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GE Healthcare

DECLARATIE DE CONFORMITATE

Tn conformitate cu prevederile Directivei 93/42/CEE referitoare la dispozitivele medicale,
Anexa Il si ale Directivei 2011/65/UE

Subscrisa,

Producator Reprezentant autorizat UE
GE Medical Systems LLC GE Medical Systems SCS
3000 North Grandview Blvd 283 rue de la Miniére
Waukesha, WI 53188, SUA 78530 BUC, Franta

Declara pe proprie raspundere ca dispozitivul:

Revolution Apex

Sistem cu raze X, diagnosticare, tomografie computerizata, 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 Clasallb

La care se refera aceasta declaratie este conform cu cerintele Directivei privind dispozitivele medicale 93/42/CEE care i se aplica si cu
cerintele Directivei 2011/65/UE privind restrictiile de utilizare a anumitor substante periculoase in echipamente electrice si electronice.

Aceasta conformitate se bazeaza pe urmatoarele elemente:

.

.

Waukesha, WI, SUA,

Pentru Directiva 93/42/CEE (DDM)

o  Documentatia tehnica/DHF Ref./ réf: DOC1520191, a produsului la care se refera aceasta declaratie
O  Certificat CE: aprobarea sistemului complet de asigurare a calitatii (Anexa Il a directivei 93/42 CEE) livrat de G-MED

(Organ notificat #0459/ Certificat Nr. 7856
0 standarde armonizate aplicate produsului la care se refera aceasta declaratie.

Pentru Directiva 2011/65/UE (RoHS)

0  Documentatia tehnica/DHF Ref./ réf: DOC1520191, a produsului la care se refera aceasta declaratie

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 Semnéituré indescifrabils

Mentiune olografa: 17 decembrie 2021

Amy Yang

Aceasta declaratie de conformitate o inlocuieste pe cea precedenta datata 14 mai 2021

Pagina 1 din 1

* Copiile tiparite sunt necontrolate, cu exceptia cazului in care se identifica altfel *

Director Departament reglementare

'CONFORM CU
ORIGINALUL

DOC1520171

Tnainte de a utiliza acest document, consultati MyWorkshop pentru cea mai recenta revizuire.

Confidential GE Healthcare
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Subsemnata, ANDREESCU ADELINA IONELA traducator autorizat pentru limba Engleza, in
temeiul autorizatiei nr. 23469, eliberata de Ministerul Justitiei, certific exactitatea traducerii
efectuate din limba engleza in limba romana, ca textul prezentat a fost tradus in intregime si ca
prin traducere, inscrisului nu i-au fost denaturate continutul si sensul.
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N-35mvi

‘ rl - U reglement (Ut) £U1 /7742, ANNeXe 1A Lhapitres 1 et i
E

GROUPE LNE EU QUALITY MANAGEMENT SYSTEM CERTIFICATE
Regulation (EU) 2017/745, Annex IX Chapters | and ill

Certificat/Certificate: N° 38701 rev. 4
Délivré le /issued on: November 27th, 2023

Certificat délivré A/Certificate issued to: GE MEDICAL SYSTEMS, LLC
3000 North Grandview Blvd
WAUKESHA, Wi 53188 UNITED STATES

SRN: US-MF-000018315

GMED atteste qu’a I'examen des résultats flgurant dans le(s) rapport(s) d’audit du systéme de gestion de la qualité
référencé(s) P603587, P607902, P603588, P606273, le systéme de gestion de la qualité est conforme aux
dispositions pertinentes du réglement {(UE) 2017/745 pour les produits suivants :

€ €D certifies thal, on the basis of the results listed in the quality management system audit repori(s) referenced P603587,
P607902, P603588, P606273, the quality management system complies with the relevant provisions of the regulation (EU)
2017/745 for the following products:

Tomodensitométre (scanner)

Computed tomography device or system

Voir détails sur addendum / See addendum for additional information

£ ¥ fins de la mise sur le marché de dispositifs de classe llb implantables etfou de classe lil, un autre certificat
—ivré conformément aux dispositions du réglement (UE)} 2017/745 est requis.

For the purpose of placing on the market implantable class Hlb and / or class il devices, another certificate issued in
accordance with the provisions of the regulation (EU) 2017/745 is required,

Début de validité /Effective date: November 27th, 2023 (included)

Valable jusqu'au /Expiry date: November 7th, 2026 (included)

La validité du présent certificat est conditionnée au respect des obligations qui découlent du systéme de gestion de la qualité approuvé et de la
surveillance effactuée par I'organisme notifié prévue par le réglement. Ce certificat est lié par les conditions du contrat.

The validity of this certificate is subject fo compliance with the obligations arising from the approved guality management system and from the surveillance
carried out by the notified body as required by the regulaiion. This certificate is bound by the conditions of ihe contract.

AIDBOECSCE0D4TA.

Lionel DREUX

a3 President
GMED - 38701 rev. 4 prm————————
Modifie le certificat 38701-3 CONFORM (.d
ORIGINALUL
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GROUPE LNE CERTIFICAT SISTEMUL DE MANAGEMENT AL CALITATH UE
Regulamentul (UE) 2017/745, Anexa IX capitolele | si lll

Certificat: Nr. 38701 rev. 4

Emis la: 27 noiembrie 2023

Ceriificat emis pentru: GE MEDICAL SYSTEMS, LLC
3000 North Grandview Bivd

WAUKESHA, Wi 53188 Statele Unite
SRN: US-MF-000018315

MED certifics faptul cd, pe baza rezuitatelor enumerate in raportul {raporturile) de audit al (ale) sistemului de management ai
{afii fa care se face referire in P603587, P607902, P603588, P606273, sistemul de management al calitafii respects
provederile relevante ale regulamentului (UE) 2017/745 pentru urméltoareie produse:

Tomodensitometru (scaner)

Dispozitiv sau sistern de tornografie computerizata

Consultati actut aditional pentru informatii suplimentare

:copul introducerii pe piala a dispozitivelor implantabile de clasa lib si/sau clasa Ill, este necesar un alt certificat eliberat in
onformitate cu prevederile regulamentului (UE) 2017/745.

Data intrérii in vigoare: 27 noiembrie 2023 (inclusiv)

Data expirari; 7 noiembrie 2026 (inclusiv)

Valabilitatea acestui certificat este condifionatd de respectarea obligafiilor care decung din sisternil de management al calit&fii aprobat gi din
supravegheres efectuats de Organismul notificat conform prevederilor regulamentului. Acest certificat este legat de condifiile contractului.

'CONFORM CU
ORIGINALUL p

GMED - 38701 rev. 4 Lion
Modifics certificatul 38701--3

DREUX
Pregedinte

ROM O709-T5 v 2

GMED = Société par Actions Simplifiée au capital de 300 000 € » RCS Paris 839 022 522 + Organisme Notifié/Notified Body n® 0459
8 Siege social : 1, rue Gaston Boissier - 75015 Paris » Tél, : 01 40 43 37 G0 » Ine-gmed.com
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VOO 7. 2018

Début de validité / Effective date : November 7th, 2023 {included)
Valable jusqu'au /Expiry date: December 17th, 2026 (included)
Etabli le /!ssued on : November 7th, 2023

cofrac

Z President

ulvl- U VER HIFIVA L
SHOLRE LN CERTIFICATE OF REGISTRATION
N° 38495 rev. 1

GMED certifie que le systeme de management de la qualité développé par
GMED certifies that the quality management system developed by

GE MEDICAL SYSTEMS, LLC
3000 North Grandview Blivd
WAUKESHA, WI 53188 UNITED STATES

pour les activités
for the activities

Conception, développement et fabrication de dispositifs ou systémes de diagnostic
tomodensitomeétre par émission de positron, de dispositifs ou systémes de diagnostic
omodensitomeétres (scanners), de dispositifs ou systémes de diagnostic X-Ray et d’application
logicielle.

Design, development and manufacture of medical diagnostic positron emission tomography devices or
systems, diagnostic computed tomography devices or systems, medical diagnostic X-Ray devices or
systems, and software application.

réalisées sur le(s) site{s) de
performed on the location(s) of

GE MEDICAL SYSTEMS, LLC
3000 North Grandview Bivd - WAUKESHA, Wi 53188 - USA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

1ISO 13485 : 2016

GMED N° 38495-1

u. (ERTIFICATION
3 gti STSTEMES Ce certificat @st délivré selon les régles de cerlification GMED [ This certificate is issued according to the nules of GMED certification
=]

3

Accasdaaban n 4808
Lists des p4es Baaditeg "
srgende doparsiesur  Renolvelle le certificat 36495-0

Wk arar

GMED -+ Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 « gmed.fr

CONFORM CU

ORIGINALUL
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CERIIFICAT DE INREGIS | RARE

G M g D Nr. 38495 rev. 1
L

GROUPE LNE

GMED certifica cd sistemul de management al calitafii dezvoltat de

GE MEDICAL SYSTEMS, LLC
3000 North Grandview Blvd
WAUKESHA, W1 53188 STATELE UNITE

pentru activitalile

Projectarea, dezvoltarea gi fabricarea de dispozitive sau sisteme de tomografie cu emisie de pozitroni
pentru diagnosticare medicald, dispozitive sau sisteme de tomografie computerizata de diagnosticare,
dispozitive sau sisteme de diagnosticare medicale cu raze X si aplicalii software.

efectuate in locafia (locatiile)

GE MEDICAL SYSTEMS, LLC
3000 North Grandview Blvd - WAUKESHA, Wl 53188 - SUA

respectd cerinfele standardelor intemafionale

ISO 13485: 2016

[ a intrérii in vigoare: 7 noiembrie 2023 (inclusiv) b"“"‘"""‘é;‘:ajx

Data expirdni: Decembrie 2026 (inclusiv)
Emis la: T noiembrie 2023

A1DSOECECHODATA. .

cofrac

Z GMED N° 38495—1

.mw
& DE SYSTEMES
3 OTRANAGENENT Acest certificat este eliberal conform regulilor de certificare GMED
Actoiors ne. 4-0806 [ rraiEADRE &
w..ﬁ;ﬁ.;m. Reinnoi featul 38495.0 Cf_;lh*"\_}"”.- CcuU
tns rificat - el T
boipectt Sinncies’s Seihcsy ORIGINALUL

1]

GMED - Société par Actions Simplifiée au capital de 300 000 € ¢ Organisme Notifié/Notified Body n® 0459
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Subsemnata, Lascu Raluca Teodora, interpret gi traduciitor autorizat pentru limbile striine englezi si
francezi, in temeiul Autorizatiei nr. 20862 din data de 12/11/2007, eliberatd de Ministerul Justitiei din
Romdnia, certific exactitatea traducerii efectuate din limba engleza in limba roména , ci textul prezentat a
fost tradus complet, fird omisiuni, §i ¢4, prin traducere, inscrisului nu i-au fost denaturate continutul si
sensul.
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Released

Rendered PDF File Page 2 of 11 DOC1450064, Rev:15

Page 1 of 10 Report No. Error!

Reference source not found.

Test Report issued under the responsibility of:
GE Medical Systems, LLC

TEST REPORT
IEC 60601-1-6
Medical electrical equipment
Part 1-6: General requirements for safety - Collateral Standard: Usability
including IEC 62366: Application of usability engineering to medical devices

Report Reference No. ......cccovvvvrrrrnnnrnnnnas : GE DOC1450064 Rev 15
Date of iSSUE .....ccccviirrirnssrrsssrns s 1 10Jun2019/15Mar2019/ e
220ct2018 / 09Aug2018 /
27Jul2017 / 11Apr2017 /
13Jul2016 / 03Dec2015 /
09Jul2015 / 29Sep2014 /
08Aug2014 / 300ct2013 /
20Jan2020 / 06Apr2020 /
01Dec2020
Total number of pages.......ccccerrrniniinnns D10 nrr—————————
CB Testing Laboratory .........ccceeveeerrnes : GE Medical Systems, LLC
AdAress......ccccceriinsnsssnsss s ———— : 3000 N. Grandview Blvd, Waukesha, Wl 53188 USA
Applicant’s name........cccceeivciinmemnrnennnnans : GE Healthcare
AdAress......ccccceisssnssnss s ————— : 3000 N. Grandview Blvd, Waukesha, Wl 53188 USA
Test specification:
Standards.........ccoiiccci s * IEC 60601-1-6:2010 (Third Edition) for use in conjunction with
IEC 60601-1: 2005 (Third Edition)
Test procedure.....uueeeeeeeeemnnemnnnnnnsnmnnnnes : CB Scheme
Non-standard test method..............: N/A
Test Report Form No. .....ccooccmmrrmriiiiinnnes : IEC60601_1_6E
Test Report Form Originator ................. : TUV Rheinland North America
Master TRF.......ccccceimmiieesnscnnesene s e cneeenennes : Dated 2011-07

Copyright © 2011 IEC System for Conformity Testing and Certification of Electrical Equipment (IECEE),
Geneva, Switzerland. All rights reserved.

This publication may be reproduced in whole or in part for non-commercial purposes as long as the IECEE is acknowledged as
copyright owner and source of the material. IECEE takes no responsibility for and will not assume liability for damages resulting from
the reader's interpretation of the reproduced material due to its placement and context.

If this Test Report Form is used by non-IECEE members, the IECEE/IEC logo shall be remoM3d.
This report is not valid as a CB Test Report unless signed by an approved CB Testing Laboratory and
appended to a CB Test Certificate issued by an NCB in accordance with IECEE 02.

Test item description...........cceceevrviiuneenne : Computed Tomography System

Trade Mark .....cccecveremecirmemeirmemsnremnssrnenans :
@ GE Medical Systems, LLC

[CONFORM CU |
ORIGINALUL
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Released

Rendered PDF File Page 3 of 11

Reference source not found.
Manufacturer.....ccccoeeceiimeiirneeiseeesseeees :

Model/Type reference ......cccccceerrrriiiinnnnes :

Ratings ......cerrriremrrnnieeee e :

Page 2 of 10 Report No. Error!

GE Medical Systems, LLC
Revolution CT, Revolution CT ES, Revolution Apex

Powered by Certified PDU Model 2326492-61: 3~ 380//480 Vac,
50/60Hz, Momentary: 150kVA@0.85PF, Continuous: 30kVA

Powered by Certified PDU Model 2326492-91: 3~ 380//480 Vac,
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List of Attachments (including a total number of pages in each attachment):

None

Summary of testing

Tests performed (name of test and test clause): Testing location:
None 3000 N. Grandview Blvd, Waukesha, WI 53188
USA

Summary of compliance with National Differences

List of countries addressed: None

[X] The product fulfils the requirements of IEC 60601-1-6:2010 (Edition 3.0)

Copy of marking plate

The artwork below may be only a draft. The use of certification marks on a product must be authorized by
the respective NCBs that own these marks.

See IEC 60601-1 Test Reports
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IEC 60601-1-6

Clause

Requirement + Test

Result - Remark

M3rdict

4.0

General requirements

4.2

USABILITY ENGINEERING PROCESS complies
with IEC 62366 including amended definitions

See DOC1450065 for
IEC62366:2007 Assessment

Inspection of the USABILITY ENGINEERING FILE Verified that the MANUFACTURER

— established a USABILITY ENGINEERING PROCESS

Process

GE Global Quality Work Instruction
GEHC_GQP_10.01.013 Design
Controls Usability (DOC0804338)
Appendix shows mapping to

standard

— established acceptance criteria for USABILITY;
and

Process

GE Global Quality Work Instruction
GEHC_GQP_10.01.013 Design
Controls Usability (DOC0804338)
Appendix shows mapping to

standard

Implementation

Acceptance criteria is established in
the Usability Validation Plans
(DOC1579665/DOC1916206)(DOC21
87072/D0OC2290722) (DOC2478387)

— demonstrated that the acceptance criteria for
USABILITY have been met.

