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Anexa nr. 2 

       la Regulamentul cu privire la achizițiile 

       publice de valoare mică  

 

 
DECLARAŢIE DE ELIGIBILITATE 

 

Către IMSP SCR „Timofei Moșneaga” 

 

Stimaţi domni, 
 

Subsemnatul, reprezentant împuternicit al Tehnomedica SRL, în calitate de ofertant, declar 

pe propria răspundere, sub sancţiunea excluderii din procedură şi sub sancţiunile aplicate faptei de 

fals în acte publice, că nu mă aflu în una dintre situaţiile prevăzute la art. 19 din Legea nr. 131/2015 

privind achizițiile publice. 

Mă oblig, la solicitarea autorității/entității contractante, în scopul verificării şi confirmării 

declaraţiei, să prezint orice document doveditor de care dispun. 

 
 

 

Data completării 23.08.2024        Ofertant/candidat 

             ___________________ 
               (semnătura autorizată) 

 





TEHNOMEDICA 
str.Ciuflea, 38/1 MD-2001, mun. Chișinău, Moldova tel./fax: (022)601 102, 601 087 

e-mail <tehnomedica_md@yahoo.com> <tehnomedicamd@gmail.com> 

 
 
 
 

Către IMSP SCR „Timofei Moșneaga” 

 

 

 

Declarație 

 

În contextul participării la achiziția de valoare mică nr. ocds-b3wdp1-MD-

1724248694581, ID:21271021 privind achiziționarea instrumentarului pentru intervenții 

chirurgicale vasculare de urgență majoră, declarăm că termenul de garanție al produselor la 

momentul livrării va constitui 12 luni și vom prezenta mostre la sediul autorității contractante în 

decurs de 7 zile de la solicitare. 

 

 

 

 

 

Cu respect, 

 

Director           Tatiana Roibu  
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TÜV SÜD Product Serv ice GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Serv ice GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: AESCULAP AG
Am Aesculap-Platz
78532 Tuttlingen
GERMANY

SRN Manufacturer: DE-MF-000005504

The Certification Body of TÜV SÜD Product Serv ice GmbH certifies that the manufacturer has 
established, documented and implemented a quality management system as described in 
Article 10 (9) of the Regulation (EU) 2017/745 on medical dev ices. Details on dev ice categories 
covered by the quality management system are described on the following page(s). 
The Report referenced below summarises the result of the assessment and includes reference to 
relevant CS, harmonized standards and test reports. The conformity assessment has been carried 
out according to Annex IX  Chapter I and III of this regulation with a positive result. 
The quality management system assessment was accompanied by the assessment of technical 
documentation for dev ices selected on a representative basis. 
The certified quality management system is subject to periodical surveillance by TÜV SÜD Product 
Serv ice GmbH. The surveillance assessment shall also include an assessment of the technical 
documentation for the dev ice or dev ices concerned on the basis of further representative samples. 
All applicable requirements of the testing and certification regulation of TÜV SÜD Group have to be 
complied with. 
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G10 010066 0438 Rev. 01 

Report No.: 713203407 / 713203404 / 713203403 / 713203400 / 713203397 / 
713203393 / 713203388 / 713205439 / 713229575

Preceding Certificate No.: G10 010066 0438 Rev. 00

Valid from: 2021-12-09
Valid until: 2025-09-07

Date of Initial Issuance: 2020-07-10

Christoph Dicks
Issue date: 2021-12-09 Head of Certification/Notified Body
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Classification: IIa
Device Group: H030201 - MULTIPLE CLIP APPLIERS FOR VIDEOSURGERY
Intended Purpose: -

Classification: IIa
Device Group: Z120114 - SURGICAL NAVIGATION INSTRUMENTS
Intended Purpose: -

Classification: IIa
Device Group: Z121009 - INSTRUMENTS FOR MOTORISED NEUROSURGERY 

SYSTEMS
Intended Purpose: -

Classification: IIa
Device Group: Z121305 - MOTORISED ORTHOPAEDIC SURGERY SYSTEM 

INSTRUMENTS
Intended Purpose: -

Classification: IIa
Device Group: Z12011482 - SURGICAL NAVIGATION INSTRUMENTS - 

SOFTWARE ACCESSORIES
Intended Purpose: -

Classification: IIb
Device Group: K020101 - MONO- AND BIPOLAR SURGICAL INSTRUMENTS, 

SINGLE-USE
Intended Purpose: All professional disciplines that use endoscopy: Cutting, dissection, 

mobilization and coagulation of tissue. 

The endoscopic bipolar multifunctional instruments are used for 
the cutting, dissection, grasping, and coagulation of tissue in 
minimally invasive surgery. 
The instruments are used for the cutting, dissection, grasping, and 
coagulation of tissue in minimally invasive surgery. 

The monopolar single-use shafts are used in all endoscopic 
disciplines, for cutting, dissection, mobilization and coagulation of 
tissue. The monopolar single-use shafts are supplied in sterile 
condition. They are used in combination with the reusable handles 
of the Adtec monopolar product line. 

The SINGLE USE / Bipolar - Coagulation Tweezers from 
AESCULAP are used for the same purpose as the comparative 
models already on the market for several years. It is intended for 
grasping, coagulating tissues, organs and other medical supplies. 
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It differs slightly in shape due to the materials used and can only 
be used once (SINGLE USE) by the user. 

