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CENTRALIZED PURCHASING OPERATOR JSC

MINUTE MINUTE - CONTRACT TYPE - GOODS

Date: 25/09/2025

ON THE ARGUMENTATION AND APPROVAL OF TECHNICAL SPECIFICATIONS

AND QUALIFICATION CRITERIA

(These minutes are for publication purposes together with the tender documents)

OBJECT OF THE PROCEDURE:

"Purchase of medical equipment/devices for the Central Corps building (Emergency, Operating

Block and Imaging) for SUT, divided into lots:

Lot 1-Supply/installation of surgical beds and operating lamps at SUT

Lot 2- Supply/installation of Endoscopy and ERCP system at SUT

Lot 3-Supply/installation of laparoscopic system for Abdominal Surgery at SUT

Lot 4- Supply/installation of equipment and supplies for the Ophthalmology medical service at

SUT

Lot 5- Supply/installation of Arthroscope (Equipment + surgical set) at SUT
Lot 6-Supply/installation of C-Arm at SUT

Lot 7-Supply/installation of anesthesia equipment at SUT

Lot 8-Supply/installation of pneumatic hoses at SUT

Lot 9-Supply/installation of Respirators at SUT

Lot 10-Supply/installation of Defibrillator Analyzer at SUT

Lot 11-Supply/installation of RO/digital graphics equipment at SUT

Lot 12-Supply/installation of Near-Infrared (NIR) cameras at SUT

Lot 13-Supply/installation of air purifiers at SUT

Lot 14-Supply/installation of various medical equipment at SUT

Lot 15-Supply/installation of equipment for the Cardiology Pavilion at SUT

Lot 16-Supply/installation of portable aspirator at SUT
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FRAMEWORK AGREEMENT WITH SEVERAL ECONOMIC OPERATORS, WHERE
ALL THE CONDITIONS ARE SPECIFIED

Medical equipment 33100000-1
X-ray equipment 33111000-1
Endoscope 33168100-6
Anesthesia equipment 33172100-7
Beds for medical use 33192100-3

CORRESPONDING CODE IN THE COMMON DICTIONARY
OFPROCUREMENT(FPP):

LIMIT FUND VALUE:"Purchase of medical equipment/devices for the Central Corps building
(Emergency, Operating Block and Imaging) for SUT, with general limit fund592,050,466.67 (five
hundred and ninety-two million fifty thousand four hundred and sixty-six point sixty-seven) lek
excluding VAT,or 6,437,430.32 (six million four hundred thirty-seven thousand four hundred thirty
point thirty-two) euros excluding VAT, divided into lots:

Lot 1-Supply/installation of surgical beds and operating lamps at SUT with a limited fund of
249,269,333.33 (two hundred forty-nine million two hundred sixty-nine thousand three hundred
thirty-three point thirty-three) lek excluding VATor 2,710,333.08 (two million seven hundred and
ten thousand three hundred and thirty-three point zero eight) euros excluding VAT

Lot 2- Supply/installation of Endoscopy and ERCP system at SUT with a limit fund of
25,666,666.67 (twenty-five million six hundred sixty-six thousand six hundred sixty-six point
sixty-seven) lek excluding VATor 279,076.51 (two hundred seventy-nine thousand seventy-six
point fifty-one) euros excluding VAT

Lot 3-Supply/installation of laparoscopic system for Abdominal Surgery at SUT with a limit fund
of 13,300,000 (thirteen million three hundred thousand) lek excluding VATor 144,612.37 (one
hundred and forty-four thousand six hundred and twelve point thirty-seven) euros excluding VAT

Lot 4- Supply/installation of equipment and supplies for the Ophthalmology medical service at
SUT with a limited fund of 24,683,766.67 (twenty-four million six hundred eighty-three thousand
seven hundred sixty-six point sixty-seven) lek excluding VATor 268,389.33 (two hundred sixty-
eight thousand three hundred eighty-nine point thirty-three) euros excluding VAT

Lot 5- Supply/installation of Arthroscope (Equipment + surgical set) at SUT with a limit fund of
13,000,000 (thirteen million) lek excluding VATor 141,350.44 (one hundred and forty-one
thousand three hundred and fifty point forty-four) euros excluding VAT

Lot 6-Supply/installation of C-Arm in SUT with a limit fund of 64,666,666.67 (sixty-four million
six hundred sixty-six thousand six hundred sixty-six point sixty-seven) lek excluding VATor
703,127.83 (seven hundred three thousand one hundred twenty-seven point eighty-three) euros
excluding VAT

Lot 7-Supply/installation of anesthesia equipment at SUT with a limit fund of 129,664,000 (one
hundred and twenty-nine million six hundred and sixty-four thousand) lek excluding VATor
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1,409,851.04 (one million four hundred nine thousand eight hundred fifty one point zero four)
euros excluding VAT

Lot 8-Supply/installation of pneumatic hoses at SUT with a limit fund of 9,322,500 (nine million
three hundred twenty-two thousand five hundred) lek excluding VATor 101,364.58 (one hundred
and one thousand three hundred and sixty-four point fifty-eight) euros excluding VAT

Lot 9-Supply/installation of Respirators at SUT with a limit fund of 26,500,000 (twenty-six million
five hundred thousand) lek excluding VATor 288,137.44 (two hundred eighty-eight thousand one
hundred thirty-seven point forty-four) euros excluding VAT

Lot 10-Supply/installation of Defibrillator Analyzer at SUT with a limit fund of 1,005,000 (one
million five thousand) lek excluding VATor 10,927.48 (ten thousand nine hundred twenty-seven
point forty-eight) euros excluding VAT

Lot 11-Supply/installation of RO/digital graphics equipment at SUT with a limit fund of
10,230,000 (ten million two hundred and thirty thousand) lek excluding VATor 111,231.92 (one
hundred and eleven thousand two hundred and thirty-one point ninety-two) euros excluding VAT

Lot 12-Supply/installation of Near-Infrared (NIR) technology cameras at SUT with a limit fund of
4,553,333.66 (four million five hundred fifty-three thousand three hundred thirty-three point sixty-
six) lek excluding VATor 49,508.90 (forty-nine thousand five hundred eight point ninety) euros
excluding VAT

Lot 13-Supply/installation of air purifiers in SUT with a limit fund of 5,066,666.67 (five million
sixty-six thousand six hundred sixty-six point sixty-seven) lek excluding VATor 55,090.43 (fifty-
five thousand ninety point forty-three) euros excluding VAT

Lot 14-Supply/installation of various medical equipment at SUT with a limit fund of 12,026,000
(twelve million and twenty-six thousand) lek excluding VATor 130,760.03 (one hundred thirty
thousand seven hundred sixty) euros excluding VAT

Lot 15-Supply/installation of equipment for the Cardiology Pavilion at SUT with a limited fund of
1,948,533 (one million nine hundred forty-eight thousand five hundred thirty-three) lek excluding
VATor 21,186.62 (twenty-one thousand one hundred eighty-six point sixty-two) euros excluding
VAT

