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0C va

Sistem de angiografie biplanar cu brat C DA/NU
Specificatia tegnica solicitata Specificatie Sistem de angiografie biplanar cu brat C, model
Innova IGS 6 (GE Healthcare)
Bratul C instalat pe podea Support: Floor-mounted
ba Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 10;
Rotirea bratului-C LAO/RAO: + 105° Offset C-arm: -117/+105 RAO LAO rotation
ba Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 10;
Viteza de rotire RAO/LAO min. 20 grade/secunda C-arm angulations speed:
Up to 20 deg/sec with InnovaSense
Da
Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 10;
Adancimea bratului-C min. 105 cm Isocenter to floor distance
107 cm
Da
Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 10;
Rotatie bratului minim # 90 grade L-arm rotation on vertical axis: +100°
Da Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 10;
Angulatia CRA/CAU minim * 45 grade C-arm angulation:
50° cranial and 45° caudal
Da
Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 10;
Viteza de angulatie CRA/CAU min. 20 grade/secunda C-arm angulations speed:
Up to 20 deg/sec with InnovaSense
Da
Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 10;
git;}[‘ieia programabila a pozitiei bratului C minim 40 Da Declaratie tehnica, punctul 1;
Distantd focar detector minimum in intervalul 90 - 115 SID range:
cm 89 cm to 119 cm (35 in to 47 in) - 30cm detector
Da configuration
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 10;
Viteza de rotatie pentru coronografie minim 40°/sec 3DCT HD offers 3 rotation speeds: 16, 28 and 40 degree/sec,
and 4 different field of views.
Da
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 9;
Sistem anti-coliziune pentru miscarile sistemului InnovaSense is an advanced patient contouring technology
that uses an intelligent algorithm during gantry motion to
select the optimal position for the image receptor relative to
the patient.
ba Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 6;
Configuratia echipamentului ofertat Innova IGS 6, varianta in
limba engleza, pag. 2, 6;
Urmadrirea automatd a conturului corpului pacientului cu InnovaSense is an advanced patient contouring technology
detectorul Da that uses an intelligent algorithm during gantry motion to
select the optimal position for the image receptor relative to




the patient By reducing the distance from receptor to patient,
the system optimizes imaging geometry and helps reduce
radiation exposure. Capacitive sensor technology and
optimized collision avoidance software enable a speed of
pivot and C-arm, of up to 20° per second.

Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 6;

Bratul-C instalat pe tavan

Rotirea bratului-C LAO: de la 0° pana la 100°

Up to 115° LAO

ba Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 10;
Viteza de rotatie a bratului-C in modul biplan: minim Up to 10°/s
10°/secunda Da
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 10;
Angulatia craniald a bratului-C: minim 45° 450 cranial
Da Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 10;
Angulatia caudala a bratului-C: minim 45° 90° caudal
Da Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 10;
Miscare in afara izocentrului cu brat C lateral +20 cm (7.9in) of LP (lateral plane) travel
Da Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 10;
Masa pacientului cu fixare pe podea Da Declaratie tehnica, punctul 2;
Lungimea mesei minim 280 cm Tabletop length: 333 cm (131 in)
Da Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 11;
Greutatea maxima permisa pentru pacient: minim 200 Maximum patient weight: 204 Kg (450 lbs.)
kg (fara greutate accesorii) Da
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 11;
Latimea blatului mesei: minim 45 cm Tabletop width: 46 cm (18 in) in patient trunk area
Da Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 11;
Deplasarea longitudinald a tabliei mesei: minim 150 cm Longitudinal travel: Up to 170 cm (67 in)
Da Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 11;
Acoperire fluoroscopica: minim 195 cm Imaging coverage with table panning: Up to 195 cm (76 in) -
30 cm detector configuration
Da
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 11;
Deplasarea verticala motorizata a tabliei mesei: cel putin Vertical travel above floor: From 78 cm (30.7 in) to 108 cm
dela801a100 cm (42.7 in)
Da
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 11;
Miscari laterale min + 14 cm Transverse Travel: + 14 cm
Da Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 11;
Tabla mesei flotanta: 8 miscari Horizontal Float Movement: 8-way
Da Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 11;
Comenzile laterale ale mesei pe ambele parti ale mesei Da Declaratie tehnica, punctul 3;




Rotirea mesei minim * 900 Da Declaratie tehnica, punctul 4;
Absorbtia radiatiilor de pe masa: Tabletop absorption: Less than 0.85mm Al Equivalence,
Echivalent aluminiu nu mai mult de 0.9 mm Al echiv 100 KVp
Da
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 11;
Ecran tactil de comanda multifunctional cu butoane The Central touch screen provides safe and simple access to
programabile pe laterala mesei key features throughout the exam. It lets the user control the
system functions as well as integrated equipment. Central
touch screen controls: Image acquisition, image review, dose
settings, Mac-Lab™ hemodynamic recording systemst, Cardi-
Da oLab™ EP recording systemst, AW advanced applicationst,
large display monitort layout management, favorite tab
where functionalities can be grouped based on user prefer-
ences.
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 12;
Saltea Da Declaratie tehnica, punctul 5;
Suport pentru bratul pacientului Da Declaratie tehnica, punctul 5;
Sistem de comunicare bidirectional sala comanda - sala Da Declaratie tehnica, punctul 5;
de examinare
Sistem cu pedala pentru fluoroscopie si pentru franarea Da Declaratie tehnica, punctul 5;
deplasarii mesei
Lampa LED sala de operatii minim 50.000 lux Da Declaratie tehnica, punctul 5;
Scut protectie radiatii pentru pentru partea inferioara Declaratie tehnica, punctul 5;
instalat pe sinele laterale ale mesei cu echivalent plumb: Da

minim 0.5 mm

Generator de inalta tensiune:

Putere maxima: minim 100 kW

Da

Maximum power available: 100 kW

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 3;

Putere continud in modul fluoro de cel putin 3200 W

Da

Maximum continuous input: power 3200W

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 3;

Tensiune anodica ajustabila intre minim 50 - 125 kVp

Da

Radiographic/recording mode: 50 to 125 kVp

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 3;

Domeniu mA: minim 10 - 1000 mA

Da

Radiographic mA ratings: 1 - 1000 mA

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 3;

Capabilitate de efectuare a fluoroscopiei pulsate

Da

The IGS system uses a 100 kW high-frequency Jedi three-
phase power unit that provides grid pulsed fluoroscopy
capability.

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 3;

Tuburile Rx:

Tuburi Rx: minim 2 buc

Da

Declaratie tehnica, punctul 6;

Dimensiunea focarului mic: max. 0.5 mm

Da

Coincident focal spot sizes: 0.3

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 3;

Capacitate de stocare termica a carcasei minim 5 M]

Da

Maximum casing heat storage: 5.14 M]

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 3;

Capacitate de stocare termica a anodei minim 3.7 MHU

Da

Anode heat storage capacity: 3.7 MHU




Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 3;

Puterea nominald a anodei pentru focarul mare: minim
110 kW

Da

Declaratie tehnica, puntul 7;

Putere minim continua 3000 W fluor (timp de >30 min)

Da

Fluoroscopic power:
¢ 3200 W (continuous)
* 4500 W (peak capability for maximum of 10 minutes)

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 3;

Colimator

Sistem de colimare vasculara

Da

Number of collimation blades: 2 pairs

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 4;

Sistem de filtre contur

Da

3 integrated contour filter blades (30cm detector)

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 4;

Sistem de filtrare spectral

Da

0.1, 0.2, 0.3 mm of copper (30cm detector)

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 4;

Grila detasabila

Da

Anti-Scatter Grid
The system is configured with an anti-scatter grid to enhance
image quality during routine imaging. Removal of the grid
can improve the X-ray dose efficiency for infants (e.g. less
than one-year-old) for field of view (FOV) smaller than 20 cm
(7.91in)

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 5;

Pozitionarea lamelor colimatorului pe monitor fara
utilizarea fascicolului de raze-X

Da

Shutter: Automated electronic shutter (aka. “virtual
collimator”) matched to collimated portion of image

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 5;

Detectoare Flat

Detectori cu dimensiuni identice pentru ambele planuri

Da

Declaratie tehnica, punctul 8;

Zona activa a detectorului nominal trebuie s fie de
minim 30 x 30 cm

Da

Size of the detector
31 cm x 31 cm (30cm detector)

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 4;

Matrice detector min. 1500x1400 pixeli

Da

Image matrix
1536 x 1536 (30cm detector)

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 4;

Dimensiunile cAmpurilor active disponibile (min 3)

Da

Field-of-view adjustment from tableside with four
magnification selections (records mode):
30 cm, 20 cm, 16 cm and 12 cm (30cm detector)

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 5;

DQE pe ambele detectoare la 0 Ip/mm minim 83%

Da

84% (30 cm detector)

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 4;

Dimensiune pixel: maxim 200 pm

Da

Pixel size
200x 200 pm

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 4;




Sisteme de afisare cu ecran plat

Rezolutie inalta 58"
Instalat pe structura de tavan in camera de examinare

GE Large Display Monitor
Diagonal:
148 cm (58in)

Da
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 14;
Minim 2 monitoare medicale cu diagonala de Back-up monitors
min. 19” (Live si Reference) ca varianta de rezerva 48 cm (19 in) live and reference monitors attached at the
pentru monitorul integrat de min. 58” (situate pe Da back of the LDM
acelasi suport cu monitorul mare)
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 14;
2 monitoare medicale in camera de comanda 48 cm (19 in) live and reference monitors attached at the
diagonala de min. 19” back of the LDM
Da
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 14;
Matrice de afisare minim 3840x2160 (8 MP) Display matrix:
8 megapixels
Da 3840 x 2160-pixel array
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 14;
Canale de intrari video: minim 15 Video inputs
19 video inputs
Da
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 14;
Luminozitate min 450 cd/m2 Da Declaratie tehnica, punctul 9;
Resolutia minim 1280x1024 Display matrix
1280x 1024
Da
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 13;
Statia de lucru post-procesare Da
Memorie minim 32 GB RAM 32GB
Da
Fisa de date AW VolumeShare, varianta in limba engleza, pag. 7;
Capacitate de stocare SSD minim 1 TB 1x256GB
2x512GB
Da =1.2TB
Fisa de date AW VolumeShare, varianta in limba engleza, pag. 7;
Min 4x 2,6 GHz Six Core CPU Clock Speed Intel® Xeon® E5-1660 v3 Eight Core 3.0 GHz CPU with
Da 20MB Shared L3 Cache
Fisa de date AW VolumeShare, varianta in limba engleza, pag. 7;
Statie de lucru independenta multimodalitate 2 The AW VolumeShare 7 workstation features software thatis
monitoare color de minim. 19” LCD pentru post optimized for 64-bit technology and multicore processor
procesare Da hardware to provide leading edge performance. It includes
AW’s premier 3D image analysis
Fisa de date AW VolumeShare, varianta in limba engleza, pag. 3;
Suplimentar monitoare in camera de control Monitors:
imaginile statiei de lucru  minim. 2 pcs 19” Da (2) 19” color Flat Panel LCD monitors
Fisa de date AW VolumeShare, varianta in limba engleza, pag. 7;
Instrurpente prelucr_are _1magm_e: edge, contrast, Da Declaratie tehnica, punctul 10;
stralucire, substractie, pixel shift, roam, zoom
Pachet analiza Stenosis Quantitative Analysis Packaget
Stenosis Analysis and Left Ventricle Analysis allow the user to
Da perform stenosis and left ventricle measurements and

analysis. With OneTouchQA, the user can select measurement
points with a fingertip directly on the selected image frame




displayed on the Central Touch Screen at tableside - no
mouse or joystick is required. OneTouchQA is available for
stenosis analysis and distance measurements.

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 7;

Configuratia echipamentului ofertat Innova IGS 6, varianta in
limba engleza, pag. 2, 7;

Export imagini format AVI si JPEG

Data Export HTML/PDF and JPEG/PNG/MPEG/AVI/QTVR

Da
Fisa de date AW VolumeShare, varianta in limba engleza, pag. 7;
Exportul de modele 3D la imprimanta 3D in format STL Da Declaratie tehnica, punctul 12;
Fun.ctlonahtate completa DICOM storage, push, query, Da Declaratie tehnica, punctul 13;
retrieve
Reconstructie 3D si vizualizare a volumelor in modurile . .
de redare VRT, MPR, si MIP Da Declaratie tehnica, punctul 11;
Posibilitate de stocare: minim 450 000 imagini in format 475,000 pcs 10242 uncompressed images
minim 1024x1024 Da
Fisa de date AW VolumeShare, varianta in limba engleza, pag. 7;
Imagistica digitala si post-procesare Da
Fluoroscopie pulsata cu cel putin 4 rate variabile de Fluoroscopy modes
inregistrare minimum in intervalul 3.75 - 30 fps Non-subtracted, subtracted, roadmap, Blended Roadmap
Da Fluoroscopy frame rate:
30 fps, 15 fps, 7.5 fps and 3.75* fps
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 5;
Selectarea imaginii de referinta 2D Roadmapping Blended Roadmap
Blended Roadmap is a vascular road mapping application
that superimposes a previously acquired vascular image over
live fluoroscopy.
Da Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 8;
Configuratia echipamentului ofertat Innova IGS 6, varianta in
limba engleza, pag. 2, 7;
IZZ;Zliuft automat in timp real activat sau dezactivat la Da Declaratie tehnica, puntcul 14;
Achizitie DSA 0.5-7.5 cadre/sec afisare in matrice DSA (digital subtracted angiography) at 0.5 - 7.5 fps
de minim 1024x1024 / 12 biti, stocare in minim. 12 biti including automated pixel shift
Digital output: 1024x1024
Da DSA images with 12 bits data stored in 16 bits, maximum 450
images per sequence. Storage capacity: 68,000 DSA images
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 5, 15;
Bolus Chasing pentru angiografie periferica InnovaBreeze™ peripheral angiography:
InnovaBreeze, available with 30cm detector configurations,
lets the user follow the contrast using variable panning speed
control in the control room while looking at subtracted
images in real time.
Da InnovaBreeze includes Advantage Paste.
Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 7;
Configuratia echipamentului ofertat Innova IGS 6, varianta in
limba engleza, pag. 2, 7;
Optimizare automata de afisare a imaginii in format Da AutoRight™: Intelligent Image Chain Powered by Edison

cadru cu cadru




Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 5;

Auto alipire de imagini pentru afisare de picior intreg
dupa achizitia Bolus Chasing

Da

Advantage Paste:

Advantage paste is an application running on AW
VolumeShare Workstation that provides the ability to
reconstruct and visualize the entire length of the subtracted
bolus chasing acquisition on a single image.

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 7;

Angiografie de rotatie 3D pentru interventii neuro

Da

3DCT HD
3DCT HD is intended for imaging vessels, bone, soft tissues,
and other internal body structures. It helps physicians in
diagnosis, surgical planning, interventional procedures and
treatment follow-up.

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 9;

Configuratia echipamentului ofertat Innova IGS 6, varianta in
limba engleza, pag. 2, 7, 8;

Angiografie cu substractie 3D pentru interventii neuro

Da

Subtracted 3D
Subtracted 3D enhances the 3DCT / 3DCT HD application by
adding automated sequential mask and contrast spin
acquisitions with processing protocols to produce subtracted
3D vascular images.

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 9;

Configuratia echipamentului ofertat Innova IGS 6, varianta in
limba engleza, pag. 2, 8;

Angiografie cu achizitie de tip CT (ConeBeam CT) pentru
interventii neuro

Da

3DCT HD
3DCT HD is intended for imaging vessels, bone, soft tissues,
and other internal body structures. It helps physicians in
diagnosis, surgical planning, interventional procedures and
treatment follow-up.

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 9;

Configuratia echipamentului ofertat Innova IGS 6, varianta in
limba engleza, pag. 2, 7, 8;

Reducerea artefactelor de miscare induse de
respiratia involuntara in timpul achizitiei de de rotatie

Da

Motion Freeze
3DCT HD Motion Freeze is designed to reduce artefacts
caused by involuntary respiratory motion during the
rotational acquisition and recover small detail visibility
impacted by motion.

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 9;

Configuratia echipamentului ofertat Innova IGS 6, varianta in
limba engleza, pag. 2, 8, 9;

Reducerea artefactelor generate de proximitatea
implanturilor metalice pe imaginile de tip ConeBeam CT

Da

MAR (Metal Artifact Reduction)
3DCT HD MAR reduces streak artifacts induced by the
presence of small metallic devices such as coils or clips
within the 3D field of view.

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 9;

Configuratia echipamentului ofertat Innova IGS 6, varianta in
limba engleza, pag. 2, 8;




Inregistrarea si afisarea de secvente fluoroscopice
dinamice

Da

450 fluoro images (up to 900)

Fisa de date a echipamentului ofertat, Innova IGS 6, varianta in
limba engleza, pag. 5;

Vizualizare si suprapunere de fluoroscopie

live 2D si imagini 3D - suprapunere de imagini 3D
peste imagini 2D cu modificarea transparentei si
ajustare automata in timp real

Da

Vision 2 overlays prepared 3D datasets on live fluoroscopy to
support localization and guidance of catheters, coils and
other devices during interventional procedures.

Intended Use
Vision 2 software applications is intended to enable users to
load 3D datasets and overlay and register in real time these
3D datasets with radioscopic or radiographic images of the
same anatomy in order to support catheter/device guidance
during interventional procedures.

Fisa de date Vision 2, varianta in limba engleza, pag. 1, 3;

Posibilitatea fuzionarii de imagini multimodalitate cel
putin pentru urmatoarele modalitati: CT, RM, PET, Angio
minimum 2 volume

Da

Integrated Registration provides easy comparison of three-
dimensional (3D) images from Computed Tomography (CT),
Magnetic Resonance Imaging (MRI), Emission Tomography
(PET or SPECT) and X-Ray Angiography images (XA). To help
physicians in diagnostic radiology or therapy planning,
Integrated Registration allows 3D registration between
volumetric acquisitions that may come from the same
acquisition modality or from different acquisition modalities.

Fisa de date Integrated Registration, varianta in limba engleza,
pag. 2;

Pachet software 3D roadmapping pentru proceduri
EVAR si CTO periferic

Da

Planning of Abdominal and Thoracic Endovascular Aneurysm
Repair (EVAR) procedures may be delicate specifically when
dealing with complex anatomies.