Process

GE Global Quality Work Instruction
GEHC_GQP_10.01.013 Design
Controls Usability (DOC0804338)
Appendix shows mapping to

standard

Implementation

System Clinical Scenarios Reports /
System Verification
(DOC1487954/DOC1591971)
(DOC1975643/DOC1975640)
(DOC2187074/DOC2291685)
(DOC2465171)

Summative Testing Reports
(DOC1599715/DOC1602767)
(DOC1916281/D0OC2290724)

(DOC2483221)

Replacement of requirements given in IEC 62366

The instructions for use include a brief
description of the ME EQUIPMENT, its physical
operating principles and significant physical
and performance characteristics relevant to its
USABILITY

Process
GE Global Quality Work Instruction

GEHC_GQP_10.01.013 Design
Controls Usability (DOC0804338)

Implementation

URM
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the application specification

IEC 60601-1-6
Clause Requirement + Test Result - Remark M3rdict

The same information is also included in the Process P
technical description, if this is provided as a GE Global Quality Work Instruction
separate document from instructions for use GEHC_GQP_10.01.013 Design

Controls Usability (DOC0804338)

Implementation
TRM

The instructions for use contain a summary of Process P

GE Global Quality Work Instruction
GEHC_GQP_10.01.013 Design
Controls Usability (DOC0804338)

Implementation

URM
TRM
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GE HealthCare

TUBE STATEMENT
Date: August 22, 2024

To: Centrul Pentru Achizitii Publice Centralizate in Sanatate

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 Miniére, 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 | CONFORM CU
Authorized Signatory ORIGINALUL

Date of signature: August 22, 2024

GE Medical Systems Société en Commandite Simple
Au capital de 96 210 630 euros

Siége social : 283, rue de la Miniere

78530 Buc

France

RCS Versailles B 315 013 359
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GE HealthCare

TECHNICAL STATEMENT
Date: August 22, 2024

To: Centrul Pentru Achizitii Publice Centralizate in Sanatate

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 Miniére, 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

CONFORM CU
ORIGINALUL

GE Medical Systems Société en Commandite Simple
Au capital de 96 210 630 euros

Siége social : 283, rue de la Miniere

78530 Buc

France

RCS Versailles B 315 013 359
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Traducere din limba englezé

GE HealthCare

DECLARATIE TEHNICA

Data: 22 august 2024
Citre: Centrul pentru Achizitii Publice Centralizate in Sdnétate

Nr. licitatie: LP 21261932

Subscrisa GE Medical Systems Société en Commandite Simple, o societate comerciald existand legal
conform legilor Frantei si avand sediul social in 283 rue de la Miniére, 78530 Buc, Franta, cu denumirea
comerciald GE HealthCare, fabricant consacrat si reputat de echipamente medicale, in calitate de Reprezentant
European Autorizat RDM al GE Medical Systems LLC, 3000 N. Grandview Blvd., Waukesha, WI 53188
S.U.A., fabricantul sistemului de tomografie computerizata:

- Revolution Apex Plus

in legaturd cu documentele depuse in licitatia nr. LP 21261932 prin prezenta declardm ca sistemul nostru
mentionat mai sus va fi livrat cu urmétoarele caracteristici si elemente:

1. Capacititi 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 DICOM,
pdf, rtf pentru a permite transferul de imagini de teleradiologie cétre evidente medicale electronice, alte

unitdti medicale sau alte persoane conform garantiei.

3. Conexiunile HIS/RIS sau PACS pot fi realizate in viitor fara costuri suplimentare.

Din partea si pentru GE Medical Systems SCS,

(stampila GE MEDICAL SYSTEMS)
(semnat).: Jennifer Thery
GE Medical Systems SCS
Jennifer Thery — Specialist Contracte EMEA
Semnatar Autorizat

Data semnarii: 22 august 2024

[ CONFORM CU
| ORIGINALUL

GE Medical Systems Société en Commandite Simple
cu capital de 96 210 630 euro

Sediu social: 283, rue de la Miniére

78530 Buc

Franta

RCS Versailles B 315013 359



Stoica Corina
cf original


GE HealthCare

Revolution Apex Plus

The versatility to see it all

PRODUCT DATA SHEET (GLOBAL)

ErnEe——
[ SECRET DE |
| BT A g
k| ML _.ﬂa)ﬂukﬁa
- *Latest update: January 2023
Global version | Mot for distribution or use in mainland China,
Commercial availability may vary by country due to regulatory limitations.
DOCHE96321, Revd

GEHealthCare.com
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Introduction

The Versatility to See it All

The Revolution Apex Plus was engineered to deliver
breakthrough image quality at the unprecedented speed
you need to meet a wide range of clinical cases. It features
our 80 mm Gemstone Clarity Detector with a record-
breaking 0.28 second rotation speed and powerful 1,300
mA output via the Quantix™ X-ray tube'. From acute care
to CT-guided intervention to radiation therapy planning,
with Revolution Apex Plus you have the versatility
required to see it all.

Experience the clinical potential of power combined with
speed: Surpass your expectations for CT with the versatility
of unprecedented scan speed and no trade off in coverage for
ultra-fast, ultra-clear image quality.

Elevate your diagnostic confidence with breakthrough
image quality: Experience remarkably clear image texture in

oth your single energy and GSI applications with
TrueFidelity images ¢created using our innovative Deep
Learning image Reconstruction technology.

Explore a wide range of clinical solutions: Diversify your
clinical offering with a versatile range of capabilities,
including oncology, cardiovascular, MSK and pediatrics as
well as acute care,

Work more efficiently with Effortless Workflow:
Incorporate the latest Al-enhanced applications into every
step of the scanning process to swiftly move from one scan to
the next.

L. The hull commereal name of the X-ray Tube is Quantix 160. The commercial name i3 abbrevialed to Quantt: throughoul this document.

Best-in-class technology in every
dimension of the CT imaging chain

Unprecedented clinical sotutions
across a wide range of care areas

Future-ready platform ensures quick
access to the next generation of CT
innovation
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Introduction (cont,)
Highlights

Revolution Apex Plus has achieved a breakthrough in image quality to have outstanding image definition, preferred image appearance,

and low dose, all at the same time. Key technologies include:

« Maximum 1,300 mA X-ray output
» 80 mm z-coveragein a single axial exposure
« 80 cm bore size with Whisper drive

» TrueFidelity CT images generated by Deep Learning Image Reconstruction (DLIR)
+ 0.28 sec rotation and Snap$hot Freeze 22 delivers up to 24 msec temporal resolution to freeze cardiac motion®

« High definition imaging with an exceptional 0.23 mm spatial resolution

+ HyperDrive! providing 437 mm/s volumetric scanning reconstructed to a maximum 50 cm field-of-view (FOV)
+ GSI Xtream® for 0.25 ms ultrafast kvp and synchronized mA switching to enable Volume Spectral CT designed to improve small lesion

detection, tissue characterization and metal artifact reduction

» Smart MARS single energy metal artefact reduction, provides metal artefact reduction with seamless integration into scanning protocols

Revolution Apex Plus delivers an uncompromised set of clinical solutions, foryour most ¢hallenging patients to ensure you achieve your

best images for all patients:

Motionfree CCTA

High definition, motion free coronary images at any heart rate is
enabled by a prospectively £CG-gated cardiac axial acquisition
protocol that utilizes 8¢ mm of high-definition coverage with 0.28s
rotation speed and real-time control to ensure rebust, low dose and
high definition cardiac imaging for all heart rates, with or without
beta blockers.

Neurology

Routine non-contrast brain scans are reconstructed using Volume HD
reconstruction technology to ensure CT number uniformity across
the whole brain, lterative MMAR can reduce the beam hardening
artifacts at bone/ brain interface and posterior fossa region.
Enhanced Contrast can achieve excellent gray white matter
differentiation. Smart Stroke ,’ the stroke-dedicated hardware,
software and post-processing solution on Revolution Apex Plus, can
help physicians to reduce “CT scan-to-report” time and “door-to-
treatment” time, thus to save more brain tissue of a patient with a
stroke.

Workflow

Effortless workflow comes with advanced hardware and software
capabilities to provide a seamless scanning experience. Powered by
high computing power and GE developed artificial intelligence and
deep learning technologies, Effortless workflow provides highly
automated scan operations that provides ease of use, consistency
and streamlined workflow. The solution has been designed to
accommodate different clinical indications, varying patient positions
and orchestration of several scan parameters in order to achieve the
ultimate imaging outcome, for every patient. Effortless workflow
enables automatic selection of scan protocol, automatic positioning
and centering of your patient, automatic definition of scout and scan
ranges, automatic definition of scan parameters tailored to your
patients’ needs and their clinical indication for the scan, so your
focus can be on the well-being of your patient.?

Fast Emergency and Trauma Imaging

The Revolution Apex Plus allows for robust Triple RuleQut™
acquisition for all patients providing high resolution, motion free
coronaries, PE & aortic dissection in a single exam covering the entire
thorax. ECG gating and mA modulation along with flexible
collimations enable low dose acquisition personalized to the patient.
80 mm helical mode combined with table speed of up to 437.5 mmy/s
allows for ultra-fast scanning and the potential to reduce the effect of
breathing and other motion during the scan. The Smart Trauma
feature can enable recon priority for trauma scan, prospective DMPR
settings and faster recanstruction throughput.

High Resolution Scan mode

The clinical needs for better image quality never stops. Visualizing
the finest image details significantly enhances diagnostic confidence.
Equipped with the 80 mm Gemstone Clarity Detector and the Quantix
X-Ray tube, the Revolution Apex Plus achieves best-in-class 0.23 mm
spatial resolution across all detector coverage, all fields of view, all
applications, even ocbese patients.

Pediatrics

Split second pediatric acquisition is enabled by wide 80 mm z-axis (
coverage, can potentially reduce the need for sedation and eliminate \.
unnecessary repetition of scans in young children due to failed
sedation. TrueFidelity images and 70 k¥ scans allow you to minimize
the radiation dose while improving image quality and diagnostic
confidence.

Contrast Optimized Scanning

X-ray radiation and iodine hazards have become the major concerns
associated with CT scan with contrast enhancement. Due to
increased use of iodinated contrast media in diagnostic imaging
and interventional procedures, Contrast-induced nephropathy has
become a significant source of hospital morbidity and mortality.
Equipped with the ASiR-V and Low kVp scanning, Revolution Apex
Plus addresses these two challenges with one unique solution:
achieving lower dose scan with optimized contrast usage.

2. SnapShot Freere 2 is a puschasable option available on the AW workstation or via the cardiac package on Smart Subscription.
3. SnapShot Freeze 2, in canjuncthon with 0.28 sfrotation gantry speed, provides a reducmntn CORONAry motkon aﬂrlacts that is equivalent 10 a 0.047 5/votation equivalent gantry rotation speed with effactive

h

and alsowith a

temporal resolution of 24 msec, As demonstrated in phantom testing using a « ilable mation p

ical cardiac phantom with linear motion of variable velocity.

The 0.047 sfrotalion images are modeled without application of SnapShot Freeze 2. Resulls may vary in chnical applications.

4, HypsDrive is a purchasable option.
5. GSIXtreamis & purchasable option.
6, Smart MAR i a puschasable option

7. Smart Siroke requires post-processing applications such as Stroke ¥CAR, AutoBone and VessellQ Xpress, Dynamic 40 CTA and CT Perfusion 40 Heuro.

8. Automated functions require canfismation by the user priar to exposing X-rays.

[ SEC
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System Hardware

Gantry and Slip Ring

The Revolution Apex Plus gantry platform has been designed from the ground up and tested to support fast rotation speeds. It also features
a wide 80cm diameter bore to facilitate scanning larger patients and to ensure flexible access and patient positioning in the gantry. The Slip
Ring is designed for transferring data at 40 Gbps to ensure safe & reliable performance at these fast rotation speeds.

Gantry and Slip Ring Descriptions

Whisper Drive
System

Contactless

Slip Ring

Fail-Safe Mounts

Laser Alignment
Lights

Reduces audible noise during gantry
rotation at 0.28 sec by more than 50%, as
compared to a typical belt driven system
rotating at 0.28 s/rotation speed, thus
improving patient comfort {audible gantry
noise is measured at 69 dBA).

Transfers power and data to and from the

rotating side of the gantry {Slip Ring} to
the stationary side through contactless
RF technology. This eliminates carbon
dust due to brush wear-put thereby
increasing the reliability of the system.

The gantry frame features redundant
fail-safe mounts for all major components
that are designed and tested to stringent
standards to ensure safe and reliable
operation at sub second rotation speeds.

Defines beth internal and external scan
planes to +1 mm accuracy. Activated
any time during the exam {with tube
stationary).

Gantry and Stip Ring Specifications

Aperture

Focus-to-Detector
Distance

Focus-to-lsocenter
Distance

Scan FOV

Rotation Speed

Data Chain
Bandwidth

Xtream Tablet

Table and Gantry
Control Panels

Flexible Cable
Management
System

80cm

109.7cm

| B26cm

' 50cm
80 cm with MaxFOV 22

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

40 Gbps

Xtrearn Tablet is a 15.6 inch multi-purpose
user interface located on each side of the
front gantry with touch screen operation
and forms part of Effortless Workfow.

The table and gantry controts are located
below the Xtream Tablet on both the left
and right of the front and back of

the gantry.

The gantry also includes a built-in patient
breathing light and countdown timer.

Coordinated straps attached to the
gantry sides are present to keep cables
connected to the gantry and away from
the floor to reduce clutter.

9. MaxFov 2is a purchasable option. The image quatity for the area cutside the standasd 50 ¢ scan Reld does not meet the kmage quality specifications shown in the technical data sheet and image artifacts may
appear, depending on the anatomy scanned.
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System Hardware (cont.)

Gemstone Clarity Detector

The Revolution Apex Plus systermn features the Gemstone Clarity Detector inclusive of the Gemstone scintillator that boasts the industry’s
leading primary speed and afterglow specifications,

The Gemstone Clarity Detector features a unique focally aligned layout of the detector sub-modules and a 3D collimator {post patient) to
minimize scatter artifacts, ensure HU uniformity & reduce beam hardening artifacts usually associated with wide coverage systems,
Combined with Volume HD (VHD) reconstruction technology, the system delivers excellent image quality at full 80 mm coverage. Further,
the 3D Collimator can reduce the scatter to primary ratio.

The Gemstone Clarity Detector also features a revolutionary ultra-low capacitance photo diode with new ASIC technology that redefines
electronic noise at the quantum limit to less than 3 photons @ 120 keV (3100 electrons). The detector includes acquisition electronics which
allows 4x faster bandwidth and 3x faster trigger rate than previous generations and reduces electronic noise by 25%, which may improve
image quality and reduce artifacts in low signal conditions, as may be encountered in large patients.

Gemstone Clarity Detector Descriptions Gemstone Clarity Detector Specifications

The Gemstone Clarity Detector enables
high definition CT imaging with a
revolutionary, extremely fast scintillator, \
The scintillator material is an isotropic

ceramic with cubic structure which is

highly uniform and translucent. Cubic Reduces scatter to primary ratio by more

structures offer better transparency than 30 Collimator than 50% and results in a significant
that of Gadolinium Oxysulfide {(GOS) Scatter Reduction improvement in image que'ahty and
which has a hexagonal lattice. Technology reduction in beam hardening and

metal artifacts.