Lot 16-Supply/installation of portable aspirator at SUT with a limit fund of 1,148,000 (one million
one hundred forty-eight thousand) lek excluding VAT or 12,482.33 (twelve thousand four hundred
eighty-two point thirty-three) euros excluding VAT

The exchange rate according to the Bank of Albania on 25/09/2026 is 91.97 (ninety-one point
ninety-seven) euros.
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Based on Article 21, point 2, of Law No. 162/2020 “On Public Procurement” (as amended), Article
2, point 2/c and Article 78, point 2, of the Council of Ministers No. 285, dated 19.05.2021 “On the
approval of public procurement rules” (as amended), the Contracting Authority, the Centralized
Purchasing Operator sh.a. in the role of the Central Purchasing Body, has drafted the minutes for
the argumentation and approval of the technical specifications and qualification criteria for the
above-mentioned procedure, with the following content:

The criteria are the same for all lots excepteconomic and financial capacity

Appendix 8.
[Annex to be completed by the Contracting Authority/Entity]

SELECTION/QUALIFICATION CRITERIA FORM 11

1. GENERAL SELECTION/QUALIFICATION CRITERIA

THE BIDDER DECLARES THAT:

a)is registered in the commercial register according to the legislation of the country where it carries
out its activity, or according to special legislation in the case of a non-profit organization, has the
procurement object in the field of activity, and has active status;

b) is not in bankruptcy proceedings (active status);

c) has not been convicted of any criminal offense, in accordance with Article 76/1 of the LPP;

¢) the person(s) acting as a member of the administrative body, director or supervisor, shareholder or
partner, or who has representative, decision-making or controlling power within the Economic Operator, is
not convicted or has not been convicted by a final court decision for any criminal offense, as defined in
Article 76/1 of the LPP;

d) has not been found guilty of serious professional misconduct, as long as it has not been prescribed,
according to the legislation in force;

dh) has no outstanding payments of taxes and social security contributions, or is in one of the conditions
provided for in Article 76/2 of the LPP;

e) has paid for the electricity and meets the requirements arising from the legislation in force. This
information is required for Economic Operators, who operate in the territory of the Republic of Albania.
f) is not in a conflict of interest, according to the legislation in force;

g) carries out its activities in accordance with relevant environmental, social and labor legislation;

gj) has submitted an Independent Bid, in accordance with the requirements of applicable legislation;

h) carries out the activity in accordance with the requirements of the legislation in force.

1) there are no persons in the capacity of member of the administrative body, manager or supervisor
thereof, shareholder or partner, or with representative, decision-making or controlling powers

within it who are/have been in this capacity in an economic operator excluded from the right to
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win public contracts, by decision of the Public Procurement Agency, during the time this decision
is in force.

J) has registered the beneficial owners in the register of beneficial owners, according to the provisions of

the legislation in force.
k) implements the obligations arising from the legislation in force regarding the reference basic
salaries for occupational categories for employees hired for work. This information is required for

Economic Operators, registered in the Albanian trade register.

These criteria must be met by submitting the Economic Operator's Summary Self-Declaration
Form on the day of the Bid opening,according to Appendix 9.

In the event of a merger of economic operators, each member of the group must submit the
aforementioned Self-Declaration..

In case the bidding economic operator will rely on the capacities of other entities, the
aforementioned Self-Declaration must also be submitted by the supporting entity.

The General Acceptance Criteria should not be changed by Contracting Authorities/Entities.

In any case, the Contracting Authority/Entity has the right to carry out the necessary verifications of the
authenticity of the information declared by the Economic Operator, as above.

If the tender is submitted by a consortium of Economic Operators, it shall be submitted:

» Cooperation agreement between Economic Operators, which designates the representative, the
percentage of participation in the association, and the elements that each of the members of the
association undertakes to implement.

» If an economic operator wishes to rely on the capacities of other entities, it shall prove to the
contracting authority or entity that it will have the necessary resources available, by submitting
a written commitment from these entities to this effect.

2. SPECIAL QUALIFICATION CRITERIA

1. The bidder must submit:

a. Summary Self-Declaration Form, according to Annex 9;
b. Bid Security, according to Annex 4;

Justification:The above criteria have been established in accordance with Article 82 “Summary
self-declaration form” and Article 83 “Securing the tender”, of Law No. 162/2020 “On Public
Procurement”, as amended, as well as in support of Article 26, Article 30, point 1, of the Council
of Ministers No. 285, dated 19.5.2021 “On the Approval of the Public Procurement Rules”, as
amended. Article 82 of the LPP stipulates that “1. Together with the submission of requests for
participation or tenders, contracting authorities or entities shall accept as preliminary evidence
instead of certain certificates issued by public authorities or third parties, the summary self-
declaration form, in accordance with the provisions of this law. The content of this form shall be
determined in the public procurement rules”. Article 83 of the LPP stipulates that “The
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contracting authority must require the submission of bid security from bidders in all types of
procurement procedures, with the exception of low-value procurement procedures”,

2. The candidate/bidder must submit:
2.1 Professional capacity of economic operators:

Referring to point 1 of Annex 8, the bidder must declare that it meets the general
acceptance/qualification criteria. These criteria must be met by submitting the entity's written self-
declaration, on the day of the bid opening, according to Annex 9.

Justification: The above request is based on Article 760f Law No. 162, dated 23.12.2020 “On
Public Procurement” as amendedand Article 25 of the Council of Ministers No. 285, dated
19.05.2021 "On the approval of the Public Procurement Rules", as amended.

2.2. Economic and financial capacity:

> Forlots 1,2,.4,6,7,9 the economic and financial capacity is as follows:

1.Economic operators must submit, proof of annual turnover for the financial years (2023, 2024,
2025), where the turnover value for at least one of the years of the required period must be no less
than the value of the limit fund.for each of the lots/lot totals for which you are competing. The
requirement to meet the financial capacity is considered fulfilled if the economic operators reach
the minimum turnover value, in at least one year of the period required by the contracting
authority/entity.