Fisa de date Flightplan for EVAR, vaianta in limba engleza, pag. 1;
Vision 2 overlays prepared 3D datasets on live fluoroscopy to
support localization and guidance of catheters, coils and

other devices during interventional procedures.

Fisa de date Vision 2, varianta in limba engleza, pag. 1;

Pachet software avansat pentru biopsii si proceduri
bazate pe ace, cu crearea unei foi de parcurs 3D a oaselor
si a traiectoriilor planificate ale acului

Da

TrackVision 2 provides live 3D needle guidance during your
procedures. It lets you advance the needle down a planned
trajectory overlaid with live fluoroscopy and visualizing any
deviations from the desired path.

TrackVision 2 allows the user to automatically fuse CBCT
data over the live fluoroscopic image with an accuracy better
than 1.8 mm.

TrackVision 2 is intended to enable users to load 3D datasets
and overlay and register in real time these 3D datasets with
radioscopic or radiographic images of the same anatomy in

order to support catheter/device guidance during
interventional procedures.

Fisa de date TrackVision 2, varianta in limba engleza, pag. 1, 3;

The Stereo 3D option enables physicians to visualize and
localize needles, points, and segments on a 3D model/space
using a stereotactic reconstruction of radioscopic or
radiographic images at a significantly lower dose than use of
a full cone beam CT acquisition. This information is intended
to assist the physician during interventional procedures.

Fisa de date Stereo 3D, varianta in limba engleza, pag. 3;




Comenzile pentru modul de lucru 3D roadmapping
disponibile la masa: reajustarea suprapunerii, afisarea
imaginilor, zoom

Intuitive user interface
Vision 2 can be controlled directly on the AW or at table side
through the Central Touchscreen. The user can:
- Launch and close the application
- Use the Bi-View registration mode
- select of the 3D object to be displayed
- Optimize the display of the 3D Overlay

ba Display controls:
- Front/ back view
- Displayed Hounsfield Units threshold
- Show/ hide landmarks and planning lines
- Show/ hide vessel centerlines
- Zoom/ roam the displayed image
Fisa de date Vision 2, varianta in limba engleza, pag. 2;
Substractie automata de tesut 0sos si caracterizare a Overview
vaselor pentru imagini CT pre achizitionate Da
Fisa de date VessellQ Xpress with AutoBone, varianta in limba
engleza, pag. 1-6;
Analiza stenozelor pe cadrele de imagine afisate Quantitative Analysis Package
controlata de pe ecranul tactil instalat pe marginea Stenosis Analysis and Left Ventricle Analysis allow the user to
mesei perform stenosis and left ventricle measurements and
analysis. With OneTouchQA, the user can select measurement
points with a fingertip directly on the selected image frame
Da displayed on the Central Touch Screen at tableside - no
mouse or joystick is required. OneTouchQA is available for
stenosis analysis and distance measurements.
Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 7;
Afisarea imaginilor achizitionate la viteza redusa, cadru Slow and fast review of sequences, forward and reverse
cu cadruy, inainte sau inapoi Da
Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 5;
Conectivitatea Da
DICOM Push Da Declaratie tehnica, punctul 15;
Primirea unei confirmari din arhiva (Storage Da Declaratie tehnica, punctul 15;
Commitment)
DICOM Print Da Declaratie tehnica, punctul 15;
Preluarea imaginilor din arhiva: DICOM Query/Retrieve Da Declaratie tehnica, punctul 15;
Capacitatea de arhivare media DICOM (CD, DVD) Da Declaratie tehnica, punctul 15;
Reducerea dozei Da
Rapoarte de doza structurate DICOM (RDSR) Dose reporting
The system provides DICOM** compatible Radiation Dose
Structured Report allowing the export of the dose and related
Da acquisition parameters.
Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 6;
Sistemul trebuie sa permita setarea unui nivel Integrated dose monitoring
de iradiere care sa fie afisat si sa avertizeze operatorul The user can monitor air kerma rate, integrated air kerma
cand un astfel de nivel a fost depasit over the exam, and the total dose area product received by
the patient during a procedure. The threshold of cumulated
Da dose displayed on a gauge icon is customizable to warn
operator when such threshold has been reached. The
threshold is customizable depending on the protocol.
Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 6;
Functie care sa furnizeze utilizatorului informatii cu Dose map
privire la doza de iradiere la nivelul pielii pacientului Dose Map is a feature used to calculate, display and record an
pentru evitarea suprairadierii Da estimated local cumulated dose during procedures done on

the GE X-Ray angiographic system. It is designed to provide to
the user a visualization of the distribution of the local




cumulated dose throughout the exam as well as the current
projection of the beam.

Fisa de date a echipamentului Innova IGS 6, varianta in limba
engleza, pag. 6

Injector angio de presiune inalta Da Declaratie tehnica, puntcul 16;
Operatiune sincronizata cu angiograful Da Declaratie tehnica, puntcul 16;
Debit: Flow Rate:
- Min 0.1-59.9 ml/m, pas de 0.1 ml 0.1-59.9 ml/m in 0.1 ml increments,
- 0.1- 45.0 ml/s in pas de de 0.1 ml Da 0.1- 45.0 ml/s in 0.1 ml increments
Fisa de date Medrad Mark 7 Arterion, varianta in limba engleza,
pag. 1;
Dimensiune seringa: 150 ml Syringe size: 150 ml
ba Fisa de date Medrad Mark 7 Arterion, varianta in limba engleza,
pag. 1;
Volum: 1-150 ml in pas de 1 ml Volume: 1-150 ml in 1 ml increments
Da Fisa de date Medrad Mark 7 Arterion, varianta in limba engleza,
pag. 1;
Limita de presiune: 100 - 1200 psi in pas de 1 psi Pressure limit:
100-1200 psi in 1 psi increments
Da
Fisa de date Medrad Mark 7 Arterion, varianta in limba engleza,
pag. 1;
Timp de crestere programabil: 0.0 - 9.9 secunde in pas Rise Time:
de0.1s 0.0-9.9 seconds in 0.1 increments
Da
Fisa de date Medrad Mark 7 Arterion, varianta in limba engleza,
pag. 1;
Timp de intarziere programabil: 0.0 - 99.9 secunde in Delay Time:
pasde0.1s 0.0-9.9 seconds in 0.1 increments
Da
Fisa de date Medrad Mark 7 Arterion, varianta in limba engleza,
pag. 1;
Protocol Memorie: Min 10 Protocol Memory:
40 Protocols
Da
Fisa de date Medrad Mark 7 Arterion, varianta in limba engleza,
pag. 1;
Memorie de injectie: Min 10 Injection Memory History:
50 Injections
Da
Fisa de date Medrad Mark 7 Arterion, varianta in limba engleza,
pag. 1;
Sistem hemodinamica Da
Sistem hemodinamica integrat ce ruleaza pe calculator si The Mac-Lab™ Hemodynamic Recording System
permite efectuarea tuturor tipurilor de proceduri
hemodinamice pe statia de lucru Fisa de date Mac-Lab, varianta in limba engleza, pag. 1, 2;
Da Mac-Lab System
Extrase sin Manualul de operare MacLab, varianta in limba
engleza, pag. 1-4;
Doua monitoare in camera de control si unul in camera Monitors:
de examinare ¢ 20” or larger flat panel
diagonala ecranului de min 20 Da *+ 1600 x 1200 resolution
rezolutie de minim 1600x1200
Fisa de date Mac-Lab, varianta in limba engleza, pag. 2;
Dispozitiv de stocare pentru arhivare card SD sau CD / ¢ DVD RW drive
DVD Da « SDHC Card

Fisa de date Mac-Lab, varianta in limba engleza, pag. 2;




Sistemul de operare minim solicitat: Microsoft Windows * Microsoft Windows 7 Ultimate for Embedded Systems (32-

7 Professional Da bit)

Fisa de date Mac-Lab, varianta in limba engleza, pag. 2;

Sistemul sd fie mobil, pe troleu stabil, cu anvelope

conductoare electric Da Declaratie tehnica, punctul 17;
Indicatori sonori Audible indicators
Da
Fisa de date Mac-Lab, varianta in limba engleza, pag. 2;
Posibilitatea de transfer al semnalelor si datelor cu Excellent network capabilities designed to facilitate
sistemul angiografic: datele pacientilor, datele department productivity

demografice, doza totala pacient
Da Fisa de date Mac-Lab, varianta in limba engleza, pag. 2;

Extrase sin Manualul de operare MacLab, varianta in limba
engleza, pag. 12-7,18-10 - 18-11;

Masuratori hemodinamice Da
Sistem pentru masuratori hemodinamice complete Mac-Lab System
pentru toate tipurile de examinari Da
Extrase din Manualul de operare MacLab, varinata in limba
engleza, pag. 1-4;
Masurare Sp02 Physiologic recordings: Pulse Oximetry
Da
Fisa de date Mac-Lab, varianta in limba engleza, pag. 3;
Masurarea CO (debitul cardiac) Physiologic recordings: Cardiac Output
Da

Fisa de date Mac-Lab, varianta in limba engleza, pag. 3;

Termodilutie, calculate si estimate metode Fick Physiologic recordings: Cardiac Output-Thermodilution,
Da calculated and estimated Fick

Fisa de date Mac-Lab, varianta in limba engleza, pag. 3;

Masurarea tensiunii arteriale neinvazive Physiologic recordings:
Non-invasive pressure

Da
Fisa de date Mac-Lab, varianta in limba engleza, pag. 3;
Masurare EKG pe 12 canale (10 electrozi) Physiologic recordings: ECG - 12- lead with ST segment
Da analysis
Fisa de date Mac-Lab, varianta in limba engleza, pag. 3;
Masurarea tensiunii arteriale invasive minim 3 canale Physiologic recordings: Invasive pressure: 4 channels
Da
Fisa de date Mac-Lab, varianta in limba engleza, pag. 3;
Set accesorii pentru masuratori non-invazive necesare
pentru prima examinare, minim: ECG 3-, 5-,12 -
derivatii
Senzor Sp0O2 pentru adulti si pediatrie Da Declaratie tehnica, punctul 18;
Mansete NBP, diferite dimensiuni pentru adulti si
pediatrie

Senzori de temperatura pentru adulti




Traducere din limba englezd

(Sigla GE)
GE Healthcare

AUTORIZAREA PRODUCATORULUI

Data: 6 iulie 2021
Licitatia nr. LP 21040701

Catre: CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN SANATATE

AVAND IN VEDERE CA:

Noi, GE Medical Systems, Societate in Comanditii Simpla, avind sediul social si fabricile in
283 Rue de la Miniere, 78530 Buc, Franta, sub denumirea comerciala GE Healthcare, producitor
stabilit si reputat de echipamente medicale, care este producatorul oficial al echipamentului Innova
IGS 6, autorizam prin prezenta pe Intermed SRL si depuni o oferta al carei scop este de a se
asigura urmdtoarele bunuri fabricate de noi, Innova IGS 6, si, ulterior, sd negocieze si s semneze

Contractul.

in numele si pentru GE Medical Systems SCS,

(Semmndturd indescifrabild) (Stampilda: GE Medical Systems SCS)

Numele: Veronique Soltani
Functia: Sef Licitatii si Oferte — Servicii Distribuite Europa




MANUFACTURER AUTHORIZATION

Date: 6 of July 2021
Tender No.: LP 21040701

To: CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE TN SANATATE
WHEREAS

We, GE Medical Systems Société en Commandite Simple , having a registered office and factories at 283
Rue de la Miniere, 78530 Buc, France, with Commercial name of GE Healthcare, established and reputable
manufacturer of medical equipment, who are official manufacturer of Innova IGS 6 equipment, do hereby
authorize Intermed S.R.L. to submit a bid the purpose of which is to provide the following Goods,
manufactured by us, Innova IGS 6, and to subsequently negotiate and sign the Contract.

On behalf and for GE MEDICAL SYSTEMS SCS,

Ve}on:qvc S‘o%a.\. ";v—:— ‘

Veronique Soltani

Tender & Offer Leader — Shared Services Europe



Arterion™ offers multiple configurations for maximum configuration flexibility

 Integrated Pedestal

© The integrated pedestal has
been completely re-designed
 for function and style

Table Mount

The small power supply allows
mounting flexibility — under the
table, in control room, in store room

Freestanding

Pedestal :

Ideal for moving the
injector head on and off -

table when not needed

Overhead Counterpoise System
The ceiling mount option allows

the injector head to be moved
easily for injections

Option for all systems:
£ =

Heat Maintainer Tm——

Keep contrast temperature constant
~ 4
with Arterion’s clear heat maintainer W

SYSTEM TECHNICAL SPECIFICATIONS:

Contact your local Bayer
The Mark 7 Arterion Injection System is marketed for the administration of Interventional Representative

intravascular contrast media and common flushing agents during angiographic
procedures. See Product Information for Use for specific and complete prescribing
information. The Bayer Cross (reg’d), MEDRAD® and Mark 7 Arterion are trademarks Mark 7 Arterion to meet your
of the Bayer group of companies. © 2012 MEDRAD, INC. All Rights Reserved. unique needs.

for more information on a

Accessorize Arterion to meet
your unigue clinical needs

Dual Display Add a second
display for maximum operational
flexibility between patient room
and control room

Magyarorszagi forgalmazé:

aAésé Bayer HealthCare

Bayer Hungaria Kft.

Bayer Healthcare Medical Care
H-1123 Budapest, Alkotas u. 50.
Tel: +36 1 487 4100

Fax: +36 1 212 1574
www.bayerhungaria.hu

Bayer HealthCare

MEDRAD, INC. MEDRAD Europe B.V.
One Medrad Drive P.O. Box 205

Indianola, PA 15051-0780 USA 6190 AE Beek

Ph: +1(412) 767-2400 The Netherlands

Other: +1 (800) 633-7231 Ph: +31 (0) 43-3585600

Fax:  +1(412) 767-4120
www.interventional.baver.com

2770-014 3/12
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MEDRalld Mark 7 Arterion”
/

; Injection System

We delivercontast

YOu deliver exceptional patient care.

Interventional Solutions
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intuitive
interface

for simple
injector control

*as compared to ProVis®

unique front
load syringe
for simple insertion
and clean removal

The Mark 7 Arterion™ Injection System
is the latest in Bayer Interventional’s “Mark”

series of angiographic injectors.

The Mark 7 Arterion takes advantage of the latest technologies,
making it light, maneuverable and easy to use. Less time
positioning and setting up the Arterion means more time with the
patient. The clearly visible and intuitive user interface guides you

through proper set-up, and highlights the information you need to

DISARMED STATE

The bright and colorful user interface
is designed to highlight the information
you need.

injector head*

32% lighter

pedestal unit*
Light and easy to move

smooth
arc design

for extended reach

20% smaller
footprint™

Mark 7 Arterion has stylish ergonomics that are designed for
function; the pedestal system with a smaller footprint is lighter than
the MEDRAD brand’s previous version, which increases mobility
around your busy lab. And the lighter head now has a handle to

make it easier to position for injection.

perform injections confidently.

Unique to the market, the front load system simplifies set-up
and makes for a cleaner tear down. The Mark 7 Arterion syringe
provides a clear view of the contrast. With a smaller base, lighter
head and a flexible articulating arm, the injector can go where it

needs to go — even around corners.

And of course you can continue to count on what the
MEDRAD brand has always delivered: Reliable

equipment with an extensive team of highly trained

ARMED STATE
The highlighted armed state also lets

) , ) you know when the system is ready
people ready to provide exceptional service. to inject. Our modified history and
protocol screens will allow you to

........................................................................... easily access the amount of contrast
delivered to the patient and store and

recall protocols.

Made from a clear material,

the Mark 7 Arterion syringe
(Catalog ART 700 SYR) allows you
to easily view the inside of the
syringe for monitoring the purging
of air. And the MEDRAD brand'’s
famous fluid dots are still there to
help—round for fluid, oval for air.
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MEDRAD Mark 7 Arterion™
Sistem de injectie

Noi livrdm contrast.
Dvs. livrati o ingrijire exceptionald a
pacientului.

Solutii interventionq;l&\
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(pe imagine):

Maéner ergonomic
pentru manevrabilitate mai ugoara

Seringi unicd, cu incircare frontald
pentru inserare simpla si indepartare curati

Cap injector*
cu 16% mai usor

Unitate piedestal

cu 32% mai usoard

usoard si usor de miscat
Interfatd intuitiva
pentru control simplu al injectorului

Design cu arc neted

pentru acoperire mai extinsd

Amprenta la sol
cu 20% mai mica

(sub imagine):

Mark 7 Arterion are elemente ergonomice elegante proiectate pentru functie; sistemul piedestal cu amprenta la sol mai mica este mai ugor
decit versiunea anterioard a marcii MEDRAD, ceea ce mareste mobilitatea in laboratorul Dvs. aglomerat. Iar capul mai usor are acum un
méner pentru a face mai usoara pozitionarea pentru injectie.

* in comparatie cu ProVis®
2

& a 5642001
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Sistemul de injectie Mark 7 Arterion™
este cel mai recent din gama de injectoare angiografice
"Mark'" a Bayer Interventional.

Mark 7 Arterion profitd de ultimele tehnologii, ceea ce il face s
fie usor, manevrabil i usor de utilizat. Mai putin timp consumat
cu pozitionarea si configurarea Arterion inseamna mai mult
timp care poate fi dedicat pacientului. Interfata de utilizator clar
vizibil si intuitiva v ghideaza prin configurarea corecti si
scoate in evidentd informatiile de care aveti nevoie pentru a face
injectii cu incredere.

Unic pe piatd, sistemul de incércare frontald simplifica
amplasarea si ajutd la o indepértare mai curatd. Seringa Mark 7
Arterion oferd o vedere clard a contrastului. Cu baz3 mai mica,
cap mai ugor, si brat articulat flexibil, injectorul poate ajunge
acolo unde trebuie s ajungi — chiar si dupa colturi.

Si, desigur, puteti conta in continuare pe ceea ce marca
MEDRAD a livrat intotdeauna: Echipament sigur, cu o echipi
extinsd de oameni cu inalti calificare, gata si ofere servicii
exceptionale.

STARE NEARMATA

Interfata de utilizator luminoasi si colorata
este proiectatd sd scoatd in evidentd
informatiile de care aveti nevoie.