The retative speed of the scintillator
enables high definition technologies such

ge_mtsfltr ':e as high resolutionimaging capability, with
g0 less noise, and the ability to perform fast
kv switching to enable applications such
as du.al .energy acquisitions. . Z-coverage/360° "
+ Scintillator speed: 0.03 ps {100 times Rotation 80mm
faster than GOS) .
» Afterglow: 0.001% (4 times lower Number of Slices 266 slices
than GOS)
+ Radiation damage: 0.03% (20 times Number of Detector
less than GOS) Rows 128 rows
» Scatter to Primary Ratio: <10%
. i ici ; 20 kv
Defection efficiency: 38% @ 1 Number of Detector 106,496 cells with individual electronic/
Etements DAS channels for excellent data fidelity
The Gemstone Clarity Data Acquisition
Subsystem (DAS) features 3 times faster Up to 2,496 views per rotation
trigger rates capable of supporting Sampling Rate {up to 8’91 4Hz)
features such as high definition imaging '
B fonaClaT up to 2,496 views per rotation,
emstone Clari '
Data Acquisition _ Electratic Noisa :.aelsos c‘th:m :: photons noise
Subsystem (DAS) electrons)
Effective Analog to
Digital Conversion >2,000,000:1
Range
10.  Wpprade to 160 mm deteclor coverage is a purchasable option. _§;__::'J—_ ——-—-—-_.__
elRET DE 1

CONFIDENTIAL AFACER]
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System Hardware (cont.)

Power Management and Generator

Power Management Descriptions

| The Power Distribution Unit {(PDU)

Power Distribution
Unit

System Emergency
Off Button

Main Disconnect

Partial UPS with
SmartPower

supplies power to various parts of the
system including gantry components,
table and operator console, On the front
of the PDU are controls to indicate that
power is on, a push button to turn power
onfoff to the gantry and table, and an
Emergency Stop button.

When pressed, the power to all system
components is removed, stopping all
table and gantry motion and generation
of X-rays. Use the System Emergency Off
button for catastrophic emergencies,
such as fire or earthquake.

A dedicated main distribution panel,

also known as Al Mains or MDP {Mains
Disconnect Panel), shall be used to supply
power to the scanner. The MDP (Al)
mains shall be located in the same room
asthe PDU,

Eaton Powerware 9355-15-14GE with
SmartPower allows Eaton’s 14.4 kVA
3-Phase partial system Uninterruptible
Power Supply {Partial UPS} to provide
clean, reliable and constant power to
the Revolution Apex Plus system. In the
event of power outages, SmartPower
can allow the partial UPS to provide the

| backup power to maintain CT system

components including scan and image
data base; to allow critical non-X-ray
scanner operations and provide time
for the operator to safely remove the
patient and execute an orderly system
shutdown before the UPS runs out of
battery, If the primary power is restored
within the UPS battery hold-up time and
the system shutdown is not executed,
SmartPower can restore the system
automatically to the operational state.
The feature also enables the UPS
dashboard user interface to provide the
real-time battery status update.

11. G5 Xtream is a purchasable option.

Generator Specifications

Generator Maximum

Peak Power

Main Power Nominal

Voltage

Nominal Line
Frequency

Maximum Power
Demand:
PowerXtream
Option

Maximum Power
Demand:
PowerPro Option

Ultra-fast kv and
mA Synchronized

Switching Generator

108 kW with Power)Xtream option
constrains the maximum power level for
systems with Quantix X-ray Tube and
2326492-951 PDU,

101 kW with PowerPro option constrains
the maximum power level for systems
with Quantix X-ray Tube and

2326492-61 PDU.

380-480V

50/60Hzx3Hz

Requires 200 kVA electrical power
supplied for PowerXtream, in addition to
a Partial UPS thatis included as standard.

Requires 150 kvA electrical power
supplied for PowerPro, in addition to a
Partial UPS that is included as standard.

The X-ray generator features independent
controlof kV and mA to achieve ultra-fast
kV and mA synchronized switching for
G5 acquisition.” This feature can alternate
between 80 kVp and 140 kVp within 0.25
msec, and simultanecusly match the
optimal mA with each kV. The breakthrough
can optimize low kV data quality by having
access to higher mA at low kV, and achieve
superb GSlimage quality especially in low
keV's and material images for all patient
exams and presentations,

kv and mA symchronized switehing
« Optimized tow kV data quality
by accessing higher ma at low kv
» Achigves superh GSI image
qualityfor challenging patients
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System Hardware (cont.)

Quantix X-ray Tube*

GE Healthcare's Quantix X-ray tube is the most advanced and powerful X-ray tube we've ever made. It provides the world's first combination
of 1,300 mA output and 80 mm z-coverage in a single axial exposure, a3 momentous achievement for X-ray tube. The Quantix X-ray tube has

three key technology breakthroughs; the Digital Cathode, the Wide-view Ancde and a liquid bearing.

Quantix Tuhe Descriptions Quantix Tube Specifications

Digital Cathode

Wide-view Anode

Liquid Bearing

12. Revolution Apex Plusis designed to only work with the Quantix X-may tube. The full commeraal name of the X-ray Tube is Quantix 160. The ¢

The Digital Cathode is the most
powerful and intelligent cathode
we've ever designed.

Its patented dual flat emitter has 400%
larger emission area than conventional
coiled filament, can generate a bigger
electron cloud to output maximum
1,300 mA.

The Digital Cathode also utilizes a
digitally controlled magnetic field to
focus and shape the electron beam in
microseconds. As a result, the position,
shape and size of the focal spot can be
controlled with the highest precision.

It enables view-by-view mA modulation
and high definition scanning with focal
spot deflection.

The wide-view anode has a 10°-angle
target to expose the high-quality X-ray
with 80 mm z-coverage in a single axial
exposure.

The Liquid Bearing utilizes liquid gallium
toform a liquid-metal bearing to support
the ratating anode. It allows the quiet
and reliable performance of the Quantix
X-ray tube.

The Liquid Bearing can support ultra-
high gravity forces greater than 75 G.

TubeVoltage

Tube Current Range
PowerXiream
Option

Tube Current Range
PowerPro Option

Digital Cathode
Emitter Technology

Digital Cathode
Focal SpotControl

Digital Cathode
independentkV and
mA Control

Wide-view Anode
Target Angle
IEC 60601-2-28

Target Material
IEC 60601-2-28

Z-coverage in a Single

70, 80, 100, 120, 140 kV

T0kV: 10 - 1,300 mA
80 kv 10 - 1,300 mA
100 k¥: 10 - 1,080 mA,
120 kV: 10-900 mA
140 kV: 10 - 750 mA

TOkV: 10- 1,200 mA
80 kV; 10 - 1,080 mA
100 k¥: 10~ 940 mA
120 kV: 10-82G mA
140 kv: 10-720 mA

Dual flat emitter with 4x larger emission
area (compared to conventional coil
emitter)

Magnetic focusing and deflection with
precise digital control

Achieve k¥ and mA synchronized
switching to match the optimal
mA to each kV in G5l acquisition

10° with respect to reference axis

Tungsten-Rheniumalloy

Up to 80 mm in iso-center

Axial Exposure
Liquid - . )
Bearing Liquid metal {gallium) bearing
Technelogy
Target Effective
Heat Storage SHMY
Target Maximum :
Cooling Rate 3100 KHU/mia
Focal Spot Size f i'g:g'g
|EG602336 XL:1.8x 15
ial name is abbraviated 1o Quantin throughout this document.
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System Hardware (cont)

Table (Patient Positioner)

The table provides support and vertical/longitudinal motion of the patient relative to the CT scanner. The Table also mechanically houses
and electrically interfaces to the integrated ECG unit. This subcomponent includes patient positioning and support accessories (pads, straps,
poles, head holders) as well as foot pedals.

Table Descriptions

-

*

Patient Table
Design

Revolution Apex Plus features a next generation patient table design with the following highlights:

10x stiffer design with minimal deflection under heavy load with RTP Flat Table top overlay setup to comply
with the recommendations in the report of AAPM Radiation Therapy Committee Task Group No. 66

Maximum 437 mmy/s® horizontal travel speed to enable fast volumetric scanning with 50 ¢m scan FOV
X-strong foot switch cover, capable of supporting 1,350 bs (612 kg) load, has been specially designed to
support physicians standing on it while performing diagnostic and/or treatment procedures on patients
Optionalintegrated ECG module with waveform and configuration through the gantry display

The patient grounding strap with Connection into the optional Integrated Cardiac Module improves ECG
waveform signal quality for ECG gated scans
Workflow hub area with a see through tray to give
you the most flexibility in placing scanning related
supplies, etc. without limiting visibility to the
integrated ECG inputs

IV Pole integrated at the foot-end of the table helps
to prevent IV lines from becoming crossed and tangled
and helps keep lines in place during patient table travel

Optional Table Paper Dispenser for CT Tables is
designed to conveniently hold and dispense a roll of
hygienic table paper for CT patient positioning tables.
The Dispenser can hold up te a 21 inch {534 mm)
length roll. Note: paper roll is notincluded

Table Load Capacity

Positional Precision

Horizontal Scannable Range

{Metal Free)
Horizontal Travel Speed

Vertical Range

Vertical Scannable Range

Vertical Travel Speed

NG2000V Standard Table NG2000V Heavy Table'! ‘ NG1700V Heavy Table™

227 kg/500 Ibs 306 kg/675 lbs 306 kg/675 Ibs

+0.25 mm over entire +0.25 mm over entire +0.25 mm over entire scannable
scannable range scannable range range

Up to 2,000 mm Upt0 2,000 mm Upto 1,700 mm

Up to 300 mm/s Up to 300 mmy/s Up to 300 mmy/s

Up to 437 mm/s with HyperDrive | Upto437 mm/swithHyperDrive | Up to 437 mmy/s with HyperDrive

500-1,030mm 560 =1,030 mm 560 - 1,030 mm

757 - 1,002 mm {at table top) 757 - 1,002 mm {at table top) 757 - 1,002 mm (at table top)
15 mm/s {+3 mm/s) 15 mm/s {+3 mmy/s) 15 mmys {3 mmys)

40 mm/s {+8 mm/s) 40 mmy/s (+8 mm/s} 40 mmy/s (8 mmy/s)

13. 437 mm/s table speed is enabled by HypesDrive option.
14, HG2000¥ heavy table is a purchasable option.

15. NGL700V heavy table £ a purchasable option. S E:;;;‘_{?—-—-______‘_I
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10

Scan Modes and Image Reconstruction

Scout Scan

Scout imaging is used for anatomical location in conjunction with scan and recon prescription, to provide an anatomical cross-reference for
axial images, and to provide quick feedback to the user as the anatomy is scanned.

Revolution Apex Plus offers two user selectable scout scan modes: SmartScout mode and regular scout mode.

When SmartScout mode is selected, the system can auto-select the scout scanning parameters to achieve optimal scout image quality and
radiation dose. SmartScout also allows for performance of tube warmups during scout acquisition with improved workflow and eliminate

user intervention and wait times for tube warmup,

scout Scan Parameters

kvp

mA

Detector Coverage

Table Speed

Orientation

Scout Range

+ 70,80, 100, 120, 140 kVp
» Manual selection in regular scout mode
+ Autoselection in SmartScout mode

+ 10to 250 mA, 5 mA increments
» Manualselection in regular scout mode
» Autoselection in SmartScout mode

Smm

« Up to 260 mm/s
« Manualselection in regular scout mode
« Autoselection in SmartScaut mode

0,90, 180, 270 [preset)

« 50 t0 2,000 mm with NG2000V tables
+ 50 to 1,700 mm with NG1700V table

» Scouts lenger than 1,000 mm are auto
minified to fit the display

Scout Scan image Reconstruction

Max. Display FOV

Scout Scan Based
Smart Patient
Centering

50cm

The smart patient centering feature helps
to detect suboptimal centering prior

| to the diagnostic scan, When scoutis

acquired, the system will assess patient
centering. If the patient is off centered
greater than 2 cm, the system will display
the table height location and an up or
down arrow to indicate the elevation
needed to reach that height.
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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.

Axial Scan Parameters

kVp

mA

Rotation Speed

Focal Spot
Selection
@ 120 kVp

Detector
Coverage

Inter Scan Delay
(ISD)

Inter Group Delay
(IGD)

High Resolution
Scan Mode

Maximum Scan
Field View

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

70, 80, 100, 120, 140 kVp

10t0 1,300 mA

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 S (Small): Up to 455 mA
+ Focal SpotL (Large): Up to 730 mA
» Focal Spot XL (Extra Large): Up to 900 mA

5,20,40,80 mm

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

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

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.

+ 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

CONFIDENTIAL
O=CRET DE AFACER

Axial Scan Image Display and Reconstruction

Number of

Reconstructed Slices

Reconstruction
Matrix

Display Matrix

CT Number Scale

Recon Types

Image Enhance
Filter to Enhance
Anatomical
Structure

Fine Z for Neuro
Scanning

Enhanced
Contrastfor Neuro
Scanning

Reconstructed
Slice Widths (mm)

Prospective Multiple

Reconstruction
(PMR)

Up to 256 slices per rotation

512x512
1024 x 10242

1024 x 1024

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

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

E1,E2,E21, E22, E23,E3 0r S1,S11, S2,

$21,S3and LU

« Edge Enhancementfilters (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 areonly

available asimage display filters

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 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.

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

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

11
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Scan Modes and Image Reconstruction (cont)

Helical Scan

Helical or spiral scanning is a method of acquiring images in a continuous data set. The X-ray tube and DAS expose and rotate continuously
through 360° while the patient is passed through the area of exposure at a set rate of movement, depending on the rotation time and helical
pitch. The information gathered is then reconstructed into images of the prescribed slice thickness and interval.

Helical Scan Parameters Helical Scan Image Display and Reconstruction

kvp

mA

Rotation Speed

Pitch Range

Focal Spot
Selection
@ 120 Kvp

Detector
Coverage

Manx. Single
Acquisition Time

Inter Group Delay
(IGD)

High Resolution
Scan Mode

Maximum Scan
Field View

70,80, 100, 120, 140 kvp

10 to 1,200 mA

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

0.508:1, 0.516:1, 0.984:1, 0.992:1, 1.375:1,
1.531:1

» 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

20 mm, 40 mm, 80 mm

60 seconds

1 second between adjacent helical scans

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

« 32 cm for pediatric head and body, adult
head and small body
+ 50 cm for medium and large body

A7, 1024 matrix is¢

patible with 40 mm

ge and ASIR-V,

Reconstruction
Matrix

Display Matrix

CT Number Scale

Recon Types

Image Enhance
Filter to Enhance
Anatomical
Structure

Enhanced
Contrast for Neuro
Scanning

Reconstructed
Slice Widths (mm)

Prospactive Multiple

Reconstruction
{PMR)

512 % 512
1024 x 1024v

1024 x 1024

-1,024 to 3,072 {(normal range) and
-31,742 to 31,743 (extended range)

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

E1,E2,£21,E22,E23,E3 0r 51, 511,

$2,521,53and LU

» Edge Enhancement filters (€) sharpen

the image and are useful for bone

windows.

The smoothing filters (S) decrease the

appearance of noisyimages or enhance

low-contrast areas on soft tissue.

The Lung Enhancernent filter {LU) is

designed specifically to use for lung

windows,

« E21,E22,E23,511,521 are only
available asimage display filters

Enhanced Contrastis 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 kY, Hi Res Off, Number of
Passes: 1, and Soft, Soft #, Stnd or Stnd #
recon types.