Argument: The above request is based on Article 77, point 3, of Law No. 162, dated 23.12.2020
“On Public Procurement”, as amended, and on Article 43, of Council of Ministers No. 285, dated
19.05.2021 “On the Approval of Public Procurement Rules”, as amended, citing: Article 77/point
3:With regard to the economic and financial situation, contracting authorities or entities may lay
down requirements guaranteeing that economic operators have the necessary economic and
financial capacity to perform the contract. For this purpose, contracting authorities or entities may
require in particular that economic operators have a certain minimum annual turnover. Contracting
authorities or entities may also require economic operators to provide information in their annual
balance sheets showing the ratios between assets and liabilities. The minimum annual turnover
required of economic operators may not exceed twice the estimated value of the contract. Where
a contract is divided into lots, this Article shall apply to each individual lot. However, the
contracting authority or entity may determine the minimum annual turnover required of operators
by reference to groups of lots, in the event that the successful tenderer is awarded several lots to
be implemented at the same time. In the case of contracts based on a framework agreement, the
minimum turnover requirement shall be calculated on the basis of the maximum size of the specific
contracts to be implemented at the same time or, where the size is not known, on the basis of the
estimated value of the framework agreement. Article 43/point 2/letter a):The minimum annual
turnover required of economic operators may not exceed: a) twice the estimated value of the
contract or lot, in procurement procedures above the upper monetary threshold; b) the estimated
value of the contract or lot, in procurement procedures between the upper and lower monetary
thresholds; 40% of the estimated value of the contract or lot, in procurement procedures below the
lower monetary threshold, and in service contracts of an intellectual nature, where the physical
aspects of the activity do not predominate and which require special expertise. The determination
of the years required for submitting the annual turnover certificate is based on point 2, article 61,
of Law no. 29/2023 "On Income Tax", as amended, which states that: "The annual tax return shall
be submitted to the tax authority no later than March 31 of the year following the tax year for
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which the return is submitted.” As regards the determination of the required value, where the
turnover value for at least one of the years of the required period must be no less than the value of
the limit fund of the lot being procured, it is within the limit set out in Article 43, point 2/a.of the
Council of Ministers No. 285, dated 19.05.2021 “On the approval of public procurement rules”,
as amended, which provides that the minimum annual turnover required of economic operators
cannot exceed: a) twice the estimated value of the contract or lot, in procurement procedures above
the upper monetary limit; b) the estimated value of the contract or lot, in procurement procedures
between the upper monetary limit high and low monetary value; c) 40% of the estimated value of
the contract or lot, in procurement procedures below the low monetary threshold, and in service
contracts of an intellectual nature, where the physical aspects of the activity do not predominate
and which require special expertise.

Setting upshis criterion bswhat is it with gsthe creation of a belief in the Contracting Authority,
regarding the economic and financial situation ofsThe bidding EO, bysestablished insthrough
documentssksI'm sorry, my God.sprovide the necessary economic and financial capacities
forsrtssuccessfully implemented the contractsassOUsforeseen by the CA.

2.Economic operators must submit copies of the balance sheets for the financial years (2023, 2024,
2025) confirmed by the tax authorities. If the economic operator is in the conditions of the
provisions of Article 41 of Law No. 10091, dated 05.03.2009 (as amended), then the balance sheets
must also be accompanied by the legal audit reports of the annual financial statements, carried out
by legal auditors or auditing companies. The criterion is considered fulfilled if in two consecutive
balance sheets, there is no negative ratio between assets and liabilities.

Argument: The above request is determined based on Article 77, points 1 and 3, of Law No. 162,
dated 23.12.2020 “On Public Procurement”, as amended; Article 43, point 4, of Council of
Ministers Decision No. 285, dated 19.05.2021 “On the Approval of Public Procurement Rules”,
as amended, as well asin points 2 and 5 of Article 61, of Law No. 29/2023 "On Income Tax", as
amended, which stipulates that: "2 "The annual tax return shall be submitted to the tax authority
no later than March 31 of the year following the tax year for which the return is submitted™ and in
point 5itis stipulated that: "...... Taxpayers who maintain accounting according to the requirements
of the relevant law, submit the annual declaration together with the financial statements, as well
as other data specified in the instruction of the minister responsible for finance for the
implementation of this law.as well as the requirements of Law No. 25/2018 “On Accounting and
Financial Statements” as amended and Article 14 of No. 10 091, dated 5.03.2009 "On statutory
audit, organization of the profession of statutory auditor and approved accountant™ as amended.

Point 1 of Article 77 of the LPP states that: “1. Contracting authorities or entities shall determine
the qualification requirements for economic operators based on: a) suitability to carry out the
professional activity; b) economic and financial standing; c) technical and professional ability.
The requirements shall be limited to those which are appropriate to ensure that a candidate or
tenderer has the legal, financial and technical and professional capacity to perform the contract
to be awarded. All requirements must be related to and proportionate to the subject-matter of the
contract.’and in point 3 thereof it is stated that: “3. With regard to the economic and financial
standing, contracting authorities or entities may lay down requirements ensuring that economic
operators have the necessary economic and financial capacity to perform the contract. For this
purpose, contracting authorities or entities may require in particular that economic operators have
a certain minimum annual turnover. Contracting authorities or entities may also require economic
operators to provide information in their annual balance sheets showing the ratios between assets
and liabilities. The minimum annual turnover required of economic operators may not exceed
twice the estimated value of the contract. Where a contract is divided into lots, this Article shall
apply to each individual lot. However, the contracting authority or entity may determine the
minimum annual turnover required of operators by reference to groups of lots, in the event that the
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successful tenderer is awarded several lots to be performed at the same time. In the case of
contracts based on a framework agreement, the minimum turnover requirement shall be calculated
on the basis of the total annual turnover of the lots. on the basis of the maximum size of the specific
contracts to be implemented at the same time or, where the size is not known, on the basis of the
estimated value of the framework agreement.”

Article 43, point 4, of the Council of Ministers Decision No. 285, dated 19.05.2021, as amended,
states that: “4. If assessed, the contracting authority/entity may require economic operators to
provide information in their annual balance sheets, for a period of a maximum of the last three
financial years, showing the ratios between assets and liabilities. If one or two balance sheets are
required, the requirement shall be deemed to be fulfilled if in the balance sheet(s) required there
IS no negative ratio between assets and liabilities. If balance sheets for the last three years are
required, the requirement shall be deemed to be fulfilled if in the two consecutive balance sheets
required there is no negative ratio between assets and liabilities.”

In article 41, of law no. 10091, dated 05.03.2009 "On the legal audit, the organization of the
profession of statutory auditor and approved accountant” as amended, it is determined that: “The
following are required to conduct a legal audit of the annual financial statements, individual or
consolidated, before their publication: a) all economic entities and groups of economic entities of
public interest; b) all economic entities and groups of economic entities, which at the close of the
accounting period, for two consecutive years, exceed two of the following three indicators: i. the
total assets of the balance sheet at the close of the relevant accounting period reaches or exceeds
the amount of 50,000,000 (fifty million) lek; ii. the amount of income from economic activity
(turnover) in that accounting period reaches or exceeds the amount of 100,000,000 (one hundred
million) lek; iii. has an average of at least 50 (fifty) employees during the accounting period.”

By this criterion, for the presentation of the balance sheets of the last three financial years, has
been established taking into account the object of the contract, its nature and volume, the value of
the limit fund, in order to serve the contracting authority to recognize the situation and capacities
of the economic operator, who must prove that they possess the necessary economic and financial
capacities, all in function of the successful implementation of the contract.

The submission of accounting balance sheets confirmed by the tax authority is required to prove
that the copy of the balance sheet submitted in this procurement procedure is the same copy as the
one submitted to the tax administration.

