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* Printed copies are uncontrolled unless otherwise identified *

Before using this document, consult MyWorkshop for the latest revision.
GE Healthcare Confidential

Revolution Ascend

Technical File (Technical Documentation)

In accordance with the EU Medical Device Regulation (2017/745)

Document Number: DOC2462047

Review and Approvals (minimum functional area required signatures.)

NAME FUNCTION SIGNATURE/DATE

Tomohiro Ito Product RA (Author) Refer to electric signature in MyWorkShop

Keisuke Sato Lead System Designer Refer to electric signature in MyWorkShop

Confidentiality Statement

This document contains confidential and privileged trade secrets and other information of 
General Electric Co. and as such may not be disclosed to others not employed by General 
Electric Co. or regulatory authorities without permission from General Electric. All rights 
reserved.
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Refer to the following:
Document Title Document Number
Risk Assessment and Control DOC0612074
Risk Management Plan DOC2142812
Cause Mitigation Table DOC2142815
Risk Management Summary Report DOC2142816
e-IFU Risk Assessment/evaluation and Justification DOC2492367

DOC2677034
FMEAs Refer to RMP

NOTE: The above listed documents are for the latest version only. The documents for 
the historical all versions and other design changes are listed in DOC2481523
Revolution Ascend representative document matrix.

6. PRODUCT VERIFICATION AND VALIDATION

6.1. Pre-clinical and clinical data

6.1.a Results of Tests:

Verification and validation testing of the device has been successfully completed and 
demonstrate compliance to the requirements of the Medical Device Regulation (EU 
2017/745), and the device specifications.  Details of the testing are referenced in 
Section 4 (General Safety and Performance Requirements), and Section 6 (Product 
Verification and Validation).

Key documents not referenced elsewhere in Sections 4 and 6 include the following:

Document Title Document Number
System (Design) Verification Plans and Reports DOC2634853
System (Design) Validation Plan and Reports DOC2661872
EN 60601-1-6:2010/A1:2015 DOC2424556
EN 62366-1:2015/AC:2016 DOC2423398

NOTE: The above listed documents are for the latest version only. The documents for 
the historical all versions and other design changes are listed in DOC2481523
Revolution Ascend representative document matrix.

6.1.b Information on Test Design, Protocols, etc.

Biocompatibility
The device or components come in Skin (A-Limited (< 24 h)): 
Refer to the following report to identify the patient contacting components.
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Revolution Ascend

Dosar tehnic (Documentafie tehnici)

in conformitate cu Regulamentul UE privind dispozitivele me dicale (2017 /7 45)

Numdrul documentului : DO C24 620 47

Revizii gi aproblri (aria funclional6 minimd necesard semndturi)

Declara{ie de confidenfialitate
AcesI document con(ine secrete.comerciale confidenliale qi privilegiate qi alte informatiiale General Electricuo $1._ca.arare, nu.poate ll dlvulgat altor persoane care nu sunt angaiate de General Electric Co. sauauronral or de reglementare lard permisiunea General Elechic. Toafe drepturile rezenr'ate.
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Consultali urmdtoarele:

Titlul documentului
Evaluarea Ei controlul riscurilor
Planul de managernent al riscurilor
Tabel de atenuare a cauzelot
Raport de sintezi privind gestionarea riscurilor
Evaluarea./evaluarea gi justificarea riscurilor e-IFU

FMEAs

Titlul documentului
Planuri si rapoarte de verificare a sistemului (proiectare)
Planr"rl de validare a sistemului (proiectare) $i rapoarte
EN 60601-l-6:2010/A1 :201 5

EN 62366-1 :2015 I AC:2016

Numd.rul
documentului
DOC061207 4
DOC2142812
DOC2142815
DOC2142816
DOC2492367
DOC2611034
Consultali RMP

NOTA: Docurnentele enumerate mai sus sunt doar pentru cea mai recentd versiune. Documentele
pentru toate versiunile istorice Ei alte modificlri de design sunt listate in matricea de documente
reprezentative DOC2481523 Revolution Ascend.

6. VERIFICAREA $I VALIDAREA PRODUSULUI

6.1. Date preclinice gi clinice

6.1.a Rezultatele testelor:

Verificarea si validarea testdrii dispozitivului a fost finalizat5. cu succes qi demonstreazd confonnitatea cu cerinlele
Regulamentului privind dispozitivele medicale (UE 20171745) 9i cu specificaJiile dispozitivului. Detaliile testarii sunr
menlionate in secliunea 4 (Cerinte generale privind siguranla gi performan!a) si in secliunea 6 (Verificarea si validarea
produsului).