0.625,1.25,2.5,3.75,5.0

Up to 99 sets of recons can be
pre-programmed
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Scan Modes and Image Reconstruction (cont.}

Cine Scan

Cine is a method of scanning that rotates the gantry 360° continuously with no delay in between passes. Cine mode is acquired in a continuous
exposure that supports table movement equal to the beam collimation or no table movement, where the scan is taken at one table position. You
may set the acquisition in groups expanding the time to be scanned. The duration at each location can be up to 60 seconds. This is especially
beneficial when determining the function of anatomy and physiology {example: hemangioma).

Cine Scan Image Display and Reconstruction

Cine Scan Parameters

Number of
kvp 70, 80, 100, 120, 140 kvp Reconstructed Up to 256 slices per rotation
Slices
Reconstruction 512x 512
mA 10 to 1,300 mA Matrix 1024 x 10241
Display Matrix 1024 x 1024
Rotation Speed 0.28 sec, 0‘.3.5‘591:, 0.5 sec, 1.0 sec per
360" acquisition
CT Number Scale -1,024 to 3,072 {normal range) and
" 2 -31,743 to 31,743 {extended range)
Focal Spot « Focal Spot $ (Small}: Up to 455 ma .
Selection « Focal Spot L (Large): Up to 730 mA Recon Types Soft, Stlandacrjd, De:]all, """l‘g' Bone,
@ 120 kvp « Focal Spot XL {Extra Large): Up to 900 mA Bone Plus, Edge, Chest, Ultra
El,E2,E21, E22,E23, E3 or 51, 511, 52,
Detector Coverage | , 521,53and LU
AR able iyl 49 mm » Edge Enhancementfilters (E) sharpen
the image and are useful for bone
: Enh windows
mage Enhance ! ;
R i Uil
without table 40,80 mm ANaaEE PP sy images
R S D omica low-contrast areas on soft tissue
Structure = The Lung Enhancement filter (L) is
designed specifically to use for lung
: windows
Max: scandime 60 seconds « E21,E22,E23, 511,521 are only
available asimage display filters
|+ 32 ¢m for pediatric head and body, Reconstructed

Maximum Scan

adult head and small body,
small cardiac

Slice Widths [mm)

0.625,1.25,2.5,5.0

Field View » 36 cm for medium cardiac Prospective
y ?0 m fordr_nednum and large body, Multiple Up to 99 sets of recons can be
arge cardiac Reconstruction pre-programmed.
{PMR}

18. 1024 matnx is compatible with 20 mm coverage and ASIR-Y.

EERr. e
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Image Quality

Specifications
The Revolution Apex Plus detector provides best in class high contrast spatial resolution of 0.23 rmm.

The optimized X-ray source {focal spot shape and dynamics, as well as reduced off focal radiation) allows for improved measurement methods
to fully characterize the limiting resolution of the Revolution Apex Plus system design.

SpatlalReSOIUtlon

X-¥Y Ipfem Zlpjem Phantom 20 cmwater phantom
50% 13 7.3 MNoise 0.475% * 0.05%
10% 18 122 CTDivol 7.8 MGy
0% 21.4 21.2
‘ [ {
Typical MTF is Typical MTF is « Scan type: helical )
demenstrated ona | demonstrated ona Technique + Slice thickness: 5 mm

1.0 mmx 0.025mm
gold foil phantom.

0.053 mm tungsten
wire in GE QA
Phantom.

+ Recon type: Standard with ASIR-V

Low Contrast Detectability HU Accuracy

Phantom Catphan 20¢m
Object Size 5mm
Contrast Difference 3HU
CTDIvol 50maGy
= Scantype: axial
Technigue s Slice thickness: 10 mm
+ Recon type: Std with TrueFidelity / $3 Improves guantitative uniformity of
HU Accur iodinated contrast down to within
Phantom Catphan 20 ¢m curacy 10 HU (3% variation) across the whole
80 mm z-coverage.
Object Size 3mm
Contrast Difference 3HU
CTDival 13mGy
= Scan type: axial
Technique + Slicethickness; 10 mm

| » Recontype: Std with TrueFidelity / S3
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Effortless Workflow

Revolutionizing CT From Referral to Report

Effortless Workflow comes with advanced hardware and software capabilities providing seamiess scanning experience. Powered by high
computing power and GE developed artificial intelligence and deep learning technologies, Effortless Workftow provides highly automated scan
operations that provides ease of use, consistency and streamlined workfow.

Effortless Workflow is designed with a vision to relieve you from the most burdensome CT scanning tasks and provides the user a view of the
patient that may not typically access. Effortless Workflow introduces new features and improves existing functionality compared to previous
generation GE scanners, in order to make your CT easier to operate, and far more capable gver time.

Effortless Workflow features require active CT operater and do not make the CT scan autonomous. The solution has been designed in order
to accommodate different clinical indications, varying patient positions and orchestration of several scan parametersin order to achieve the
ultimate imaging outcome, for every patient. Effortless Workflow enables automatic selection of scan protocol, automatic positioning and
centering of your patient, automatic definition of scout and scan ranges, automatic definition of scan parameters tailored to your patients’
needs and their clinical indication for the scan 50 all you need to focus on is the well-being of your patient.

Effortless Workflow Descriptions Effortless Workflow Descriptions

Clarity Operator
Environment

The new Clarity Operator Environment
user interface allows simultaneous
scanning, image reconstruction, display,
processing and analysis, as well as
networking and archive.

The benefits of the new interface include:
« Manage patient flow better with the
ability to prepare scan prescription

for the next patient while the current
patient is getting off the table

Quickly select scan protocols through
global search, anatornical selection or
user specific favorites in the newly
designed protocol management system
Facilitates protocol consistency by
controlling access to changes and
simplifying inputs required

“Plan ahead"” task list as part of scan
setup automates repetitive tasks such
as reconstructions, image transfer,
image processing, etc.

Seamless multi-tasking through
multiple open patient sessions, with
one active patient for acquisition and
the rest for post-acquisition tasks
Supports real-time adaptive capabilities,
enabling dramatically improved
SmartPrep timing, including Dynamic
Transition to acquisition within as

little as 1 second of reaching the

HU threshold

Better dose awareness through clearly
visible real-time projected dose indicator
for the selected protocol

Ability to prospectively prescribe multi
planar reconstructions as part of the
protocol, thus automating the workflow
Integration with AW allows prescribing
automatic image processing steps to be
performed on the AW/AW Server post Gantry
acquisition

-

Xtream Tablet

Xtream Cameral?

Bar Code Readeron

Al based automatic patient positioning is
aninnovative, next generation technology.
Itis powered by Xtream camera that
enables autornatic fandmark detection,
orientation detection and auto patient
centering. The Xtream camera captures
patient information, then uses a dedicated
Al algorithm to detect the anatomical
landmark automatically based on protocol
input. It also provides automatic patient
centering by determining the patient
center within the scan range and
aligning this patient center with CT
isocenter automatically. Thereis no
patient image storage associated with

the Xtream Camera.

A
9

-y

Xtream Tablet is a multi-purpose user

interface located on each side of the

gantry and includes the following features:

+ Wide monitor: 15.6 inch

Touch screen operation

« Patient protocol display and selection

« Patient information display

« Related Protocols

= Assisted Patient Positioning

» ECGwaveform display from the
integrated ECG module

« Collision indication

« Unknown patient entry

The Bar Code Reader can be fully
integrated into the gantry and atlows
operators to scan patient information or
the Accession number to realize a simple
and faster workflow.

19. The dtream camera with Al based auto-positioning is a purchasable option. i
20. The Bav Cade reader on the gantry is 3 purchasable opiion, S &‘_-::T_- ——-_.________r
2LRET DE
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Effortless Workflow (cont.)

Revolutionizing CT From Referral to Report (cont.)

Effortless Workflow Descriptions Effortless Workflow Descriptions

Remote Control
Suite with 3-Video
Monitoring System?

Auto Positioning®

Intelligent
Protocolling?

Remote Control Suite is designed to
remotely position patients, moving

the table, load/unload and start exams
directly from the scan control room. This
allows the technologist to remain isolated
from the patient while still having the
ability to remote start and end the exam
from the console room. Not entering the
gantry room, may help minimize potential
contamination risks between the gantry
and console rooms.

Remote Control Panel includes two main
parts: Remote Control Panel directly on
the User Interface and the AVIMOS -~
Assisted Video Monitoring System,

a 3-Video Monitoring System with

three high resolution cameras, CCTV
monitor and computer, is to assist the
technologists for observing the patient
from the console room.

Auto Positioning activates automatic
table elevation metion to the centering
height, and cradle motion to the scout
start position, with one single click.
Moreover, it safeguards the positioning
motion by checking for a possible collision
of the patient body, arm board or health
lines with the CT gantry, Auto Positioning
with Al technology realizes the auto
scout scan range, anatomical reference
detecting and centering by specifying the
position and shape in three dimensions
keeping consistency across users.

This unique technology provides

better patient throughput, ease of use,
consistent image quality, standardization,
and less error,

Auto centering optimizes the radiation
dose and image quality, and it helps in
minimizing positioning errors compared
to manual pasitioning

Avoid a wrong scout scan by matching
the direction of the patient orientation

| captured with the Xtream camera and the

setected protocol information.

Intelligent Protocoling is an application
leveraging machine algorithms to help
guide users to effortlessly assign the
most commonly used protocoel for an
exam order using a standard protocol
library and patient clinical information.
This helps to reduce time on protocoling,
and ensure the right exam is delivered for
the patientin an efficient manner.

21, Remole Conirol Suite with 3-Video Monitoring System ks a purchasable option,
22, The Xarearn: camera with Al based auto-positianing is a purchasable option.

3. The Intelligent pratocoling application soll e op

1 via the Werkil

Related Protocols

SmartPlan

Awto Prescription

Prospective Multiple
Reconstruction
{PMR)

Smart DMPR

The application is nat part of the CT system. Please refer to the Smart Subscription Product Data Sheet for further informatic -

Matches order information transferred
from the RIS {Radiotogy Information
System) with an existing user protocol
and shows only associated protocols.
These protocols are shown on the gantry
side Xtream Tablet and contribute to the
optimization of scanning preparations.

SmartPlan is a workflow enhancerthat
will recommend the scan range from
the patient scout based on the clinical
indication of the scan protocol, for a
faster and more standardized workflow,

SmartPlan is designed to identify specific
anatornical landmarks within a scout
image for the following anatomical
regions: head, chest, abdomen, pelvis,

as well as multi-group acquisitions such
as chest/abdomen, abdomen/pelvis and
chest/abdomen/pelvis.

The SmartPlan feature is enabled through
protocol management. When enabled
within a group, SmartPlan uses the
prescribed Clinical Identifier (CID} to
determine specific anatomic landmarks,
SmartPlan will recommend the Start

and End locations and identify the
appropriate DFOV, AP Centering and RL
Centering for each group.

Auto Prescription is a profile driven
feature that selects scan parameters
defined for a specific patient by patient
size and works with Smart mA to
optimize dose and image quality. The
benefits of Auto Prescription include
providing a consistent desired image
quality across a wide range of patient
sizes, eliminating multiple size-based
protocols and reducing the amount of
patient size dependent scan parameter
adjustments at scan time, The user must
confirm the scan parameters prior to
initiating X-rays.

Up to 99 sets of recons can be
preprogrammed per examination,

Smart DMPR can automatically generate
reformatted views with prospectively set
window width and window level and
display themin 512 or 1024 image matrix
size. Theseimage datasetscan
automatically transfer to the designated
PACS destination for fast review and
diagnosis.

patkage on Smact Subscription. Itis run on the Edison Healthlink server used with the Revolution Apex Plus.
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NTIAL L_._ﬁ?ﬂgﬁ‘ﬁa


Stoica Corina
con secr afaceri


User Console and Interface

System Computer

The Revolution Apex Plus is capable of fast and efficient personalized patient set-up, simplified and automated scan prescriptions, easy-to-use
reference protocols, all with simultaneous scanning, image reconstruction, display, processing and analysis, networking and archive.

system Computer Specifications

Intel Xeon Performance Processor:
+ 3.00 GHz/8-Core CPU (or equivalent)
» Nvidia High Performance GPU {or
equivalent)
« 64 GB DUR4 Registered ECC 2133 MHz
{or equivalent)
|+ 64-bit architecture operation system

Scan Desktop
Computer

24" dual monitors

« Screen resolution; 1,920 x 1,200

» Optional DIN console monitors to
comply with DIN 6868-157 standard

Monitors

Up t0 2,000,000 Uncompressed DICOM®

Image Data Storage images (512 x 512)

USB 3.0 Port for External Hard Disk Drive
Connectivity (scan data storage and
image data storage are supported)

Additional Storage

System Computer Specifications

Total Hard Drive
Capacity

Reconstruction
Server

image Transferf
Networking

Upto3.5TB

» High performance CPUs and GPUs to
perform over 58 trillion operations per
second to achieve fast deep learning
based image reconstruction

« Upto 65 fps with FBF

+ Upto 55 fps with ASiR-V

Interface is supplied for the transfer of
medical images and information using
the DICOM standard. Enabled for facilities
communication with devices from
different manufacturers. Smart Transfer
technology enables priority and parallel
image transfer, Image transfer time

using DICOM protocolsis > 16 fpson a
1,000 baseT network.
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User Console and Interface (cont)

User Interface Standard Features

User Interface Standard Feature Descriptions

Protocol
Management
System

Protocol Tagging

Clinical D

AutoVoice™

Microphone

Digital Tilt

Show Localizer
Group Color

24, Volume Viewer is standacd on the operator console. Valume Viewer is avallable asst

Protocols can be copied, built and

edited intuitively.

GE Reference Protocols are factory
installed and are a set of predefined
protocols for adult patients that cannot
be modified but can be copied and
used. They have been developed in
collaboration with clinical partners

to provide users with a convenient

and clinical relevant starting point for
tailoring departmental protocols
Recently Scanned Protocols is a copy of
the last 90 protocols that reside exactly
as they were used, for review purposes
only. These protocols can be copied and
used into the departmental protocels
Anatomical Selector is used to select a
specific anatomical region to show only
protocols related to that region
Favorites allow the user to add a list of
favorite protocols commonly used by
the department

-

Protocol tagging has added selections for
Draft, Radiation Therapy, Research and
Trauma to help further classify protocols.

Clinical 1D is designed to streamline the
clinical application specific workflow
from protocol setup to reconstruction
prioritization and automate reformatted
views for timely diagnostic decisions.

AutoVoice provides recorded breathing
instructions for the patient. Consistent
breathing instructions assist with more
precise timing during an exam. The system
has three, pre-recorded messages in

23 selectable languages that cannot be
deleted. Youcan also record up to 17

additional messages for each language.

The system comes equipped with
microphones at the console and gantry

for communicating with the patient.

The system has preset protocols thatcan
be selected prospectively, which allows
images to be reformatted at a specified

| tilt angle.

| This preference allows to the user to
| differentiate groups within Graphic Rx

Show Localizer. The chosen color paletteis
applied to both Graphic Rx viewports and
secondary reconstructions. Color indication
is also displayed on each group task in
the Series scan task list and the group in
primary focus is indicated with the colorin
the group tab of the scan settings.

dard on the AW

User Interface Standard Feature Descriptions

SmartPrep™with
Dynamic Transition

Unknown Patient

Entry

Smart Trauma

Filming

Prospective Exam
Split

Retrospective Exam
Split

Smart Patient
Centering

Volume Viewer
On-Consolex

Enables real-time monitoring of IV
contrast and a user selectable mode to
dynamically transition to the diagnostic
scan phase when a user entered
Enhancement Threshold is reached in the
Transition ROI. AutoVoice also provides a
pre-message in the SmartPrep feature.