» For lots 3,5,11,14 the economic and financial capacity is as follows:

1.Economic operators must submit, proof of annual turnover for the financial years (2023, 2024,
2025), where the turnover value for at least one of the years of the required period must be no less
than 39% of the limit fund.for each of the lots/lot totals for which you are competing. The
requirement to meet the financial capacity is considered fulfilled if the economic operators reach
the minimum turnover value, in at least one year of the period required by the contracting
authority/entity.

> For lots 8,10,11,12,13,14,15,16 the economic and financial capacity is as follows:

1. Economic operators must submit proof of annual turnover for the financial years (2023, 2024,
2025), where the turnover value for at least one of the years of the required period must be no less
than 19% of the limit fund for each of the lots/aggregate of lots for which they are competing. The
requirement for meeting financial capacities is considered fulfilled if economic operators reach
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the minimum turnover value in at least one year of the period required by the contracting
authority/entity.

Argument:The above requirement is in Article 77"Qualification requirements”, point 3 of Law
No. 162, dated 23.12.2020 "On Public Procurement”, as amended,in which we find it established
that: 3. In relation to the economic and financial situation, contracting authorities or entities may
impose requirements guaranteeing that economic operators have the necessary economic and
financial capacity to perform the contract. For this purpose, contracting authorities or entities may
require in particular that economic operators have a certain minimum annual turnover. Contracting
authorities or entities may also require economic operators to provide information in their annual
balance sheets showing the ratios between assets and liabilities. The minimum annual turnover
required from economic operators may not exceed twice the estimated value of the contract”,
Article 43 “Requirements for economic and financial capacities” point 2/a and Article 47 “Open
procedure” of the Council of Ministers No. 285, dated 19.05.2021 “On the approval of public
procurement rules” as amended. The determination of the years required for submitting the annual
turnover certificate is based on point 2 of Article 61 of Law No. 29/2023 "On Income Tax", as
amended, which states that: "The annual tax return is submitted to the tax authority no later than
March 31 of the year following the tax year for which the return is submitted.”Setting upshis
criterion bswhat is it with gsbeginning to create trust in the Contracting Authority,
forsrightssinseconomic and financialseconomic operators bidding, taking intosestablished
insthrough ~ documentssksI'm  sorry, my God.smaintain economic and financial
capacitysrtspsfulfilled the contractsassOUsforeseen by the Contracting Authority.

The determination of the required value is argued as follows: Required valuenot smallerthan 39%
of the value ofcalculated for each of the lots / sum of the lots for which it is competing (for several
lots as defined above) and the value is not less thanthan 19% of the value ofcalculated for each of
the lots / sum of the lots for which it is competing (for several lots as defined above)is in
accordance with the provisions inarticle 43"Requirements for economic and financial
capacities"points 2/b and 2/cof the Council of Ministers No. 285, dated 19.05.2021 "On the
approval of public procurement rules™, as amended, which stipulates that:

Point 2/b"The minimum annual turnover required of economic operators may not exceed:b) the
estimated value of the contract or lot, in procurement procedures between the upper and lower
monetary thresholds;In this specific case, the Procurement Unit considered it reasonable tothe
turnover value for at least one of the years of the required period must be no less than 39%value
of the fund limit for the purposeencouraging the participation of economic operators in public
procurement procedures, promoting competition between economic operators and ensuring equal
and non-discriminatory treatment for all potential economic bidders. Taking into account the
definition made in Article43"Requirements for economic and financial capacities”point 2/b,The
CA may not exceed the estimated value of the lot value in the request for qualification, but in
compliance with legal principles and in fulfilling the purposes of the procurement law as cited
above, it has the right to request a value lower than twice the estimated value of the contract to
meet the minimum annual turnover. This value is requestedtaking into account the object of the
contract, its nature and volume, to serve the contracting authority to recognize the situation and
capacities of the economic operator, who must prove that they possess the necessary economic
and financial capacities, all in order to successfully implement the contract.

Point 2/c:"The minimum annual turnover required of economic operators may not exceed:40% of
the estimated value of the contract or lot, in procurement procedures below the low monetary
threshold, and in service contracts of an intellectual nature, where the physical aspects of the
activity do not predominate and which require special expertise4.In this specific case, the
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Procurement Unit considered it reasonable tothe turnover value for at least one of the years of the
required period must be no less than 19%value of the fund limit for the purposeencouraging the
participation of economic operators in public procurement procedures, promoting competition
between economic operators and ensuring equal and non-discriminatory treatment for all
potential economic bidders. Taking into account the definition made in Article43"Requirements
for economic and financial capacities”point 2/c,The CA may not exceed 40% of the estimated value
of the lot in the request for qualification, but in compliance with legal principles and in fulfilling
the purposes of the procurement law as cited above, it has the right to request a value lower than
19% of the estimated contract value to meet the minimum annual turnover. This value is
requestedtaking into account the object of the contract, its nature and volume, to serve the
contracting authority to recognize the situation and capacities of the economic operator, who must
prove that they possess the necessary economic and financial capacities, all in order to
successfully implement the contract.

2.3 Technical capacity:

1.The economic operator must provide evidence of previous similar supplies carried out during
the last 3 (three) years from the date of publication of the contract notice, in the amount of not less
than 19% of the value of the limit fund for each of the lots/sum of lots for which it is competing.
These previous, similar supplies must be certified by the following documentation:

a) When similar supplies have been made to public entities, the economic operator must
presentcertificates issued by a public entity for the successful completion of the contract, indicating
the value, the deadline for the completion of the contract, or tax sales invoices, completed
according to the requirements of the legislation in force, and declared to the tax authorities,
indicating the dates, amounts and quantities of goods supplied.

b) In the case of previous experience with the private sector, only sales tax invoices, completed
according to the requirements of the legislation in force, and declared to the tax authorities,
indicating the dates, amounts and quantities of goods supplied, are accepted as evidence.

Justification: The above request is determined based on Article 77"Qualification requirements”,
points 1 and 4 of Law No. 162, dated 23.12.2020 "On public procurement”, as amended, Article
42 point 3, Article 55, point 4(b) of Council of Ministers No. 285, dated 19.05.2021 "On the
approval of the Public Procurement Rules™, as amended.