Facuta dintr-un material transparent, seringa Mark 7 Arterion
(Catalog ART 700 SYR) vi permite sd vedeti usor interiorul
seringi pentru monitorizarea eliminarii aerului. Iar faimoasele
puncte fluide ale marcii MEDRAD sunt tot acolo pentru a ajuta:
rotund pentru fluid, oval pentru aer.

STARE ARMATA

Starea armati scoasd in evident3 va spune de
asemenea cand sistemul este gata si
injecteze. Ecranele noastre de istoric si
protocol modificate va vor permite s
accesati usor cantitatea de contrast livrata
pacientului si si stocati si rechemati
protocoale,

FLORIN VASILE
INTERPRET-TRADUCATOR
& ENGLEZAFRANCEZA
s Yf



Arterion™ oferd configuratii multiple pentru maxima flexibilitate a configuratiei

- integrated Pedesial

| The Integrated pedestal has

| been complately re-cosigned
- for funiction and stis

Piedestal inteérat
Piedestalul integrat a fost reproiectat complet
pentru functie si stil

Montare pe masi

Sursa de alimentare mica
permite flexibilitatea
montarii — sub mas4, in
camera de comand3, in
camera de depozitare

Fremsianding

Fadantal

ffoal for moving the
afector head onand off

tabda when not neaiad

Piedestal de sine stititor

Ideal pentru mutarea capului
injector pe i de pe masi
cind nu este necesar

Sistem de montare pe
tavan

Optiunea de montare pe
tavan permite miscarea
usoard a capului injector
pentru injectii

Optiune pentru toate sistemele:
Menftinator de cilduri

Piéstratiu temperatura contrastului constantd cu
mentindtorul de caldura transparent al Arterion

Accesorizati Arterion pentru
a corespunde nevoilor Dvs.
clinice unice

Afisaj dublu

Adéugati un al doilea afisaj
pentru maxima flexibilitate
operationald intre camera
pacientului si camera de
comanda




Specificatii tehnice ale sistemului:

Debit: 0,1 —45,0 ml/s in pasi de 0,1 ml
0,1 -59,9 ml/s in pasi de 0,1 ml
Volum: 1 — 150 ml in pasi de 1 ml

Limit de presiune

(seringd de 150 ml):

100-1200 psi 1n pasi de 1 psi

689 — 8273 kPa in pasi de 1 kPa

Timp de crestere:

0,0 — 9,9 secunde in pasi de 0,1

Timp de intarziere:

0,0 — 99,9 secunde in pasi de 0,1

Viteza de umplere:

1-20ml/s

Volum de umplere:

1 -150 ml

Marimea seringii:

150 ml

Memorie protocoale:

40 de protocoale

Istoric memorie injectii:

50 de injectii

Sistemul de Injectie Mark 7 Arterion este pus pe piati pentru administrarea de mediu de
contrast intravascular si agenti obisnuiti de spalare in cursul procedurilor angiografice.
Consultati Informatiile privind utilizarea ale produsului pentru informatii precise si
complete privind prescrierea. Bayer Cross (registered), MEDRAD® si Mark 7 Arterion sunt
mirci comerciale ale grupului de companii Bayer. © 2012 MEDRAD, INC. Toate

drepturile rezervate,

Contactati-vd Reprezentantul local Bayer Interventional pentru mai multe informatii despre
un Mark 7 Arterion care si corespundi nevoilor Dvs. unice.

Magyarorszagi forgalmazé:

f:ﬂ:’fwf;} Bayer HealthCare

Bayer Hungaria Kft.

Bayer Healthcare Medical Care
H-1123 Budapest, Alkotds u. 50.
Tel: +36 1 487 4100

Fax: +36 1212 1574

www bayerhungaria hu

Bayer HealthCare

MEDRAD, INC,

MEDRAD Europa B.Y

One Medrad Drive PO. Box 205
Indianola, PA 15051-0780 USA 8150 AE Beck

Ph: +1{412) 767-2400

Other: +1 {800) 633-7231 Bh:

Fax:  +1({412) 767-4120
wwwi,interventional baver.com

The Netherlands
+31 (0) 43-3585600

2770-014 342
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(GE Heglthcare

Declaration of Conformity

DECLARATION OF CONFORMITY

Following the provisions of the medical devices directive 93/42/EEC, Annex il
and of the Commission Regulation 207/2012, directive 2012/19/EU

Manufacturer EU Authorized Representative

GE MEDICAL SYSTEMS SCS NA
283 RUE DE LA MINIERE
78530 BUC, FRANCE

Declare under our sole responsibility that the devices:

Innova IGS 5, reference number 5771384 UDI-DI code: 00840682124621
Innova IGS 6, reference number 5771387 UDI-DI code: 00840682124614
Discovery IGS 7, reference number 5771392 UDI-DI code: 00840682124638
Discovery IGS 7 OR, reference number 5774609 UDI-DI code: 00840682125888

Stationary angiographic x-ray system, digital.
GMDN Code: 37623
Classification rule (93/42/EEC Annex IX) Rule [10] Class (b

To which this declaration relates, is in conformity with the requirements of the medical devices directive
93/42/€EC which apply to it and with the requirements of the Commission Regulation (EU) No 207/2012 on
electronic instructions for use of medical devices, with the requirements of the directive 2012/19/EU on waste
electrical and electronic equipment {(WEEE}, with the requirements of the directive 80/181/EEC on the
approximation of the laws of the Member States relating to units of measurement.

This conformity is based on the following elements:

* For the directive 93/42/EEC {(MDD)
o Technical Documentation Ref: DOC2054114, of the products to which this declaration relates
o EC certificate: approval of full quality assurance system (Annex Il of the directive 93/42 EEC) delivered
by G-MED (Notified Body n°0459) / Certificate N 7840
o harmonized standards applied on the product to which this declaration relates

e  ENB0601-2-43:2010 *  EN60601-1:2006/AC:2010 « EN62366:2008
*  EN60601-1-3:2008/AC:2010 *  ENB60601-1-2:2007/AC:2010 e EN60601-1-6:2010
*  ENISO 10993-1:2009/AC:2010 *  EN62304:2006/AC:2008 e ENG60601-2-46:1998

(When applicable)

¢ For the commission regulation 207/2012, directive 2012/19/EU
o Technical Documentation Ref: DOC2054114, of the products to which this declaration relates

N

Buc, 10 April 2020 Philip Malca
GEHC Interventional Regulatory Affairs Director

Page 1 of 2 Reference of the Declaration: DOC2054139 Revd
This declaration of Conformity supersedes the previous declaration dated of January 15, 2019

v
CONFORMG
ORIGINALUL



GE Healthcare

Declaration of Conformity @

ADDENDUM TO THE DECLARATION OF CONFORMITY DOC2054139

The devices are available with the following Digital Detector sizes:

LSS0 , 205¢cm 31cm 41 cm
Detector size
Innova IGS 5 X X X
innova I1GS 6 X X o
Discovery 1GS 7 0 X X
Discovery IGS 7 OR 0 X X
X: available
0: not available
Page 2 of 2 Reference of the Declaration: DOC2054139 Revd

This declaration of Confarmity supersedes the previous declaration dated of January 15, 2019

CONFORM CU
ORIGINALUL
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Declaratie de Conformitate GE Healthcare

DECLARATIE DE CONFORMITATE

Urmare a prevederilor directivei dispozitivelor medicale 93/42/CEE, Anexa Il
si ale Regulamentului Comisiei 207/2012, Directivei 2012/19/UE

Subscrisa

Fabricant Reprezentant autorizat in UE
GE MEDICAL SYSTEMS SCS Nu este cazul

283 RUE DE LA MINIERE

78530 BUC, FRANTA

Declardm pe rispunderea noastra exclusivi ci dispozitivele:

Innova IGS 5, numiir de referingii 5771384 Cod UDI-DI: 00840682124621
Innova IGS 6, numiir de referingd 5771387 Cod UDI-DI: 00840682124614
Discovery IGS 7, numiir de referinta 5771392 Cod UDI-DI: 00840682124638

Discovery IGS 7 OR, numir de veferin{fi 5774609  Cod UDI-DI: 00840682125888

Sistem stafionar raze X angiografic, digital
Cod GMDN: 37623
Reguli de clasificare (93/42/CEE Anexa IX) Regula [10] Clasa Iib

la care se referd aceastd declarafie, este in conformitate cu cerintele directivei dispozitivelor medicale
93/42/CEE care i se aplica si cu cerinele Regulamentului Comisiei (UE) nr. 207/2012 privind instructiunile
electronice pentru utilizarea dispozitivelor medicale, cu cerintele directivei 2012/19/UE privind degeurile de
echipamente electrice §i electronice (WEEE), cu cerintele directivei 80/181/CEE privind aproximarea legilor
Statelor Membre legate de unitd{i de masuri.

Aceasti conformitate se bazeaza pe urmitoarele elemente:

* Pentru directiva 93/42/CEE (DDM)
o Documentafie Tehnici Ref.: DOC2054114 a produsului la care se refera aceasts declaratie
o Certificat CE: aprobarea asigurarii calitatii productiei (Anexa Il a directivei 93/42 CEE) transmisi de
G-MED (Organ Notificat nr. 0459) / Certificat Nr. 7840
0 standarde armonizate aplicate produsului la care se refers aceasta declaratie

® EN 60601-2-43:2010 ¢ EN 60601-1:2006/AC:2010 ® EN 62366:2008
® EN 60601-1-3:2008/AC:2010 * EN 60601-1-2:2007/AC:2010 * EN 60601-1-6:2010
® EN ISO 10993-1:2009/AC:2010 ® EN 62304:2006/AC:2008 * EN 60601-2-46:1998

{daca este cazul)
* Pentru regulamentul comisiei 207/2012, directiva 2012/19/UE
o Documentatie Tehnica Ref.: DOC2054114 a produsului la care se refer aceasti declaratie

Buc, 10 aprilie 2020 (Semnditurd indescifrabild)
Philip Malca
GEHC Interventional Regulatory Affairs Director

Referinta declarajiei: DOC2054139 Rev4.
Aceastd declarafie de conformitate Tnlocuieste declarafia anterioars datath 15 ianuarie 2019.

Pagina 1 din 2
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Declaratie de Conformitate GE Healthcare

ANEXA LA DECLARATIA DE CONFORMITATE DOC2054139

Dispozitivele sunt disponibile cu urmétoarele marimi ale Detectorului Digital:

Dispozitive ! Mirime detector digital 20,5 cm 3l em 41 cm
Innova IGS 5 X X X
Innova IGS 6 X X O
Discovery IGS 7 O X X
Discovery IGS 7 OR ] X X
X: disponibil

O: indisponibil

Referinga declaratiei: DOC2054139 Rev4.
Aceasti declaratie de conformitate inlocuieste declaratia anterioar3 datatd 15 ianuarie 2019.
Pagina 2 din 2
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GMED _b2p3-FVO-07-2018

DocuSign Envelope ID: 320E8F78-AEFA-467E-AE56-1A4E9DB19276

—
G M - D ATTESTATION / CERTIFICATE N° 7840 rev. 15
— Délivrée A Paris le 07 avril 2020

GROUPE LNE Issued in Paris on April Tth, 2020

ATTESTATION CE / EC CERTIFICATE

Approbation du Systéme Complet d'assurance Qualité/ Approval of full Quality Assurance System
ANNEXE Il excluant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux
ANNEX Il excluding section 4 Directive 93/42/EEC concerning medical devices

Pour les dispositifs de classe Ill, un certificat CE de conception est requis
For class il devices, a EC design certificate is required

Fabricant / Manufacturer
GE MEDICAL SYSTEMS SCS
283 RUE DE LA MINIERE
78530 BUC FRANCE

Catégorie du(des) dispositif(s) / Device(s) category

Dispositif ou systéme de radiodiagnostic

Medical diagnostic radiology device or system

Voir détails sur addendum / See attachment for additional information

GMED atteste qu'a I'examen des résultats figurant dans le rapport référencé P159733, P601201, le systéme d'assurance qualité -
pour la conception, la production et le contréle final - des dispositifs médicaux énumérés ci-dessus est conforme aux exigences
de I'annexe Il excluant le point 4 de la Directive 93/42/CEE.

GMED certifies that, on the basis of the results contained in the file referenced P159733, P601201, the quality system - for design,
manufacturing, and final inspection - of medical devices listed here above complies with the requirements of the Directive 93/42/EEC, annex
It excluding section 4

La validite du présent certificat est soumise & une vérification périodique ou imprévue
The validity of the certificate is subject to periodic or unexpected verification

Début de validité / Effective date : April Tth, 2020 (included)
Valable jusqu'au /Expiry date : May 26th, 2024 (included)

Béatrice LYS
Modifie le certificat 76840-14 Technical Director

GMED - 7840 rev. 15

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
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GROUPE LNE

Addendum a l'attestation N° 7840 rev. 15 page1/3
Addendum of the certificate N° 7840 rev. 15
Dossiers / Files N° P159733, P601201

Identification des dispositifs / Identification of devices

Désignation du dispositif / Rét commerclale du dispositif ou
Accessolres marqués CE code article Classe du DM
Device designation / Device commarcial referance or MO class
CE marked accessories article code
X-ray system, diagnostle, mammographic, stationary, digital GE Breast Tomosynthesls - SenoClaire b
X-ray system, diagnhostic, mammographic, stationary, digital Contrast Enhanced Spectral b
Mammography (CESM)
X-ray system, diagnostic, mammographic, stationary, digital Senagraphe Essential b
y ‘ Senographe Pristina (main system)
X-ray system, diagnostic, mammographie, statlonary, digital Senographe Pristina 3D (Digital Breast b
Tomosynthesis option)

X-ray system, diagnostic, mammographic, stationary, digital Senographe Crystal Nova b
Ll A dlagr;:)esrt‘:z.t:::lrl::g L L e Senographe Essential Stereotaxy lia
Waorkstation, diagnostic imaging, x-ray system IDI Keypad Second edition lla
Stationary angiographic x-ray system, digital Innova IGS 520 iIb
Stationary anglographic x-ray system, digital Innova IGS 530 b
X-ray system, diagno::::‘,l ;I::rrynzt:;ﬁ:, anglographic, fixed, Innova IGS 530 ASSIST b
Stationary angiographic x-ray system, digital Innova IGS 540 b

X-ray system, diagnostic, fluoroscoplc, angiographic, fixed, .
stationary, digital Innova GEN2 - MITA SW Upgrade b
Stationary anglographic x-ray system, digital tnnova IGS 620 b
Stationary angiographlc x-ray system, digital Innova IGS 630 b

GMED | 0459

CONFORMCU
CRIG

NALUL

On behalf of the President

Béatrice LYS
Technical Director

|
GMED -« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n® 0459
Siége social : 1, rue Gaston Buissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr
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_— Addendum a I’attestation N° 7840 rev. 15 page2/3
G M . D Addendum of the certificate N° 7840 rev. 15
. Dossiers / Files N° P159733, P601201
GROUPE LNE
Identification des dispositifs / Identification of devices
Désignation du dispositif / Rét commerclale du dispositif ou
Accessolres marqués CE code article Classe du DM
Device designation / Device commercial reference or MD class
CE marked accessories article code
Stationary angiographic x-ray system, digital Discovery IGS 730 Itb
Stationary anglographic x-ray system, digital Discovery IGS 740 b
X-ray generator, dlagnostic, stationary Jedi 50 R1T b
X-ray generator, diagnostic, stationary Jedi 60DC b
X-ray generator, diagnostic, stationary Jedi BORDIT b
X-ray generator, diagnostic, stationary Jedi 100 Vasc 1T b
X-ray generator, diagnostic, stationary Jedi HP b
X-ray generator, diagnostic, stationary Jedi NP+V1.5 m
Stationary angiographic x-ray system, digital Innova IGS 3 b
Innova IGS 5
Innova IGS 6
Stationary anglographic x-ray system, digital Discovery IGS 7 lib
Discovery IGS 7 OR
Innova IGS 5 AutoRight
Innova IGS 6 AutoRight
Stationary angiographic x-ray system, digital Discovery IGS 7 AutoRight 13
Discovery IGS 7 OR AutoRight
Foot-switch, electrical IGS WF SP lib
Foot-switch, electrical IGS WF BP [[]]

GMED | 0459

CONFORMCU
ORIGINALUL

On behalf of the President

Béatrice LYS
Technical Director

GMED « Société par Actions Simplifiée au capital de 300 000 € » Organisme Natifié/Notified Body n° 0459

Sigge social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 « gmed.ir
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GM=D

GROUPE LNE

Addendum a Pattestation N° 7840 rev. 15 page3/3

Addendum of the certificate N° 7840 rev.15
Dossiers / Files N° P159733, P601201

Identification des dispositifs / Identification of devices

stereotactic unit, digital

Désignation du dispositif / Rét commercilale du dispositif ou
Accessolres marqués CE code article Classe du DM
Davice designation / Device commercial reference or MD class
CE marked accessories arlicle code
X-ray system, dlagnostic, mammographic, accessory, Sample Imaging lla

35 alinéas / 35 indented lines

Identification du site couvert et des activités /
Identification of location and activities

GE MEDICAL SYSTEMS SCS - 283 RUE DE LA MINIERE - 78530 BUC - FRANCE

Conception, fabrication et contréle final
Design, manufacture and final control

GMED | 0459

CONFQRMCU
GRIGINALUL

On behalf of the President

Béatrice LYS
Technical Director

GMED -+ Société par Actions Simplifiée au capital de 300 000 € » Organisme Notilié/Notified Bady n® D459

Siége social : 1, rue Gasten Boissier - 75015 Paris » Tél. : 01 40 43 37 00 = gmed.ir
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Traducere din limba englezi

Nr. plic DocuSign: 320E8F78-AEFA-467E-AES6-1A4E9D819276

GMED CERTIFICAT Nr. 7840 — Revizia 15
GRUP LNE Emis la Paris la 7 aprilie 2020
CERTIFICAT CE

Aprobarea sistemului complet de asigurare a calititii
Anexa Il cu excluderea sectiunii 4 din Directiva 93/42/CEE privind dispozitivele medicale
Pentru dipozitive din clasa III este necesar un certificat CE pentru proiect
Fabricant (denumire i adres#)

GE MEDICAL SYSTEMS SCS
283 RUE DE LA MINIERE,
78530 BUC FRANTA
Categoria aparatului(-elor)
Dispozitiv sau sistem de radiodiagnostic
Consultati anexa pentru informatii suplimentare

GMED certificd faptul c#, pe baza rezultatelor cuprinse in dosarul cu numarul de referinis P159733,
P601201, sistemul de asigurare a calititii — pentru proiectare, fabricare, §i control final - al
dispozitivelor medicale enumerate mai sus se conformeazi cerintelor Directivei 93/42/CEE, anexa II,
cu excluderea sectiunii 4.