Use this procedure to assign Patient ID
and Patient Name when information
about the patientis unknown,

Smart Trauma can enable prioritization

of recons for trauma scans, prospective
DMPR settings and faster reconstruction
throughput. i

Images can be filmed to either a DICOM
printer or a postscript printer. Images
can be filmed from the exam review
session or from the File Manager viewer,
Preset film layouts as well as custom film
layouts are available.

Allows the operator to specify how to
splitimages from a scan into separate
requested proceduresfaccession numbers
in protocol management. This capability
is especially useful in cases of full body
trauma or for chest, abdomen and pelvis
exams. Prospective Exam Split works
with primary, secondary and

reformatted images.

Exam Split provides the capability of
selecting procedures that were not
selected prior to scanning. This feature
provides easy series and image selection
and the ability to edit the Series
description if required.

The smart patient centering feature helps

to detect suboptimal centering prior for
the diagnostic scan. When the scout is
acqguired, the system will assass patient
centering, If the patient is off-centered
greater than 2 cm, the system will display
the table height location and an up or
down arrow to indicate the elevation
needed to reach that height.

Volume Viewer features excellent 30
visualization and processing capabilities
and a broad portfolio of high performance

| analysis tools, automating routine tasks

and helping to make 3Dimage processing
a stress-free component of your routine
workflow,

¥ or Server. The AW warkstation and AW Server are both aurchasable aotions.

—
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User Console and Interface (cont)

Dose Reduction Standard Features

Standard Features Designed for Dose Reduction Standard Features Designed for Dose Reduction

Automatic Exposure
Control (AEC)

3D Dose Modulation
Utilizing Smart mA

Organ Dose
Modulation {ODM)

70KV Scanning

Color Coding for
Kids

Smart Track

Smart Beam

25. In ¢linlcal practice, the use of ASIR-Y may reduce CT patient dose depending on the clinical task, patiemt size, anatornical location andclinical practice. A c

AEC is a versatile and powerful tool
designed to tailor the scanner’s radiation
output to each patient based on the
patient’s size, age, shape and attenuation
and the user's requested level of image
noise/quality criterion. AEC technology
uses estimated patient attenuation
values to adjust the mA dynamically in
order to achieve the requested level of
image noise/quality ¢riterion.

Volumetric knowledge prior to scanning
allows you to persanalize protocols and
optimize dose for every patient - large
and small. During the scan, real-time, 30
dase modulation helps deliver consistent
image quality because it automatically
accounts for the changing dimensions
of your patient's anatomy. In addition,
the system provides guidance to assist
in centering the patient to maximize the
benefit of mA modulation.

00M builds an the Smart mA feature

ta enable even further patient dose
reduction. By reducing the mA exposure
profile as a function of the X-ray tube
angle, radio sensitive organs towards the
anterior surface of the patient, such as
the eyes, breasts and thorax, can benefit
from enhanced dose reduction while
maintaining diagnostic image quality.

70 k¥p scan mode enables low dose
pediatric and small patient scans.

Based on the Brosetow-Luten Pediatric
System, the Color Coding for Kids was
developed to help operator to selece the
correct pediatric CT protocol. The system

| divides the protocols into nine color

| zones based on height and weight, and
| increvnentally increases scan technique
| as the patient’s size increases. This

| arrangement of protocols assists you

in reducing the variations in pediatric
protoco! selection. If the patient weight is
unavailable, a Broselow-tuten Tapecan
also be used 1o abtain the weight based
on the length.

Advanced hardware and software
for X-ray beam tracking minirnizes
patient dose.

Optimizes X-ray beam filtration
independently for body, head, and
cardiac applicatians.

softShutter

Dose Check

Dose Computation,
Display and
Reporting

Iterative
Reconstruction

{ASIRV)

should be made to determine the approgriaie dosc te ohisin diagnostic image quality for the particular clinical task.

| SECRET DE |
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Reduces the over-beaming dose in

helical scans by using an advanced
reconstruction algorithrn for helical scans
that makes more efficient use of acquired
data through intellipent view weighting
and back projection,

Provides the user with togls to help

manage CT dose in clinical practice and

is based on the standard XR-25-2010

published by The Association of Electrical

and Medical Imaging Equipment

Manufacturers Association (NEMA).

Dose check provides:

Check against a Netification Valuefer

cases where the estimated dose for

the scan is above the departments

established threshold

Check against an Alert Value where

the user needs specific authority

to continue the scan at the current

estimated dose without changing the

stan parameters for cases where the

estimated dose exceeds the Alert Value

The ability to define Alert Values for

adult and pediatrics studies based on

age threshold

Audit iogging and review capabilities

- Protocol change control provided by a
robust protocol management interface

CTCivol (CTDI velume), DLP {Dose

Length Product}, and Dose EFficiency
computation and display during scan
prescription provide dose information

te: the operator. Dose Reporting saves
the CTDIvol, DLP, and phantom type in

a DICOM Structured Dose Report and

a secondary screen capture. Series and
cumulative exam values are saved. Saved
values can be networked or archived,

| ASiR-Vis a model based iterative

reconstruction technology, designed to
deliver reduced noise levels, improved

| low contrast detectability and may
| enable up to 82% dose reduction®

for all clinical applications. It contains

| improved noise and object modeling

and also applies the physics model
used in the fJull model-based iterative
reconstruction while excluding complex
system optics in the modeling process to
achieve fast reconstruction warkflow.

iom whith 2 radiologist amd a physkist
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User Console and Interface (cont)

Image Quality Standard Features

Image Quality Standard Feature Descriptions Image Quality Standard Feature Descriptions

The system features state of the art image There are a broad range of reconstruction

reconstruction technology designed to algorithms used by the operator depending

mitigate cone beam artifacts associated on the body area scanned. The algorithms

with wide coverage systems. The algorithm lmage are listed in order of increasing spatial

preserves temporal uniformity and provides Reconstruction resolution and decreasing low contrast

excellent image quality at full 30 mm Algorithms detectability. They are named for ease of

coverage. It further reduces variation in recognition by the operator. Soft, Soft 8,
Volume HD iodinated contrast HU uniformity across the Stnd, Stnd &, Detail, Lung, Bone, Bone Plus,
Reconstruction full 80 mm Z coverage, typically caused due Edge, Chest, Ultra.

to heel effect. In addition, Multi-Material

Artifact Reduction (MMAR) technology Deep Learning Image Reconstruction is

utilizes material physics learnings from GSi the next generation image reconstruction

incorporated in single energy acquisition. In option that uses a dedicated Deep Neural

| conjunction with the 3D Collimator, this Network {DNN) to generate TrueFidelity
reduces beam hardening artifacts due to CT Images.

; Soubone, [nefalither dense objects. Compared to current iterative reconstruction

technology, Truefidelity CT Images can
elevate every image to a powerful first
impression with distinguished image
quality performance,” and preferred
image sharpness? and noise texture,?®

High Resolution scan mode provides the
capability to acquire 2.5 more views using
deflection of the X-ray beam in both gated
and non-gated acquisitions. The additional
views improve image quality by reducing

aliasing, improve off-center imaging, or at the same dose.
High Resolution improve resolution. These images can be TrueFidelity TrueFidelity CT Images have the potential
ScanMode used to help the physician with tasks such CT Images to improve the reading confidence in a wide
as quantifying stenosis in coronaries and range of clinical applications such as head,
other vascular structures, injuries in MSK whole body and cardiovascular, for patients
images and disease of the inner ear. Hi-res of all ages.

algorithms include HD Stnd, HD Detail, HD

Lung, HD Edge, HO Ultra, HD Bone and HO The user can select three strengths of

DLIR: Low, Mediurm or High. The strength

SIS Eles. selection will vary based on user preference
1024 matrix is an additional image in specific clinical applications.
reconstruction matrix selection, to the Matively running on Recon Server Xtrearn,
normal 512 matrix. 1024 matrix is for the DLIR engine is incredibly powerful to
improved local detail resolution in lung achieve fast reconstruction for routine CT
1024 Reconstruction || exams acquired with a large DFOV and IAC's use, even in acute care settings.
Matrix in the axial plane and better resolution for

cardiac stents, 1024 matrix canbe usedwith
40 mm Axial, Helical, Cine and Cardiac scan
modes. It is also compatible with ASIR-V, ey e BT
Smart MAR, IQ Enhance and Enhance Filters. singpram \

EC is a special reconstruction option to

| boost the differentiation between the
gray and white matter regions in the brain.
The EC reconstruction option enables
improved visual contrast between gray and

EnhancedContrast | i matter regions without the noise
[EC} and Enhanced amplification present when using a narrow
Boundary (EB) for window width display setting. EC selections
neuro scanning focus on CT number separation of gray and
white matter for better differentiation,
| EB selections focus on improving the gray H=d s LTI
| and white edge boundary resolution for i ins L2 Ground Truth' inaee

| better differentiation.

6. Image quality camparisons between DLIR and ASIR-¥, were evaluated by phantom tests of MTF, S5P, avial NP5, standard deviation of image noise, CT Mumber accuracy, CHR, and artefact anatysis.
Additionally, LCD was demanstrated in phantom testing using a model cbserver with the head and body MITACT ) Phantoms {CT191, CT189 The Phantom Labaratory). DLIR and ASIR-V reconstructions
were performed using the same raw data.

21, As demonstrated in a clinical evaluation consisting of 60 cases and 9 physicians, where each case was recanstructed with both DLIR and ASIR-V and evaluated by 3 of the physicians. In 100% of the reads,
DLIRs image sharpness was rated the same a5 or better than ASIR-V'z. This rating was based on each individual reader's pref,

8. As demonstrated in a clinical evalualion consisting of 60 cases and 9 physicians, where each case was reconstructed with both DLIR and ASIR-¥ and evaluated by 3 of the physicians, in 91% of the reads,
DLIR's noise teniure was rated better than ASIR-V's, This rating was based on each individuad reader’s pred: #.
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User Console and Interface (cont)

Optional Features

Optional Feature Descriptions

Smart MAR is a single energy metal artifact reduction
solution that uses an automated, three-stage projection-
based process. Smart MAR is designed to reveal anatomic
details obscured by metal artifacts by reducing photon
starvation, beam hardening and streak artifacts caused

Smart MAR? by metal such as hip implants, surgical clips, endovascular
coils, and dental fillings.

Smart MAR requires one single energy scan and can be
enabled in secondary reconstructions, making the metal

artifact reduction workflow fast and efficient. batheul wih
S L AR Szt AR

MaxFOV 2 is a deep learning powered CT image

reconstruction option to extend the display field-of-view

{DFOV) up to 80 cm with high accuracy of skin line and

density detection sufficient for accurate dose calculations

in radiation therapy planning {as demonstrated in
MaxFOV 2% phantom testing).

MaxFOV 2 can also be used for visualization of patient

| anatomy in cases not involving therapy planning
and is intended for patients of all ages, especially
bariatric patients.

HyperDrive provides ultrafast scan speed with
uncompromised 50 ¢cm FOV and high qualityimages for
| challenging patients. It enables 0.28 sec and 0.35 sec
| rotation time with 1.375 and 1.531 pitch modes for
Hetical scanning for 437 mmy/s scan speed using 80 mm
| collimation. Resultant images are high quality across the
| full 50 cm SFOV and may minimize the need for breath
hold and sedation, important in ER and pediatric scans.

HyperDrive®

29. Smart MAR is a purchasable option,

30, MeaFOV 2isa purchasable option. The image quality For the area cutside the standard 50 cm sean fietd does ot meet the imape quality specificstions shown in the technical data sheat and image artifacts
may appear, depending on the anatomy scanned.

31, HyperDrive is 8 purchasable option.
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User Console and Interface (cont)

Optional Features (cont.)

Optional Feature Descriptions

Neuro Multi-phase
CT Angiography
Protocols®

Enhanced Xtream
Injectors

tung Cancer
Screening®

Multiphase CT angiography is an imaging tool that provides
three time-resolved images of pial arterial filling in

the whole brain, unlike conventional single-phase CT
angiography. Utilizing ColorViz on the FastStroke package®,
provides an intelligent color coded display of vascular
enhancement within the multi-phase acquisitions. Each
phase is registered into a single composite view. Vascular
enhancement is color coded based on arrival time for easy
and confident identification,

The Enhanced Xtream Injector provides synchrointization of
the start of the scan and the start of the contrast injector
using the start scan button on the Scan Control Interface
or the gantry controls. The Enhanced Xtream Injector also
allows setting of the contrast injector parameters within
the CT scan protocol and creation of an Injector Report at
End Exam of what was delivered by the injector. The system
and injector are operated independently after the start
scan button is pressed on the system.

Scanners with the Lung Cancer Screening Option installed
are indicated for using low-dose CT for lung cancer
screening. The screening must be performed within the
established inclusion criteria of programs/protocols

that have been approved and published by either a
governmental body or professional medical society.

32, Heuro multi-phate CT angiography protocols are a pirchasable aption,
31 TheFasiStroke application on AW workstation or AW Server are all purchasable opti Itis also optivnally lable via the neuro package on Smart Subscription,
34. enhanced Xtream injector is a purchasable option,
35. Lung Cancer Screening protocols are optional,

Multiphasic
acousition

Colorviz
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User Console and Interface (cont)

Advanced Clinical Applications On-Console
Get access directly from the operator console to the main post-processing applications to streamline your workflow.

Applications On-Console Descriptions

Volume Viewer provides excellent 3D visualization and
processing capabilities for reading and comparing CT,
MR, 3D X-ray, PET, PET/MR and PET/CT datasets. Volume
Viewer also features a broad portfolio of high performance
| analysis tools, automating routine tasks and helping to
R make 3D image processing a stress-free component of your
Volume Viewer routine workflow. Volume Viewer is the pre-requisite to the
On-Console™ following Image analysis tools on-console:

+ AutoBone Xprass and Vassel IQ Xpress
» CardIQ Xpress 2.0
+ CT Perfusion 40 Neuro

Volume Viewer is standard on the console,

AutoBone and VessellQ software option provides you with

AutoBone™and accessible, user-friendly tools to analyze 3D angiographic

VessellQ Xpress data including stenosis analysis, thrombus, pre and post

On-Console? stent planning procedures, and directional vessel tortuosity
visualization.

The CardIQ Xpress 2.0 Reveal soltware option can be used
to display, reformat and analyze 2D or 3D cardiac CT images

CardIQXpress 2.0 for qualitative or quantitative assessment of heart anatomy

On-Console™ and coronary artery vessels from a single or multiple
cardiac phase image data set,
SmartScore 4.0 soltware option is designed to identify the
presence of regional and global coronary artery calcification
50 from a CT scan, then measure and score the resuits. Scores
g':acr;s‘gg::n i can be calculated using a standard Agatston/Janowitz

(AJ} method. When correlated with a patient’s personal
infermation, the score can yield an estimaticn of a patient’s
risk for coronary artery disease.

Perfusion 40 Neuro software option is a fast, easy-to-use
| automated software for analyzing CT Perfusion images
related to stroke. Its simple user interface and automated
CT Perfusion 4D nerfusion post-processing make it easy to diagnose
Neuro On-Console® quickly and accurately. The protoccl-driven design leads
the user step-by-step, reducing keystrokes and improving
repeatability so you get the information you want quickly
| and reliabty.

Volume Veewer is standard on the operalor cansole. Volume Viewer is available as standard on the aw workstahonor Server, Theh\ﬂ workstation and AW Server are both purchasable options.
AutoBone and VesselI() Xpress application on-corgale, AW workstation o AW Server arg all purct ptions. itis also op ilable via the gengral package on Smart Subscription.

. CardIQXpress 2.0 application an-console, AW workstation or AW Server are all purchasable opilons Itis atso optionally a\raitabl.e\da the cardiac package on Smart Subscrption.

