Str. Cuza-Voda 44, of. 111, mun. Chisinau,
Republica Moldova

ANCOTEC SISTEM SRL
DO IDNO 1003600119209

nr. 02-01 din 14.01.2025

IMSP Spitalul Clinic Republican ”Timofei Mosneaga”

achizitiipublicescr@gmail.com

Prin prezenta, compania ANCOTEC-SISTEM SRL, cu referire la scrisoarea Dvs. nr 06-32
din 13.01.2025 privind solicitarea clarificarilor pe marginea ofertei depuse la licitatia deschisa nr.
ocds-b3wdpl-MD-1731658771734 ,,Piese de schimb pentru dispozitive medicale pentru anul 20257,
Va comunica cd piesele ofertate sunt subcomponente a echipamentelor din dotarea Institutiei, acestea
fiind certificate CE.

In acest context, atasat gasiti informatia solicitata.

Va multumim pentru colaborare!

Cu respect, Digitally signed by Matei Andrei
Date: 2025.01.14 10:47:37 EET
. Reason: MoldSign Signature
Administrator Location: Moldova
MOLDOVA EUROPEANA |

Andreit MATEI
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 743465 R000

A

By Royal Charter

Manufacturer: NIHON KOHDEN CORPORATION

Address:

1-31-4 Nishiochiai
Shinjuku-ku, Tokyo
161-8560

Japan

Single Registration Number: JP-MF-000019022

EU Authorised Representative: NIHON KOHDEN EUROPE GmbH
Address:

Raiffeisenstrasse 10

61191 Rosbach

Germany

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

Cm \\u\)swiér

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2022-04-13 Starting Validity Date: 2024-08-01
Current Issue Date: 2024-08-01 Expiry Date: 2027-04-12

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 743465 R0O00

Device Schedule: Class III and Class IIb devices

Class III Intended purpose

Defibrillator See MDR 773833

Class IIb Intended purpose

Pulse Oximeter The pulse oximeter is installed near the patient to display the

patient’s vital signs (Sp0O2, pulse rate, etc.) on the display and
generate alarms.

Ventilator The ventilator uses positive pressure to provide ventilation and
ventilatory assistance as well as oxygen administration to adult or
pediatric patients who have spontaneous breathing but need
mechanical ventilation (patients with a tidal volume of 100 mL or
more).

Bedside Monitor This device is to be installed near the patient. The patient’s vital
signs can be monitored, and alarms are generated.

Central Monitor This device is designed for use in various hospital environments,
including the ICU, CCU, recovery room, and general ward. This
device allows hospital staff to monitor several patients’ vital
signs.

Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification

Laryngoscope Blade Class Is

For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing
and maintaining sterile conditions.

First Issue Date: 2022-04-13 Starting Validity Date: 2024-08-01
Current Issue Date: 2024-08-01 Expiry Date: 2027-04-12
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 743465 R0O00

Certificate History

Date Reference Number Action

2022-04-13 3373731 Issued

2022-09-20 3717944 Supplemented — Addition of device category Pulse Oximeter
Amended — Approval of significant subcontractors

2024-03-04 30072790 Supplemented — Addition device category Ventilators, and
Defibrillators

2024-05-23 30164750 Supplemented — Addition of product category Bedside
monitor

Amended — Change of certificate history of 3717944 to
anonymize significant subcontractor name

Current 30201108 Supplemented — Addition of device category / Central
Monitor
First Issue Date: 2022-04-13 Starting Validity Date: 2024-08-01
Current Issue Date: 2024-08-01 Expiry Date: 2027-04-12
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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