajne se vise neée primenjivati.

3. Svaka ugovorna strana mora da obezbedi da su sva lica koja rade za nju u vezi
sa ovim Sporazumom zakonski obaveznada poStuju obaveze iz stavova 1 i 2 tokom
njihovog zaposlenja i nakon prestanka njihovog radnog odnosa.

4. Ne dovodec¢i u pitanje ¢lan 38(1), kada licakoja rade u vezi sa ovim
Sporazumom nisu zaposlene od ugovorne strane, ugovorna strana kojoj oni pomazu
¢e sklopiti ugovorni odnos sa nadleznim poslodavcem koji onda namece obaveze iz
stavova 1 i 2 svojim zaposlenima.

Clan 34
Sukob interesa

1. Svaka ugovorna strana mora da obezbedi da sva lica koja rade za nju u vezi sa
ovim Sporazumom ne dodu u situaciju koja bi mogla da stvori sukob interesa ili na
drugi nacin ugrozi nepristrasnost ili objektivnost svog rada u vezisa ovim
Sporazumom tokom njihovog rada.

2. Ne dovode¢i u pitanje ¢lan 38(1), kada licakoja rade u vezi sa ovim
Sporazumom nisu zaposlene od strane ugovorne strane, ugovorna strana kojoj oni
pomazu ¢e sklopiti ugovorni odnos sa nadleznim poslodavcem koji namecée obaveze
iz stava 1 svojim zaposlenima.

Clan 35
Upotreba informacija ili dokumenata

1. Ugovorne strane nece koristiti nikakve informacije ili dokumente iz okvira ovog
Sporazuma u druge svrhe osim onih koje se odnose na ovaj Sporazum.

2. U meri u kojoj je to moguce prema vazeCem zakonu Unije ili nacionalnom
zakonu, bilo koja ugovorna strana koja razmatra objavljivanje bilo kakvih informacija
ili dokumenata koji su iz okvira ovog Sporazuma, ¢e blagovremeno pisanim
putemkonsultovati autora podataka ili dokumenta pre objavijivanja doti¢nih
informacija ili dokumenata i uzeée u obzir u najvec¢oj mogucoj meri stavove autora.

Ako prethodne konsultacije u skladu sa prvim podstavom nisu moguce, ugovorna
strana ¢e ipak obavestiti autora o objavljivanju, uklju€ujuéi i €injeniCne i pravne
okolnosti koje se na njega odnose bez nepotrebnog odgadanja.

3. Svaka ugovorna strana mora da obezbedi da su sva lica koja rade za nju u vezi
sa ovim Sporazumom zakonski obavezna da postuju obaveze iz stavova 1 i 2 tokom
njihovog zaposlenja i nakon prestanka njihovog radnog odnosa.

4. Ne dovodecdi u pitanje ¢lan 37 stav 1, licakoja rade u vezi sa ovim Sporazumom
a koje nije zaposlila ugovorna strana, ugovorna strana kojoj oni pomazu ¢e sklopiti
ugovorni odnos sa nadleznim poslodavcem koji namece obaveze iz stavova 1 i 2
svojim zaposlenima.

Clan 36
Pristup dokumentima

NiSta u ovom Sporazumu ne spre€ava ugovornu stranu da postuje odredbe
prava Unije ili nacionalnog prava koje se na njega primenjuju u vezi s javnim
pristupom dokumentima, zastiti licnih podataka ili zastiti tajnih podataka.

Clan 37
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Mere za zastitu informacija ili dokumenata iz okvira ovog Sporazuma

1. Komisija ¢e predloZiti posebna uputstva za rukovanje koja se primenjuju na
informacije ili dokumente iz okvira ovog Sporazuma i mere zastite koje se odnose na
sastanke UOSZN-a, UOOPN-a i komisija za otvaranje ili ocenjivanje.

2. Uputstva za rukovanje koja se odnose na informacije ili dokumente kojima
rukuje UOSZN i mere bezbednosti koje se primenjuju na sastanke UOSZN bice
usvojene kao deo poslovnika ovog odborana osnovu predloga Komisije.

3. Uputstva za rukovanje koja se odnose na informacije ili dokumente kojima
rukuje UOOPN i mere bezbednosti koje se primenjuju na sastanke UOOPN bice
usvojene kao deo poslovnika odborana osnovu predloga Komisije.

4. Uputstva za rukovanje koja se odnose na informacije ili dokumente kojima
rukuju odboriza otvaranje ili za procenui mere bezbednosti koje se primenjuju na
sastancima odboraza otvaranje ili procenu, ukljuujuéi bilo koji kodeks ponasanja za
ocenjivace, ¢e biti dostavljen UOSZN-u na odobrenje u skladu sa ¢lanom 7.

5. Svaki ¢lan odbora za procenu potpisuje Izjavu.

Predsedavajuéi odbora za procenu takode moze zahtevati od svakog ¢lana odbora
za procenu da potpide kodeks ponaSanja za ocenjivace iz stava 4.

Clan 38
Postovanje odredbi

1. Svaka ugovorna strana ¢e, prema svim drugim ugovornim stranama, imati
odgovornost za poStovanje odredbi ove Glave, kao i nadoknadivanje svake Stete
prouzrokovane kr§enjem ovih odredbi.

2. Svaka ugovorna strana preduzimace odgovaraju¢e mere u skladu sa pravilima,
zakonima ili propisima koji se na nju odnose kako bi:

(@) sprecila otkrivanje informacija ili dokumenata koji su u okviru ovog
Sporazuma, zasti¢eni obavezom Cuvanja profesionalne tajne, neovladéenim licima,

(b) se pridrzavala uputstava za rukovanje informacijama ili dokumentima koji
su u okviru Sporazuma, pokriveni obavezom profesionalne tajne;

(c) spredila, otkrila i uklonila sukobe interesa koji mogu nastati pri izvrSenju
ovog Sporazuma.