The SmartScore application on-consobe, AW workstation or AW Server are 3l purchasable options. It is also optionally available via the cardiae package on Smavt Subscription.

. CT Perfusion 40 Neuro application on-console, AW workstation or AW Server are all purchasatle options. It Is also optionally avallable via the neuro package on Smart Subscripiéon.

EEESH
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Smart Subscription® C >
ACT That Keeps Getting Better

Smart Subscription’s design, started with a broad vision: to help you deliver exceptional patient care, not just today but for the life of your CT
investment, We understand your challenges: declining reimbursements, increased workloads, shortage of radiologists, workflow challenges,
aging fleets and lack of capital funds. In response, we designed Smart Subscription, a subscription service that provides convenientand
continuous access to the latest commercially avaitable software for your CT scanners,

Smart Subscription gives you access to the latest innovations designed to improve image quality, reduce dose or minimize artifacts and
applications designed to further automate your CT workflow from Pre-Scan to Post-Scan. Smart Subscription will also enable automated
post-processing applications directly accessible from the operator console or via a virtual remote workstation to streamline your workflow.

Smart Subscription Implementation

The Revolution Apex Plus base software is capable to connect to the Smart Subscription service. This service is designed to
Smart Subscription provide continuous access to the latest CT software thereby extending the life of Revolution Apex Plus. Applications can be
Connection selected based on a hospital or health system's unique needs, with options ranging from intelligent protecoling, intelligent
cardiac motion correction, stroke management to Al-enabled offerings.

Package Name Application Name Package Name Application Name

| Get access to the latest CT system software Streamling the processing and reading of
and enabling hardware* and latest routine CT exams.,
Ingovation s tojmprovelimegeiquakily; reduce General Imaging The Smart Subscription General Imaging
Base Package dose, and minimize artifacts. Package Package provides you access to CT vascular
Current packageincludes: and spine imaging applications directly from
+ CT Console and OS5 Non-Obsolescence thve operator console or frf:rn anothgr remote
protection clfent, to_speed up your image review and
| ‘ + Reconstruction and image quality package diagnostic workflow,
- TrueFfdelfty CTimages” Current package includes:
- TrueFidelity GSI Images" » BoneVCARM
- MaxFov2* « VessellQ™ Xpress and AutoBone Xpress
- Smart MAR |

Enable spectral imaging studies and simplify

Automa_te Cardiac CT post processing and the reading and analysis of spectral datasets.
streamline your workflow.

g . Spectral Imaging The Smart Subscription Spectral Imaging
Cardiology Package The iSrn art Subscription Ca ['dlology Packa ge Package Package provides you access 1o GSl Xtream
provides also access to cardiac post-processing acquisition mode and to post-processing

applications directly from the operator console
or from a remote client, to speed up your image
review and diagnostic workflow,

applications directly from the operator
console or from ancther remote client, to
simplify your spectral imaging experience.

Current package includes: Current package includes:

+ SnapShot Freeze l:‘ « GSIXtream® ‘
« CardIQ Xpress 2;0 + 51 Neuro®
| * SmartScore 4.0¢ . GSIViewers
| Simplify the Stroke CT workflow and the [
| eommunication within the stroke team,
The Smart Subscription Neurology Package Optimize the workflow and output of your
Neurology Package | provides you access to stroke CT postprocessing Workflow Package CT scanner.

applications directly from the operator console
| orfrom up to 4 remote clients, simultanecusly
| to speed up your image review and diagnostic
workflow within your stroke team,

| The Smart Subscription Workflow package
helps you simplify protocol management and
| automate the protocol selection,

. . Current package includes:
Current package includes: + Intelligent Protocoling (IP)s

« FastStroke" | = ImagingProtocol Manager (IPM)+
+ CT Perfusion 4D Neuro* ging Gl

« Dynamic Shuttle*

41. Sman Subscription i optional on Revolution Apex Plus,

42. GE Healthcare may provide additional hardware {2.g., 2 server} 10 enable functionality. If hardware is provided by GE Healthcare to implement Smart Subscription, you are responsible for its safe keeping
while on your site and for rempding any data on it before returning the hardware to GE Healthcare at the conclusion of your subscription.

43. Each feature Is available on the CT console with the subscription service.

44. The AWS 3.2 or fater s deployed on Smart Subscription platform as a virtual machine. These applications run on AWS 3.2 of later.

45. The Inteligent pratocolling application software is optional via the Workflow package on Sman Subycription. It is run on the Edison Healthlink sever used with tha Revolution Apsx Plus. The application is
naot part of the CT system. Please refer to the Smart Subscription Product Data Sheet for turther information.

46, Imaging Protocol Manager (IPM} is a cloud-based applicatian and dose not techaically depend on Edison PC_ Availabitity of the product itself is indicated on the 1PM product datasheet.
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Advanced Clinical Applications

Cardiovascular Imaging

High definition, motion free coronary images at any heart rate is enabled by a prospectively ECG-gated cardiac axial acquisition protocol
that utilizes 80 mm of high-definition coverage with 0.28 sec rotation speed and real-time control to ensure robust, low dose and high
definition cardiac imaging for all heart rates, with or without beta blockers.

Cardiac Scan Modes and Feature Descriptions

Cardiac $Scan Modes and Feature Descriptions

Cardiac Axial acquisition is a prospectively
ECG-gated scan mode, where the heart
rate is monitored and the R-Peak triggers
the acquisition of data for a specified
range of phasesin the cardiac cycle {using
R-peak to R-peak phase percentor ms
after R-peak). If there are multiple gated
acquisitions protocolied along the Z axis,
the table is designed for rapid acceleration
immediately after each acquisition, in
order to minimize the scan duration,

Cardiac Axial

Cardiac helicalis a lower pitch helical scan
and is available for cardiac applicationsin
canjunction with the Cardiac Helical opticn.
In this scanning mode, heart rate monitoring
is performed during the helical acquisition
and the associated EKG pating informationis
stored with the scan data such that a cardiac
gated SnapShatreconstruction algorithm
can be applied for prospective and
retrospectiveimages, SnapShot
reconstruction is used to minimize the
motion of the heartin the resultant images.
The pitch factor for the cardiac helical scan is
determined by the system and is a function

| of the patientheart rate and scan speed,

Cardiac Helical

Auto Gating

Smart Arrhythmia
Management

ECG Signal Loss
Simulated R-peak
Scanning

When Auto Gating is enabled, the system
uses the heart rate measurements from the
most recent breath hold recording with the

| Auto Gating Profile table, to auto matically

recommend the optimal phase, phases, or
phase ranges, even handling the
uncertainty associated with some heart-
rate irregularities. Even bolus timing and
tracking are efficient and predictable.

s Allows the system to autpmatically
re-scan a cardiac scan if significant
heart rate variation is detected
during exposure

» Worksseamlessly with existing cardiac
technologies including: Auto Gating,
Adaptive Gating, SnapShot Freeze
and SmartPhase

Simulated R-peak scanning has been
added to provide scanning when the ECG
signal is lost after Start Scan is pressed
with simulated R-peaks corresponding to
the lastrecorded patient heart rate.

The system disptays a message indicating
that simulated R-Peaks are being used.
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Advanced Clinical Applications (cont,)

Cardiovascular Imaging (cont.)

Cardiac Scan Parameters Cardiac Scan Image Display and Reconstruction

K 70,80, 100,120, 140 k¥p Reconstruction 512x512
Matrix 1024 x 1024*
mA 10to 1,300 mA
i 0.23 sec, 0.35 sec per Display Matrix 1024 x 1024
e 360° acquisition
« Axial: 40 mm to 80 mm €T Number Scale -1,024 to 3,072 (normal range)

Detector Coverage with smart collimation -31,743 to 31,743 (extended range)

Helical: 40 mm

Single phase, Multi phase, center phase,

RacanpHEsE center phase (All), Earliest to Latest,

. ) Earliest to Latest (All), SmartPhase, {
* 140 ms cardiac temporal resolution SmartPhase (All).
- without using SnapShot Freeze 2
TemporalResolution | , 34 s effective temporal resolution
using Snap$hot Freeze 2.""
Interactive ECG Editor allows the user to
Interactive adjust gating information such as R-peak
ECG Editor trigger time and reconstruction timing

relative to the ECG trace.

Auto Gating mode

« Manual mode
(phase types: % ms or beats)

ECG Gated

AcquisitionMode
Soft, Standard, Detail, Lung, Bone, HD

Recon Types Soft, HD Standard, HD Standard Plus, HD
Detail, HD Detail Plus, HD Lung, HD Edge.

» 32¢m Cardiac Small
+ 36 ¢m Cardiac Medium
« 50¢m Cardiac Large

Maximum Scan
Field-of-View

E1l,E2,E21,E22, E23, E30r51, 511,52,
$21,S83and LU

« Edge Enhancement filters (E) sharpen the
imape and are useful for bone windows

lmage Enhance = The smoothing filters (S) decrease the
Filter to Enhance appearance of noisy images or enhance
Anatomical low-contrast areas an soft tissue
Structure = The Lung Enhancement filter (LU}

is designed specifically to use for
lung windows

« EZ1,E22,E23,511, 521 are only available
asimage display filters

Reconstructed
. 0.625,1.25, 2.5 mm
Slice Widths P
48. SnapShot Freeze 1, Inconjunction with 0.28 s/rotation gantry speed, provides a reduction I cofonary motion amiacts that is equivalent to a 0.047 5/ quivalent gantry fon speed with effective
temporal rezolution gf 24 msec, As demnstratecl in phantom testing using a < ially available motion p and atse with a math ical cardiac ph with linear motion of varighle velocity,
The 0.047 s/rotationimages are jel t application of SnapShot Freeze 2, Results may vary m cl:mcal applications.
49. SnapShot Freeze 2.0n the AW workstation are purchasabie opti Ft is also opticnall |abde via the cardiac package on Smart Subscription.

50. 1024 matnx is rompatible with 40mm coverage and ASIR-Y.

. BN SE ECRET I DE |
CONFIDENTIAL _AFACER] .
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Advanced Clinical Applications (cont)

Cardiovascular Imaging (cont.)

Cardiac Standard Feature Descriptions CardiacOptional Feature Descriptions

| The system has been designed to improve the
| robustness of cardiac exams for patients with

Smart Arrhythmia
Management

High Spatial
Resolution

Calcium Scoring
Acquisition

Triple RuleQut™

TAVR Planning

high or irregular heart rates and in situations
involving irregular heartbeats, arrhythmia,
atrial fibrillations, PVC's, etc. The system can
monitor and alert the user to these situations
and also recommend turning on Smart

| Arrhythmia Management mode. This mode

avolds scanning during an irregular beat and
rescans during the next regular beat using the
same contrast bolus.

High spatial resolution at 18.2 Ipfcm

in z-direction and 14.8 Ipfcm in X-¥ direction
{measured at 2% MTF). This spatial resolution
provides clearimages to help the physician with
tasks such as accurately quantifying stenosis in
coronaries and other vascular structures.

The system also allows single beat acquisition
for cardiac calcium scoring, SmartScore 4
software, for workup, is available on-console,
on the optional standalone AW workstation or
AW Server or the optional Smart Subscription. !

The system enables robust Triple Rule Qut
studies with motion free coronaries, PE and
aorta evaluation in a single exam. ECG gating
and mA modulation along with flexible
collimations enable low dose acquisition
personalized to the patient. 80 mm helical
mode combined with table speed of up to
431.5 mm/s*? allows for ultra-fast scanning,

| thus reducing the effect of breathing and

other motion during the scan.

Dedicated TAVR/TAVI scanning protocols allow
mixed acquisitions of the heart, aorta, and
femoral arteries, with ECG-gated axial scans
and non-ECG-gated axial or helicat scans, using
a single injection of contrast media. TAW
Analysis Advanced software is available on the
optional AW workstation or AW Server ™

Smart Phase™

Intelligent motion
correction with
SnapShotFreeze 25

51, Tlle Smarlkow apphcatm on-Cansole, nwmrkstatlonomw Server are all pur hle opti

¥5 2 porc

52. Enabled by Hy Hyp

option,

53. The TAVI analws application on AW waorkstation ar AW Server are all purchasable options.
54, SmartPhase is a purchasable option.

55. SnapShot Freeze 2 on the AW workstation are purchasable op
56. SnapShot Freeze 2,in conjunction with 0.28 5/rotation gantry speed, provides a reducthn 0 coronan,r motion artifacts that is equivalent to a 0.047 sfrotati quival
effective temporal resolution of 24 msec. As demonstrated in phantom testing using a «

variable velocity. The £.047 sf ] without application of SnapShot Freeze 2 Results may vary in dmical applications.

Itis also optionall

ilable motion ph

Images aee

and also with a math

| Analyzes the motion of the coronaries
throughout the volume to auto-select
the best cardiac phase with the least
motion, SmartPhase also searches
across multiple table positions for the
best phase.

Intelligent motion correction with
SnapShot Freeze 2 providesa 6x
improvement of motion- blur reduction
while maintaining high spatial resolution.
In conjunction with optional 0.28 sec
rotation speed, the reduction in motion
artifacts is comparable to a 0.047 sec
equivalentgantry rotation speed with an
effective temporal resclution of 24 msec,
asdemonstrated in mechanical and
mathematical phantomtesting >

GnapshatFeoeze?

It it also optionally available via the candiac package on Smart Subscription,

{e via the cardiac package on Smart Subsception,

speed with
with linear motion of

gantey rotati
ical cardiac ph

27
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Advanced Clinical Applications (cont.)

Neuro/Stroke Imaging

Routine non-contrast brain scans are reconstructed using Volume HD reconstruction technology to ensure CT number uniformity across the
entire volume. Iterative MMAR can reduce the beam hardening artifacts at the bone/brain interface and posterior fossa region. Enhanced

Contrast and Enhanced Boundary can assist in achieving excellent gray white matter differentiation.

Neuro Feature Descriptions Neuro Scan Image Display and Reconstruction

Brain
CT Perfusion

Smart Stroke®”

Reconstruction
Queue Priarity
Order

Neuro Multi-phase
CT Angiography
Protocols®®

Neuro GSI

22384

Stroke-dedicated hardware, software

| time for easy and confidentidentification.

CT Brain Perfusion with 70kvp and variable
sampling can acquire temporally uniform
dynamic blood flow information 1o achieve
accurate volumetric perfusion values at
lower dose. Single phase or dynamic 40
CTA can be acquired within a single exam
to achieve comprehensive functional &
anatomical assessment of the brain,

Enhanced Contrast
for Axial and Helical
Scan Types with
Head SFOV

and post-processing solution can help
physicians to reduce “CT scan-to-report™
time and “doorto-treatment” time, to save
mare brain tissue of patients with stroke.

Single phase or dynamic 40 whole brain
CTA can be acquired within a single exam
of whole brain CT perfusion to achieve
comprehensive functional and anatomical
assessment of the brain. The system

can also acquire cardiac function, CCTA
and a head/neck angio in a single exam
using a single contrast bolus to perform a
comprehensive cardiovascular and neuro
assessmentusing multi-volume scan mode.

When utilizing Xtream Stroke,
reconstruction pricrity has different
behavior based on the Clinical Identifier
selected for the reconstruction. When
the Clinical Identifier is Stroke.Perfusion
these reconstructions will always have
the highest prierity and will be moved to
the top of the image reconstruction
pricrity after any pending scout or
Smart Prep reconstruction is completed.