Point 1 of Article 77 of the LPP states that: “1. Contracting authorities or entities shall determine
the qualification requirements for economic operators based on: a) suitability to carry out the
professional activity; b) economic and financial standing; c) technical and professional ability.
The requirements shall be limited to those which are appropriate to ensure that a candidate or
tenderer has the legal, financial and technical and professional capacity to perform the contract
to be awarded. All requirements must be related to and proportionate to the subject-matter of the
contract.”and in its point 4 it is stated that: "4. With regard to technical and professional capacity,
contracting authorities or entities may lay down requirements ensuring that economic operators
possess the necessary human and technical resources and the experience necessary to perform the
contract to an appropriate quality standard. Contracting authorities or entities may, in particular,
require economic operators to have a sufficient level of experience as evidenced by appropriate
references from contracts performed in the past. The professional capacity of economic operators
to provide the service, work or supply shall be assessed in relation to their organisational capacity,
reputation and reliability, appropriate experience and the personnel necessary to perform the

10

Address: “Rreshit Collaku” Street, Building No. 6/337, Tirana (next to the High Court), www.obp.al


http://www.obp.al/

contract, as described by the contracting authority or entity in the contract notice.Also in article
42, point 3 of the Council of MinistersNo. 285, dated 19.05.2021 as amended, it is determined
that: “3.  Where works/supply/service contracts are divided into lots, the contracting
authority/entity must draw up separate qualification requirements for each lot. The requirements
must be proportionate and closely linked to the subject matter, nature and value of the lot.”

This criterion requires economic operators to prove that they have the necessary experience to
perform the contract, therefore it is required that previous similar supplies be of a value not
exceeding a little more than 19 %of the value of the limit fund for each of the lots / sum of the lots
for which it is competing.This value has been set taking into account that the value of the limit
fund for all lots is below the lower monetary limit and the definitions made in article 55 point 4
letter (b) of the Council of Ministers No. 285 dated 19.05.2021 on the "Approval of Public
Procurement Rules", as amended, which stipulates that:"Regarding the requirements for similar
experience, the value required in simplified procedures should be:b) For goods and services contracts,
the total value required must be no more than 20% of the estimated value of the contract, which is being
procured and which has been carried out during the last three years, from the date of publication of the
contract notice.”

The required percentage is considered necessary to prove the reliability and experience of the
bidding economic operators in providing goods similar to the procurement object for the successful
implementation of the contract..

2. The economic operator must present a “License/authorization for wholesale trade in medical
devices”, issued by the Ministry of Health, Social Affairs and Health according to Law 89/2014
“On Medical Devices”, as amended, valid at the time of opening and submission of bids.

Justification: In point 1 of Article 77 of the LPP it is determined that: 1. Contracting authorities
or entities shall determine the qualification requirements for economic operators based on: a)
suitability to perform the professional activity; b) economic and financial situation; c) technical
and professional ability. The requirements are limited only to those that are appropriate to
guarantee that a candidate or tenderer has the legal, financial and technical and professional
capacities to implement the contract to be awarded. All requirements must be related to and
proportionate to the subject matter of the contract.” and in point 4 thereof it is determined that: “4.
With regard to technical and professional capacity, contracting authorities or entities may lay
down requirements ensuring that economic operators possess the necessary human and technical
resources and the experience necessary to perform the contract to an appropriate standard of
quality. Contracting authorities or entities may, in particular, require economic operators to have
a sufficient level of experience as evidenced by appropriate references from contracts performed
in the past. The professional capacity of economic operators to provide the service, work or supply
shall be assessed in relation to their organisational capacity, reputation and reliability,
appropriate experience and the staff required to perform the contract, as described by the
contracting authority or entity in the contract notice.

Based on Article 40, point 5/a, it is determined that: “In order to prove suitability to perform the
professional activity, technical and professional capacities, the contracting authority/entity
requires: a) professional licenses for the production and or supply of goods, subject of the contract,
issued by the competent state authorities;”

This criterion is also established in accordance with Law No. 89/2014 "On Medical Devices," as
amended, where Article 4, point 1 et seq., states that: “In this law, the following terms have the
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following meanings: 1. “Medical device” is any instrument, apparatus, material or other means,
usable alone or in combination and which performs the intended action in or on the human body
assisted by pharmacological, immunological or metabolic means: a) for the diagnosis, prevention,
monitoring, treatment or alleviation of disease; b) for the diagnosis, monitoring, treatment,
alleviation or compensation of an injury or defect; c) for the investigation, replacement or
modification of the anatomy or of a physiological process; ¢) for the control of pregnancy; d)
products specifically intended for the cleaning, disinfection or sterilization of devices; dh) devices
which are not intended for a specific medical purpose as follows: i) products intended to be
introduced completely or partially into the human body by invasive surgical means, with the aim
of modifying the anatomy or fixing parts of the body, with the exception of products for tattoos and
piercings; ii) substances, combinations of substances or products intended for use in filling the
facial mucosa or other areas of the skin or mucosa by subcutaneous, submucosal or intradermal
injection, excluding those for tattooing; (iii) devices intended for use in reducing, removing or
destroying adipose tissue, such as devices for liposuction, lipolysis or lipoplasty; (iv) high-
intensity electromagnetic radiation, such as: devices emitting infrared, visible and ultraviolet
radiation, intended for use in the human body, including coherent and incoherent sources,
monochromatic and broad spectrum, such as lasers and intense pulsed light devices, for skin
resurfacing, tattooing or hair removal or other skin treatment; (v) devices intended for brain
stimulation that apply electric currents or magnetic or electromagnetic fields penetrating the
cranium to modify neuronal activity in the brain. 2. “Accessory” is the tool, which, although not
classified as a medical device, is specifically intended by its manufacturer to be used together with
a medical device, enabling the medical device to be used in accordance with its intended use.3.
“In vitro diagnostic medical device” is a reagent, reagent product, calibrator product, control
material, kit, instrument, apparatus, equipment or system, used alone or in combination, intended
by the manufacturer to be used in vitro for the examination of specimens, including blood and
tissues, derived from the human body, with the aim of providing information: a) relating to a
physiological or pathological condition; b) relating to a congenital anomaly; c) to determine safety
and suitability for a potential recipient; d) to monitor therapeutic measures. 4. “Device for self-
testing” is any device intended by the manufacturer to be used by non-professionals in the home
environment. 5. “Device for performance evaluation” is any device intended by the manufacturer
to perform one or more performance evaluation studies in medical testing laboratories or in other
appropriate settings. 6. “Active medical device” is any medical device the operation of which
depends on a source of electrical energy or any other alternative source. 7. “Active implantable
medical device” is any active medical device which is intended to be totally or partially inserted,
through surgical or medical procedures, into the human body in natural cavities and is intended to
remain there after this procedure. 8. “Custom-made device” is any device manufactured according
to the written prescription of a qualified physician, who provides under his responsibility specific
manufacturing characteristics and is intended to be used on a particular patient. Mass-produced
devices which must be adapted in order to meet the specific requirements of the physician or any
other professional user are not considered custom-made devices. 9. “Device intended for clinical
investigation” is any device intended to be used by a qualified person to conduct clinical
investigations in an appropriate human environment.” and Article 22 of the law which states that:
“1. Wholesale trade in medical devices is carried out by wholesalers, who are legal entities licensed
for this activity, in accordance with the legislation in force on licenses, authorizations and permits.
Licensing conditions, accompanying documents, validity periods and review procedures are
determined by decision of the Council of Ministers. The Minister responsible for health is the body
that reviews and makes the final decision on applications for a license for wholesale trade in
medical devices. The Minister responsible for health is the authority responsible for the revocation
and suspension of this license. 2. The wholesaler of medical devices carries out the import and
export of medical devices. 3. The Ministry responsible for health sends the list of wholesalers to
the General Directorate of Customs and, on a case-by-case basis,informs this directorate of
possible changes or additions to this list. " Referring to these provisions, the goods subject to the
requested procurement are considered medical devices, for which the law provides that the
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indicators of these goods must be equipped with authorization/license from the responsible
structures.