The single-use electrode handle with fingertip keys (monopolar) is 
fitted with a fixed cable and a disposable knife electrode and is 
used in open surgical procedures. The single-use electrode handle 
with fingertip keys (monopolar) is used to conduct the HF current 
from the HF dev ice to the operating site, to hold the required 
working electrode and to activate the cutting or coagulating current 
supplied by the HF dev ice.

Classification: IIb
Device Group: L180202 - ENDOSCOPIC ELECTROSURGERY SCISSORS, 

REUSABLE
Intended Purpose: All professional disciplines that use endoscopy: Cutting, 

preparation, and grasping of tissues, Biopsies, Suturing.

Classification: IIb
Device Group: L180302 - ENDOSCOPIC ELECTROSURGERY HANDPIECES, 

REUSABLE
Intended Purpose: All professional disciplines that use endoscopy: Cutting, 

preparation, and grasping of tissues, Biopsies, Suturing.

Classification: IIb
Device Group: L180402 - ENDOSCOPIC ELECTROSURGERY FORCEPS, 

REUSABLE
Intended Purpose: The instruments are used for preparing and grasping and for 

removal of biopsies, with different working tips for each intended 
use. 

Bipolar, detachable tubular shaft instruments are used for the 
cutting, dissection, grasping, and coagulation of tissue in minimally 
invasive surgery. 

All professional disciplines that use endoscopy: Cutting, 
preparation, and grasping of tissues, Biopsies, Suturing. 

The MIC tubular shaft instruments, with different working tips for 
each intended use, are used for cutting, dissection, grasping, 
removal of biopsies and/or for coagulation.

Classification: IIb
Device Group: L180201 - OPEN ELECTROSURGERY SCISSORS, REUSABLE
Intended Purpose: Surgical scissors: The instruments are used to cut tissue and/or 

medical materials and supplies. Dissecting scissors: The 
instruments are used to cut and/or dissect tissue. Nail scissors: 
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The instruments are used to cut or split finger nails and toe nails 
and/or cuticles. Bandage scissors and material scissors: The 
instruments are used to cut medical materials and supplies and/or 
clothing. Micro scissors: The instruments are used to cut and/or 
dissect tissue during micro surgical procedures.

Classification: IIb
Device Group: L180401 - OPEN ELECTROSURGERY FORCEPS, REUSABLE
Intended Purpose: Bipolar forceps are used for hemostatic coagulation as well as 

grasping and dissecting of tissue in surgical procedures. 

These Aesculap instruments are used in general surgery. 
Depending on the design of the working ends, they are used for 
cutting, preparing, holding and/or monopolar coagulation.

Classification: IIb
Device Group: Z120109 - ELECTROSURGICAL INSTRUMENTS
Intended Purpose: The generator GN160 is a bipolar high frequency surgical dev ice. 

It is used to convert electrical current into bipolar energy for 
coagulation with bipolar instruments in all fields of surgery. 

The single foot switches GN161 and GK226 are used for activating 
compatible Aesculap dev ices for HF surgery. The single foot 
switch GN092 is used for activating the JET function of the JET 
irrigation unit (GN090). The foot controls are Class AP dev ices. 
The foot control circuit is ignition-safe and approved for operation 
in medical env ironments according to IEC/DIN EN 60601-1. The 
housing is constructed according to Protection Type IPX8. 

The Lektrafuse HF generator GN200 is used for vessel sealing 
and vessel div ision in open and minimally invasive surgery. The 
instruments can seal vessels of up to and including 7 mm. The 
Lektrafuse HF generator is not suitable for use in tube sterilization/ 
tube coagulation for sterilization. With respect to the electric shock 
hazard, the Lektrafuse HF generator meets the classification and 
safety requirements of a type CF dev ice. The Lektrafuse HF 
generator is intended for operation and storage in closed spaces.

Classification: IIa
Device Group: Z120103 - DERMOTOMY EQUIPMENT
Intended Purpose: -

Classification: IIa
Device Group: Z120190 - VARIOUS INSTRUMENTS FOR GENERAL AND 

MULTIDISCIPLINARY SURGERY
Intended Purpose: -
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Classification: IIa
Device Group: L090901 - BONE CUTTERS, REUSABLE
Intended Purpose: -

Classification: IIa
Device Group: Q019001 - SALIVA ASPIRATORS AND SALIVA ABSORBENTS
Intended Purpose: -

Classification: IIa
Device Group: A0701 - ADAPTERS AND CONNECTORS
Intended Purpose: -

Classification: IIa
Device Group: L030101 - SUCTION AND IRRIGATION SURGICAL CANNULAS 

AND HANDPIECES, REUSABLE
Intended Purpose: -

Classification: IIa
Device Group: A019001 - BLUNT NEEDLES
Intended Purpose: -

Classification: IIa
Device Group: Z120204 - INSTRUMENTS FOR THE ACQUISITION AND 

MANAGEMENT OF ENDOSCOPIC AND MINIMALLY INVASIVE 
SURGERY IMAGES

Intended Purpose: -

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

./.

Revision History: Rev.       Dated                Report
 00         2020-07-10        713175266
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