Fine Z for Neuro
Scanning

Multi-phase CT angiography is an imaging, Smart MAR®
tool that provides three time-resolved
images of pial arterial filling in the whole
brain, unlike cenventional single-phase
CT angiography. Utilizing ColorViz on the
FastStroke package on AW or AW Server,®
provides an intelligent color-coded display
of vascular enhancement within the multi-
phase acquisitions, Each phaseis registered
into a single composite view, Yascular
enhancement is color coded based on arrival DLIR for Routine

Neuro imaging®!

Enables GSI Neuro scan modes, profiles
and reference protocols specific to neuro
imagingin GSl,

Enhanced Contrast is a special
reconstruction option to boost the
differentiation between the gray and

white matter regions in the brain. The
Enhanced Contrast reconstruction option
enablesimproved visual contrast between
gray and white matter regions without

the noise amplification. Six levels of
Enhanced Contrast are selectable: EC1,

€C2, EC3, EB1, EB2 and £B3 where the

higher number corresponds to additional ,
diffeventiation between gray and white |
matter. EC selections focus on CT number
separation of gray and white matter for
better differentiation, EB selections focus on
improving the gray and white edge boundary
resolution for better differentiation.

If you select Axial or Helical scan type with
Head, Small Head or Ped Head SFOV, 100,
120 or 140 kY, Hi-Res Off, Soft, Soft #, Stnd or
Stnd # algorithm and Number of Passes: 1.
EB is also selectable within GSI

neuro protocals,

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

Smart MAR is a single energy metal

artifact reduction solution designed to
reveal anatomic details obscured by metal
artifacts by reducing photon starvation,
beam hardening and streak artifacts caused
by metal such as surgical clips, endovascular
coils, and dental fillings.

DLIR for neuro imaging is a reconstruction
optimized for deep learning reconstruction
of thick-slice soft tissue neuro imaging,

This soft tissue reconstruction is designed
for non-contrast and delayed contrast
scanning (C-) and (C+}, wherein the images
are typically viewed in thicker slices

{e.g. 2.5 mm or 5 mmj,

. Smart 5troke requires post-processing applications such as Stroke YCAR, AuteBone & VasselIQ Xpress, Dynamic 40 CTAand CT Parfusion 40 Neura.
. Neéuryp milti-phase LT angicgraphy protocols are a puszhasable option.
. The FastStroke application on AW workstation or AW Server are all purchasable options, it is also optignally available via the newro package on Smart Subscription,
. Emart MAR is a purchasable aption,
. This reconstruction is used when the scan field-of-view is Small Head, Ped Head or Head AND Lhe Clinical identifier is ane of the following: {Neuro.Routine Head, Neuro Rautine Head w Centrast, Trauma.

Rouling Head, or Trauma.Rauting Head w Cantrast, Stroke.Routing Head, or Stroke Routine Head w Contrast] AMD Rernn Tuna be Kind and Frhanrad Caotractic T EAT A7 ar CAZL act annliod wikh 18814

SECRET DE ]
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Advanced Clinical Applications (cont)

Gemstone Spectral imaging (GSt) Xtreams®?

GSI Xtream is the first volume spectral CT technology designed to improve small lesion detection, tissue characterization and metal artifact
reduction, across different anatomies and clinical use cases, with a simplified workflow you can make part of your daily practice.

GSI Xtream utilizes ultrafast kVp switching X-ray source {0.25 msec switching between two different energy levels of X-rays from view to
view during a single rotation) and ultra-fast response Gemstone Clarity Detector to acquire almost perfectly registered volumetric dual
energy CT data. The data is processed through projection domain material decompasition algorithms to generate material density maps
{MD}, monochromatic images {MC) and virtual unenhanced images {VUE). This data can be utilized to identify material specific differences
in attenuation in terms of Water, iodine, Calcium, Uric Acid, Fat and Hydroxyapatite (HAP) basis-pair images, allowing monochromatic and
material representations. Metal Artifact Reduction {MAR) algerithms can also be applied to all GSIimages to reduce artifacts due to the

presence of metal.

GSIXtream can provide:

+ Almost perfect temporal and spatial registration to avoid mis-registration artifacts due to motionin dual energy CT

+ Advanced material differentiation, classification and quantification

+ Optimization of contrast-to-noise ratio (CNR)
+ Reduction in artifacts due to beam hardening and metal
+ Up to 80 mm GSI z-collimation, 245 mmy/s GSJ volumetric scan speed, dose neutrality and simplified routine workflow

GSI| Scan Parameters GSlImage Display and Reconstruction

kV

mA

Sampling Rate

Rotation Speed

Pitch Range

Detector Coverage

Max. Single
Acquisition Time

Inter Group Delay
(IGD)

Ultra-fast switching between 80 kvp and
140 k¥p (0.25 msec interval}

Up to 1,300 mA

Up to 1968 views per rotation

0.5 sec, 0.6 sec, 0.8 sec, 1.0 sec per
360° acquisition

0.508:1, 0.515:1, 0.984:1, 0.992:1,1.375:1
and 1.531:1

ABand 80 mm

| 60 seconds

1 second between adjacent helical scans

&2, G5 Xtream is 3 purchasable option,

Reconstruction
Matrix

Display Matrix
CT Number Scale

Recon Types

Image Enhance
Filter to Enhance
Anatomical
Structure

Enhanced Contrast
for Neuro Scanning

G5 Native

Reconstructed Image |

Type {On-Console
and Can Be Directly
Transferred to PACS)

512x512

1024 x 1024

-1,024 10 3,072 (normal range)
-31,743 to 31,743 {extended range)

Soft, Standard, Detail, Bone, Bone Plus

E1,E2,E21,E22,E23,E3 or §1, $11, 52, §21,

S3and LU

« Edge Enhancemnent filters {E} sharpen the
image and are useful for bone windows

» The smoothing filters {$) 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

« Not valid with the G5l datafile

+ E21,E22,E23, 511, 521 are only available
as image display filters

EB1,EB2AND EB3

Enhanced Contrast is a special
reconstruction option to improve the gray
and white edge boundary resolution for
better differentiation. Enhanced Contrast
is allowed with GSI scans using Head,
Small Head and Ped Head protocols,
reconstructed in monochromatic 60,

65 or 70 keV images.

+ Monochromatic image {40 to 140 keV)
= Material density image (iodine, calcium,
water, Uric Acid, fat, Hydroxyapetite)

| + Virtwal unenhanced image

* GSIMAR
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Advanced Clinical Applications (cont,)

Gemstone Spectral Imaging (GSI) Xtream® (cont.)

61
4.
£1.

18

64,
¥,

71
72,

71,
M.
5.

GSlimage Display and Reconstruction

Reconstruction
Optimization
Technology

Prospective Multiple
Reconstruction
{PMR)

TrueFidelity
GSI Imapes®

GS1 Smart Recon to achieve 2-8 times faster
GS| recon throughput

Up to 99 sets of recons can be
pre-programmed

Deep Learning Image Reconstruction for GSI
is the new generation dual energy spectral CT
image reconstruction technology that uses
adedicated Deep Neural Network (DNN) to
generate high quality TrueFidelity G5l Images.

Inlegrated into the existing raw data-based
reconstruction chain, DLIR fer GSI can natively
reconstruct the following TrueFideiity GS|
images:

+ Monochromatic images at 101 user
selactable energy levels (40 keV - 140 kev)

« Material decompasition images of lodine,
Water, Calcium, Hydroxyapatite (HAF), Fat,
Uric Acid

+ Virtual unenhanced (VUE) images

+ GSIMARImages

Compared to currentiterative reconstruction at

the same radiation dose levelin bady

applications, TrueFidelity GSI Images are
designed to reduce image noise, improve
contrast-nojse-ratio® and low contrast
detectability," generate preferred imagenoise
texture,* without impacting high contrast
spatial resolution, material density
quantification accuracy™ and CT number
accuracy.” TruefFidelity GS| images can achieve
the 0.5 mgf/ml minimal iodine concentration
detection.™

The user can select three reconstruction
strengths: Low, Medium or High. The strength
selection will vary based on user preference
in specific clinical applications. Natively
running on Recon Server Xtream, DLIR for GSI
is designed to achieve fast reconstruction for
routing CT use, even in acute care settings.

G5 Xtream is a purchasable aption,
Geep Learning Image Reconstruction for 6511z 2 purchasable opiion,
Reduced image naise: demonstrated in testing using the uniform sechion of the Catphan’ 600 with the CTPS79 oval bedy anmulie comparing pivel standard deviation in images reconstrucied from the same

raw clata, gt H 525 mm with DLIR-H andh ARR-Y 50%,
. Improved contrasi-noise-ratio; Dermonstixed in Eesting using imdges of the CF ACR464 Phantom (Gammex} and its 25 mm low conlrast cybinder recansiiected from the come raw data with GliR-L, DR,

and DLA-H and ASiR-Y 50%.

reconsiructed from the same raw data with OLIR-H and ASIR-V 50%.
. Prefevred wmage neize taxture: Demansteated in a<linical evaluation consisting of A0 cases and 5§ physickans, where each case was reconstrucie with both DLIR for G5 and ASIR-¥ and evaloated by Jof the
phiysicians. In88% of the seads, TLIR's noise texlure wat rated better than ASIR-Y's. This rating was based on each individual reader's prelerence,

High-contmast spaiiat resalution: evalyated by 509% MTF and 109 MTF.
Material Density guantilication accuracy: Demonstrated using the water, kadine (5, 10, 15, and 20 mgfm), and 30% CaCOZinserts in the Gammex Mylti-Energy CT Phaniom and reconstructed material basis

GSI Xtream Technology Enablers

Gemstone Clarity
Detector and
Volume GSIScan

Ultra-fastkVp
and ma
Synchronized
Switching

GS1Xtream's
Routine Warkilow

ASIR-V and Dose
Neutral

review and/or AW for ad ditional post pracessing.

Fast response Gemstone scintillator is the

key to receiving and<onverting ultra-last kvp
switching X-ray ko dval energy datasels, because
its gamet orystal structure enables Fastest
speed of light emission {0.03 microsecond)
and shortest afterglow {0.001% @ 40ms)
compared with conventional scintillators.
Clarity data acquisition system {DAS) with
ultra-low capacitarnce phote diodes allows for
25% reduction in electronic noise and batter
B0 KYp data. The inherent challenge of wide-
cone detector{T is increased scatter and CT
number shift, these canimpact dual energy
CT's quantification accuracy and image quality,
Gemstone Clarity detector has focally aligned
detector layoutand 3D collimator ta reduce the
s¢atter te ensure CT number uniformity and

material quantification consistency acrass and (

80 mm GS| collimation™ G5 Xtream ¢an utilize
40 mm GS| collimation with up to 1.5 helical
pitch to achieve up to 245 mm/s fast volumetric
spectral acquisition with 50.cm FOV,

Quantix X-ray tube and high frequency generator
enableuttralast kv and mA synchronized
switching to altermate between 80 kVp and
140 kvp within 025 msec and simultaneously
match the optimal mA with each kv. The
breakthraugh canoptimize low kY data quality by
arving access to higher rma at low KV, and achieve
superb G5l image quality especially in low kevs
and materiatimages for all patient exams and
presentations. Also faster dual energy spectrum
rise-and-fall capability results in increased energy
separation belwean the low and high energies.™

From setup to post processing, GSI Ktream is
2s intuitive as a single energy exam. Workflow
innovations, ke G5! Assist, Clinical IDY, Smart
Recon help standardize, automateand sireamline
protocol setup, images reconstruction and enable
GSlimagesto be directlytransferred to PACS for

ASiR-Vis an advanced model based iterative
reconstruction technology, which can reduce
the image noise by utilizing the models of the
system noise statistics, objects, and physics.
ASIR-Vis integrated, as standard, in the GSI
Xtream recanstruction process to enable dose
neutral GS).

Improved low contrast detectabllity: Evalusted vsing the body MITACT i) Low Contrast Phantom (CCT189, the Phamem Laboratery} with the CTPS74 oval body annutus and a model observer with images

pairs (Wateiflodine, Cal¢iumytodine, HAP/Iodine, Fat/lodine, Waler/Cariom, Water/HAP, HAP/Unc Acid, Uric Acid)Calcium, Calcium/Une Acid, arnd Water/Fat The recontiuctions were pedormed an the
same raw dals with DUR-H and ASiRY 56%,

lodine inserts. AmGy based on the 32 cm dosimetry phantom.

Within 1.5 mgfmL 15 demonstrated in body phantom testing ugsing 5, 1%, 204 15 mg/mL lodine solid rods 2t ~11 and 1% méy.
Compared to previsus genersfion Fast k¥p switching stannert using an average 400 mA acquisitian technlqua.
Demaonstrgled in phartom testing using small, medium, and large abjects, Mokse it defined as the standard deviatipn gl

LT nember sceuracy: e monstrated wilh images inalr, 3 70 em water phanton, and 3 30 cmowater phantam reconstructed Woem 1he same raw dald with DLIR-H and ASIR-Y 50 %.
lodine concertration detection: as low 25 0.5 mgfmlin density at a dose 25 low as B mBy, evaluated the head portion of the Gammex Mult-Energy €T Phartom with water and 14,4, 4, 1, 1, and 0.5 mg/mi

E
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Advanced Clinical Applications (cont.)

Gemstone Spectral Imaging (GSI) Xtream™cont.)

GSI XtreamImage Generation G5l Xtream Image Generation

GSI Xtream performs material
decomposition analysis in the projection
domain to directly reconstruct the
material density (MD} images (e.g.,
iodine, calcium, water, Uric Acid, Fat,
Hydroxyapatite).

Material density images show the
distribution and concentration of a given
material within the tissue, thus can

be used to segment and measure the
object’s chemical compaosition,

Material Density For example, lodine images demonstrate

{MD)} Images the amount of iodine (mg/ml) within 2n
image voxel and its distributionintissues.
Because iodine images are independent
of inherent tissue attenuation, they are a
rnore reliable measure of enhancement
compared to conventional contrast-
enhanced studies. When quantifying
iodine content, GSI Xtream can detect
iodine in concentrations as low as 0.5 mg/
cc at radiation dose as low as 8 mGy.”
With fully consistent projection domain
decomposition, MD images can reduce
beam-hardening artifacts.

Monochromatic
GS Xtream can generate virtual {MC) Images
unenhanced images (VUE) by subtracting
iodine from images. The VUE algorithm is
based on multi-material decompaosition
| {(MMD}, a technique that allows for material
separation and characterization in dual
Virtuat Unenhanced = energy CTimages. The VUE algorithm
{VUE) images replaces the volume fraction of contrast
by the same volume fraction of blood,
producing iodine-suppressed images.
The VUE images can provide attenuation
information in Hounsfield units. The HU
values in the VUE images were similar to
the HU values in the non-contrast images.

GSI metal artifact reduction {GSI MAR)
is 3 multi-stage projection space
reconstruction algorithm that is designed
to reduce artifacts from metal due to
GS| Metal Artifact beam hardening, photon starvation and
Reduction (GSIMAR) | Scatter. GSI MAR can reveal anatomic
details obscured by metal artifacts by
generating metal corrected images while
| preserving spatial resolution and data
integrity in the vicinity of the metal.

Because of the nearly coincident spatial
co-registration of the two energy datasets,
GS| Xtream aliows effective reconstruction
of virtual Monochromatic (MC) images
from the projection data. The resultant
MCimages, ranging from 40 keV to 140 keV,
depict objects as if they were imaged
with a theoretical monochromatic beam,
and the X-ray energy is measured in
kilgelectron volts (keV) instead of peak
kitovoltage (kvp).

These single photon-energy images
provide more reliable attenuation values
than conventional polychrematic CT
images, In general, MC images depict
rmore subtle contrast enhancement and
have improved attenuation than the
default palychromatic images of single
energy CT.