The requirement regarding this authorisation/licensing aims to ensure a high level of safety and
health protection for patients, users and third parties. For the authorisation/licensing of the
marketing of medical devices, the qualification criteria include compliance with the safety and
effectiveness standards set by the manufacturer, as well as compliance with the registration and
conformity assessment procedures of medical devices according to legal provisions. This criterion
is a guarantee for the contracting authority that the participating economic operators exercise their
activity in accordance with the legislation in force on medical devices.

3.The economic operator must submit a CE or FDA Certificate of Conformity./CE or FDA
declaration of conformity for the goods subject to procurement (medical devices).

Argument:The above request is based on Article 79 of Law No. 162, dated 23.12.2020 “On Public
Procurement”’changedand in point 1 of Article 44 of the Council of Ministers No. 285 dated
09.05.2021 "On the approval of the Public Procurement Rules"”, as amended.

In article 79, point 1 of law No. 162, dated 23.12.2020 “On public procurement”amended, it is
stipulated that: “1. The contracting authority or entity, in order to certify that the works, goods or
services, subject to procurement, meet the quality requirements, may require tenderers to present
certificates issued by a conformity assessment body, accredited by the national accreditation body
or international accreditation bodies, recognized by the Republic of Albania. This provision shall
also apply when the technical requirements refer to the qualifications of the candidate or tenderer.”

Article 44, point 1 of the Council of Ministers Decision No. 285 dated 09.05.2021 “On the approval
of the Public Procurement Rules”, as amended, states that: “1. The contracting authority/entity, in
order to verify that the works, goods or services, subject to procurement, meet the quality
requirements, may request bidders to submit certificates issued by a conformity assessment body,
accredited by the national accreditation body or international accreditation bodies, recognized by
the Republic of Albania, only if they are substantiated and closely and directly related to the subject
of procurement.”.

This criterion is also established in accordance with Law No. 89/2014 "On Medical Devices," as
amended, where Article 17 thereof stipulates that: “/. The conformity of the medical device with
the essential requirements is confirmed by the issuance of the CE marking conformity document.
1/1. The conformity of the medical device with the essential requirements is confirmed by the
issuance of the FDA certification document. 2. The manufacturer of the medical device, in order
to affix the CE marking or FDA certification, according to each device classification, follows the
conformity assessment procedure, set out in the technical regulations for the essential
requirements, approved by decision of the Council of Ministers. 3. The CE marking is not required
for medical devices intended for clinical investigations and for custom-made devices. 4. The
Minister responsible for health has the right, if a reasoned request has been submitted for this
purpose, to allow the placing on the market and use of specific medical devices, for which the
conformity assessment procedures provided for in this article have not been followed, provided
that the use of these devices is absolutely necessary for the protection of public health.”This
criterion requires economic operators to carry out the procurement object in accordance with the
requirements of the technical specifications. CE conformity certificates (or CE declaration of
conformity if applicable) or FDA approval are important documents that certify the compliance of
products with safety and quality standards. It is emphasized that the goods subject to procurement
are destined for SUT University Trauma Hospital and continuing the justification for the
importance of this serviceFor the supply of medical equipment, it is essential that the supplies are
of high quality and comply with the rules provided for by EU (for CE conformity) or United States
(for FDA approval) acts.
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4.00pseconomic eramust present an authorization from the manufacturer or from the distributor
authorized by the manufacturer for the medical devices subject to procurement. In case an
authorization from the Authorized Distributor is presented, the relationship between the
Authorized Distributor and the Manufacturer must be verified. The authorization must contain
complete information about the manufacturer such as: telephone, e-mail, website, this is necessary
for the Contracting Authority in case of verification by it.

grounding: The above request is based onArticle 77, points 1 and 4 of Law No. 162/2020 “On
Public Procurement” as amended provides that: “l1. Contracting authorities or entities shall
determine the qualification requirements for economic operators based on: a) suitability to perform
the professional activity; b) economic and financial standing; c) technical and professional ability.
The requirements shall be limited to those which are appropriate to ensure that a candidate or
tenderer has the legal, financial and technical and professional capacity to perform the contract to
be awarded. All requirements must be related to and proportionate to the subject matter of the
contract. 4. With regard to technical and professional ability, contracting authorities or entities
may establish requirements which ensure that economic operators possess the necessary human
and technical resources, as well as the experience necessary to perform the contract to an
appropriate quality standard. Contracting authorities or entities may, in particular, require
economic operators to have a sufficient level of experience as evidenced by appropriate references
from contracts implemented in the past. The professional ability of economic operators to provide
the service, work, goods is assessed in relation to organizational skills, reputation and reliability,
appropriate experience, as well as the personnel necessary to implement the contract, as described
by the contracting authority or entity in the notice of the subject of the contract.”

In Article 40/3/8 “Specific requirements for goods contracts” of the Council of Ministers No. 285,
dated 19.05.2021 “On the approval of public procurement rules”, as amended “3. The specific
qualification requirements must include all specific criteria, in accordance with Article 77 of the
LPP. The criteria must be proportionate and closely linked to the implementation capacity, nature
and value of the contract. In any case, the contracting authority/entity must determine the specific
documents that economic operators must submit to meet these criteria.” and in point 8 it is
determined that: “The contracting authority/entity, in addition to the requirements provided for in
this article, may determine other specific criteria, depending on the object being procured, which
it deems necessary for the successful execution of the contract”. Depending on the contract and its
volume, the contracting authority determines the specific qualification requirements, which are
mandatory to be fulfilled by economic operators participating in the procurement procedures.

This criterion is closely related to the object of the procurement as well as to the ability to
implement the contract, to the guarantee of professional capacities and quality by the participating
economic operator. The authorization of the authorized manufacturer/distributor must be presented
by the economic operator, as it certifies that the authorized manufacturer/distributor authorizes the
economic operator to market its product in the Republic of Albania. Through this criterion, the
economic operator must prove that it has the legal rights from the manufacturer to offer the
requested goods, original products produced by the manufacturer. In case the bidder has received
the right to offer the requested goods from the authorized distributor by the manufacturer, then the
bidder must prove the connection between the Authorized Distributor and the Manufacturer. The
purpose of this request for the presentation of the authorization of the manufacturer is to guarantee
that the bidder has sufficient capabilities to successfully and qualitatively implement the contract
with the contracting authority, by supplying the goods within the specified time, with warranty
and technical support.
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Given the importance of ensuring quality and timeliness withmedical equipment subject to
procurementwhich are important goods in the field of medicine, as they are directly related to the
service to the health of citizens, and given the quantity and value of the limit fund, the procurement
unit judges that this criterion is closely related to the object and is proportional to the object of this
procurement procedure, and does not limit the participation of economic operators in a
procurement procedure and does not reduce competition in this context.