3. Svaka ugovorna strana duzna je da bez odlaganja i odmah po otkrivanju krSenja
odredaba ove Glave, gubitka ili neadekvatnog rukovanja informacijama ili
dokumentima koji su zasti¢eni ovom Glavom, preko svog predsedavajuéeg o ovome
obavesti Upravni odbor Sporazuma o zajedni¢koj nabavci.

Predmetna ugovorna strana ¢e u skladu sa pravilima, zakonima ili propisima koji se
na nju primenjuju, odmah sprovesti istragu o kr3enju, gubitku ili neadekvatnom
rukovanju informacijama ili dokumentima, gde je poznato, ili postoje opravdane
sumnje da su informacije ili dokumenta na koja se primenjuje obaveza profesionalne
tajne, neadekvatno koris¢ene. Ugovorna strana ¢e o rezultatima istrage izvestiti
UOSZN.

Ne dovodec¢i u pitanje pravila, zakone ili propise koji se na njih odnose,
ugovornestrane Ce saradivati jedna s drugom u istrazi bilo kog krSenja odredaba ove
Glave, neadekvatnog rukovanja ili gubitka informacija ili dokumenta zasti¢enih ovim
Glavom.

Ne dovodeci u pitanje peti podstav, ugovorne strane ¢e saradivati pri pronalazenju
odgovarajuéih reSenja za uklanjanje, saniranje ili ublazavanje uticaja bilo kakvog
krSenja ove Glave.
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Svaka ugovorna strana osta¢e odgovorna za uklanjanje, saniranje ili ublazavanje
uticaja bilo kakvog krdenja odredaba ove Glave ¢ak i nakon konsultacija sa UOSZN.

Glava VI
ZAVRSNE ODREDBE
Clan 39
Duznost doslednesaradnje

Ugovorne strane ¢e preduzeti sve odgovaraju¢e mere, bilo opSte ili odredene,
kako bi se osiguralo ispunjenje obaveza ili bilo koje aktivnosti koje proisti¢u iz ovog
Sporazuma. Ugovorne strane Ce se uzdrzati od bilo kojih mera koje mogu ugroziti
ispunjenje ciljeva Odluke br. 1082/2013/EU i ovog Sporazuma.

Ovaj ¢lan ne dovodi u pitanje prava ugovornih strana da obavljaju
postupkenabavki izvan ovog Sporazuma, ¢ak ni kada ovi postupcipodrazumevaju
nabavku medicinskih sredstavakoja su predmet zajednicke nabavke, okvirnog
ugovora ili ukljuéuju privrednesubjekte ili ugovaracekoji su, u tenderskoj proceduri, ili
su potpisali okvirni ugovor u skladu sa postupkom zajedni¢ke nabavke u okviru ovog
Sporazuma.

Clan 40
Posledice krsenja odredbi

1. U sludaju da se bhilo koja ugovorna strana ne pridrzava ovog Sporazuma,
ugovorne strane ¢e uloZiti napor da, u okviru UOSZN, brzo i zajedni¢ki odrede
sredstva za reSavanje situacije u najkraéem moguéem roku.

2. U slu€aju neslaganja dve ili viSe ugovornih strana u pogledu tumacenja ili
primene ovog Sporazuma, te ugovorne strane ée ulozZiti svoj najveci napor kako bi
reSile problem direktno.

U slu€aju da ovo nije moguce, bilo koja ugovorna strana koja je predmet neslaganja,
moze proslediti ovo pitanje UOSZN, gde ¢e ugovorne strane uloziti svoj najveéi
napor u reSavanju ovog pitanja putem medijacije.

3. Ukoliko postupci navedeni u stavovima 1 i 2 ne otklone nepridrzavanje ili ne rese
neslaganje, u roku od tri meseca od prosledivanja ovog pitanja UOSZNSudu pravde
u skladu sa ¢lanom 41.

Clan 41
Nadlezni sud za reSavanjesporova

1. Svako nepoStovanje ovog Sporazuma ili neslaganje u pogledu tumacenja ili
primene ovog Sporazuma izmedu ugovornih strana koje ostane nereSeno unutar
UOSZN, nakon primene ¢lana 40(3), moze biti doveden pred Sud pravde:

(@) Od strane predmetne(ih) ugovorne(ih) strane(a), u skladu sa ¢lanom
272Ugovora ukoliko je tekuéi neredeni problem izmedu Komisije i jedne ili vise
drzava ¢&lanica;

(b) Od strane predmetne(ih) ugovorne(nih) strane(a) koje su drzave c¢lanice,
protiv bilo koje druge ugovorne(ih) strane(a) koja je (su) drzave &lanice, u skladu sa
¢lanom 273 Ugovora gde je tekuci spor izmedu dve ili viSe drzava Clanica.

2. Sud pravde ce imati isklju€ivu nadleznost da donosi odluke o bilo kakvom
kr&enju odredbiovog Sporazuma u pogledu tumacenja ili primene ovog Sporazuma.

3. Sud pravde moze doneti bilo koje reSenje koje smatra prikladnim za sve
slu¢ajeve dovedene pred njega u skladu sa ovim ¢lanom.
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Clan 42
Merodavno pravo i primena

1. Pitanja ili sporovi koji proisticu iz predmeta ovog Sporazuma bice regulisani
primenljivim pravom Evropske Unije, odredbama ovog Sporazuma, i gde je to
prikladno, zajedni¢kim ops&tim pravnim nacelima drzava €lanica Unije.

2. Merodavno pravo za okvirne ili direktne ugovore ovog Sporazuma, i nadlezni
sud za razmatranje sporova po ovim ugovorima, bi¢e odreden ovim ugovorima.