Valabilitatea certificatului este supusi verificarii perodice sau inopinate.

Data de intrare in vigoare: 7 aprilie 2020 (inclusiv)
Data expirarii: 26 mai 2024 (inclusiv)

Din partea Pregedintelui
GMED - 7840 rev. 15 Béatrice LYS
Modifica certificatul 7840-14 Director Tehnic
(semnat electronic)
(stampild rotundd)

GMED e Societate pe actiuni simplificati cu capital de 300.000 EUR e Oraganism notificat nr. 0459
Sediul social: 1, rue Gaston Boissier — 75015 Paris ® Tel.: 01 40 43 37 00 o gmed.fr
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GMED
GRUP LNE

Anexd la certificatul nr. 7840 — Revizia 15
Dosar nr. P159733, P601201 pag. 1/3

Identificarea dispozitivelor

Descrierea dispozitivului / Accesorii marcate CE L) comcrcialﬁr:i;i:pozitivului sau cod Cl;ﬁa
Sistem raze X, diagnostic, mamografic, stationar, digital GE Breast Tomosynthesis - SenoClaire Ib
Sistem raze X, diagnostic, mamografic, stationar, digital Contrast Enhance?CSEpSeﬁr)al Mammography IIb
Sistern raze X, diagnostic, mamografic, stationar, digital Senographe Essential b

Senographe Pristina (main system)
Sistem raze X, diagnostic, mamografic, stationar, digital Senographe Pristina 3D (Digital Breast Iy
Tomosynthesis option)
Sistem raze X, diagnostic, mamografic, stafionar, digital Senographe Crystal Nova 1lb
Sistern raze X, diagnostic, mamografic, accesoriu, unitate R
stereotactich Senographe Essential Sterotaxy . Ila
Statie de lucru, imagistica de diagnostic, sistem raze X IDI Keypad Second edition Ila
Sistem stationar raze X angiografic, digital Innova IGS 520 ITb
Sistem stationar raze X angiografic, digital Innova IGS 530 b
Sistem raze X, dlagnost_lc, ﬂuor.os.coplc, angiografic, fix, Innova IGS 530 ASSIST 1k
stationar, digital
Sistem stationar raze X angiografic, digital Innova IGS 540 b
Sistem raze X, diagnostic, fluoroscopic, angiografic, fix,
stationar, digital Innova GEN2 —~ MITA SW Upgrade IIb
Sistem stationar raze X angiografic, digital Innova IGS 620 lib
Sistem stationar raze X angiografic, digital Innova IGS 630 1]

GMED 0459

ANEXA

Din partea Pregedintelui

Béatrice LYS
Director Tehnic
(semnat electronic)
(stampild rotundd)

720 DM 0701-31 rev. 6 din 01/08/2018

GMED e Societate pe actiuni simplificata cu capital de 300,000 EUR e Oraganism notificat nr. 0459
Sediul social: 1, rue Gaston Boissier — 75015 Paris ® Tel.: 01 40 43 37 00 ® gmed.fr
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Nr. plic DocuSign: 320E8F78-AEFA-467E-AES6-1A4E9D819276
GMED
GRUP LNE

Anexi la certificatul nr. 7840 — Revizia 15
Dosar nr. P159733, P601201 pag. 2/3

Identificarea dispozitivelor

. E . T : Referint# comercial® a dispozitivului sau cod Clasa |

Descrierea dispozitivului / Accesorii marcate CE articol DM

) Sistem stationar raze X angiografic, digital Discovery IGS 730 ITh

Sistern stationar raze X angiografic, digital Discovery IGS 740 Ik
Generator raze X, diagnostic, stafionar Jedi 50 RIT b |

Generator raze X, diagnostic, stationar Jedi 60DC 1Ib

Generator raze X, diagnostic, stafionar Jedi 30RDIT IIb

| Generator raze X, diagnostic, stajionar | Jedi 100 Vasc IT b
Generator raze X, diagnostic, stafionar Jedi HP Ih |

Generator raze X, diagnostic, stationar Jedi NP+V1.5 ITh

Sistern stajionar raze X angiografic, digital Innova IGS 3 Iy

Innova IGS 5
Sistem stafionar raze X angiografic, digital D:::;’::r;(;gg 7 ITb
Dicovery IGS 7 OR
Innova 1GS 5 AutoRight
Sistem stationar raze X angiografic, digital DE:::::;(;’?;S .‘;‘ :t::: i!gjlzht . Ib
_ Dicovery IGS 7 OR AutoRight
Comutator de picior, electric IGS WF Sp IIb
Comutator de picior, electric IGS WF BP Ilb

GMED 0459

ANEXA

Din partea Pregedintelui

Béatrice LYS
Director Tehnic
(semnat electronic)
(stampild rotundd)

720 DM 0701-31 rev. 6 din 01/08/2018
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Nr. plic DocuSign: 320E8F78-AFEFA-467E-AES56-1 AAE9DE19276 :
GMED Anexi la certificatul nr. 7840 — Revizia 15
GRUF LNE Dosar nr. P159733, P601201 pag. 3/3

Identificarea dispozitivelor

g R " Referliltﬁ comerciald a dispozitivului sau cod Clasa
‘ Descrierea .dlspozitlvulm / Accesorii marcate CE articol . DM
Sistem raze X, diagnostic, mamografic, accesoriu, unitate | .
L stereotactic _ ' Sample Imaging | Hf_.
35 de alineate

Identificarea locatiet si activititilor

GE MEDICAL SYSTEMS SCS - 283 RUE DE LA MINIERE - 78530 BUC - FRANTA
Proiectare, fabricatie i control final '

Din partea Pregedintelui

GMED 0459 Béatrice LYS
Director Tehnic
(semnat electronic)
(stampild rotundd)
ANEXA 720 DM 0701-31 rev. 6 din 01/08/2018

GMED ® Societate pe actiuni simplificati cu capital de 300.000 EUR ® Oraganism notificat nr. 0459
Sediul social: 1, rue Gaston Boissier — 75015 Paris ® Tel.: 01 40 43 37 00 ® gmed.fr
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G M e D CERTIFICAT
e CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 12957 rev. 8

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

GE MEDICAL SYSTEMS SCS
283 RUE DE LA MINIERE

78530 BUC FRANCE

pour les activités
for the activities

Conception, développement, fabrication, contrdle final et distribution de
dispositifs ou systémes de radiodiagnostic comprenant les systémes d'angiographie,
mammographie, station de travail et logiciels associés et des gaines équipées (Voir addendum)

Design, development, manufacture, final test and distribution of radiodiagnostic devices or systems including
angiographic systems, mammographic systems, workstation and associated software and
X-ray tube assemblies (See addendum)

réalisées sur le(s) site(s) de
performed on the location(s) of
GE MEDICAL SYSTEMS SCS
283 RUE DE LA MINIERE - 78530 BUC - FRA

GE MEDICAL SYSTEMS SCS
128 rue des Chardonnerets - ZAC de Paris Nord 2 - 93290 TREMBLAY EN FRANCE - FRA

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

ISO 13485 : 2016 - NF EN ISO 13485 : 2016

Début de validité / Effective date : December 21st, 2020 (included)
Valable jusqu'au /Expiry date:  December 20th, 2023 (included)
Etabli le /Issued on : November 19th, 2020

tofrac
. Lionel DR
8 Certification Director
% (ETICATION GMED N* 12957-8
gl DE SYSTEMES Ce certificat est délivré selon les régles de certification GMED  / This celificate is issued according to the rules of GMED certification
o DF ANACENENT
! "
[C]

§
:

ste dax sies acerbdiégs
Ww Renouvelle le certificat 12957-7

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
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_— Addendum au certificat N° 12957 rev. 8  page 1/1
—— Addendum of the certificate N° 12957 rev. 8
GROUPE LNE Dossier / File N° P601630

Résumé des activités couvertes par le certificat :
Summary of activities covered by the certificate :
French version :

Conception, développement, fabrication, contréle final et distribution de dispositifs ou systémes de radiodiagnostic
comprenant les systémes d’angiographie, mammographie, station de travail et logiciels associés et des gaines équipées

English version :
Design, development, manufaciure, final test and distribution of radiodiagnostic devices or systems including angiographic

sysiems, mammographic systems, worksiation and associated software and X-ray tube assemblies
FA A A RA AR A AR AR R AR *% * * oot ok e A A A oo el s ol o ol o i ol ok ok ok ol s ok o o

Ce certificat couvre les activités et les sites suivants :
This certificate covers the following activities and sites :

GE MEDICAL SYSTEMS SCS
283 RUE DE LA MINIERE
78530 BUC
FRANCE

French version :
Conception, développement, fabrication, contrdle final et distribution de dispositifs ou systémes de radiodiagnostic
comprenant les systémes d’angiographie, mammographie, station de travail et logiciels associés et des gaines équipées
English version :
Design, development, manufacture, final test and distribution of radiodiagnostic devices or systems including angiographic
systems, mammographic systems, workstation and assoctated software and X-ray tube assemblies

B e T Y *dekok ko kkk

GE MEDICAL SYSTEMS SCS
128 rue des Chardonnereis
ZAC de Paris Nord 2
93290 TREMBLAY EN FRANCE
FRANCE
French version :
Distribution de dispositifs ou systémes de radiediagnostic comprenant les systémes d’angiographie, mammographie,
station de travail et logiciels associés
English version :
Distribution of radiodiagnostic devices or systems including angiographic systems, mammographic systems, workstation and
associated software

Lionel DREUX
CONFORMCU Certification Director
ORIGINALUL

GMED » Société par Actions Simplifiée au capital de 300 Q00 € = Organisme Notifié/Notified Body n® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris ¢ Tél. : 01 40 43 37 00 » gmed.fr ADD - 720 DM 0701-32 rev 6 du 01/08/2018
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G M : D CERTIFICAT DE INREGISTRARE
_— Nr. 12957 rev. B

GROUPE LNE

GMED certifica faptul ci sistemul de management al calititii dezvoltat de

GE MEDICAL SYSTEMS SCS
283 RUE DE LA MINIERE

78530 BUC FRANTA
pentru activitatile

Proiectarea, dezvoltarea, fabricarea, testarea finala $i distributia dispozitivelor sau sistemelor
radiodiagnostice, inclusiv a sistemelor angiografice, sistemelor mamografice, statii de lucru
§i software asociate $i a ansambluritor de tuburi cu raze X {a se vadea anexa)

efectuate fn localia(iile)
GE MEDICAL SYSTEMS SCS
283 RUE DE LA MINIERE - 78530 BUC - FRA
GE MEDICAL SYSTEMS SCS .
128 rue des Chard onnerets — ZAC de Paris Nord 2 — 93290 TREMBLAY EN FRANCE -
FRA

sunt in conformitate cu cerintele standardelor internationale

1SO 13485 : 2016 — NF EN ISO 13485 : 2016

Data intrérii T vigoare: 21 decembrie 2020 (inclusiv)
Data expirérii: 20 decembrie 2023 (inclusiv)
Eliberat la data de: 19 nolembrie 2020

Sigla ,cofrac™ — Certificarea sistemelor de management
Nr. acreditarii 4-0608 / Lista locatiilor $i domeniilor acredilate sunt disponibile pe www.cofrac.fr

Semnatura securizatd: SS indescifrabil
A1DBOEOBCEOD4TA...
Lionel DREUX
Director de Certificare
LS: .GMED SAS ¢/ Grupul GMED LNE”
GMED_SQ-F-V0-07-2018

GMED Nr. - 12957-8
Prezentul certificat este emis In conformitate cu regulile de certificare GMED.

GMED + Société par Actions Simplifiée au capital de 300 000 € » Organisre Notifié/Notified Body n® 0459
Sigge social : 1, rue Gaston Boissier - 75015 Paris = Tél : 01 40 43 37 00 » grned.ir
Organism notificat nr, 0459
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-Traducere din limba engleza-

G M = D Anexi la certificatul nr. 12957 rev. 8 pagina 11
— Figierul nr. P601630

GROUPE LNE

Rezumatul activitafilor acoperite de certificat:

Versiunea in limba englez#:

Proiectarea, dezvoltarea, fabricarea, testarea finala si distribufia dispozitivelor sau a
sistemelor radiodiagnostice, inclusiv a sistemelor angiografice, sistemelor mamografice,
statiilor de lucru i software-ului asociat §i a ansamblurilor de tuburi cu raze X,

ERREERRAR AR AT AEAAREREA A AN AN EARARAAANEEARAAA NN EEARRIRNR RS SR AASS ARG AN RRTA T TR Addvr R dhh At hd

Prezentul certificat acopera urméatoarele activitéti si locatii:

GE MEDICAL SYSTEMS SCS
283 RUE DE LA MINIERE
78530 BUC
FRANTA

Versiunea in limba englezé:
Proieclarea, dezvoltarea, fabricarea, testarea finala gi distribufia dispozitivelor sau a

sistemelor radiodiagnostice, inclusiv a sistemelor angiografice, sistemelor mamografice,
statiilor de lucru si software-ului asociat $i a ansamblurilor de tuburi cu raze X.

AR AR AR R AR R AR A AR RREAAE AR A AN SRR A AR AR AR AR AN R AN R A AT AR A AN R R A AARN AR R AR A ARk

GE MEDICAL SYSTEMS SCS
128 rue des Chardonnerets
ZAC de Paris Nord 2
93290 TREMBLAY EN FRANCE
FRANTA

Versiunea in limba englez3:
Distributia dispozitivelor sau a sistemelor radiodiagnostice, inclusiv a sistemelor
angiografice, sistemelor mamografice, statiilor de lucru §i software-ului asociat

Semnaturdl securizatd: SS indescifrabil
A1DSOECBCEODATA. ..

Lionet DREUX
Director de Certificare
LS: ,GMED SAS / Grupul GMED LNE"

GMED = Société par Actions Simplifide au capital de 300 000 € « Organisme Notifié/Notified Body n°® 0459
Sidge social ; 1, rue Gaston Boissier - 75015 Paris « Tl : 014043 3700 + gmed.fr RO R a0 DIt 7t a2 e Chea2ons

Crganism notificat nr. 0459
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I Image Chain

X-Ray Generator

The IG5 system uses a 100 kW high-frequency Jed three-phase pawer unit that provides grid pulsed fluoroscapy capability.

IMaximum power availabte

Maximum kVp available

‘100 kW

125 kvp

Maximum continuous input power

| 3200 W for the tubg unit

Pulse frequency 0.5t0 50 fps

Radiographic/recording mode 50125 kvp

Radiographic mA ratings 1to 1000 mA

Max. continuous power in fluoro mode 3200 W —
60 t(-)-120 kvip

Fluoroscopy mode

Fluoroscopy mA ratings

Fluoroscopic timer

X-Ray Tube

1 to 130 mA {up to 140 mA with PCI ASSIST)

Yes

The IGS system is equipped with the high-performance, highly reliable PerformixT™M 160A metal X-ray tube, which meets requirements for

allvascular applications.

Anode diameter

160 mm hrazed graphite

Anode rotation

Ancde target angle

Anode heat storage capacity

7800 rpm/130 Hz

11.25°

2.7 MJ {57 MHL

Anode steady state heat dissipation

Cathode

Coincident focal spot sizes

6.72 kW

Bi-filament design

0.306and 1.0

Fluoroscopic power

Maximum casing heat storage

+ 3200 W [continuous]’
+ 4500 W {peak capability for maximum of 10 minutgsi_

5.14 MJ (6.9 MHU)

Continuous casing heat dissipation

Maximum anode cooling rate

3200W

544 KHU/min (6.72 kW)

Total filtration (IEC 60601-1-3)

Leakage radiation {IEC 60601-1-3}

SECRET DE AFAGER

CONFIDENTIAL

1.0mm Al

<50 mRik measured at 3.2 kW (125 kv, 25.4 mA)
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Tube Cooling Unit COOLIX 4100

Cooling type | Closed-loop remote water chiller

Maximum cooling capacity QIOE; W

Flo-\;rate : 12 {fmin B!
Coolant volume 23 liters in chifler + 17 liters in pipes - -
Dry weight I 120 kg +/ .5

Number of collimation blades 2 pairs

0.1,0.0.3, 0.6 and 0.9 mm of copper {20cm detector)
0.1, 0.2, 0.3 mm of copper (30cm detector}
1integrated contour filter blades (20cm detector}

3 integrated contour filter blades {30cm detector}

Motorized, tapered filter blade that can be rotated 360" as welk as translated
in and out using a simple joystick control at tableside

Spectral filtration

Detector!
Detector manufacturer - GE S
Material Amorphous silicon photc.ndiode array on a continuous-substrate
Pixe_l.size - 200 x 200 pm |

1024 x 1024 {20cm detector)

I tri :
A ap— 1536 x 1536 (30cm detector]

Bit acquisition 14 bit

The Innova IGS 6 system comes with 2 detector configurations: 20cm detector and 30cm detector.

Mode @ Dose/Fr

DQE values at average fluoro and record dose operating points

Record, e.g. DSA 175 nGy (20 uR) 80% (20cm detector),84% [30cm detector]l

Fluoro 8.8 nGy (1 uR) | 77% {20cm detector), 81% (30c¢m detector)

Additional DQE values at minimum fluore dose operating point

Fluore 2.2 nGy {0.25 uR} ‘ 68% (20cm detector), 73% (30cm detector)

Note: DQE values given are typical at f = 0 cycles/mm with RQAS5 conditions as defined by I1EC62220-1-3 standards

"in clinical use, the results of dose reduction techniques will vary depending on the clinical task, patient size, anatomical iocation and clinical practice.
Physicians assisted by a physicist as necessary have to determine the approgriate settings for each specific clinical task.

4 | GE Healthcare
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Anti-Scatter Grid

The system is configured with an anti-scatter grid to enhance image quality during routine imaging. Removal of the grid can improve the
X-ray dose efficiency for infants (e g, less than one-year-old) for field of view [FOV] smaller than 20 cm (7.9 in).