5.The economic operator must submit a technical sheet/catalogue from the manufacturer for the
goods subject to procurement, reflecting the required technical specifications. The
catalogue/technical sheet must clearly indicate and mark the technical characteristics of the goods
offered, in order to compare their compliance with the technical specifications required in the
standard tender documents, set out in Annex 6 “Technical specifications form”.

Note: For technical specifications that are not found in the technical sheet/catalog, the economic
operator must submit a declaration from the manufacturer or any other equivalent document that
confirms compliance with the technical specifications of the equipment subject to procurement.

grounding: The above request is based onArticle 77, points 1 and 4 of Law No. 162/2020 “On
Public Procurement” as amended provides that: “l. Contracting authorities or entities shall
determine the qualification requirements for economic operators based on: a) suitability to perform
the professional activity; b) economic and financial standing; c) technical and professional ability.
The requirements shall be limited to those which are appropriate to ensure that a candidate or
tenderer has the legal, financial and technical and professional capacity to perform the contract to
be awarded. All requirements must be related to and proportionate to the subject matter of the
contract. .....4. In relation to technical and professional ability, contracting authorities or entities
may establish requirements which guarantee that economic operators possess the necessary human
and technical resources, as well as the experience necessary to perform the contract to an
appropriate quality standard. Contracting authorities or entities may, in particular, require
economic operators to have a sufficient level of experience as evidenced by references appropriate
from contracts implemented in the past. The professional ability of economic operators to provide
the service, work, goods is assessed in relation to organizational skills, reputation and reliability,
appropriate experience, as well as the personnel necessary to implement the contract, as described
by the contracting authority or entity in the notice of the subject of the contract.”and in Article 40,
point 6/b of the Council of Ministers No. 285, dated 19.05.2021 “On the approval of public
procurement rules”, as amended. which states that: “6. The contracting authority/entity may
require economic operators to submit evidence showing that they meet the minimum requirements
set out in the tender documents, such as:b) photographs or technical catalogues, ”.This criterion
requires verification of compliance with technical specifications,ensuring that the products offered
meet all technical, functional requirements and standards set out in the technical specifications in
the tender documents.

The establishment of this criterion, also referring to the legislation in force, serves the contracting
authority to assess whether an economic operator has the capacity to provide the required goods,
as well as to compare the compliance of the technical specifications and standards required by the
Contracting Authority in the tender documents, with the technical specifications of the goods
offered by the economic operator. Given the type of goods required, which are important for the
work carried out in the SUT premises, it is necessary for the contracting authority to ensure that
the goods offered by the participating economic operators are certified through documents such as
a catalog/technical sheet from the manufacturer of the goods. Also, the catalogs/technical sheets
will also serve for the receipt of the goods by the beneficiary Contracting Authority. Also, the
contracting authority, through the note "For technical specifications that are not found in the
technical sheet/catalog, the economic operator must submit a declaration from the manufacturer
or any other equivalent document that certifies the fulfillment of the technical specifications of the
equipment subject to procurement™ has allowed the economic operator to submit a declaration or
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any other equivalent document from the manufacturer, that certifies the fulfillment of the technical

specifications of the goods subject to procurement.6. The economic operator for the

implementation of the procurement object must have staff with the following qualifications:

At least 1 (one) biomedical / electronic / mechatronic / informatics / electrical engineer or any
other similar education certified by:

-individual employment contract or service contract (valid).
-diploma, which certifies the above professional qualification.

record: Criterion no. 2.3.6 is considered fulfilled by completing the self-declaration form,
Appendix 9. The documents required above will be submitted by the qualified economic operator
first, before the publication of the winner notice and the start of the appeal deadlines or if
clarifications are requested by the contracting authority.

Justification: The above requirement is determined based on Article 77, point 4 of Law No. 162,
dated 23.12.2020 "On Public Procurement”, as amended, which stipulates:4. With regard to
technical and professional capacity, contracting authorities or entities may lay down requirements
ensuring that economic operators possess the necessary human and technical resources and the
experience necessary to perform the contract to an appropriate quality standard. Contracting
authorities or entities may, in particular, require economic operators to have a sufficient level of
experience as evidenced by appropriate references from contracts performed in the past. The
professional capacity of economic operators to provide the service, work or supply shall be
assessed in relation to the organisational capacity, reputation and reliability, appropriate
experience and the personnel necessary to perform the contract, as described by the contracting
authority or entity in the contract notice. This requirement shall be laid down by reference also
toArticle 40, point 5/c, of the Council of Ministers No. 285, dated 19.05.2021, “On the approval
of the Public Procurement Rules”, as amended. This criterion requires that economic operators
produce evidence that they have the necessary qualified staff for the successful implementation of
the contract.

Justification of the importance of the chosen professions:

The purpose of establishing this criterion serves as a guarantee that the contract subject to
procurement will be successfully implemented according to the Technical Specifications and
within the time limit foreseen in the Contract Notice. We clarify that the required profiles are in
full compliance with the estimate to be implemented. The Contracting Authority must necessarily
guarantee that the implementation of the contract will be carried out by qualified and sufficiently
experienced persons, for the implementation of these works according to the standards set out in
the technical specifications since we are not only dealing with the supply of equipment but also
with their commissioning. To verify the qualification of the technical staff, it is required that they
be equipped with a document that confirms the professional qualification (relevant diploma,
individual employment contract or service contract (since the required engineer may also be
contracted specifically for this supply-installation). This criterion is proportional and closely
related to the procurement object which will serve the CA in the phase of taking delivery of the
equipment subject to procurement, assisting in the installation of the equipment subject to the
procedure.

7. The economic operator must present the 1SO 9001:2015 certification on "Quality Management
Systems™ or equivalent, in accordance with the procurement object, issued by a conformity
assessment body, accredited by the national accreditation body or by international accreditation
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bodies, recognized by the Republic of Albania. The certificate must be valid at the time of the
tender.

8. The economic operator must submit a declaration of certification 1ISO 13485:2016 "Quality
Management System for Medical Devices™ or equivalent, of the manufacturer, in accordance with
the subject of the procurement, issued by a conformity assessment body, accredited by the national
accreditation body or by international accreditation bodies, recognized by the Republic of Albania.
The certificate must be valid at the time of the tender.

Note:Before the publication of the award notice and the start of the appeal deadlines, the
contracting authority shall first request the qualified bidder to submit the ISO 13485:2016 "Quality
Management System for Medical Devices" certificate or equivalent of the manufacturer, as
declared.