3. Ukoliko jedna ili viSe odredaba ovog Sporazuma treba da, ili postane delimi¢no
ili u potpunosti nevazec¢a, nezakonita ili neprimenljiva u bilo kom pogledu prema
vaze¢em zakonu, validnost, zakonitost i primenljivost preostalih odredaba sadrzanih
u zakonu neée biti ugrozena.

Clan 43
Vanugovorna odgovornost i naknada za po€injenu stetu

1. Ne dovodecdi u pitanje Clanove 41 i 42, svaka ugovorna strana ¢e u skladu sa
pravom Unije, nadoknaditi svu vanugovornu S$tetu, nastalu iz primene ovog
Sporazuma, tre¢im licima ili drugim ugovornim stranama, koju su prouzrokovali njeni
organi ili bilo koje od drugih lica koja, u vezi sa ovim Sporazumom, rade za te
organe.

Vanugovorna odgovornost Komisije koja proizlazi iz ovog Sporazuma, uredena je
drugim stavom ¢lana 340 Ugovora.

2. Ne dovode¢i u pitanje ¢lanove 41 i 42, gde Komisija, u okviru svoje uloge
predstavnika ugovornih strana, shodno ¢lanu 4, stavovima 3 do 5, mora da treCem
licu ili ugovornoj strani nadoknadi vanugovornu Stetu nastalu iz primene ovog
Sporazuma, prouzrokovanu, delom ili u celini, od strane jedne ili vise ugovornih
strana, u sluéaju da strana(e) moze(gu) biti identifikovana(e), predmetne ugovorna(e)
strana(e) ¢e obestetiti Komisiju za celokupan iznos troSkova koje Komisija nije
prouzrokovala, uklju€ujuéi i troSkove bilo kakvog sudskogpostupka.

3.  Ne dovodeci u pitanje ¢lanove 41 i 42, gde Komisija, u okviru svoje uloge
predstavnika ugovornih strana, shodno ¢lanu 4, stavovima 3 do 5, mora da trecem
licu ili ugovornoj strani nadoknadi vanugovornu Stetu nastalu iz primene ovog
Sporazuma, prouzrokovanu, delom ili u celini, od strane jedne ili vise ugovornih
strana, u slu€aju da strana(e) ne moze (gu) biti identifikovana(e), sve ugovorne
strane Ce obestetiti Komisiju za celokupan iznos troSkova Stete, ukljucujuci i troSkove
bilo kakvog sudskogpostupka.

Udeo Stete koji nadoknaduje svaka predmetna ugovorna strana, ukljucujuéi udeo koji
snosi Komisija, biée odreden u skladu sa udelom svake strane u
ukupnojkoli¢inimedicinskih sredstava kojasu obuhvac¢ena odredenim postupkom
nabavke.

Ugovorna strana bice izuzeta iz obraCuna nadoknade ukoliko moze da dokaze da
nije mogla ¢ak ni delom da prouzrokuje nastalu Stetu. Medutim, nijedna strana nece
biti iskljuCena iz obraCuna samo na osnovu toga Sto nije bila deo UOSZNili UOOPN
koji je odobrio ili dao misljenje u korist predloga koji je naneo Stetu, nije bila prisutna
ili imala zastupnika na sastanku, ili nije uCestvovala u glasanju; takode, ugovorna
strana nece biti isklju€eni iz obraduna ni ha oshovu toga $to se uzdrzala pri glasanju
ili glasala protiv predloga.

4. Ne dovodeci u pitanje ¢lanove 41 i 42, gde je Komisija pretrpela vanugovornu
Stetu nastalu iz primene ovog Sporazuma, prouzrokovanu, delom ili u celini, od
strane jedne ili viSe ugovornih strana, u slu¢aju da strana(e) ne moze(gu) biti
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identifikovana(e), sve ugovorne strane osim Komisije ¢ée obestetiti Komisiju za
celokupan iznos troskova Stete.

Udeo ukupne nadoknade prema Komisiji koji svaka predmetna ugovorna strana
treba da plati bi¢e izraCunat u skladu sa drugim podstavom stava 3. Treci podstav
stava 3 ¢e biti primenjen u skladu sa tim.

5. Ne dovodeci u pitanje Clanove 41 i 42, Komisija ¢e za razliku od drugih
ugovornih strana, biti jedina odgovorna za nadoknadu Stete trecem licu ili drugoj(im)
ugovornoj(im) strani(ama), koja je nastala iz primene ovog Sporazuma putem akta
koje je Komisija usvojila bez odobrenja ili misljenja Upravnih odbora u okviru ovog
Sporazuma.

6. Ovaj ¢lan se ne primenjuje na ugovornu odgovornost koja proistie iz ugovora.
Clan 44
Uslovi pla¢anja i cene
1. Ugovorne strane ée se pridrzavati svih cena i uslova pla¢anja navedenih u:

(@) opisnom dokumentu koji prati poziv za podnoSenje ponuda, u slu€aju
postupka konkurentskog dijaloga, u korist u¢esnika u dijalogu;

(b) okvirnom ugovoru sa ugovaraem nakon zakljuCenja.

2. Ugovorne strane odgovorne su za izmirenje bilo koje finansijske obaveze
proistekle iz okvirnog ugovora direktno sa ugovaratem, srazmerno njihovom udelu u
ukupnom broju medicinskih sredstava obuhvacenih tim okvirnim ugovorom.

Clan 45
Preambula i prilozi

Ovaj Sporazum ¢e biti tumacen u skladu sa svojom preambulom i pravom
Unije, posebno Odluke br. 1082/2013/EU, Finansijske uredbe i Pravila primene.
Prilozi ovog Sporazuma €ine njegov sastavni deo.

Clan 46
Amandmani

Ugovorne strane mogu predloziti amandmane na ovaj Sporazum. Predlozeni
amandmani se predaju UOSZN u pisanoj formi, preko svog predsedavajuceg.
Amandmani na Sporazum i njegovi prilozi sejednoglasno usvojaju od strane UOSZN.
Amandman stupa ha snagu i postaje sastavni deo ovog Sporazuma u skladu sa
stavovima 4 i 5 ¢lana 51.

