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GE Healthcare

DECLARAȚIE DE CONFORMITATE
În conformitate cu prevederile Directivei 93/42/CEE referitoare la dispozitivele medicale, 

Anexa II și ale Directivei 2011/65/UE
Subscrisa,

Producător

GE Medical Systems LLC 
3000 North Grandview Blvd 
Waukesha, WI 53188, SUA

Reprezentant autorizat UE

GE Medical Systems SCS 
283 rue de la Minière 
78530 BUC, Franța

Declară pe proprie răspundere că dispozitivul:

Revolution Apex

Sistem cu raze X, diagnosticare, tomografie computerizată, tot corpul 

Ref: 5995000-5PCM; 5995002-7PCM, 5995002-8PCM.

Cod GMDN: 37618 Cod UDI-DI: 00840682146616 (Revolution Apex) 

Regula de clasificare (93/42/CEE Anexa IX): 10 Clasa llb

La care se referă această declarație este conform cu cerințele Directivei privind dispozitivele medicale 93/42/CEE care i se aplică și cu 
cerințele Directivei 2011/65/UE privind restricțiile de utilizare a anumitor substanțe periculoase în echipamente electrice și electronice.

Această conformitate se bazează pe următoarele elemente:

• Pentru Directiva 93/42/CEE (DDM)
o Documentația tehnică/DHF Ref./ réf: DOC1520191, a produsului la care se referă această declarație
o Certificat CE: aprobarea sistemului complet de asigurare a calității (Anexa II a directivei 93/42 CEE) livrat de G-MED 

(Organ notificat #0459/ Certificat Nr. 7856
o standarde armonizate aplicate produsului la care se referă această declarație.

• Pentru Directiva 2011/65/UE (RoHS)
o Documentația tehnică/DHF Ref./ réf: DOC1520191, a produsului la care se referă această declarație

• Lista de standarde armonizate aplicate pentru marcajul CE:

EN 60601-1:2006/A1:2013 
EN 60601-1-2:2015
EN 60601-1-3: 2008/A11:2016
EN 60601-2-44: 2009+A1:2012+A2:2016

Waukesha, WI, SUA,
    Amy Yang

Director Departament reglementare

Această declarație de conformitate o înlocuiește pe cea precedentă datată 14 mai 2021

Pagina 1 din 1                                                                                                                                                   DOC1520171
* Copiile tipărite sunt necontrolate, cu excepția cazului în care se identifică altfel *

Înainte de a utiliza acest document, consultați MyWorkshop pentru cea mai recentă revizuire.
Confidențial GE Healthcare

Semnătură indescifrabilă
Mențiune olografă: 17 decembrie 2021
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Subsemnata, ANDREESCU ADELINA IONELA traducător autorizat pentru limba Engleză, în 
temeiul autorizaţiei nr. 23469, eliberată de Ministerul Justiţiei, certific exactitatea traducerii 
efectuate din limba engleză în limba română, că textul prezentat a fost tradus în intregime  şi că 
prin traducere, înscrisului nu i-au fost denaturate conţinutul şi sensul.
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GE Medical Systems Société en Commandite Simple
Au capital de 96 210 630 euros
Siège social : 283, rue de la Minière 
78530 Buc
France

RCS Versailles B 315 013 359

TUBE STATEMENT

Date: August 22, 2024

To: Centrul Pentru Achiziții Publice Centralizate în Sănătate

Tender No.: LP 21261932

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 in its capacity as European MDR Authorized 

Representative of GE Medical Systems LLC., 3000 North Grandview Blvd, Waukesha, WI 53188, USA, the 

manufacturer of computed tomography system:

- Revolution Apex Plus

in relation to the documents submitted in the tender no. LP 21261932, do hereby declare that the X-ray tube for 

the computed tomography system Revolution Apex is Quantix X ray Tube. We declare that the expected tube life 

during the warranty period of the equipment is of at least 300.000 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: August 22, 2024
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GE Medical Systems Société en Commandite Simple
Au capital de 96 210 630 euros
Siège social : 283, rue de la Minière 
78530 Buc
France

RCS Versailles B 315 013 359

TECHNICAL STATEMENT

Date: August 22, 2024

To: Centrul Pentru Achiziții Publice Centralizate în Sănătate

Tender No.: LP 21261932

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 in its capacity as European MDR Authorized 

Representative of GE Medical Systems LLC, 3000 North Grandview Blvd, Waukesha, WI 53188, USA, the 

manufacturer of computed tomography system:

- Revolution Apex Plus

in relation to the documents submitted in the tender no. LP 21261932, do hereby declare that our system 

mentioned above, will be delivered with the following characteristics and features:

1. Digital Software capabilities which provide reformatted images with the right orientation +/-30 
degree.

2. All software will be provided for the reporting procedure with export availability in DICOM, pdf, 

rtf format to allow the transfer of teleradiology images to electronic medical records, other 

medical facilities or other persons as needed.

3. HIS/RIS or PACS connections can be made in the future with no addition costs.

On behalf and for GE Medical Systems SCS

_________________________

GE Medical Systems SCS

Jennifer Thery - EMEA Contract Specialist

Authorized Signatory

Date of signature: August 22, 2024
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Traducere din limba engleza 

GE HealthCare 

DECLARATIE TEHNICA. 