Argument:Requirements7 and 8The above are established in accordance with Article 79 "Quality
assurance standards and environmental management standards™ of Law No. 162/2020 "On Public
Procurement™ as amended, in which we find it determined that: "1. The contracting authority or
entity, in order to certify that the works, goods or services, subject to procurement, meet the quality
requirements, may require bidders to submit certificates issued by a conformity assessment body,
accredited by the national accreditation body or international accreditation body, recognized by
the Republic of Albania. This provision also applies when the technical requirements refer to the
qualifications of the candidate or bidder.” This criterion is also supported by point 1 of Article 44
"Quality Requirements™ of the Council of Ministers No. 285 dated 19.05.2021 "On the Approval
of the Rules on Public Procurement™ as amended, which states that: "1. "The contracting
authority/entity, in order to certify that the works, goods or services, subject to procurement, meet
the quality requirements, may require bidders to submit certificates issued by a conformity
assessment body, accredited by the national accreditation body or international accreditation
bodies, recognized by the Republic of Albania, only if they are substantiated and closely and
directly related to the subject of procurement”. As above, this criterion serves to recognize the
capacity of the bidding economic operators and their technical and professional ability to supply
quality items that are produced / placed on the market according to the above-mentioned standard.
ISO 9001 defines the requirements for a quality management system and can be implemented and
certified by any company, regardless of its size or field of activity. (necessary for the procurement
object, which the CA requires to be carried out with quality and on time). Considering the
procurement object, the contracting authority deems it necessary to require that the bidding
economic operators be equipped with quality certificates in accordance with the procurement
object, in order for the supplies to be carried out with quality according to the above I1SO certificate.
ISO 13485:2016 is an international standard that specifies requirements for quality management
systems for medical devices. This standard is necessary for the safety and effectiveness of
products, meeting regulatory requirements and continuously improving quality. One of the key
aspects of 1ISO 13485:2016 includes Risk Management: Focus on identifying and managing risks
related to the safety and performance of medical devices. Regulatory Compliance: Ensuring that
medical devices comply with legal and regulatory requirements. Supplier Control: Requirement
for evaluating and monitoring suppliers to ensure the quality of their products and services.

9. The economic operator must declare that it will undertake the installation of the medical
equipment subject to procurement, the training of medical and technical staff in the use of the
equipment at the moment of their delivery.

Argument:The above requirement is determined based on Article 77, point 4 of Law No. 162,
dated 23.12.2020 “On Public Procurement”, as amended, and Article 40, point 8, of the Council
of Ministers No. 285, dated 19.05.2021 “On the Approval of Public Procurement Rules”, as
amended. This criterion requires economic operators to undertake the installation of the medical
equipment subject to procurement, the training of medical and technical staff for the use of the
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equipment at the time of delivery according to the conditions determined by the Beneficiary
Contracting Authority, University Trauma Hospital. This statement provides assurance to the
Beneficiary Contracting Authority that the economic operator will successfully implement the
contract by carrying out the installation and training of the medical equipment subject to
procurement.

All documents must be originals or notarized copies.

Cases of failure to submit a document, or documents with false or inaccurate data, are
considered conditions for disqualification.

Appendix 6.
[Annex to be completed by the Contracting Authority/Entity]
TECHNICAL SPECIFICATION FORM

The description of the Technical Specifications of the goods subject to procurement must be described as
accurately and completely as possible, creating conditions for fair and open competition between all
candidates and tenderers. The technical specifications, except in fully justified cases, must be drafted in
such a way as to take into account accessibility criteria for persons with disabilities or design for all users,
as required by applicable law.

NOTE: In the Technical Specifications, no specific brand of production or source or process, characterizing
the products or services offered by a specific Economic Operator or any trademark, patent, type or origin
or specific production, shall be described in order to favor or eliminate certain undertakings or products.
This shall be permitted only in exceptional cases where there is no sufficient, accurate or intelligible way
to describe the subject of the Contract. Such references shall be accompanied by the words "or equivalent".

When drafting technical specifications, contracting authorities/entities shall take into account the
obligations set out in the relevant legislation in the following areas:

a) Minimum energy performance requirements, as defined in the legislation in force on energy efficiency
and energy performance in buildings, energy consumption and other sources of energy-related products,
including provisions for the use of labels for energy-related products;

b) Technical specifications for certain products, as defined in the relevant legal and sub-legal acts, with
the aim of improving energy performance and reducing environmental impact;

¢) Any other provisions arising from environmental, energy, social and labor legislation.
Drawings, technical parameters, etc.:

Material Specification:

Description of the implementation requirements of the services in relation to them:

RELATED TO DST FIND THE TECHNICAL SPECIFICATIONS FOR THE FOLLOWING
LOTS:

Lot 1-Supply/installation of surgical beds and operating lamps at SUT
Lot 2- Supply/installation of Endoscopy and ERCP system at SUT

Lot 3-Supply/installation of laparoscopic system for Abdominal Surgery at SUT
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Lot 4- Supply/installation of equipment and supplies for the Ophthalmology medical service at
SUT

Lot 5- Supply/installation of Arthroscope (Equipment + surgical set) at SUT
Lot 6-Supply/installation of C-Arm at SUT

Lot 7-Supply/installation of anesthesia equipment at SUT

Lot 8-Supply/installation of pneumatic hoses at SUT

Lot 9-Supply/installation of Respirators at SUT

Lot 10-Supply/installation of Defibrillator Analyzer at SUT

Lot 11-Supply/installation of RO/digital graphics equipment at SUT

Lot 12-Supply/installation of Near-Infrared (NIR) cameras at SUT

Lot 13-Supply/installation of air purifiers at SUT

Lot 14-Supply/installation of various medical equipment at SUT

Lot 15-Supply/installation of equipment for the Cardiology Pavilion at SUT

Lot 16-Supply/installation of portable aspirator at SUT

11. Justification of technical specifications:

The technical specifications for the goods subject to procurement meet the conditions set out in
Article 4, point 38/b and Article 36, of the LPP, as well as Article 40, point 2, of the Council of
Ministers No. 285, dated 19.05.2021, “On the approval of public procurement rules” (as amended).
The technical specifications according to the DST were drafted by the working group established
by the Head of the Beneficiary Contracting Authority,University Trauma Hospital, in accordance
with law no.162/2020 “Psr Public Procurement”, as amended, as well as DCM No. 285, dated
19.05.2021 “On the approval of public procurement rules”, as amended.

The description of the Technical Specifications of the goods subject to procurement must be

described as accurately and completely as possible, creating conditions for fair and open
competition between all candidates and tenderers. The technical specifications, except in fully
justified cases, must be drafted in such a way as to take into account accessibility criteria for
persons with disabilities or design for all users, as required by applicable law.NThe procurement
unit authorizes the person responsible for procurement to enter data into the SPE.

PROCUREMENT UNIT
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