Clan 47
Mandat i prestanak vazenja

1. Ovaj Sporazum ¢e biti na snazi sve dok ne bude zamenjen drugim sporazumom
u skladu sa stavom 2 ovog €lana, ili ukinut u skladu sa stavom 3 ovog ¢lana.

2. Na zahtev proste vecine ¢lanova UOSZN, Komisija moze predloziti da se ovaj
Sporazum ukine ili bude zamenjen drugim. Predlog Komisije ¢e po potrebi sadrzati
sveobuhvatni plan postepenog prelaska na alternativni okvir i nastavak garancija u
meduvremenu.

3. Ovaj Sporazum c¢e biti ukinut samo u slucCaju jednoglasne odluke ugovornih
strana u pisanoj formi.

Clan 48

Povla¢enje ugovorne strane
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1. U slu€aju da ugovorna strana odlu¢i da se povu€e iz Sporazuma, ugovorna
strana ¢e o ovome obavestiti UOSZN. PovlaCenje iz Sporazuma nece imati
finansijske posledice po predmetne ugovorne strane pod uslovom da povlacenje
stupi na snagu pre objavljivanja poziva za ponudu.

2. Ugovorna strana koja se povlaci ¢e nadoknaditi svaku Stetu koja proistice iz
njenihugovornih obaveza na osnovu ugovora uredenih ovim Sporazumom.

Clan 49
Pristupanje drugih zemalja Sporazumu

1. Ovaj Sporazum je otvoren za uceScCe bilo koje drzave Clanice Evropske unije,
kao i drzave kandidate i ¢lana Evropskogudruzenja za slobodnu trgovinu, pod
uslovom sklapanja medunarodnog sporazuma u ovu svrhu, prema clanu
104(1),Cetvrti podstav, Finansijske uredbe.

2. Ukoliko zemljamedu navedenima u stavu 1, odluéi da pristupi Sporazumu, o
tome ¢e pisanim putem obavestiti UOSZN.

3. Potpisivanje Sporazuma od strane zemljekoja pristupa znaci bezuslovno
prihvatanje svih odredaba ovog Sporazuma, kao i svih odluka koje su Komisija i
UOSZN vec¢ usvojili u vezi sa ovim Sporazumom od trenutka kada je Sporazum
stupio na snagu, u skladu sa ¢lanom 51(4). Medutim, zemljakoja se pridruzuje ne
moze ucestvovati postupcimanabavki koji su u toku.

Clan 50
Komunikacija

Sva obavestenja u skladu sa ovim Sporazumom su validna ako se daju u
pisanom obliku i dostavena adrese i kontakte nacinima komunikacije predvidenim
poslovnikom UOSZN-a.

Clan 51
Potpisivanje i stupanje na snagu

1. Ovaj Sporazum se sacCinjavai izvrS8ava u jednako verodostojnim jezi€kim
verzijama navedenim u Aneksu 4.

2. Ugovorne strane ce potpisati jedan ili viSe primerakasvake jezi¢ke verzije ovog
Sporazuma. Potpisi na razliitim primercimaverodostojne jezicke verzije imaju isti
efekat kao da su potpisani na jednom primerkuovog Sporazuma.

3. Komisija je depozitar svih potpisanih verodostojnih jeziCkih primerakaovog
Sporazuma. Komisija ¢e dostaviti propisno overene kopije ovog Sporazuma svakoj
od ugovornih strana Sto je pre moguce nakon $to primi potpisane primerkeovog
Sporazuma od svih ugovornih strana.

4. Ovaj Sporazum stupa na snagu 14 dana od dana kada je: Komisija primila
potpisaneprimerkeovog Sporazuma od svake ugovorne strane u svim verodostojnim
jezickim verzijama; Komisija potpisala svaki primeraku istim verodostojnim jezickim
verzijama; i da je jedna trecCina svih ugovornih strana dostavila Komisiji potvrdu o
zavrSetku neophodnih nacionalnih procedura za stupanje na shaguovog Sporazuma
ili nepostojanje potrebe za takvim postupcima, kao Sto je prilozeno u Aneksu 2.

5. Preostale dve tre¢ine ugovornih strana bice obavezne da dostavepotvrdu iz
stava 4 u roku od 14 dana, od predaje te potvrde po ovom Sporazumu i svim aktima
koje je UOSZN ve¢ usvojio u vezi sa ovim Sporazumom,od kada je ovaj Sporazum
stupio na snagu, kako je utvrdeno u stavu 4.

Clan 52
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Prelazne odredbe

Ugovorne strane, osim Komisije, koje nisu obavestile Komisiju da je ovaj
Sporazum stupio na snagu kod njih, kako je utvrdeno ¢&lanom 51(4), mogu
ucestvovati u radu UOSZN-a kao posmatraci, podlozno da takve drzave potpiSu
Sporazum o u€escu u radu UOSZN-a kao posmatraci, kao sto je prilozeno u Aneksu
3.

Ugovorne strane, osim Komisije, koje nisu dostavile Komisiji potvrdu iz ¢lana
51(4), ne¢e se wuzimati u obzir prilikom postizanja zajedni¢kog dogovora,
kvalifikovane vecine ili jednostavne vecine u sklopu ovog Sporazuma.

Clan 53
Objavljivanje

Ovaj Sporazum i sve njegove izmene bi¢e objavljene na svim zvani€nim
jezicima onih ugovornih strana koje su drzave Clanice Unije u seriji ,C“ Sluzbenog
lista Evropske unije.