Grid ratio | 131
Focal distance of the grid Frt 160 cm {39 in}
115 cm (45 in}

Focal distance of the grid Lat

—

Grid line frequency 70 LPfem

Image Acquisition

Fluoroscopy modes .ﬂm—;ﬂ;‘t‘rpgpd. subtracted, road_map, ,B__Ig_ng;f__Roal;imap*'
Fluoroscopy frame rate 30 fps, 15 fps, 7.5 fps and 3.75" fps =
Fluorostore 1450 fluoro images [up to 900}
S;J_blno sub simultaneous display’ Yes -

- D54 [digital subtracted angiography) at 0.5 - 7.5 fp_siiclug@g_aﬁu:gaingt;gpi_m_igﬁi_h'
Angio Acquisition Package » Multi-segment DSA with flexible frame rate and duration and single shot capabilities
Dynamic Acquisition Package -SOfps.IS fp_s;.n.d 7.5_f.p.s =
Innova Chase acquisition 5f_ps ...... ay
[Digital output ol 1024 x 1024'
‘Field-of-view adjustment from tableside with 20¢cm, 17 em, 15 ¢m, anc_i 12 em (20em c_letector)
four magnification selections {records mode} '30 cm, 20.cm, 16 cm and 12 cm {30cm detector)
Image flip capability - Horizontal and vertical image flip capability for all acquisition
Shutter . Autormated elgctfonig shutter m_a_tc_:}rggj to g_oE_rqa_ate_d portion of image’

Integrated X-ray dose tracking and in-room display of air kerma and dose area product

A configurable auditable tone is activated when using the fluoro mode

* non-subtracted fluoro mode only

Image Processing and Review

Immediate auto-review of acquisition

Next and prior sequences or images

|Slow angd fﬁt review of sequences, forward and reverse.

Image review with or without edge enhancement filters

Mask select, pixel shift

Storefrecall reference images

AutoRight™: Intelligent Image Chain Powered by Edison

AutoRight is the industry’s first Al-driven, neural network-based image chain powered by Edison and digital twin, including embedded
applied intelligence and advanced modelization featuring a complete re-design of GEHC IGS image chain.

AutoRight, is designed to deliver repeatable & faster choices, making image optimization fully automated, dynamically throughout the
entire procedure, from acquisition, to processing and display, regardiess of patient size, anatomy or C-arm angulations, which helps
remove the burden of manual adjustment.

AutoRight is the right platform to address the growing demand for full combination capabilities in the interventional suite.

AutoRight's live parameter optimization provides consistent image guality with the patient’s arms down throughout the whole spin. Not
only is the image quality of these difficult acquisitions consistent and repeatable, which can reduce dose exposure, but it also enables
the use of advanced applications such as virtual infection planning in 3D and the ability to simutate therapy efficacy. Overall, it allows the
clinical team to better plan for, guide, and assess complex procedures in their daily practice,

AutoRight makes the machine an integral part of the team, capable of relieving clinicians and technologists of the tedious yet complex
task of optimizing 1Q and dose, helping them focus all their attention and expertise on their patients.

Product Data Sheet | 5
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It Dose

Dose Reduction

Dose personalization

Several image-quality and dose strategies are available and can
be customized for the various clinical acquisition protocols in both
fluoro and record acquisitions.

InnovaSense {frontal gantry)'

innovaSense is an advanced patient contouring technology that
uses an intelligent algorithm during gantry motion to select the
optimal position for the image receptor relative to the patient.

By reducing the distance from receptor to patient, the system
optimizes imaging geometry and helps reduce radiation exposure.
The user also can position both the gantry and detector with ane

integrated operation. Capacitive sensor technology and optimized,

collision avoidance software enable a speed of pivot and C-arm, of,
up to 20° per second,

Dose Awareness

Integrated dose monitoring

The user can monitor air kerma rate, integrated air kerma over
the exam, and the total dose area product received by the patient
during a procedure. The threshold of cumulated dose displayed
on a gauge icon is custom:zable to warn operator when such
threshold has been reached. The threshold is customizable
depending on the protocol.

Dose reporting
The system provides DICOM** compatible Radiation Dose

Structured Report alfowing the export of the dose and related
acquisition parameters

6 | GE Healthcare
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Dose map (procedures with
frontal gantry only with lateral gantry parked)’

Dose Map is a feature used to calculate, display and record an
estimated local cumulated dose during procedures done on the

GE X-Ray angiographic system. It is designed to provide to the

user a visualization of the distribution of the jocal cumulated dose
throughout the exam as well as the current projection of the beam.

Estimated local cumulated dose Yes

Pe-c-liatric pa_tie;___ Yes -
f Real-time calculation Yes

C;l:fi.g:l:a_l:r.l;alert Yes




il Applications

2D Applications

InnovaChase™

InnovaChase™ is a dynamic, unsubtracted acquisition at a fixed
frame rate of 5 fps with manual and remote panning of the table.
It is optimized for visualization of a run off.

ECG Acquisition Package'

With the ECG acquisition package the heart rate is displayed on
the console and live monitor.

The ECG acquisition package is compatible with recording system
outputs providing analog ECG signals comprised between +/-5

V. Connection cables compatible with Mac-Lab™?*, CardioLab™?1,
Combolabt and some third party recording systems are provided
with this package.

'Quantitative Analysis Package'

‘Stenosis AnaTysTs? and Left Ventricle A.naTysTs‘ allow the user to’
perform stenosis and left ventricle measurements and analysis.
‘With OneTouchQA, the user can select measurement points’
Iwith a fingertip directly on the selected image frame displayed
lon the Central Touch Screen at tableside - no mouse or joystick
lis required. OneTouchQA? is available for stenosis analysis and’
Idistance measurements.

PCI ASSIST!

PCIASSISTT is an ASSIST package containing StentViz and
StentVesselViz applications and including High Contrast Fluoro
that increases the mA peak up to 36%, and decreases the pulse
width by 38%. While the dose is equivalent, it is delivered in an
efficient way that helps significantly reduce the blurring in the
image due to organ motion.

StentViz®

The StentViz option enhances visibility of the stent structure. It

is particularly useful in verifying placement and deployment of
stents during coronary interventions where moving arteries could
make visibility challenging. StentVizt processing is fully automated
and can be launched at the press of a button on the Central touch
screen. The result is automatically displayed on the reference

GECRET DE AFACER
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monitor and shows two zoomed and enhanced images of the
stent: One with the guidewire in view and a second one where the
guidewire is subtracted out in the area between the two balloon
markers to allow better visualization of the stent struts or borders.

StentVesselviz'

Being able to see the position of stent into the vessel is especially
critical in cases of complex clinical situations such as bifurcations
or calcified lesions. A complete apposition of stent onto vessel wall
can contribute to prevent stent thrombosis and restenosis.

StentVesselViz' improves the user confidence in the assessment
of the position, correct deployment and shape of the stent in
relation with the vessel in 20 versus cine.

Thanks to an intuitive workflow, StentVesselVizt is operated
smoothly and can help the user position and expand stent
appropriately. The StentVesselVizt option delivers from a single
acquisition a StentViz® image and then the fusion of this one
with animage of the injected vessel. Those two images are
automatically fading together for optimized and simultaneocus
visualization of stent into the vessel pre and post deployment.

InnovaBreeze™ Peripheral Angiography®
linnovaBreezet available with 30¢m detector configuration lets the!
iuser follow the contrast using variable panning speed control in/
‘the control room while looking at subtracted images in real time.

flnng_nralarer-.h’.t.aT includes Advantage Paste.

‘Advantage Paste™

{Aavéntage pasteTs an appﬂcat}on run'nTng on AW VoTumg_%ﬁare_‘
‘Workstation that provides the ability to reconstruct and visualize'
-'_the entire length of the subtracted bolus chasing acquisition on a

|single image.

Product Data Sheet | 7
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Blended Roadmap'

Blended Roadmapt is a vascular road mapping application that
Isuperimposes a previously acquired vascular image over [ive
flucroscopy. This advanced application helps clinicians view the
progression of guidewires and devices through the vessels.

Clinicians can select any DSA or bolus image as a reference
roadmap image. By using this image multiple times, Blended
Roadmap has the potential to minimize contrast media injections
during road mapping.

Blended Roadmapt provides additional features to enhance road
mapping procedures, including:

+ Adjustment of the subtraction level

« Adjustment of vessel transparency

« Automatic resizing of the roadmap image to adapt to the
fluorascopic field-of-view

+ Pixel shift of the vessel image to compensate for motion

8 | GE Healthcare
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InnovaSpin™

The offset C-arm permits fast-spin rotational angiography over

a maximum range of 200° at variable speeds from 20° to 40°/sec
{maximum speed of 30°/s from LAO to RAO) with flexible craniof
caudal oblique angulations. The enhanced InnovaSpinTM trajectories
are not constrained to a single transverse plane and can be used

at oblique angulations within physical constraints, A total of seven
trajectories can be preset {limited to five on a tilting table). The
entire workflow for the test run and spin acquisition can take place
at tableside. The spin acquisitions can be performed in the cardiac
record mode for coronaries, or peripheral image quality can be
optimized in the InnovaChase™ mode.

INTERACT - ViewX'™

INTERACT View X enables display of the Live X-Ray or fusion of
Pre-Op CT with Live X-Ray, on the Vivid E95 / STON (with ViewX} as
a picture in picture. With INTERACT View X, the echo cardiologist
is able to follow the whole workflow of the procedure from the
echo display, helping facilitate communication between the echo
cardiclogist and the interventional cardiologist.



3D Applications

3DCT™!

3DCTis intended for imaging vessels, bone and other internal

body structures. It helps physicians in diagnosis, surgical planning,
interventional procedures and treatment follow-up. 3DCT
performs at 40 degree/sec and can be used with 4 different field of
views. It utilizes automatic exposure technique to optimize image
guality and dose all along the rotational acquisition,

3DCT HD*!

3BCT HD is intended for imaging vesseis, bone, soft tissues, and
other internal body structures. It helps physicians in diagnosis,
surgical planning, interventional procedures and treatment
follow-up. 3DCT HD offers 3 rotation speeds: 16, 28 and 40 degree/
sec, and 4 different field of views. It utilizes automatic exposure
technique to optimize image quality and dose all along the
rotational acquisition.

3DCT

Spinduration 5sec. 5,7, 13 sec.
Frame rate 50fps 50 fps
Reconstructed 3D 512x512x 512 512 x512x 512
model resolution 256 x 256 x 256 256 x 256 x 256

Transfer of the acquired data to the AW workstation is automated
including image reconstruction, processing and display. The resulting
3D model can be visualized as axial slices and volume rendering,

Slice reconstruction for 3DCT/3DCT HD can be exported as
DICOM CT format.

SeGRET DEAFACER
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MAR*

3DCT HD MAR reduces streak artifacts induced by the presence
of small metallic devices such as ¢oils or clips within the 3D field
of view.

Motion Freeze!

3DCT HD Motion Freeze is designed to reduce artefacts caused by
involuntary respiratory motion during the rotational acquisition
and recover small detail visibility impacted by mation.

INTERACT - Active Tracker?

3DCT HD Active Tracker automatically detects the omniTRAX™
Active Tracked device and adds its focation to the 3DCTHD
datasets. GE LOGIQ E9 can use the Active Tracked locations in
order to facilitate fusion with live ultrasound images

Subtracted 3D**

Subtracted 3Dt enhances the 3DCT / 3DCT HD application by
adding automated sequential mask and contrast spin acquisitions
with processing protocols to produce subtracted 3D vascular
images. Clinicians may use Subtracted 3D* to quickly visualize
vessels without the need to remove surrounding bone, tissue,

and implanted devices. The output of the 3D processing provides
convenient side-by-side and separate visualization of the mask
series, the subtracted vascular anatomy and the standard
segmented 3D vascular images.

Interventional devices such as coils, stents, glue and clips, as welt
as calcified plaque, are visible on the mask image and can be fused
onto the subtracted image. Their transparency can be adjusted for
optimal visualization of the implanted devices in relationship to the
vascular anatomy.

Workstations

Two optional workstations, the AW and the CA1000 workstations,
can be connected to the system depending on site requirements.

AW is a multi-modality [CT, MR, XR, TEP, CBCT..} image review,
comparison, and processing workstation. it allows the use

of real-time image fusion applications through a dedicated
communication interface; fastlink (1Gb/sec).

CA1000 provides comprehensive image viewing capabilities for
nearly all DICOM** images in a cardiology-specific display protocol
and it also provides advanced cardiac X-ray analysis tools.

Product Data Sheet | 9
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IV Gantry

Frontal positioner specifications

L-arm rotation on vertical axis

+100° [+95° motorized limit set)

C-arm angulation

50° cranial and 45° caudal

Combination of movements of the C-arm and L-arm
C-arm angulations speed

Offset C-arm

Offset C-arm throat depth

Fully motorized SID

Permits -/+55° ¢ranial and caudal angulations

0 to 15° {Up to 20%/sec with InnavaSenset]
-117°/+105° RAD/LAQ rotations:

107 cm (42 in} with L-arm at Q° provides femoral coverage on most
patients without rotating the L-arm

89cm/fs - 3.5infs

SID range

Tube focal spot distance to isocenter (SOD)
Isocenter to floor distance

Support

85 cm to 119 cm (33 in to 47 in) - 20cr detector configuration
89 cm to 119 cm (35 in to 47 in) - 30cm detector configuration

72 cm (28 in}

107 cmi (42 in)

Floor-mounted:

Weight

- 670 kg (20cm detector configuration)
~705 kg (30¢m detector configuration}

Lateral positioner specifications

LP-arm angulation

LP-arm motoriz.ed angulations
Off isocenter imaging

Biplane angulation speed
Motorized detector lift

Variable focal spot to isocenter

Up to 115°LAQ

45° cranial to 90° caudal
£20 cm [7.9in} of LP travel

Up to 10%s

13 to 49 cm (5.1 to 19.3 in} to isocenter - X-ray authorized

71to88cm (27910 34.6 in)

Support

| Ceiling-mounted
SRS Telnte:

Weight

~ 705 kg (20cm detector configuration}
~ 800 kg {30cm detector configuration)

10 | GE Healthcare
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V Patient Table

Maximum total ioad

304 kg (670 bs.)

Maximum patﬁent weight

Maximum accessories weight

E |

CPR
Tabletop abhsorption
Tabletop material

Tabletop length

Tabletop width

204 Kg (450 Ibs.|

| 100kg (220 Ibs.) while complying with the following
-maximum weight requirements:

« 40 kg (88ibs.) on each of the two fixed side rails
+ 20 kg {44 Ibs.} of accessories on the table foot-end rail {option]

50 kg {110 Ibs.) additional maximum load

Less than 0.85mm Al Equivalence, 100KVp

Radio translucent carbon fiber tabletop

| 1333.cm (131 70]

46 ¢m (18 in} in patient trunk area

'Herizontal float movement

| &-way,

Longitudinal travel

Up to 170 em {67 in]

Longitudinal speed

Imaging coverage with table panning

Transverse travel

15¢m/s

Up to 187 cm {73 in) - 20 cm detector configuration
Up to 195 cm {76 inj - 30 em detector configuration

£14ceml:55in]

Vertical trave| above floor

From 78 ¢m i30.7 in} to 108 cm (42 7 in}

Vertical speed

Accessories rails

2 emfs {0.8 in/s) at SO Hz
2.5 cmfs (1 infs) at 60 Hz

Available on the base section of the tabletop to mount tableside
controls and IV pole

Table weight

~590kg

Auto-positioning features

Auto-positioning control

oc(RET DEAFACER
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Memorizes the table and gantries position simultaneously or separately.
Table auto-positioning includes longitudinal, fateral, vertical movements of
the tabletop

From tableside or from the control roomt
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VI User interface

In the examination room

Table and gantry controls

SmartBox or SmartHandle (A second SmartBox or SmartHandle can be added at tableside or in the control room} provide simple
gantry and table motion access throughout the exam. SmartBox or SmartHandle control system motions, disablefenable patient
contouring, system lock{unlock and emergency stop.

The Tableside Status Control (TSSC) The Tableside Status Control (TSSC) provides simple access to key acquisition and review
parameters throughout the exam. A second TS5C can be added at tableside or in the control room. T55C controls: acquisition
preference settings, fluoro level, fields-of-view, subtracted/non-subtracted fluoro, fluorc landscape, room light on/off, fluoro timer
reset, fluorostore and auto positioner.

To provide more AW capabilities at tableside, an interface kit? enabling to connect an in room wireless mouse to drive the AW
from table side is available.

The I1GS system fluorofacquisition footswitch can optionally come as wireless footswitch?.

The Central touch screen provides safe and simple access to key features throughout the exam. It lets the user control the system
functions as well as integrated equipment. Central touch screen controls: Image acquisition, image review, dose settings, Mac-Lab™
hemodynamic recording systemst, CardioLab™ EP recording systems?, AW advanced applicationst, large display monitor? layout
management, favorite tab where functionalities can be grouped based on user preferences.

In the control room

Aremote stand is provided to use the second tableside user interfacet in the control room

The IGS system includes one B&W 48 cm (19 in| LCD monitor for display of [ive images in the control room. Additional reference and
subtracted roadmap repeater monitorst are available.

Dedicated keypad for convenient control of commonly used review functions provides an image shuttle knob to control playback and
one-touch access to image review functions

Pause, adjust brightness and contrast during review

Flat graphic display with easy point-and-click mouse control supports patient management and advanced processing
and analysis features

Keyboard enables patient data entry

12 | GE Healthcare
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Vil In room display

IGS system can be installed with 48 cm (19 inchl LCD menitors as primary display or GE Large Display Monitor as primary display.

48 cm (19in} live and reference imaging monitors

Diagonal

48cm [19in)

Active display

Display matrix

Brightness

376 x 301 mm

1280 x 1024

800 ¢d/m2 (typical)
400 cd/m? [calibrated}

Viewing angles

176° 176° {typicall

LuT

Frequency

Contrast ratio

Greyscale Tones

Power consumption

AW color monitor

10 Bit

50-75Hz

1000:1 {typical)

1024

65 W

Diagonal
Active display

Display matrix

Brightness

Viewing angles

Frequency

48cm (19in}

376 x 301 mm

1280 x 1024

330 cdim? itypicall

Contrast ratio

Power consumption

SCRET DE AFACER
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1787, 178" [typical)
31 -64Hz
900:1 (typical)

< 31W
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GE Large Display Monitort

The GE Large Display Monitort {LDMj is an in-reom primary monitor designed to streamline procedure workflow. It includes a video server
solution and is fully integrated with the Central Touch Screen at tableside.