Documentele-cheie care nu sunt menlionate in altA parte in sec{iunile 4 si 6 includ urmdtoarele:

NutndlLrl
documentului
DOC2634853
DOC266|872
DOC2424,s6
DOC2423398

NOTA: Documer,tele enumerate mai sus sunt doar pentru cea mai recentd versiune, Documentele
pentru toate versiunile istorice gi alte modificdri de design sunt listate in matricea de documente
reprezentative DOC2481 523 Revolution Ascend.

6.1.b Informafii privind proiectarea testelor, protocoalele etc.

Bio-compatibilitate
Dispozitivul sau componentele vin in Piele (A-Limited (< 24 h)):
Consultali urmltorul rapofi pentrr a identifica componentele de contact cu pacientul.

Paeina il din 19

^ *Exernplarele tiparite sunt necontrolate dacd nu sut.rt altfei identificate+ v

Lrainte de a folosi acest docLLmeut, consultali MyWorkshop pentru cea mai recentd veLsiune.

ffi*,:,11,6
= 

_ 
monlRuq-c

; _orlEoiiffir _

GE Healthcare Confidenliai

CorinaElena Cirstea
cf orig



 

GE Medical Systems Société en Commandite Simple 
Au capital de 97 789 440 euros 
Siège social : 283, rue de la Minière  
78530 Buc   
France 
RCS Versailles B 315 013 359 

 

 

TECHNICAL STATEMENT 
 

 

Date: May 20, 2025 

 

 

To: Centrul Pentru Achiziții Publice Centralizate în Sănătate 

 

Ref: In relation to the tender no. LP 21382536 

 

 

 

We, GE Medical Systems Société en Commandite Simple, a company duly existing under the laws of France 

and having a registered seat at 283 Rue de la Minière, 78530 Buc, France, with commercial name of GE HealthCare, 

established and reputable manufacturer of medical equipment and European MDR Authorized Representative of 

GE HealthCare Japan Corporation 7-127, Asahigaoka 4-chome, Hino-shi, Tokyo 191-8503 Japan, the manufacturer 

of computed tomography system: Revolution Ascend, 

 

in relation to the documents submitted in the tender no. LP 21382536, do hereby declare that the X-ray tube for 

the computed tomography system Revolution Ascend is PerformixTM 40 PlusX ray Tube. We declare that the 

expected tube life during the warranty of the equipment is of at least 250.000 scan seconds or minimum 24 

months, whichever occurs first. 

 

 

 

 

On behalf and for GE Medical Systems SCS 

 

 

_________________________ 

 

 

GE Medical Systems SCS 

Jennifer Thery - EMEA Contract Specialist 

Authorized Signatory 

 

Date of signature: May 20, 2025 
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Traducere din limba englezd

(Sigla GE) GE HealthCare

DECLARATIE TEHNICA

Data:20 mai2025

Cdtre: Centrul Pentru Achizi{ii Publice Centralizate in Sinitate

Subiect: in legituri cu licita{ia nr" LP 21382536

Subscrisa GE Medical Systems Soci6t6 en Commandite Simple, o societate comerciald
exist6nd legal conform legilor Franlei qi avdnd sediul social in 283 rue de la Minidre, 78530
Buc, Franfa, cu denumirea comerciald GE HealthCare, fabricant consacrat qi reputat de
echipamende medicale qi Reprezentant European Autorizat RDM al GE HealthCare Japan
Corporation 7-127, Asahigaoka 4-chome, Hino-shi, Tokyo l9l-8503 Japonia, fabricantul
sistemului de tomografi e comput eizat6: Revolution Ascend,

in legdturd cu documentele depuse in licitafia nr. LP 21382536, prin prezenta declardm cd
tubul de razeX pentru sistemul de tomografie computefizatd, Revolution Ascend este tubul de
raze X PerformixTM 40 Plus. Declardm cd durata de viafi aEteptatd a tubului in cursul
garanfiei pentru echipament este de cel pufin 250.000 de secunde de scanare sau minim 24 de
luni, oricare limitd ar fi prima atins6.

Din partea gi pentru GE Medical Systems SCS,

(semnat): Jennifer Thery (Stampila GE MEDICAL SYSTEMS)
GE Medical Systems SCS
Jennifer Thery - Specialist Contracte EMEA
Semnatar Autorizat

Data semndrii: 20 mai 2025

GE Medical Systems, Societate ln Comanditi Simpld
cu capital de97.789.440 euro
Sediul social: 283, rue de la Minidre
78530 Buc
Franfa
RCS Versailles B 315 013 359
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