RADI POTVRDE ¢&ega su dole potpisani, ovlasc¢eni, potpisali ovaj Sporazum.
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ANEKSI
Aneks 1

Izjava 0 odsustvu sukoba interesa i zastiti poverljivosti koju treba da daju
€élanovi odbora za procenu, kako je navedeno u élanu 37 (5)

Naziv Sporazuma:

Ja, dole  POIPISANI, i :
postavljen [imenovan u odbor za procenu [kome je data odgovornost za
procenukriterijuma za isklju€enje i izborif/ili kriterijuma za dodelu] za gore navedeni
ugovor, izjavljuiem da sam upoznat sa ¢lanom 57. Finansijske uredbe’®, u kojem se
navodi da:

»1. Finansijski akteri i drugalicauklju¢ene u izvrSenje i upravljanje budzetom,
ukljuCujuci akte za pripremu, reviziju ili kontrolu, nec¢e preduzimati nikakve radnje
koje mogu dovesti u sukob njihoveinterese sa interesima Unije.

Ako postoji takav rizik, doti¢na osoba ¢e se suzdrZati od takve radnje i uputice pitanje
ovlaséenom sluzbeniku delegacije koji pisanim putempotvrduje da li postoji sukob
interesa. Lice o kome je rec, takode, ¢e obavestiti svog nadredenog po hijerarhiji.
Tamo gde postoji sukob interesa, doti¢na osoba prestaje sa svim aktivhostima u vezi
s tim pitanjem. Sluzbenik oviaséen od strane delegacije c¢e licno preduzeti sve
dodatne odgovarajuce mere.

2. Za potrebe stava 1, sukob interesa postoji kada je nepristrasno i objektivho
vr$enje funkcija finansijskog aktera ili drugalica, kako je navedeno u stavu 1,
ugroZeno iz razloga koji uklju¢uju porodicni, emotivni Zivot, politicki ili nacionalni
afinitet, ekonomski interes ili bilo koji drugi zajednicki interes sa primaocem.

3. Komisija ée biti oviasyena da donosi delegirane akte u skladu sa &lanom 210 kojim
se utvrduje Sta bi moglo predstavljati sukob interesa zajedno sa procedurom koja
treba da se sledi u takvim slu¢ajevima.”

Izjavljujem da, koliko je meni poznato, nemam sukob interesa sa privrednim
subjektima koji su se [prijavili za uceSc¢e] [dostavili ponudu] za ovaj ugovor,
ukljuCujucéi lica ili Clanove konzorcijuma, ili predlozene podugovarace.

Potvrdujem da, ukoliko tokom evaluacije otkrijem da postoji takav sukob, odmah ¢u
ga izjaviti i podneti ostavku iz odbora.

Takode potvrdujem da ¢Cu sva pitanja kojami budu poverena Cuvati u tajnosti. Necu
saopétiti izvan odboranikakve poverljive informacije koje su mi otkrivene ili koje sam

¢ Uredba (EU, Euratom) br. 966/2012 Evropskog parlamenta i Saveta od 25. oktobra 2012. o
finansijskim pravilima koja se primenjuju na opsti budzet Unije i poniStavaju Uredbu Saveta (EZ,
Euratom) br. 1605/2002 (OJ L 298, 26.10.2012, Str. 1).
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otkrio niti bilo kakve informacije koje se odnose na stavove iznete tokom procene.
Necu koristiti na negativan nacin informacije koje su mi date.

[Slazem se da ¢u se pridrzavati odredaba Kodeksa ponaSanja Komisije namenjenih
za ocenjivace, Ciji sam primerak dobio.]

Potpisao/la: .........ccoiiiiii
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Aneks Il

Potvrda o zavrSetku nacionalnih procedura za odobrenje ovog Sporazuma ili
odsustvu potrebe za takvim procedurama kao §to se navodi u €élanu 51(4)

[Zaglavlje organa koji predstavlja ugovornu stranu za potrebe ovog
Sporazuma]

Evropska komisija

Generalni direktor

Generalni direktorat za zdravlje i zastitu potrosaca
[Adresa]

Faks: [xxx]

Re: Potvrda o zavrsetku nacionalnih procedura za odobravanje Sporazuma o
zajednickim nabavkama za nabavku medicinskih protivmera ili odsustvu
potrebe za takvim procedurama u skladu sa €lanom 51(4) tog Sporazuma

Postovani,
Pozivamo se na ¢lan 51(4) gore navedenog Sporazuma o zajednic¢kim nabavkama.
ILI

ObaveStavamo vas da su naSe nacionalne procedure za odobravanje gore
navedenog Sporazuma o zajednickim nabavkama okonane na dan [datum].
ILI

ObaveStavamo vas da nisu potrebne nacionalne procedure za odobravanje gore
navedenog Sporazuma o zajedni¢kim nabavkama od strane [ime ugovorne strane].

S postovanjem,

[Ime ugovorne strane]
[Nadlezna nacionalna institucija]
[Ime, funkcija]

[Adresa]

Faks: [xxx]
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Aneks Il

Sporazum o uéescéu u radu Upravnog odbora Sporazuma o zajedni€kim
nabavkama u svojstvu posmatraca iz prvog stava ¢lana 52

[Zaglavlje organa koji predstavlja ugovornu stranu za potrebe ovog
Sporazuma]

Evropska komisija

Generalni direktor

Generalni direktorat za zdravlje i zastitu potroSace
[Adresa]

Faks: [xxx]

Re: Sporazum o uéeséu u radu Upravnog odbora Sporazuma o zajedni¢kim
nabavkama kao posmatraéa u skladu sa prvim stavom ¢€lana 52 Sporazuma o
zajedni¢kim nabavkamamedicinskih sredstava

Postovani,

U vezi sa prvim stavom c¢lana 52 gore navedenog Sporazuma o zajednickim
nabavkama zakljuenog izmedu Komisije i drzava Clanica Evropske unije.