GE Large Display Monitor specifications

Diagonal

mm—
| 1a£crn_|!§8 inp

Active display

127 x 72 cm

Display matrix
Calibrated brightness
Viewing angles

Frequency

18 megapixels’
3840 x 2160-pixel array

400 cd/m?

176", 176° (typicall

59.7 - 60.3 Hz

Contrast ratio

At least 350021

Video inputs

Layouts

User interface

Back-up monitors

18 video inputs for Live, Reference, AW and optional subtracted fluoro menochrome
signals as well as for a wide variety of other video signals usually used in an interventional
environment - including three free open inputs compatible with VGA and DVI video formats

» Over 120
+ Organized into user or application groups
- Digital zoom fup to 200%)}

Layouts are selectable from the central touch screen

48 cm (19 1n} live and reference monitors attached at the back of the LDM or
on another suspensiont

Additional HD output®

For HD video compatible solutions {secand 8MP monitor, 2MP HD monitor, recorder...]

Protection screen’

Yes

V-Paint?

in-room HDMI connector for other modality source display on the Large Display Monitor

An optional kit to interface a third-party suspension according to GE Healthcare specifications allows users to install another third-party
suspension instead of the standard GE Healthcare monitor suspension offering.

——
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VIl Image Management, Connectivity and Workfiow

Record images stored in 8 bits, maximum 450 images per sequence. Storage capacity: 136,000 record images.

DSA images with 12 bits data stored in 16 bits, maximum 450 images per sequence. Starage capacity: 68,000 DSA images.

DICOM image output on 100Mbit Ethernet with Autosend and background transfer for fast transmission with minimal
user interaction,

Patient worklist capability provides a single point of entry of patient data, increasing staff productivity and eliminating clerical errors:
patient information can easily be imported into the digital system from information systems that support DICOM** Worklist Service
Class Provider.

Multi-destination Push enables images to be sent to multiple remote DICOM** destinations sequentially {one after another). Multi-
destination helps to support a clinical scenario of handling post processing and archival activities in multiple destinations independently
of each other {workstation, PACS). Multi-destination provides a seamless integration of the system into clinical workflow

MPPS: Modality Performed Procedure Step allows the IGS system to share the main exam parameters with the hospital
information systern.

For the 3DCT / 3DCT HD option, users can direct-push the 3D acquisition directly to the pre-configured AW, even if the images of the
exam are pushed to a PACS or another archiving systemn

For further information about DICOM** conformance statement:
https:/iwww.gehealthcare.com/products/interoperability/dicom/xray-mammaograghy-dicom-conformance-statements

Product Data Sheet | 15
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IX Privacy and Security

The IGS system incorporates 1GSDefense, our multi-layer approach to cybersecurity and data privacy , to help protect the IGS system

operation and patient data from cyber threats and unauthorized access.

Access controls

The provisioning of password-protected user accounts aliows controlling the access to sensitive
information of the clinical application and the operating system. The clinical application can be
accessed through local accounts as well as centralized enterprise accounts. Local accounts of the
clinical appiication and the operating system support password changes, and configuration of
complex password rules and account policies.

User authorization

Audit trails

The user accounts are members of role-based groups, which grants the users with the group's
permissions, It allows restricting the access by unauthorized users to specific parts of the application.
An unauthenticated Emergency Access mode can be configured, which makes the clinical application
available for clinical procedures.

Anti-malwaret

Firewall

The audit trail capability generates and exports to a central server the audit records of events
related to security and privacy: system state changes, user authentication, account management,
patient data manipulation, malware detection, network communications and service operations.
This provides means to remotely monitor such events, and to protect the system against individuals
falsely denying having performed actions to be covered by non-repudiation.

A whitelisting-based malware protection contains a list of all authorized executables to create a
closed protected system. It blocks any kind of modification to the whitelisted files as well as the
execution of any unauthorized program. This provides a complete endpoint security against malware.

The IGS system provides two levels of network firewall: (1) operating system firewall, and (2) external
firewallfrouter device. These firewalls isolate network traffic to only those systems required for
communication. The firewalls can manage inbound and outbound traffic rules to deny-all and allow-
by-exception based on authorized ports and/or IP addresses.

Data privacy

16 | GE Heaithcare

The IGS system provides de -identification and encryption capabilities to limit privacy risks to
sensitive information. The patient data exported during clinical workflow may be encrypted by using
the DICOM TLS protocol. The person names and patient identifying attributes that are collected for
service purposes are anonymized by using FIPS 140-2 compliant one-way hashing algorithms.
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X Room Requirements

Load distribution for the gantry 2678 kg/m?

“I..oad distribution for the Omega Table 3065 kg/m?
Minimum ceiling height 285 mifta m)
: -Minimum room dimensions 6.9 m (22 ft 8 in} tength and 4.4 m (14 ft 5 in) width
Humidity 20%- to 70% in exam room
Range of;e_mperature 157 to 32°C in exam room _
Atmospheric pressure 70to 106 kPa =

System power

Nominal 380 to 480 Volts AC, three phase 50 or 60 Hz without neutral.

Maximum momentary power demand: 150 kVA

Emergency power supply

In case of power outage, an Uninterruptible Power Supply? (UPS} supports the system.

B kVAUPS 20 kVA UPS
Supports emergency table control and vital components Available with all configurations
{preventing to require to re-boot) until the power is restored Supports emergency table control and fluoroscopy, should

power beinterrupted

Product Data Sheet | 17
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Typical room layout
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Customer service
Advanced remote connectivity allows GE to monitor systems and intervene if necessary.

Serviceability

The Digital System Manager simplifies troubleshooting and minimizes downtime with built-tn equipment error logging and power-up
diagnostics in real time. Resident software monitors the entire system, including peripheral hardware. The IGS system features 24-hour
InSite™ remote service diagnostics and repair. InSite™ service is available to systems covered by the original warranty or by a GE service
contract {broadband required),

Extended service®

An optional full-service contract ensures uptime even after the original warranty expires and provides advanced remote diagnostics
through a broadband or phone connection.

18 | GE Healthcare
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Product may not be available in alf countries and regions.

Cannot be placed on the market or put into service until it has been made

to comply with all required regulatory authorizations including the Medical

Device Directive requirements for CE marking.

Full product technical specification is available upon request.

Contact a GE Heaithcare Representative for more information.

Piease visit www.geheatthcare.com/promotional-locations.

Data subject to change.

© 2020 Generat Electric Company. DOC1396667

GE, the GE Monogram, imagination at work are trademarks of General

Electric Company.

t Option

*Requires AW.

**DICOM is a registered trademark of National Electrical Manufacturers
Association, All third party tradermarks are the property of their
respective owners.

1GS systern refers to lnnova 1GS 6 system

Reproduction in any form is forbidd en without prior written permission

from GE. Nothing in this materiat should be used to diagnose or treat any

disease or condition. Readers must consult a healthcare professional.
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| Lantul de Imagini

Generator de raze X
Sistemul IGS utilizeaza o unitate de putere trifazaté Jedi de inalté frecventd de 100 kW, care oferé capacitatea de fluoroscopie
pulsaté In retea.

Puterea maximdé disponlbild 100 kw :
KVp maxim disponibil 125 kvp

Putersa maximé de Intrare continui 3200 W pentru unitatea de tub

Frecventa impulsurilor 0,5 pané la 50 fps

Mod radiografic / de Inreglstrare 50 pénd fa 125 kVp

Valori nominale mA radiografie 1 la 1000 mA

Putere continui max. fn modul fluoro J200W

Mod fiuoroscople 60 -120 kvp

Valori nominale mA fluoroscople 1la 130 mA (pand la 140 mA cu PCI ASSIST)

Cronometru fluoroscopic da

Tub cu raze X

Sistemul IGS este echipal cu ubul cu raze X din metal Performix ™ 160A de Inaita performanta si foarte fiabil, care indeplineste
cerintele pentru toate aplicatiile vasculare.

Diametrul anodulul Grafit 160 mm brazat
Rotatia anod_l.lll..li_“ 7.8;)0 mpm /130 Hz )
| ;r.\g;htul {intd anodic 11,25° o
Capacitate de stocare a céldurl] a-nodlce i 2,7TMJ(3.7 ;\JII-IU) o
Disiparea céldurii In at-.a-r; -stabila a anadului 6,72 kW
Catod. | R - Design bi-filament
Miriml focale coincidente - 03,085 1,0
+ 3200 W (continus}

Puterea fluo i
ueroscoplc * 4500 W (capacitate maximé pentru maxim 10 minute)

Stocare maxim# a céldurii carcasei 5,14 MJ (6,9 MHU)

Disiparea contlnué.a céldurii carcasel N 3200'#\-! |

Rata maximi de réicire a anodulul o 544 KHU /' min (8,72 kW)

Filtrare total& {IEC 60601-1-3) - 1.,0 mm Al |

Radiatli de scurgere (IEC 806801-1-3) <50mR /h m;!.iuraté la32 kW_(125 kv, 25,4 mA) :I

SECRETOEAFACER]
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iUnitate de ricire a tubului

COOLIX 4100

Tipul de riicire Récitor de apa la distanid cu bucla inchisa
Capacitate maxim# de ricire 4100w
Dabit 12 1/ min

Volumul lichidulul de ricire

23 litri nv réicitor + 17 litri in {evi

Greutate uscata

120 kg +/- &

Numirul de lame de colimare

iColimare COOLIX 4100

2 perechi

Filtrare spectrali

0,1, 0. 0,3, 0.6 i 0.9 mm de cupru (detector de 20cm)

0,1, 0,2, 0,3 mm cupru (detector 30cm)

1 iama de filtru de contur integrata (detector de 20 cm)

3 lame filtrante de contur integrate (detector 30cm)

Lama filtrantd conicd motorizath, care poate fi rotitd la 360 * si translata
induntru $i in afard folosind un control simplu al joystick-ului 1Anga masa

Detector!

Producétoru! detectorulul

GE

DimEaaitheaditactomiy

20.5 cm x 20,5 cm (detector 20cm)

Materlal Fotediodd de siliciu amorf pe un substrat continuu
eI R I
m 1024 x 1024 {detector de 20cm)
(B Lk LR SR ]l
Achizitie Biti 14 bifi

Sistemul Innova IGS 6 vine cu 2 configuralii de detectoare: detector de 20cm i detector de 30cm

Mod @ Doza / Fr

Valorile DQE la fluor mediu si Inreglstrarea punctelor de operare a dozel

80% (detector 20cm}, 84% (detector 30cm)

Inregistrare, de ex. DSA 175 nGy {20 uR)

Fluor 8,8 nGy (1 uR}

Valorl suplimentare DQE la punctul minim de op

77% (detector 20cm), 81% (detector 30cm}

erare a dozei de fluor

Fluoro 2,2 nGy (0,25 uR)

68% (detector 20cm), 73% (detector 30cm)

11n utilizarea clinicl, rezuliatele tehnicilor de reducera a dozal vor varla in funciie de sarcina clinici, dimensiunea pacie UL 1

anatomicé si practica clinicd. Medicil asistati de un fizician, dupd caz, lrebule 82 stabllsasca setérile adecvate pentru fi

SECRET DE AFACER!
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Grila anti-dispersie

Sistemul este configurat cu o relea anti-Imprastiere pentru a Imbun&tai calitatea imaginil Tn timpul imagisticii de ruting . Eliminarea
retelel poate imbunétéii eficienta dozef de raze X pentru sugari (de exemplu, cu varsta mal mica de un an) pentru cAmp de vedere
(FOV) mai mic de 20 cm (7.9 in).

Raportul de retea 13:1

Distanta focald a grilel Frt 100 cm {39 in}
Distanta focald a grilei Lat 115 cm (45 in)
Frecventa linlel de rofea 70 LP/fem

Achizitie de imagini

Modurl de fluoroscople Cartografiere fra extraciie, cu extractie, cartogragiere mixta t
i i i ( AU R A e

Fluorostore 450 imagint fluoro {pana la 900)

Afigare simultani cu extr, / fird extr. 1 da

* DSA (anglografie digital¥ cu extragere) la 0, 5 - 7, 5 fps, inclusiv deplasarea
automats a pixelilor
+ DSA multi-segment cu rath §i duratd de cadru flexibile si capabilitali de

fotografiers simpls

Pachetul de achizitie Anglo

Pachet de achizitie dinamlica 301ps, 151ps §1 7.5 fps
Achlzifie Innova Chase 5fps

legire digitali 1024 x 1024

Capacitate de Intoarcere a Imaginii Capacitate de flip orizontald i verticald pentru foate achizitile

Obturatorul electronic automat se pofrivegte cu parfiunea colimata a
Sl imaginii

Urmérirea integraté a dozelor cu raze X i afigarea In camer a produsulul kerma

Un ton audibil cenfigurabll este activat atuncl cand se utilizeazé modul fluor

* numai modul fluor firs extragere

Prelucrarea gi revizuirea imaginilor
Aute-revizuire imediata a achizifiei

Secvente sau imagini urmatoare gl anterioare

Revizuire lentd 4i rapida a secvenielar, inalnte gi Inapoi

Intrerupere, reglare lJuminozitate gl contrast In timpul examindrii

Revizuirea imaginfi cu sau t4r3 filtre de Imbunététire a marginifor

Selectarea magtii, schimbarea pixelilor

Stocare / reamintire Imagini de referin{a

AutoRight ™ ; lant{ de imagine inteligent, dezvoltat de Edison

AutoRight este primul lan{ de imagine bazat pe retea neuronald din indusirie dezvoltat de Edison §i digital twin, incluzand inteligents
aplicatd Incorporatd gi modelare avansata, cu o reproiectare completd a lanjului de imagine GEHC I1GS .

AutoRight, este conceput pentru a oferi opliuni repetabile gi mai rapide, facand oplimizarea imaginii complet automatizats, dinamic
pe parcursul Intregii proceduri, de la achizitie, pana la procesare gl afigare, indiferent de dimensiunea pacientulul, anatornie sau
angulatii ale brafului C, ceea ce ajuta la eliminarea sarcinil ajustarii manuale.

'AltthRig;'“ este platforma potrivith pentru a rispunde cererii tot mal mari de capacitéli de combinatie completa din suita de
interventie .

Oplimizarea parametrilor live ai AutoRight ofera o calitate a imaginii consecvents cu bratele pacientului in jos e
Calitatea imaginii acestor achizifi difice este consecventa s repetabil3, caea ce poate reduce expunerea la figk

utilizarea aplicatiilor avansate, cum ar fi planificarea injectiel virtuale in 3D ¢ capacitatea de a simula eficacitall
general, permite echipei clinice s& planifice mai bine, s ghideze i 54 evalueze procedurile complexe In praciics
AutoRight face din echipament o parte integranta a echipel, capabll sa scuteascs clinicienii si tehnologii de sa e
complexé de optimizare a I1Q gi a dozel, gjutandu-| 84 Il concentreze toats atentia si expertiza asupra pacientit

CONFIDENTIAL
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ll Doza

Harta dozef {procedurl numai cu portalul frontal i cu

Reducerea dozei
peortalul lateral parcat) t

Personalizarea dozel Harta dozelor este o caracteristicd utilizats pentru calcularea,
Sunt disponibile mai multe strategii de calitate a imaginii gi de afigarea §i Inregistrarea unei doze cumulate locale estimate in
dozare gi pot fi personalizate pentru diferitele protocoale de timpul procedurilor efectuate pe sistemul angiografic cu raze X
achizitie clinica atat n achizilii de fluor cat si In Tnregistrar. GE. Este conceputd pentru a oferi utilizatorului o vizualizare a
distributiel dozei locale cumulate In Intreaga examen, precum si

'""0“33"” (portal frontal) t proiecila curents a fasciculutui.

Doza estimatd locald cumulatl da

Paclent pediatric da

Calcul In timp real da

Alartd configurahild da

Congtientizarea dozei

Moniltorizarea Integrats a dozel

Utilizatorul poate monitoriza rata kerma de aer, kerma de aer
inlegrata in timpul examenului $i suprafaia totald a dozei de
produs primitd de pacient In timpul unei proceduri. Pragul
dozei cumulate afigat pe o pictogramé de gabarit este
personalizabil pentru a avertiza operatorul atunci cAnd un
astfel de prag a fost atins . Pragul este personalizabil in
funciie de protocol.

Raportarea dozelor

Sistemul furnizeazé un raport structurat a! dozel de radiatie
compatibil DICOM **, care permite exportul dozei gi al
parametrilor de achizilie aferenti

COM'ffDEN
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lIl Aplicatii

Aplicatii 2D

InnovaChase™

InnovaChase ™ este o achizifie dinamica, fard extragere, la
o raté de cadre fixa de 5 fps. cu panoramare manual3 gi de

la distan{d a mesei, Este optimizata pentru vizualizarea unei
scurgeri .

Pachet de achlzlfle ECG t

Cu pachetul de achizilie ECG, ritrul cardiac este afigat pe
consold i pe monitorut live.

Pachetul de achizitie ECG este compatiblil cu iegirile
sistemulul de Inregistrare care furnizeaza semnale analogice
ECG cuprinse Intre +/- 5 V . Cabluri de conexiune compatibile
cu Mac-Lab ™ 1, CardioLab ™ ¢, Combolab 1 §i unele
sisteme de Inregistrare ter{4 parte sunt furnizate impreuna cu
acest pachet.

Pachet de anallzli cantitativa +

Analiza stenozei 1 g1 analiza ventriculului stAng T permit
utilizatorului s8 efectueze misurdtor §i analize ale stenozel §i
ventriculului sting . Cu OnaTouchQA 1, utitizatorul poate
selecta punctele de masurare cu varful degetului direct pe
cadrul selectat al imaginii afigat pe ecranul tactil central de
l&ngé mas# - nu este necesar niclun mouse sau joystick .
OneTouchQA t este disponibil pentru analiza stenczel gi
mésurarea distantei .

PCI ASSIST

PCI ASSIST T este un pachet ASSIST care conine aplicalii
StentViz gi StentVesselViz gi care include Fluor de contrast
ridicat care méragte varful mA pané la 36% si scade lafimea
impulgulul cu 38% . In timp ce doza este echivalents, este
livratd Intr-un mod eficient care ajuts la reducerea semnificativa
a estompdrii imaginii din cauza migcarii organelor .