Data: 22 august 2024

Catre: Centrul pentru Achizifii Publice Centralizate in Sanatate

Nr. licitatie: LP 21261932

Subscrisa GE Medical Systems Societe en Commandite Simple, o societate comerciala existand legal 
conform legilor Frantei �i avand sediul social 'in 283 rue de la Miniere, 78530 Bue, Franta, cu denumirea 
comerciala GE HealthCare, fabricant consacrat �i reputat de echipamente medicale, 'in calitate de Reprezentant 
European Autorizat ROM al GE Medical Systems LLC, 3000 N. Grandview Blvd., Waukesha, WI 53 I 88 
S.U.A., fabricantul sistemului de tomografie computerizata: 

- Revolution Apex Plus

'in legatura cu documentele depuse \'n licitatia nr. LP 21261932 prin prezenta declaram ca sistemul nostru 
mentionat mai sus va fi livrat cu unnatoarele caracteristici �i elemente: 

1. Capacitati software digitale care ofera imagini reformatate cu orientarea corecta +/- 30 grade.

2. Tot software-ul va fi furnizat pentru procedura de raportare cu disponibilitate de export 'in format DI COM, 
pdf, rtf pentru a permite transferul de imagini de teleradiologie catre evidente medicale electronice, alte 
unitati medicate sau alte persoane conform garantiei. 

3. Conexiunile HIS/RIS sau PACS pot fi realizate în viitor fără costuri suplimentare.

Din partea �i pentru GE Medical Systems SCS, 

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

Data semnarii: 22 august 2024 

GE Medical Systems Societe en Cornrnandite Simple 
cu capital de 96 210 630 euro 
Sediu social: 283, rue de la Miniere 
78530 Bue 
Franta 

RCS Versailles B 315 013 359 

($tampila GE MEDICAL SYSTEMS) 
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Axial Scan Parameters

kVp 70, 80, 100, 120, 140 kVp

mA 10 to 1,300 mA

Rotation Speed

0.28 sec, 0.35 sec, 0.5 sec, 0.6 sec,
0.7 sec, 0.8 sec, 0.9 sec, 1.0 sec per 
360° acquisition

Focal Spot  
Selection 
@ 120 kVp

• Focal Spot S (Small): Up to 455 mA
• Focal Spot L (Large): Up to 730 mA
• Focal Spot XL (Extra Large): Up to 900 mA

Detector 
Coverage

5, 20, 40, 80 mm

Inter Scan Delay 
(ISD)

• 1.0 sec with no table move
• 1.5 sec with 40 mm table move
• 1.7 sec with 80 mm table move

Inter Group Delay 
(IGD)

Minimum IGD is the same as minimum 
ISD; also user-selectable

High Resolution 
Scan Mode

High Resolution scan mode provides 
the capability to acquire 2.5 more views 
using deflection of the X-ray beam in 
both non-cardiac and cardiac axial
acquisitions. The additional views can be 
used to improve image quality to reduce 
aliasing, improve off-center imaging, or 
improve resolution.

Maximum Scan  
Field View

• 32 cm for pediatric head and body, adult 
head and small body, small cardiac

• 36 cm for medium cardiac
• 50 cm for medium and large body,

large cardiac

Axial Scan Image Display and Reconstruction

Number of 
Reconstructed Slices

Up to 256 slices per rotation

Reconstruction  
Matrix

512 x 512
1024 x 102416

Display Matrix 1024 x 1024

CT Number Scale
-1,024 to 3,072 (normal range) and
-31,743 to 31,743 (extended range)

Recon Types

Soft, Soft # (Small Head, Head, Ped 
Head only), Standard, Standard # (Small
Head, Head, Ped Head only), Detail, Lung, 
Bone, Bone Plus, Edge, Chest, Ultra, HD 
Standard, HD Lung, HD Detail, HD Bone, 
HD Bone Plus, HD Edge, HD Ultra

Image Enhance 
Filter to Enhance 
Anatomical 
Structure

E1, E2, E21, E22, E23, E3 or S1, S11, S2, 
S21, S3 and LU
• Edge Enhancement filters (E) sharpen 

the image and are useful for bone 
windows.

• The smoothing filters (S) decrease the 
appearance of noisy images or enhance 
low-contrast areas on soft tissue.

• The Lung Enhancement filter (LU) is
designed specifically to use for lung
windows.

• E21, E22, E23, S11, S21 are only
available as image display filters

Fine Z for Neuro 
Scanning

Recon option designed for high resolution
imaging tasks such as assessing detail in
the inner ear. Only available for Axial Hi-Res
Head SFOV with slice thickness of 0.625z.

Enhanced 
Contrast for Neuro 
Scanning

Enhanced Contrast is a special 
reconstruction option to boost the 
differentiation between the gray and 
white matter regions in the brain.
Enhanced Contrast is allowed with Axial 
scan types, Head, Small Head and Ped 
Head protocols, 100, 120 and 140 kV, Hi 
Res Off, Number of Passes: 1, and Soft, 
Soft #, Stnd or Stnd # recon types.

Reconstructed 
Slice Widths (mm)

0.625, 0.625z, 1.25, 1.25z, 1.25i, 2.5, 2.5z,
5.0 and 5.0z

Prospective Multiple 
Reconstruction 
(PMR)

Up to 99 sets of recons can be 
pre-programmed.

Scan Modes and Image Reconstruction (cont.)

Axial Scan

Axial scanning is the traditional “step and shoot” method of acquiring data. The X-ray tube and Data Acquisition System (DAS) expose and 
rotate one 360° loop. The table and patient move a preset distance (interval) and the process is repeated.

16. 1024 matrix is compatible with 40 mm coverage and ASiR-V.
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