Imajuci u viduda u€edcée [ime ugovorne strane] u radu Upravnog odbora Sporazuma
0 zajedni¢kimnabavkama do zavrSetka nacionalnih prodecura za [drzavu &lanicu] za
odobravanje gore navedenog Sporazuma podleZe sledeéem:

. saglasnost [ime ugovorne strane] da se obavezuje ¢lanovima 5 do 6, ¢lanom
23, ¢lanovima 32 doGreska! Referentni izvor nije pronaden. 08, ¢lanovima 39 do 43,
¢lanom 50 i drugim stavom c¢lana 52 gore navedenog Sporazuma o zajedni¢kim
nabavkama; i

. posStovanje [od strane ime ugovorne strane] pravila procedure Upravnog
odbora Sporazuma o zajednickim nabavkama, ukljuCuju¢i sve mere donesene po
navedenim pravilima.

Saglasni smo dase u ime [ime ugovorne strane] tako obavezujemo i da smo s tim
usaglaseni.

S postovanjem,

[Ime ugovorne strane]
[Nadlezna nacionalna institucija]
[Ime, funkcija]

[Adresa]

Faks: [xxX]
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Aneks IV

Spisak verodostojnihjezickih verzija ovog Sporazuma iz €lana 51(1)

Spanski
ceski
danski
nemacki
greki
engleski
francuski
hrvatski
italijanski
litvanski
madarski
holandski
portugalski
slovacki

slovenacki
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Sastavljeno u Luksemburgu, dvadesetog juna dve hiljade ¢etrnaeste godine.
Za Komisiju

Za Kraljevinu Belgiju

Za Republiku Bugarsku

Za Cesku Republiku

Za Kraljevinu Dansku

Za Saveznu Republiku Nemacku
Za Republiku Estoniju

Za Irsku

Za Republiku Grcku

Za Kraljevinu Spaniju

Za Republiku Francusku

Za Republiku Hrvatsku

Za Republiku Italiju

Za Republiku Kipar

Za Republiku Letoniju

Za Republiku Litvaniju

Za Veliko vojvodstvo Luksemburg
Za Madarsku

Za Republiku Maltu

Za Kraljevinu Holandiju

Za Republiku Austriju

Za Republiku Poljsku

Za Republiku Portugaliju

Za Rumuniju
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Za Republiku Sloveniju
Za Slovacku Republiku
Za Republiku Finsku
Za Kraljevinu Svedsku
Za Ujedinjeno Kraljevstvo Velike Britanije i Severne Irske
Za Kraljevinu NorveSku
Za Island
Za KneZevinu Lihtenstajn
Za Crnu Goru
Za Republiku Severnu Makedoniju
Za Republiku Albaniju
Za Republiku Srbiju
Ministar finansija
SiniSa Mali
Za Bosnu i Hercegovinu
Za Kosovo*

*Qvaj naziv je bez prejudiciranja statusa i u skladu je sa Rezolucijom Saveta
bezbednosti Ujedinjenih nacija 1244 i misljenjem Medunarodnog suda pravde o
deklaraciji o nezavisnosti Kosova.
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m European
Commission
Brisel, 5.3.2015
C(2015) 1407 konac¢no

ISPRAVKA

Konaéne Odluke Komisije C(2014)2258 od 10. aprila 2014. godine o
odobrenju Sporazuma o zajedniékim nabavkama medicinskih sredstava u
skladu sa Odlukom
1082/2013/EU

U ¢lanu 7(3) Aneksa

umesto: ,Ako se predlog ne usvoji kvalifikovanom veéinom prisutnih ili
zastupljenih ¢lanova relevantnog Upravnog odbora, onda se, ne dovodedéi u pitanje
stav 5, organizuje drugo glasanje na narednom sastanku. lzuzetno od stava 3,
predlog ¢e se smatrati odobrenim od strane Upravnog odbora ako je izglasan
prostom vecéinom prisutnih ili zastupljenih ¢lanova koji glasaju u ime ugovornih strana
Cije u€eS¢e u proceduri iznosi minimum 50% ukupnih stvarnih troSkova (ili, ukoliko
stvarni troSkovi jo$§ nisu poznati, procenjenih troSkova) medicinskih sredstava koje
pokriva postupak zajedniCke nabavke, ili, gde je primenjivo, pokrivaju Ugovorne
strane u UOOPN.

Ako predlog ne moze biti usvojen prostom veéinom, onda ¢e, ne dovodeci u
pitanje stav 5, tre¢e glasanje biti odrzano na narednom sastanku. Ako prosta vecina,
onako kako je definisana prvim podstavom, ponovo ne moze da se postigne, predlog
Ce se smatrati odobrenim osim ako postoji kvalifikovana vecina protiv istog®.

Gitati: ,Ako se predlog ne usvoji kvalifikovanom vec¢inom prisutnih ili
zastupljenih ¢lanova relevantnog Upravnog odbora, onda se, ne dovodedéi u pitanje
stav 4, organizuje drugo glasanje na narednom sastanku. lzuzetno od stava 2,
predlog ¢ée se smatrati odobrenim od strane Upravnog odbora ako je izglasan
prostom vecéinom prisutnih ili zastupljenih ¢lanova koji glasaju u ime ugovornih strana
Cije u€eS¢e u proceduri iznosi minimum 50% ukupnih stvarnih troSkova (ili, ukoliko
stvarni troSkovi jo$§ nisu poznati, procenjenih troSkova) medicinskih sredstava koje
pokriva postupak zajedniCke nabavke, ili, gde je primenjivo, pokrivaju Ugovorne
strane u UOOPN.

Ako predlog ne moze biti usvojen prostom vec¢inom, onda ¢e, ne dovodedi u
pitanje stav 4, tre¢e glasanje biti odrzano na narednom sastanku. Ako prosta vecina,
onako kako je definisana prvim podstavom, ponovo ne moze da se postigne, predlog
Ce se smatrati odobrenim osim ako postoji kvalifikovana vecina protiv istog“.