StentVizt

Opliunea SteniViz Imbunititeste vizibilitatea structurii stentului.
Este deosebit de util I verificarea plasarii 5i desfisurari
stenturilor In timpul interventiilor coronare in care arterele in
migcare ar pulea face vizibilitatea dificils. Procesarea StentViz
este complet aulomatizata gi poate fi lansata prin simpla ap&sare
a unui buton pe ecranul tactil central . Rezultatul este afigat
automat pa monitoru! de referintd si afigeaza doud imagini

mérite §f imbunitéfite ale stentulul: una cu firu! de ghidare fn
vedere 51 0 a doua In care firul de ghidare este scizut In zona
dintre cele dousi markere de balon pentru a permite o
vizualizare mai buné a stenturllor sau marginilor stentului,

StentVesselVizt

Abilitatea de a vedea pozitia stentului Tn vasul de sange este
deosebit de important3 In cazurile de situalii clinice complexe,
cum ar fi bifurcatiile sau leziunile calcificate . O pozitionare
complet] a stentului pe peretele vasului poate contribui la
prevenirea trombozei gi restenozei stentului .

StentVesselViz T imbunétiteste Increderea ulilizatorului tn
evaluarea poziliei, desfiisurarea corectd gi forma stentului In
raport cu vasul Tn 2D versus clne .

Datorits tnul flux de lucru intuitiv, StentVesselviz t
funclioneaza fird probleme gt poate ajuta utilizatorul s&
pozifioneze §i 53 extinda corespunzétor stentul. Optiunea
StentVesselViz T ofers dintr-o singuré achizitie o imagine
StentViz 1 i apoi fuziunea acestelia cu imaginea vasulut
injectat . Aceste doua imagini se estompeaza automat
pentru o vizualizare optimizatd si simultan a stentului in
navé, Tnainte gi dupé desfagurare.

Anglografie periferics InnovaBreeze ™ 1

InnovaBreeze t disponibll cu configuratia detectorului de 30cm
permite ytilizatorului s& urméreasca contrastul utilizand
controlul variablt al vitezei de pancramare Tn camera de contro!
Tn timp ce privegte imagintle scazute In timp rea! .
InnovaBreeze T include Pasa de avantaj,

Advantage Paste*

Advanlage paste este o aplicatie care ruleaza gV
VolumeShare Workstation, care ofera posibilgatsy

reconstrul g vizualiza Intreaga lungime a acffiilis
scdzut urmérind o singuré imagine. e

CONFIDENTIAL



Blended Roadmapt (Foaie de parcurs mixti 1)

Blended Roadmap 1 este o aplicalie de cartografiere vasculara
care suprapune o imagine vasculars dobanditd anterior peste
o fluoroscopie live. Aceasts aplicatie avansat ajuti cilmclenn
84 vadi progresia firelor de ghidare si a dispozitivelor prin
vase,

Clinicienii pot selecla orice imagine DSA sau imagine bolus
ca imagine de referinid a cartografierii . Prin utilizarea acestei
imagini de mai multe ori, Blended Roadmap are potentialul de
a reduce la minimum injectiile cu substanie de conlrast in
timpul cartografierii .

Blended Roadmap t oferd functii suplimentare pentru a
imbunétati procedurile de cartografiere, inclusiv:

* Reglarea nivelului de extragere

* Ajuslarea transparentei vasului de sange

* Redimensionarea automatd a imaginli cartografiate
pentru a se adapta la cAmpul vizual fluoroscopic

+ Deplasarea pixelilor imaginil vasului de sange pentru a
compensa migcarea

8 | GE Healthcare
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InnovaSpin™

Brajul C offset permite anglografie rotafionala cu rotive rapida pe o
gami maxima de 200 * la viteze variablle de la 20 * 1a 40 * / sac (viteza
maximé de 30 * / 3 de la LAO la RAO) cu angulatii flexibile cranio /
caudale oblice. Tralectoria Imbun#tatits InnovaSpin ™ nu este limitats
la un gingur plan transversal i poate fi utilizatd la angulafii cblice in
cadnul constrangerilor fizice. Un total de gapte tralectorii pot fi
presetate (limitate la cinci pe o masé nclinaté). Intregul flux de
lucru pentru Incercarea de executare gi achizitie a rolirii poate avea
loc la masd. Achizitiile de spin pot fi efectuate in modul de
inregistrare cardiacd pentru coronare sau calitatea imaginii
periferice poate fi optimizata In modul innovaChase ™

INTERACT - ViewX ™

INTERACT View X permite afigarea radicgrafiei Live sau fuzionarea
Pre-Op CT cu Live X-Ray pe Vivid ES5/ S70N (cu ViewX) ca
imagine Tn imagine . Cu INTERACT View X, cardiologul care
efectusazs ecografia este capabil s& urmireasca intregul flux de
lueru al precedurli de pe afigajul ecoului, facilitdnd comunicarea Intre
cardiologul care efectueazd ecografia $i cardiologul interventional.

CONF!DENTIA




Aplicatii 3D

Durata de 5,7, 13 sec

centrifugare Ll

Rata cadrelor 50 fps 50 fps

Rezolutla modelulul | 512x512x 512 | 512 x 512 x 512
3D reconstrult 256 x 256 x 256 | 256 x 256 x 256

Transferul datelor achizitionate cétre stafia de lucru AW esle
automatizat, inclusiv reconstructia imaginil, procesarea gl

SCORET

afigarea . Modelul 3D rezultat poate fi vizualizat sub forma de
felii axiale gi redare a volumului .

Reconstructia feliei pentru 3DCT / 3DCT HD poate fi
exporiaté In format DICOM CT .

MAR{t

3DCT HD MAR reduce artefactele cu dungi induse de
prezenta unor dispozitive metalice mici, cum ar fi bobine sau
cleme Tn cAmpul vizual 3D.

Motion Freezet (Instantaneu)

3DCT HD Motion Freeze este conceput pentru a reduce
artefactele cauzate de migcarea respiratoria involuntard #n timpul
achizitiei rotationale si pentru a recupera vizibilitates detafillor mici
alectate de migcare.

INTERACT - Active Tracker}

3DCT HD Active Tracker detecteazéi automat dispozitivul
omniTRAX ™ Active Tracked gl Isi adaugé focalia seturilor de date
30CT HO . GE LOGIQ £9 poate utiliza focaliile Active Tracked
pentru a faciiita fuziunea cu imaginile cu ultrasunete live .

Subtracted 3D*t (3D extras)

Subtracted 3D t Imbunitileste aplicatia 3DCT / 3DCT HD prin
ad&ugarea de masci secventiald automala gl achizitii de spin de
contrast cu protocoale de procesare pentru a produce imagini
vasculare 30 scizute. Clinicienli pot folosi Subtracted 3D + pentru
a vizualiza rapid vasele f4r3 a fi nevoie s# Indeparteze osul,
{esutul, si dispozitivele implantate . legirea procesaril 3D ofera
vizualizare convenabild aliturati si separat a serel de mésti, a
anatomiel vasculare sciizute gi a imaglnilor vasculare 3D
segmentate standard.

Dispozitivele de interventie, cum ar fi bobine, stenturi, lipici gi
cleme, precum i placa calcificat, sunt vizibite pe imaginea
mégtil ¢i pot fi topite pe imaginea cu extragere. Transparenta
lor poate fi ajustatd pentnu vizuslizarea optimé a dispozitivelor
implantate Tn raport cu anatomie vasculard.

Statii de lucru

Doud stafii de lucru optlonale, statiile de lucru AW si CA1000,
pot fi conactate la sistem Tn funcfie de cerinjele site-ului.

AW este o stafie de lucru multi-modalitate (CT, MR, XR,
TEP, CBCT ..) de revizuire, comparare §i procesare a
Imaginilor, Permite utilizarea aplicatiilor de fuziune a
imaginitor in timp real printr-o interfats de comunicare
dedicat; fastlink (1Gb / sec ).

CA1000 oferd capabilitati cuprinzétoare de vizualizare a
imaginilor pentru aproape toate imaginile DIGOM ** Intr-un
protocol de afigare specific cardiologiei gi oferd, de asemenea,
instrumente avansale de analiza a razelor X cardiace.

CONFIDENTIAL
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IV Portal

Specificatiile pozitionatorului frontal

Rotirea brajulul L pe axa verticala

+ 100 * (set de limitd motorizata de £ 95 °)

Angulatia bratului C

50 ° cranian si 45 ° caudal

Combinatie de migcari ale bratulul C gi brajulul L

Permise - / + 55 * angulafjii craniene si caudale

T e EY D T e

naia- 2 e sae el ThnovaSense 1]

O pandia15 ° [0

BEat Cldapdlal

L OB S B A G A CT iR

Adéncimea gatulul bratului C decalat

107 cm (42 in) cu brajul L la 0 ° asigur3 o acoperire femurali la
majoritatea pacienti fars a roti brajul L

SID complet motorizat

: 89cm/ts-35inis

Gama SID

85 cm - 119 cm (33 la 47 Incl) - configuralia detectorului de 20 cm
89 cm - 119 cm (35 - 47 inci) - configurafie detector 30cm

Distanta punctufui focal al tubulul pani la izocentru
800)

72 cm (28 in)

RSN 42 in)

MOMRL e RGdes

| ~ 670 kg (configurare detector 20cm)

~ 705 kg {(configurare detector 30cmy}

Specificatiile pozitionatorului lateral {LP)

Angulatia bratului LP

Pénala 115 ° LAD

Angulatii motorizate cu brat LP

45 ° cranian la 80 ° caudal

Imaglstica In izocentru

% 20 cm (7,9in) de deplasare LP

Viteza de angulatie biplani

Pandla10°/s

Ridicarea motorizaté a detectorului

Dela 13 la 49 cm (5,1 la 19,3 in) péind la [zocenter - autorizat cu raze

Punct focal variabil citre izocentru

71-88cm (27,9- 346in)

Suport Montat pe tavan
~ 705 kg (configurare detector 20cm
Greutate ~ 800 kg Eoonﬂgurare detector 300m;
CONFIDENTIAL
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V Masa pacientului

Sarcina totald maxim&

304 kg (670 Ibs .}

Greutatea maximi a pacientulul

204 Kg (450 Ibs )

Greutatea maxima a accesoriilor

CPR

100 kg (220 Ibs .) respectand urmétoarsle

cerinje de greutate maxima:

+ 40 kg (88Ibs .) pe fiecare dintre cele doui sine laterale fixe

* 20 kg (44 |bs .) de accesoril pe sina de capiit a mesei (opfional)

50 kg {110 Ibs .) sarcind maxim# suplimentard

Absorbtle de mas3

Echivalenia mai mica de 0,85mm Al, 100KVp

Material de masi

Masi radio din fibrd de carbon transiucids

Lungimea mesei

333cm (131 in}

Léatimea mesei

46 cm (18 in) in zona trunchiului pacientului

Migcarea orizontald a plutitorului

| 8cal

Deplasare longitudinala

Viteza longitudinali

Pan& la 170 cm (87 In)

15cmis

Acoperire imagisticli cu panoramarea mesel!

Configurare detector de pané la 187 cm (73 in) - 20 em
Configurarea detectorului de pand la 185 ecm (76 in) - 30 cm

Deplasare transversal3

14 em{t55in)

Deplasare verticald deasupra pardoselii

Dela 78 cm (30,7 in) la 108 cm (42,7 in)

Viteza verticala

| 2cm/s{08in/g)la50 Hz

25em/s(1in/s)laB0Hz

Accesorll glne

Disponibil pe sectiunea de baza a mesei pentru a monta marginea
mesei comenz gt stalp IV

Greutatea mesel

~580kg

Caracteristici de pozitionare automata

Memorizeaza pozifia mesei gi a portalurilor simultan sau separat .
Pozitionarea automaté a mesei include migcar longitudinale, laterale,
verlicale ale blatului

Controlul pozitlon#rll automate

De la mas¥ sau de la camera de control +

CONFIDENTIAL
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Vi Interfata utilizator

in sala de examinare

Controlu! mesel gi portalulut
SmartBox sau SmartHandle (Un al doilea SmariBox sau SmartHandle poate fi ad3ugat la mas4 sau in camera de controf)

oferd acces simplu la portal gi la migcarea mesei pe tot parcursul examenului. Miscarile sistemului de contro! SmartBox sau
SmartHandle, dezactiveazé / activeaza conturarea pacientului, blocarea / deblocarea sistemulul oprire de urgenia.

The Tableslde Status Control (TSSC) Controlul de stare de pe latura mesei oferd acces simplu ia paramelrii cheie de
achizifie gi de revizuire pe tot parcursul examenului. Un al doilea TSSC poate fi ad3ugat la mas4 sau in camera de control.
Controale TSSC: setidri de preferin|a de achizifie, nivel de fluor, cAmpuri vizuale, fluoro cu extragere / far4 extragere, peisaj
fluor, lumind de camera pornité / opritd, resetare temporizator fluor, depozit fluor sl pozitionare automata.

Pentru a oferi mai multe capabilitati AW la masé, esle disponibil un kit de interfatd + care permite conectarea unui
mouse wireless din camerd pentru a conduce AW din partea laterald a mesei.

Comutatorul de picior al sisternului IGS fluor / achizifie poate veni optional ca i comutator de picior f4r4 fir 1.

Ecranul tactll central oferd acces sigur i simplu la caracteristicile cheie pe tol parcursul examenului . Permite utifizatorului
s controleze functile sistemului , precum §i echipamentele integrate . Comenzi centrale ale ecranulul tactil; achizifie de
imagini, revizuirea imaginii, setéri de dozare, Mac-Lab ™ sisteme de Tnregistrare hemodinamice t, sisteme de Inregistrare
CardioLab ™ EP 1, aplicafii avansate AW 1, monitor de afigaj mare 1 gestionarea aspectului, fila preferati unde
functionalitéfile pot fi grupate in functie de preferiniele utilizatorului .

in camera de control

Este furnizat un suport de ta distantd peniru a utiliza & doua Interfatd de utilizator de la mas# t In camera de conlrol

Sistemul IGS inciude un monitor LCD B&W de 48 cm (19 in) pentru afigarea imaginilor Tn direct In sala de contro! . Sunt
disponibile monitoare suplimentare de referinta si monitoare de repetale a cartografierii cu extragere t.

Tastatura dedicath pentru controlul convenabil al furilc;iilor de revizuire utilizate in mod obignuit oferd un buton de transfer al
imaginii pentru a controfa redarea i accesul cu o singurd atingere la funciile de revizuire a imaginit

Intrerupere, reglare luminozitate st contrast Tn timpul examindrii

Afigajul grafic plat, cu control ugor al mouse-ului, indica si face clic pe suporl, gestioneaza pacientul $i funclii
avansale de procesare si analizd

Tastatura permite introducersa datelor pacientului

12 | GE Heafthcare




VIl Afigajul in camera
Sistemul IGS poate fi Instatat cu monitoare LCD de 48 em (19 inch) ca afigaj primar sau GE Large Monitor Monitor ca afigaj principal .

Monitoare de imagini in direct si de referinti de 48 cm {19 in

Diagonal# 48cm (19in)

Afisaj activ 378 x 301 mm !
 FEEE I

Luminozltate 800 cd / m? (tipic)

400 cd / m? (calibrat)

Unghiurt de vizualizare

176 °, 176 ° (tipic)

LuT 10 bif
Frecventa . 50-75Hz
Raport de co;'ltrast 1 000: 1 (lipic) | i
Tonuri In tonuri de gri 1024 |
. 85W

Consum de energie

Monitor color AW

Diagonali 48cm (18in)

Afiga) activ 376 x 301 mm
Afigati matricea 1280 x 1024
Luminozitate 330 cd / m? (tiplc)

Unghluri de vizualizare

178 %, 178 * (tipic)

Frecvents 31-64 Hz
Raport de contrast 800: 1 (tipic)
Consum de energle <31W
CONFIDENTIAL
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Momtor cu ecran mare GE T

T E R e

LECrRE

Specificatiile monitarului de afisare GE mare

Afigaj activ 127 x 72 cm

Luminozitate callbraté 400 cd / m?
Unghluri de vizualizare 176 %, 176 * (tipic)_
Frecventd 59,7 -603 Hz
Raport de contrast Cel putln 3500: 1

i ylaapdpentru Live, Reference, AW si fluor monocrom scazut optionat precum si
|REEFSTEE pentru © mare varielale de alte semnale video utiizate de obicel Intr-o interventie mediu -
inclusiv trel intrér deschise gratuite compatibile cu formatele video VGA i DVI

* Peste 120
Aspacte + Organizat in grupuri de utilizetori sau aplicalji
+ Zoom digital {pa&nd la 200%)

Interfata cu utilizatorul Aspectele sunt selectabile de pe ecranul tactii central

BiEpalalc LI e e

MCHIToatedb e zary

legire HD suplimentara 1 Pentru solufii compatibite video HD (al doilea monitor 8MP, monitor HD 2MP, recorder ..)

Ecran de protectie T da

Conector HDMI ijn camerd pentru afigarea sursei de alt modalitate pe monitorul cu ecran

Punctul V 1 e

Un kit optional pentru a interfala o suspensie ter{d parte in conformitate cu specificaliile GE Healthcare permite utilizatorilor s3
instaleze o alth suspensie ter{d parte Tn locul ofertel standard de suspansii pentru monitorul GE Healthcare

CONFIDEN T, ,

S=CRET DE AFACER)
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VIl Managementul imaginii, conectivitate si flux de lucru

- Ty i o F. * F;

T g, i

s 2TV

Inregistrati imagini stocate Tn B bili, maxim 450 de imagini pe secventd . Capacilate de stocare: 136,000 de imaginl de
Tnregistrare.