Low energy MC images are suggested
for studies with high contrast between
lesions and adjacent tissues {e.g., CT
angiography; 45-55 keV). Intermediate-
energy MC images (60-75 keV) areideal
for evaluation of soft tissues due to the
balance between adequate contrast and
reduced image noise. High energy MC
images (90-140 keV) is used to reduce
artifacts from metal implants.

MC images have many clinically relevant
benefits, including beam-hardening
correction, optimization of image
quality, optimization of contrast media,
lesion characterization and metal
artifact reduction,

+ Beam-hardening correction: High
energy MC images can reduce beam-
hardening artifact due to high contrast
material such as metal up to 50%
compared to single energy CT

+ Metal artifact reduction: The MC
images can decrease beam-hardening
artifacts and thus improve image
quality in the presence of metal

« Optimization of CNR: Low energy
MC images can be used to improve
the contrast-to-noise ratio (CNR)
between a high attenuation region
and background

76. G5l Xtream is a purchasable option.
77, Datection of 0.5 mgfmé at & mGy is & d in head ph testing.
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Advanced Clinical Applications (cont.)
SmartStep™

SmartStep enables an imaging mode for performing biopsies and other interventional procedures on Revolution Apex Plus. A 24 inch in-room
monitor, hand-held controller, X-ray exposure foot pedal and cradle handle provide in-room control for image acquisition and image review.

SmartStep Scan Parameters SmartStep Feature Descriptions

kv,
P 70.80, 100, 120, 140 kvp During interventional procedures, the
. clinician makes exposures using the foot
Max. mA | 10 to 300 mA across all kVp settings switch, and uses HHC to move the cradle
= . in and out, unlatch and latch the cradle,
Rotation Speed 0.5 sec per 360° acquisition

and review images displayed on
an in-room monitor. Other system

Detector Coverage 5mm, 10 mm, 20 mm controls include:

Max, Scan Time 90 seconds « Prep the system for X-ray acquisitions
+ Position the cradie to the start location
Bore Size 80 cm In-room Hand-held = * Movethe cradle to the last scanned
! Controller {HHC) location
» 32 om for pediatric head and body, and Foot Witch . M‘ove the cradle a predefined bump
Maximum Scan adult head, small head and small body d'_Sla“CG _
Fields of View « 50 cm for medium body + Displays and toggle through acquired
+ 50 cm for large body images ) )
= Scroll through window width and level
Provides the ability to choose the settings

orientation of the image in the viewport Enable laser lights

to match their position in relation to The cradle may also be positioned with
vi " the patient, the HHC or by unlatching the cradle to
EWpOIL manually position the patient.
Orientation

Enhancements of Graphic Prescription
{Graphic Rx) tools provides the option to
plan the biopsy location from a scout or

; ) axial images. Once a location and field-
smartstep Image Reconstruction Graphickx of-view (FOV} is set graphically on the
axial image; the table position and RAS
NMumber of « Upto 32 rows of data are collected co-ordinates for SmartStep are applied
Reconstructed Slices | « 1 or3 slices are reconstructed with a single click.

Reconstruction 512x512

LI _ CTDIvol mGy displays the CTDIvol
information for the Z location with the

Max. Display Matrix | 1024 x 1024 gmartétepl» highest accumulated dose in the current
i o ——— o6& Display imaging range during the SmartStep
| - ran
! rocedure,
CT Number Scale -31,743 to 31,743 (extended range) 2
b ' Soft, Standard, Detail, Lung, Bone,
yp Bone Plus Dose Check for a SmartStep series is
: based on the estimated dose for the
Prospective + limode ] series when the user selects confirm.
« Overlap 3imode If a Dose Check Notification Value or
Image interval a0 31 mad _
* Non-pverlap 3imode Alert value is exceeded for a SmartStep

| series, the user would see the Dose

SmartStep Accessories and Components | Dose Check Alert Confirmation screen
| anly once prior to beginning scanning of
SmartStep Kit Inclusive of hand controller and | the SmartStep series. Thisis to prevent
(GE Approved) | footswitch, GE5149705-4 | interruption during interventional
| | scanning by avoiding excessive Dose
SmartStep Monitor Inclusive of LCD monitor and mountings | Check Confirmation sceeens.

Boom (GE Approved) | GES5115174-30, GE 5115174-33

—

78. SmariStep i5 a purchasable option. S E}: &;E__g__ﬁ:—-—r
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Accessories™

GE Approved Accessories, Compenents and Compatible 3 Party Medical Devices

We have carefully selected a large range of products aimed at the professionals of CT scanners and offer 3 wide range of products for the CT
segment, many of which are truly exclusive and carefully validated 50 to optimize your GE equipment,

GE Approved Accessories (Standard)

Axial Head Holder

Cradle Extender

GE Approved Components (Standard)

Patient Grounding

Strap

Cardiac ECGWrist
Strap And Cable

Water Phantom
A Phantom
Metalless
Compatible

Phantom Holder

Carrying Case for
Phantam

Cradle Pad

Extender Pad

Knee/Head
Support Pad

Shoulder/Ankle
Support Pad

Pasitioning Straps

Table Tray and
IV Pole

| 21158064

Attached via tongue and sockel for ease
of latching and removal. Made of carbon
fiber canstruction for low attenuation

21159934

+ Wrist band GE 5788434
« GE 5802939

| Ground cord GE 5788435

5812747

543878

5477995

2331933-2

5537763

5433273 46-27A986F2

{part of 46-22945251)

The cradle pad is attached to the top of
the cradle with Velcro for ease of removal
and cleaning.

5122945-5

| 46-278986P2 (part of 46-229452G1)

46-2789B6P2 (part of 46-229452G1)

P21505N Bedy Strap A: 2152502

PO1S05P Body Strap B: 2152503
PI1505Q Bedy Strap C: 2152504
PO150TS Body Strap A: 2169679

| POISOTT Body Strap B: 2169680

PO150TU Body Strap C: 2169681

Head strap: 5835369 (part of 5835306 kit)
Chinstrap: 5835370 {part of 58352306 kit)
Head Strap {Qey 3): 46-237412P1

Strap Security: 46-229450P1 {part of

| 46-229452G1)
| Strap:48-297625P1

Tabla tray: 2329064-2
[ v holder : 2309994-2

79, Mot all accessones bre svaila blein al markets.

GE Approved Accessories (Optienal)

CoronalHead
Holder

2115940-3

Designed 1o be used for patient head
or facial coronal scanning in the
supine positian,

GE Approved Components (Optional)

External Hard Crive

Bar Code Reader

GECT Flat Tabletop

AAPM TG-66 Kit

Seagate2 TB USB 2.0/3.0

Honeywell 13006

GE 5924000

GE Approved Compatible 3 Party Medical Devices {Optional)

Cardiag Trigger
Monitor

Patient Contrast
Injector for
Enhanced Xtream
injector

RTP Flat Tabletop
{CT Cradle Overlay)

Respiratory Moniter

Table Slickerfor
Revolution Apex

Foot Slicker for
Revolution Apex

VY 7300
IvY CTM-400

Nemaoto Dual ShotAlpha 7 (Ciad25 Class IV)
Nemoto Dual Shot Alpha [GE CiA425 Class
Iv}

Nemoto Dual Shat GX (GE CiAd25 Class V)
Medrad Stellant D {GE CiA425 Class V)
Medrad Steblant Flex (GE Cia425 Class V)
Medrad Centargo (GE Ciad425 Class V]
Medrad 151900 (for Stellant D} (Class W)/GE

Diacor 0G5-4 (GE E6315JE)
CIVCO MTIL3311 (GE £8505M.))

Varian RG5C 1.1

| Varian Respiratory gating lor scanners
System (RGSC) 1.1 includes RGSC cabinet,
| cauch-mounted or wall/celling mounted

camera, marker block, breathing phantom
and 24 inch manitor

| GES5538512

GE 5603918

SECRET DF |
AFACER



Stoica Corina
con secr afaceri


Site Planning

Pre-instatlation Guidance

For a complete guide to siting requirements, see “Revolution Apex Plus Pre-Installation Manual,”®

System Dimensions

34

Height Length Width/Depth Weight
Dimensions mm {in} mm {in) mm {in) ke (ib)
Revolution Apex Plus Gantry
With Covers Installed 2029.5(79.9) 2293.6(90.3) 1331.0{52.4) 2798.7 (6170}
NG2000V Patient Table {only) 1232 (48.5) 2960.4 (116.5)* 600.2 (243.6) 670.0(1474.0)"
NG1700 Patient Table {only) 1233.0(48.5) 2660.5 (104.7)" 600.2 (23.6) 650.0(1430.0)
Scanner Desktop Computer
(Open Console) 576(22.7) 616.0 (24.3) 400.0 (15.7) 48.1(106)
(
PDL -61 (Power Pro Option) 1062.0(41.8) 701.0(27.6) 551.0 (21.7) 361.4(796.0)®
PDU -81 {Power Xtream Option) 1062.0{41.8) 701.0{27.6) 551.0 (21.7) 423.1(933.0)»
uPs 1244.6 {49.0) 812.8(32.0 304.8(12.0) 281.5{620.0)
Reconstruction System Cabinet v 1420 (55.9} 1258({53.5} 514(24.2) 260(573.2)%
Nominal Voitage 380- 480 VAC « Gantry room: 18° C (64° F) to 25° C
i i Temperatur: (g
Nominal Line 50760 Hz + 3 Hz e - Storage/transport: +4 to +27° C
Frequency (+40 to +80° F)
Maximum Power . i
Demand: Requires 200 kVA electrical power
PowerXtream suppll_ed o Powe‘rx_tream, in addition to LR « Instalied: 30% to 70% (non-condensing)
: a Partial UPS that is included as standard. Humidity .

Option « Storage: 20 to 60% (non-condensing)
Maximum Power | Requires 150 kVA electrical power
Demand: PowerPro | supplied for PowerPro, in additionto a
Option Partial UPS thatis included as standard. .

| + Gantryand patient table: 27,150

| Eaton Powerware 9355-15-14GE with 1Y « PDU: 1,200
Partial UPS with SmartPower allows Eaton’s 14.4 KVA ;::zgg:;‘;aat.:,ﬂ;m « Scan desktop {incl. 2 x monitors); 5,100
Sa l::P bl | 3-Phase partial system Uninterruptible » System {recon) cabinet: 10,578
( Smtaa 4 cr';\;er | Power Supply {Partial UPS) to provide » UPS$:3,000

nea ¢lean, reliable and constant power to the
| Revolution Apex Plus system.
80. Speah toyour local GE Healthcare representative tor the most updated Pre-installati | for d

81. Doesnotinglude extender of 400.00 mwn (16 in}.
82, Does notinclude patient lgad.
83, Doesnolinchxle optional seismic brackets of 10.0 kg (22.01bs).

—_—
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Site Planning (cont}

Pre-instailation Guidance (cont.)

Suggested Room Layout

10

11

Gantry

Table

Al (Mains)
Scanner desktop
PDU

System {recon) cabinet

Partial UPS

Service (storage) cabinet - space requirements vary

Minimuem regulakory scan suite length:
« For NG2000V: 8,316.0 mm (27 ft 3.4 in}
= For NGLTOOV: 7, T16.0 mm (25 ft 3.8 in}

Minimum regulatory control room length: 1,499.0 mm {4.0 ft 11.0in)

! Minimum regulatory scan rgom length:

« For NG2000V: 6,691.0 mm {21 ft 11.25 in)
« For NGLTOOV: 6,091.0 mm {19 ft L1.8in)

Minimum regulatory scan suite width: 3,560.0 mm (11.0 ft 8.2 in}
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Cybersecurity, Warranty and Standards Compliance

Cybersecurity Controls

Revolution Apex Plus base software contains the Cybersecurity
Controls to enhance the security and integrity of the system:

Enhanced access controlis enabled by Role-based Access
Controls {(RBAC) and stronger password policies.

RBAC create role-based user accounts to provide users with exact
privileges in arder to perform their duties, It can protect dataand
critical components on the system by preventing unauthosized users
from performing unintended operations. Additicnally, password
strength and change policies can be configured and enforced for all
user accounts to allow stronger access control to both operating
systems and clinical applications. Passwords stored on the system
are encrypted with algorithms that are FIPS 140-2 compliant.

Inbuilt firewall protection reduces the attack surface and
shields applications from Denial of Service {DoS) attacks.
Two levels af network firewall are pravided:

= Dperating System Firewall is on by default to prevent any attacks
as well as spread of viruses or worms throughout the network;

+ Router Firewall can be configured to marage inbound and
putbound traffic only from pre-configured authenticated external
systems, including back-office and cloud sources.

Audit Trails enables IT administrators to track, menitor and
investigate cybersecurity events.

The Audit Trails tool can generate audit recards of cybersecurity
events including system state changes, user authentication, account
management, patient data manipulation, netwark communications
and service operations, It can also export audit records te a central
server for long term data storage.

Data privacy is enabled with de-identification and

encryption functions.

The Transport Layer Security (TLS) protocol is used to encrypt
patient information when DICOM data is transferred from the CT
scanner to DICOM destinations such as PACS, reading workstations,
archive nodes and filmers. The Federal Information Processing
Standards (FIPS) 140-2 compliantencrypticn alporithm is used to
anonymize patient identification attributes when the data is collected
for service purposes,

Anti-virus software
McAfee Anti-Virus software included as standard

Optional EPO - Enterprise

McAfee ePolicy Orehestrator {McAfee ePO) provides a centralized
management cansole that simplifies and accelerates your security
effectiveness with visibility and control from device to cloud.
Renuires connecting to EPO server for Virus Definition updates
and license verification.

GE HealthCare

Warranty

The published Company warranty in effect on the date of shipment
shall apply. The Company reserves the right to make changes. General
Electric Company reserves the right to make changes in specifications
and features shown herein, or discontinue the product described at
any time without notice or obligation.

Standards Compliance

This product complies with a wide variety of industry standards
to facilitate more rapid adoption of {eatures and performance
improvements as the computing and medical imaging industry evolves.

This product is designed to comply with applicable standards under
the Radiation Control for Health and Safety Act of 1968,

This praduct complies with the performance standards of 21 CFR,
sub-chapter J, and the applicable |IEC 60601-1 series.

This product complies with NEMA XR 29-2013.

Laser alignment devices contained within this product are
appropriately labeled according to the requirements of the Center
for Devices and Radiological Health.

This praduct complies with laser
standard IEC 60825-1

CAUTION

LASE R AADEATION
DO HOT STARE INTO BEAM

This praduct complies with laser
standard IEC 60825-1.2007-03.
IEC Class 1M Laser Praduct.

5 VN LALER DRODE
AL A T ] I T
DLAST BLASE A PHO0UC

LASER RADIATION, DO NOT VIEW
DIRECTLY WITH QPTICAL
INSTRUMENTS. DO NOTEXPOSE
USERS OF TELESCOPIC QPTICS.
Max Power Per [EC: 0.39mW,
Wavelength: 635nm

This product satisfies regulations regarding Electro-Magnetic
Compatibility (EMC) and Electro-Magnetic Interference (EMI),
pursuant to [EC&0601-1-2,

[ SEcRET DE
L_AFACER

]

© 2023 GE HealthCare

GE Healthcare reserves the right to make changes in specifications and features shown
herein, or discontinue Lthe product described at any time without notice or obligation.
Contact your GE Healthcare representative for the most current information. GE is a
trademark of General Electric Company used under trad rk license. Revolution,
TrueFidelity, Gemstone, SnapShot, and Quantix are irademarks of GE HealthCare.
OICOM is a vegistered lrademark of the WNational Electrical Manufacturess
Association,
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