U ¢lanu 7(4) Aneksa
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umesto: ,Kada je potrebno hitno odobrenje predloga od strane Upravnog
odbora, on ¢e se odrzati telefonskim putem ili na drugi odgovaraju¢i nacin
komunikacije na daljinu, a uzastopna glasanja iz stava 3 mogu se odrzati na istoj
sednici®.

Citati: ,Kada je potrebno hitno odobrenje predloga od strane Upravnog
odbora, on ¢e se odrzati telefonskim putem ili na drugi odgovaraju¢i nacin
komunikacije na daljinu, a uzastopna glasanja iz stava 2 i 3 mogu se odrzati na istoj
sednici®.

U ¢lanu 7(5) Aneksa

umesto: ,Bez obzira na prvi podstav stava 1, stavovi 3 i 4 ne primenjuju se
ako se ovim Sporazumom zahteva jednoglasan dogovor ¢lanova Upravnog odbora®“.

Citati: ,Bez obzira na prvi podstav stava 1, stavovi 2 i 3 ne primenjuju se ako
se ovim Sporazumom zahteva jednoglasan dogovor ¢lanova Upravnog odbora®.

U ¢lanu 25(5), prvi podstav Aneksa

umesto: ,Nakon odobrenja navedenog u [drugom podstavu] stavu 4,
Komisija, postupaju¢i u ime ugovornih strana koje ucestvuju, obavestava svakog
isklju¢enog ponudaCa o razlozima za njegovo iskljuCenje iz daljih faza postupka
zajednicke nabavke®.

Citati: ,Nakon odobrenja navedenog u drugom podstavu stava 4, Komisija,
postupajuéi u ime ugovornih strana koje uc€estvuju, obavestava svakog isklju¢enog
ponudada o razlozima za njegovo iskljuenje iz daljih faza postupka zajednitke
nabavke®.

U ¢lanu 26(4), prvi podstav Aneksa

umesto: ,Nakon odobrenja navedenog u [drugom podstavu] stavu 3,
Komisija, postupajuci u ime ugovornih strana koje u€estvuju, obavestava svakog na
taj nacin isklju¢enog kandidata o razlozima za njegovo iskljuCenje iz daljih faza
postupka zajednic¢ke nabavke®.

¢itati: ,Nakon odobrenja navedenog u drugom podstavu stava 3, Komisija,
postupajuéi u ime ugovornih strana koje u€estvuju, obavestava svakog na taj nacin
isklju¢enog kandidata o razlozima za njegovo isklju¢enje iz daljih faza postupka
zajednicke nabavke®.

Aneksi, prva tacka Aneksa lll

umesto: ,[ime ugovorne strane] da se obavezuje ¢lanovima 5 do 6, ¢lanom
23, ¢lanovima 32 do Greska! Referentni izvor nije pronaden.8, ¢lanovima 39 do 43,
¢lanom 50 i drugim stavom c¢lana 52 gore navedenog Sporazuma o zajednickim
nabavkama®“.

Citati: ,[ime ugovorne strane] da se obavezuje ¢lanovima 5 do 6, ¢lanom 23,
¢lanovima 32 do 38, ¢lanovima 39 do 43, ¢lanom 50 i drugim stavom ¢&lana 52 gore
navedenog Sporazuma o zajedni¢kim nabavkama®“.
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Clan 3.

Ovaj zakon stupa na snagu osmog dana od dana objavljivanja u ,Sluzbenom
glasniku Republike Srbije — Medunarodni ugovori”.
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OBRAZLOZENJE

I. USTAVNI OSNOV ZA DONOSENJE ZAKONA

Ustavni osnov za donoSenje ovog zakona sadrZan je u odredbi ¢lana 99. stav
1. tacka 4. Ustava Republike Srbije, kojom je propisano da Narodna skupS$tina
potvrduje medunarodne ugovore kad je zakonom predvidena obaveza njihovog
potvrdivanja.

II. RAZLOZI ZA POTVRDBIVANJE SPORAZUMA

Razlozi za potvrdivanje Sporazuma o zajedni¢kim nabavkama medicinskih
sredstava (u daljem tekstu: Sporazum) kojem Republika Srbija pristupa, jeste
zajedniCka nabavka medicinskih sredstava, koja je aktuelna u cilju borbe protiv
pandemije virusa korona, COVID-19, ali ¢e biti veoma korisna i u svrhu obezbedenja
buduc¢ih medicinskih potreba. Uées¢em u ovom sporazumu Republika Srbija dobija
mogucnost da nabavi neophodnu medicinsku opremu po nizim cenama, kao i da
zajedno sa domacim ekspertima koristi i ekspertize strunjaka drzava potpisnica
sporazuma u odabiru opreme i lekova pouzdanog kvaliteta.

Takode, Narodna skups$tina potvrduje Sporazum o zajedni¢kim nabavkama
medicinskih sredstava, kao medunarodni ugovor, u skladu sa odredbama ¢lana 14.
stav 1. Zakona o zaklju€ivanju i izvrS8avanju medunarodnih ugovora (,Sluzbeni
glasnik RS”, broj 32/13).

Pandemija virusa korona, ili pandemija COVID-19, pandemija je nove bolesti
disajnih puteva koju karakterie infekcija disajnih puteva i upala pluéa. Svetska
zdravstvena organizacija je 30. januara 2020. godine proglasila ovu epidemiju za
javno zdravstvenu pretnju od medunarodnog znacaja, a zatim je 11. marta proglasila
i pandemiju koronavirusa. U Republici Srbiji je 15. marta 2020. godine progladeno
sve neophode mere za suzbijanje Sirenja virusa kao i za nabavku svih sredstava i
medicinske opreme potrebne za pruzanje pomoci obolelima od ove bolesti.

