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Anexa nr. 8 

la Documentația standard nr.115  

din 15.09.2021 

 

DECLARAŢIE 

privind valabilitatea ofertei 

Către  IMSP Institutul de Medicină Urgentă                                               

  

                       

Stimaţi domni, 

Ne angajăm să menținem oferta valabilă, privind achiziționarea Piese, accesorii și 

consumabile pentru dispozitive medicale, prin procedura de achiziție  nr. ocds-

b3wdp1-MD-1749732787401, ID: 21431866 din 03.07.2025, pentru o durată de 60 

zile (șaizeci zile) din data deschiderii, și ea va rămâne obligatorie pentru noi și 

poate fi acceptată oricând înainte de expirarea perioadei de valabilitate. 

 

Data completării: 30.06.2025  

 

Cu stimă, 

Tehnomedica SRL 

Director Tatiana Roibu 

(semnătura autorizată) 
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Către IMSP Institutul de Medicină Urgentă 

 

În atenția Grupului de lucru  

al procedurii nr. ocds-b3wdp1-MD-1749732787401 

ID: 21431866 

 

 

  Prin prezenta, declarăm că piesele de schimb oferite sunt compatibile cu echipamentul 

Beneficiarului și în final, sistemul motorizat pentru craniotomie și chirugie spinală va fi 

funcțional conform cerințelor tehnice.  

Termenul de garanție oferit conform solicitării Beneficiarului este indicat pentru fiecare 

piesă individual în Anexa nr.22 specificații tehnice oferite. 

 Totodată, declarăm că produsele oferite în cadrul procedurii prenotate sunt înregistrate 

în Registrul de Stat al Dispozitivelor Medicale a Agenției Medicamentului și Dispozitivelor 

Medicale. Numerele de înregistrare sunt indicate în specificațiile tehnice oferite, anexa nr.22. 

 

 

Cu respect, 

 

Director             Tatiana Roibu 
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: AESCULAP AG
Am Aesculap-Platz
78532 Tuttlingen
GERMANY

Certification Mark:

 

Scope of Certificate: Design and development, production, distribution and 
service of sterile and reusable non-active, non-implantable 
surgical and dental instruments

Design and development, production, distribution and 
service of active non-implantable surgical devices

Design and development, production and distribution of 
sterile and non-sterile, non-active cardiovascular, vascular, 
neurovascular and ligation implants

Design and development, production and distribution of 
sterile non-active osteo-, orthopaedic and cranial implants

Design and development, production and distribution of 
sterile non-active soft tissue implants with and without 
animal origin material

Design and development, production and distribution of 
sterile and reusable non-active devices for injection and 
infusion

Design and development, production and distribution of 
sterile surgical instruments, non-active medical devices with 
measuring function, sterile containers and related 
accessories

Design and development, production, installation and 
distribution of active non-implantable imaging devices 

Design and development, production, installation and 
distribution of Software

The provision of manufacturing service of sterile Non-active 
soft tissue implants with animal origin material 

The provision of manufacturing service of tissue adhesives 
and local haemostatics
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

The provision of warehousing and distribution for medical 
device

The provision of service for medical devices, incl. implants

The provision of surface treatment for medical devices

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). 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:Q5 010066 0435 Rev. 01

Report No.: 713280758

Valid from: 2023-06-01
Valid until: 2026-05-31

Date, 2023-04-25 Christoph Dicks

Head of Certification/Notified Body
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): AESCULAP AG
Am Aesculap-Platz, 78532 Tuttlingen, GERMANY

Design and development, production, distribution and service of 
sterile and reusable non-active, non-implantable surgical and 
dental instruments

Design and development, production, distribution and service of 
active non-implantable surgical devices

Design and development, production and distribution of sterile and 
non-sterile, non-active cardiovascular, vascular, neurovascular and 
ligation implants

Design and development, production and distribution of sterile 
non-active osteo-, orthopaedic and cranial implants

Design and development, production and distribution of sterile 
non-active soft tissue implants with and without animal origin 
material

Design and development, production and distribution of sterile and 
reusable non-active devices for injection and infusion

Design and development, production and distribution of sterile 
surgical instruments, non-active medical devices with measuring 
function, sterile containers and related accessories

Design and development, production, installation and distribution 
of active non-implantable imaging devices 

Design and development, production, installation and distribution 
of Software

The provision of warehousing and distribution for medical device

The provision of service for medical devices, incl. implants

The provision of surface treatment for medical devices
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Facility(ies):

AESCULAP AG
Carl-Braun-Str. 1, 34212 Melsungen, GERMANY

Production of sterile non-active soft tissue implants with and 
without animal origin material

The provision of manufacturing service of tissue adhesives and 
local haemostatics

 ./.
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