U cilju poboljSanja javnog zdravlja, spre€avanja bolesti i borbe protiv ozbiljnih
prekograni¢nih pretnji po zdravlje, kao $to je pandemijski grip, Evropska unija razvija
mehanizme za zajedniCku nabavku vakcina i antivirusnih lekova koji ¢e omogudgiti
drzavama Clanicama da na dobrovoljnoj osnovi ustanove zajedniCki pristup u
pregovorima sa industrijom, C¢ime bi se reSili problemi vezani za pouzdanost,
dostupnost i cenu medicinskih sredstava, kao i poverljivost.

Na sastanku Saveta Evropske unije za zapoSljavanje, socijalnu politiku,
zdravstvo i potroSacka pitanja (Employment, Social Policy, Health and Consumer
Affairs Council - EPSCO) od 6. i 7. decembra 2010. godine, vec¢ina drzava ¢lanica
EU se saglasila oko toga da bi najprikladniji nacdin za sprovodenje postupaka
zajedniCke nabavke pandemijskih vakcina bio kroz razvoj okvirnih ugovora koje
drzave Clanice mogu da zakljuCuju na dobrovoljnoj osnovi. Odlukom Evropskog
parlamenta i Saveta broj 1082/2013/EU, od 22. oktobra 2013. godine, ovaj pristup je,
osim na vakcine i antivirusne lekove protiv pandemijskog gripa, proSiren i na
postupke zajedniCke nabavke medicinske opreme u slu€aju prekogranic¢ne pretnje po
zdravlje.

Radi sprovodenja prethodno dogovorenog, Evropska komisija i drzave Clanice
Evropske unije potpisale su Sporazum o zajedni¢kim nabavkama mediinskih
sredstava 20. juna 2014. godine u Luksemburgu. Sporazumom je ostavljena
mogucnost (€lan 49.) da se, u slu€aju zainteresovanosti drzava kandidata i drzava
Clanica EFTA, ugovorne strane mogu proSiriti tako $to ¢ée zainteresovane strane
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pristupiti ovom sporazumu. Sporazumu su do sada pristupile Norveska i Island, a
ostavljena je takva mogucnost i za Zapadni Balkan.

Oc¢ekuje se da ¢e zajednicka nabavka ojacati kupovnu mo¢ ugovornih strana i
osigurati ravnopravan pristup medicinskoj opremi u borbi protiv ozbiljnih
prekogranic¢nih pretnji po zdravlje.

Pod ,medicinskim sredstvima®“, koja mogu biti predmet zajedniCke nabavke,
sporazumom su predvideni svi lekovi, medicinski uredaji i druga roba i usluge koji su
namenjeni borbi protiv prekograni¢nih opasnosti po zdravlje u skladu sa Uredbom br.
1082/2013/ EU.

Sporazum pruza moguénost ugovornim stranama za nabavku medicinskih
sredstava dodeljivanjem ugovora na osnovu postupka zajedni¢ke nabavke. Njime se
utvrduju prakticni nacini sprovodenja postupka zajedni¢ke nabavke i sprovodenja
okvirnih ugovora. Sporazum takode sadrzi i druga pitanja, kao $to je upravljanje
okvirnim sporazumima; upravljanje bilo kakvim pravnim procedurama koje proisti€u iz
procedura javnih nabavki ili okvirnih sporazuma ili proistiu iz neusaglasenosti sa
ovim sporazumom, kao i procedure za sporazumno reSavanje sporova medu
ugovornim stranama.

Ovaj sporazum ne dovodi u pitanje pravo Republike Srbije, kao jedne od
ugovornih strana, da sprovodi postupke nabavke van ovog Sporazuma, ¢ak i kada
takvi postupci ukljuCuju nabavku medicinskih sredstava koja su predmet postupka
zajedni¢ke nabavke ili okvirnog ugovora ili uklju€uju privredne subjekte ili ugovarace
koji u€estvuju na tenderu ili su potpisali okvirni ugovor u skladu sa postupkom
zajednicke nabavke predvidenim ovim sporazumom.

U ime Vlade Republike Srbije Sporazum o zajedni¢kim nabavkama
medicinskih sredstava potpisao je ministar finansija SiniSa Mali. Sporazum je
potpisan u dva primerka na engleskom jeziku.

Samim potpisom sporazuma Republika Srbija je dobila moguénost u¢esc¢a u
zajedni¢kim javnim nabavkama medicinske opreme i status posmatraca u telima koja
prate implementaciju sporazuma (Upravni odbor Sporazuma o zajedni¢kim javnim
nabavkama u skladu sa ¢&l. 6 stav 5). Nakon zavrSetka svih neophodnih procedura za
potvrdivanje sporazuma, o tome ¢e zvani¢no biti obavestena Evropska komisija, kao
depozitar sporazuma, a Republika Srbija ¢e dobiti status punopravne ugovorne
strane.

L OBJASNJENJE OSNOVNIH PRAVNIH INSTITUTA | POJEDINACNIH
RESENjA

Odredbom ¢lana 1. ovog zakona predvida se potvrdivanje Sporazuma o
zajednic¢kim nabavkama medicinskih sredstava, koji je potpisan u Beogradu, 21.
aprila 2020. godine u originalu na engleskom jeziku.

Odredba ¢lana 2. ovog zakona sadrzi tekst Sporazuma o zajedniCkim
nabavkama medicinskih sredstava u originalu na engleskom jeziku i u prevodu na
srpski jezik.

U odredbi ¢lana 3. ovog zakona ureduje se stupanje na snagu ovog zakona.

IV. PROCENA IZNOSA FINANSIJSKIH SREDSTAVA POTREBNIH ZA
SPROVODENjE ZAKONA

Za sprovodenje ovog zakona nisu potrebna sredstva iz budzeta Republike
Srbije. Eventualna nabavka medicinske opreme ¢e se vrsiti u skladu sa raspolozivim
sredstvima.