Imaginl DSA cu date de 12 bifi stocate Tn 16 bitj, maxim 450 de imagini pe secvents . Capacilate de stocare: 88.000 de Imagini
DSA.

legire imagine DICOM pe Ethernet 100Mbit cu transfer aulomat §i transfer de fundal pentru transmisie rapida cu interacfiune
minima a utilizatonsul,

Capacilatea listei de lucru pentru pacienti oferd un singur punct de introducere a datelor despre pacienti, cresterea productivitati
personalului gi eliminarea erorilor materiale: informatiile despre pacienti pot fi importate cu ugurinia In sistemul digital din
sistemele de informalii care acceptéi DICOM ** Lista de lucru Furnizor de sliervicii

Multi-destination Push permite trimiterea imaginilor catre mai multe desﬂnéﬂi DICOM ** |a distantd secvential (una dup4 alta) .
Multi-destination ajuté la sustinerea unul scenariu clinic de gestionare a activititilor de post-procesare §i arhivare In destinatii

muttiple, independent unul de celélalt (stajie de lucru, PACS) . Multl-destinlation oferd o integrare perfectd a sistemului In fluxul
de lucru clinic

MPPS: Modality Performed Procedure Step - Etapa de procedur’ efectuati de modalitate permite sistemului IGS s3 partajeze
parametrii principali ai examenului cu sisternul de informatii a! spitalului

Pentru optiunea 3DCT / 3DCT HD, utilizatorii pot direcfiona direct achizi‘la!ao citre AW preconfigurat, chiar daca imaginile
examenulul sunt impinse céitre un PACS sau un alt sfstem de arhivare

Pentru informalii suplimentare despre declaralia de conformitate DICOM *":
7/ .qehea are.com/| g

Aare.co
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IX Confidentialitate si securitate

Sistemul IGS incorporeaza IGSDefense, abordarea noastra pe mai multe straturi a securitafii cibemetice gi a confidentjalitaji
datelor, pentru a ajuta la protejarea functionarii slstemulul IGS §i a datelor pacientilor impolriva amenintarilor cibemetice si

accesuluj neautorizatl.

Controale de acces

Furnizarea de conturi de utilizator protejate prin parol4 permite controlul accasului la perscane
sensibile informaii despre aplicatia clinica gi sistemul de operare . Aplicatia dlinic poate fi
accesatd prin conturi jocale, precum i prin conturi de intreprindere centralizate . Conturile locale
ale aplicafiei clinice $i sistemul de operare accepts modificirile parotelor gi configurarea unor
regull complexe de pe?role si politici de cont .

Autorizarea utilizatorului

Conturile de utllizator[sunt membri al grupurilor bazate pe rolurl, ceea ce le acorda ufilizatoritor
cele ale grupului perrﬁisiuni - Permite restrictionarea accasulul utilizatorilor neautorizafi a anumite
périi ale aplicaliei .

Se poate configura un mod de acces de urgent{a neautentificat, ceea ce face aplicalia clinica
disponibit# pentru proFeduﬁ clinice

Trasee de audit

Capacitatea de urmérllre a auditulul genereaza si exportd citre un server centra! inregistririte de
audit ale evenimenielor legate de securitate i confidentialitate: modificsri ale stérii sistemului,
autentificarea utilizatorului, gestionarea contului, manipularea datelor pacientului, deteclarea
malware-ulul, comunicaii In retea i operafiuni de service .

Aceasta oferd mifloack pentru a monitoriza de |z distan(3 astfel de evenimente i pentru a proteja
sisternul impotriva persoanelor care neaga Tn mod fals s# fi efectuat actiuni care s4 fie acoperite
de nerecunoagiere

Antl-malware 1

O protectie impotriva accesului neautorizal (malware) bazata pe list3 albd contine o listd a tuturor
executabilelor autorizate pentru a crea un sistem protejat Inchis . Blocheaz orice fel de modificare
a figierelor din lista albd, precum i a figierului executarea oricarui program neautorizat . Aceasta
oferd o securitate completd a punctelor finale Tmpotriva malware

Paravan de protsctie

Sistemul IGS oferd doud niveluri de firewall de refea: (1) firewall pentru sistemul de operare §i (2)
extern firewall / dispoZitiv router . Aceste firewall-uri izoleaza traficul de refea doar la acele sisteme
necesare comunicare . Firewall-urile pot gestiona regulile de trafic de intrare si de iegire pentru a
nega-toale gl a permite-prin-exceplie bazata pe porturi autorizate i/ sau adrese IP

Confidentfalitatea datelor

Sistemul IGS oferd calpacllégi de dezidentificare §i criptare pentru a limita riscurile de
confidentfalitate informatii sensibile . Datele despre pacienti exportate Tn tmpul fluxului de lucru
clinic pol fi criptate folosind protacolut DICOM TLS . Numele persoanei i atributele de identificare
ale pacisniului pentru care sunt colectate pentru scopurile serviciului sunt anonimizate utitizand
algoritmi de hash unidirectionali compatibili FIPS 140-2.

16 | GE Healthcare
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X Cerinte privind camera

Distributia Inc&rcaturll pentru portal 2678 kg / m?

Distributla incércérii pentru tabelul Omega 3085 kg / m?

Ingltimea minim4 a tavanulul 285m (9ft4in)

Dimensiuni minime ale camerei 69m (2iz ft 8 in} lungime si 4,4 m (14 ft 5 in} latime
Umiditate 20% pa'né la 70% 1n sala do examen

Gama de temperaturid 15° par]i\é la 32 * G In sala de examen

Preslune atmosferica 70 pand la 106 kPa

Alimentarea sistemului
Nominal 380 - 480 Volti AC, trifazat 50 sau 60 Hz féra neutru.

Cerere maxima de putere momentans: 150 kVA

Alimentare de urgenti
In caz de Intrerupere a alimentaril, o surs de alimentare neintreruptiblia {UPS) accepta sistemul.

UPS 8 kVA UPS 20 kVA

Sprijind controlut de urgentd al mesei si componentele vitale Disponibll cu toate configuratille
{prevenind necesitatea repomirii) pana cand se reslabileste Sprijiné controlul de urgenta al mesei si fluoroscopie, er trebui
alimentarea puterea si fie intrerupts

CONFIDENTIAL
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Aspect tipic al camerei
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Serviciu clienti
Conectivitatea avansata la distants permite GE s& monitorizeze sistemele §i s& intervind, dac3 este necesar.

Facllitate de Intrefinere
Digital System Manager - Administratorul digital de sistem - simplifich depanarea gi minimizeaza timpul de nefunclienare cu
Inregisirarea erorilor schipamentelor incorporate gl diagnosticare la pornire in timp real. Software-ul rezident monitorizeaza
Intregul ststem, inclusiv hardware periferic. Sistemul IGS dispune de un serviciu de la distan{a InSite ™ de 24 de ore
dlagnostlcare si reparafii . Serviciul InSite ™ esle disponibil pentru sistemele acoperite de garantia originala sau dg 8. 0Ol
de service GE (este necesar banda largd). p

Seorvic extins T

avansate de la distan{s printr-o conexiune de banda largs sau telefonics .
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Este posibll ¢a produsul s nu fie dispenibil In toate térile si regiunile.

Nu poate fi introdus pe piaid sau pus In funciiune pand cénd nu au fost

Tndeplinite toate autorizatile de reglementare necesare, Inclusiv cerinjele

Directivei privind dispozitivele medicala pentru marcajul CE.

Specificaliile tehnice complete ale predusulul sunt disponibile la carere

Contactali un reprezentant GE Healthcars pantru mai mufte informati.

V4 rugdm g8 vizitati www gshealthcare .com / promotional-locations.

Date care pot fi modificate.

© 2020 General Electric Company. DOC1996667

GE, monograma GE, imaginafia la locul de muncé sunt marei comerciale ale

Socteldtii General Electric

1 Optiune

* Necesitd AW.
“* DICOM este o marca Inregisiratd a Asoclatiei Nalionale a
Producétoriler de Electrice. Toate mércile comerciale terte sunt
proprietatea proprietarilor respectivi

Sistemul IGS sa refers la sistamul lanova IGS 6

Repreducarea sub orice forma este interzisa fard permisiunea aqisé prealabila

a GE. Nimic din acest material nu trebule utilizat pentru a iaerEETTH Fitc:
vreo boals sau afectiune. Chitoril trebule s consulle

GEA330318 101/2020
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PRODUCT DETAILS

I. EUInnova IGS 630 AutoRight

Qty. CatalogRef

Description

518831BW
S18811BM
S18811BN
S18811CN
518061MB
S18061AZ
S18461INU
518391MW
518461JB

A e b et et b i b

518921LC
S518751BR
S18811PA
S18741BX
518701CY
S18741TN
518021DX
S18021DY
S$18351AN
M81521KC

et el bt ek el el fead ek

S18021VH
M81521VQ
M81521TS
M80281AA
M81501PG
M80501DV
S18121LA
S18121VW
S518121NC
518121vv
S18121vU
M81521ED
518021vC
S180215E
S18761PS
S18101CD
E46001BB

L T S S S T V| Sy

S181115P
S518101AL
S18741PB
S18391MX
E70381AA

— s e e

E6420BG
E6420BH
E6420BJ
E6420BK

— e e e

GE Healthcare

Innova IGS 630 with AutoRight

Table Side Status Control for IGS 6

User interface - SmartHandle

Wired Dual IPX8 Ed3 Footswitch for exam room

2 inch patient mattress (5 cm) for Omega V table

Table Head extender

Clear image - Large Display Monitor with 19 inputs

Dual Arm Suspension for Large Display Monitor

Additional Ctrl Room 48 cm-19 inch Live LCD HB Monitor - with
pedestal

Dose and IQ Optimization package (InnovaSense and DoseMap)
Blended Roadmap

Stenosis and ventricle analysis package

InnovaBreeze option

3D Acquisition - 3DCT HD for 30 cm panel

3D acquisition - Substracted 3DCT

3DCT HD Extension - MAR

3DCT HD Extension - Motion Freeze

In-Room AW wireless mouse interface kit

AW VolumeShare 7 for Interventional with 32GB of RAM. DOES NOT

include Volume Viewer

AW - Volume Viewer Interventional lincludes Volume Viewer Innova)

Volume [llumination

3D Suite

AW VolumeShare 7 Monitors

AW HP Workstation Power Cords Kit (EMEA)

Field Engineer Letter

AW - Liver ASSISTV |

Vessel ASSIST

NEEDLE ASSIST

EVAR ASSIST 2

Embo ASSIST

Integrated Registration

AW - AngioViz

AW - Stenosis Analysis Software Package

Power distribution unit - Main transformer 24KVA

Unit power supply- 8 KVA UPS

Main Disconnect Panel (MDP) CE 100A 380/400/415V 50/60Hz three
phases for Vascular systems

Lateral Installation Suitcase

Floor Plate - Base Plate LC Kit

Frontal Positioner Dolly

Substructure for Dual Arm suspension

Medrad Mark 7 Arterion Injector with Integrated Pedestal (GE
Vascular Package) - Installation by Bayer

DSA-2Q Digital Headholder/Skull Positioner

Headholder pad for DSA-2Q Digital Head Holder E6420BH
HB-1 Armboard w/Horizontal Rotation CONFIDENTIAL

HB-1 Armboard Pad SE CRET DE AFACER‘
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1 E63611CS Mavig Lower body protection Model 6269, HxW 90x64 cm, single
removable upper shield H= 17 cm

1 E63611DJ Mavig Rad shield 61 x 76 cm (L x H} with cut ocut,center mount, 360°-
58 cm stat, column, exam lamp 60,000 lux, 75 cm/91 c¢m spring arms,
mounting plate

1 ABZ000AN 16 credits Welcome Pack for new customers
1 AO0D61AN 4+2 days included onsite application I1GS
1 AQ0021AN-NEW 2 DAYS INCLUDED ON-SITE APPLICATION
1 1018071LsI Base plate /Alaplemez
1 1015249LS] Audio Intercom
1 NL_OTH_XBUS_CS_DEVICES Maclab 6.9.6. Hernodynamics system
CONFIDENTIAL
S=CRET DE AFACERI
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LONG DESCRIPTIONS
All pictures featured are for illustration purposes only, and do not necessarily relate to products or services
mentioned in the text.

§18831BW - IGS 630 with AutoRight™ configuration with Omega V Table

The Innova IGS 6 with AutoRight™ in its below described 1GS 630 configuration with Omega V table is a biplane
cardiovascular and interventional X-ray system consisting of a floor mounted three-axis C-arm and a ceiling
suspended C-Arm with the GE exclusive 31em x 31cm Innova solid-state digital detectors. It is designed to
consistently provide excellent imaging performance for a full range of Interventional X-ray procedures, such as
neuro, cardiac, general vascular diagnosis and intervention, electrophysiology, and a range of non- vascular
interventicnal procedures.

Innova IGS 6 with AutoRight™ Positioner

The Innova I1GS 6 with AutoRight™ combines GE's exclusive
Innova floor mounted LC Positioner with a ceiling mounted
lateral plane with an ergonomically designed tableside user
interface to provide easy access and control of critical features
during an exam. The patented 3-axis isocentric positioner design
features a floor mounted L-Arm and offset C-Arm for maximum
positioning flexibility and excellent patient access in all views.
The rigid floor-mounted construction provides minimum
vibraticn and deflection during spin acquisitions. The three motor
driven axes help make even the most complex angulations easy
to achieve,

AutoRight™ : Intelligent Image Chain Powered by Edison

AutoRight is the industry's first Al-driven, neural network-based image chain powered by Edison and digital twin,
including embedded applied intelligence and advanced modelization featuring a complete re-design of GEHC IGS
image chain.

AutoRight, is designed to deliver repeatable & faster choices, making image optimization fully automated,
dynamically throughout the entire procedure, from acquisition, to processing and display, regardless of patient
size, anatomy or C-arm angulations, which helps remove the burden of manual adjustment.

AutoRight is the right platform to address the growing demand for full combination capabilities in the
interventional suite.

AutoRight’s live parameter optimization provides consistent image quality with the patient's arms down
throughout the whole spin. Not only is the image quality of these difficult acquisitions consistent and repeatable,
which can reduce dose exposure, but it also enables the use of advanced applications such as virtual injection
planning in 3D and the ability to simulate therapy efficacy. Overall, it allows the clinical team to better plan for,
guide, and assess complex procedures in their daily practice,

AutoRight makes the machine an integral part of the team, capable of relieving clinicians and technologists of the
tedious yet complex task of optimizing 1Q and dose, helping them focus all their attention and expertise on their
patients.

GE Revolution digital flat panel detector

The digital detector uses an amorphous silicon photodiode array on a continuous-substrate, single-piece panel
with no inherent seams. The digital detector (31 ¢m x 31 em| is comprised of a 1536 x 1536 array of imaging
elements or pixels on a 200- micron pitch. Scintillator thickness and electronic noise are optimized to produce
extremely high detective quantum efficiencies, both at high exposures and at fluoroscopic doses.

SZCRET DE AFACER
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X-RAY Tube

The Innova IGS 6 with AutoRight™ uses a 100 kw high-frequency Jedi three-phase power unit that provides grid
pulsed fluoroscopy capability.

Automatic X-ray technique calculation provides a tube-rating chart that calculates maximum exposure time based
on the selected protocol, kV, mA, focal spot and available heat units.

Fluoroscopy and radiography exposure times and mA are automatically controlled by the dynamic exposure
optimization system. The range of mA is limited by X-ray tube ratings and regulatory limits. A fluoroscopic timer
captures the fluoroscopic procedure time (reset time is every five minutes),

The Omega V table

The Omega V table is the long version and motorized table. It supports a load up to 304 kg and allows imaging
coverage with table panning up to 195e¢m with table dimension: 333cm in length and 46cm in width.

User interface

¢ The SmartBox provides a simple control of the positioner and the table. A second SmartBox can be added
at tableside or in the control room.

*  The TSSC provides simple access to key acquisition and review parameters throughout the exam. A
second TSSC can be added at tableside or in the control room.

* Toprovide more AW capabilities at tableside, an optional interface kit enabling to connect an in room
wireless mouse to drive the AW from table side is available.

¢ The IGS system flucro/acquisition footswitch can optionally come as wireless footswitch.

» The Central Touch Screen lets the user control the system functions as well as integrated equipment.
» Fluorostore store displays, and plays loops of the last 450 (up to 900) fluorc images at the push of a
button for streamlined image review, helping to avoid extra images and exposure,

* InRoom Browser display the sequences previously acquired on the in-room monitor for interactive
table-side selection and review.

The Innova IGS 6 with AutoRight™ system facilitates image
management and workflow using standard format and
communication protocols.

It also features close integration with the AW and CA1000
workstations to provide advanced image review and processing
capabilities.

* Acquisition of data at 14 bits

¢ Dynamic and chase images stored in 8 bits, maximum
450 images per sequence. Storage capacity: 136,000
dynamic and chase images

» DSA and breeze images with 12 bits data stored in 16
bits, maximum 450 images per sequence. Storage
capacity: 68,000 DSA and breeze images

+ DICOM image output on 100Mbit Ethernet with Autosend and background transfer for fast transmission
with minimal user interaction.

e Capability to do full resolution 1024 x 1024 DICOM push to retain image quality at acquisition
(configurable to 512 x 512 for cardiac acquisitions and 512 x 512 x 512 or 256 x 256 x 256 for 3D imaging|

* Patient Worklist capability provides a single point of entry of patient data, increasing staff productivity and
eliminating clerical errors: patient information can easily be imported into the digital system from
information systems that support DICOM Worklist Service Class Provider.

*  Multi-destination Push enables images to be sent to multiple remote DICOM destinations sequentially (one
after another). Multi-destination helps to support a clinical scenario of handling post processing and
archival activities in multiple destinations independently of each other {workstation, PACS). MPPS:

— @ SHRETDEAFACER)
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Modality Performed Procedure Step allows to share the main exam parameters with the hospital

information system.

*  For the 3DCT / 3DCT HD option, users can direct-push the 3D acquisition directly to the pre-configured
AW, even if the images of the exam are pushed to a PACS or another archiving system.

§18921LC - DOSE AND IQ OPTIMISATION PACKAGE

A package that includes the following features: InnovaSense and DoseMap.

innovaSense

InnovaSense is an advanced patient contouring

technology available with 20em and 30cm detector

configurations that uses an intelligent algorithm
during gantry motion to select the optimal
position for the image receptor relative to the

patient. By reducing the distance from receptor to

patient, the system optimises imaging geometry

and helps reduce radiation exposure. The user also
can position both the gantry and detector with one
integrated operation. Capacitive sensor technology
and optimised collision avoidance software enable

a speed of pivot and C-arm, of up to 20° per

second.
Daose Map

Dose Map is a feature used to calculate, display and record an estimated local cumulated dose during procedures
done on the GE X-Ray angiographic system, It is designed to provide to the user a visualisation of the distribution
of the local cumulated dose throughout the exam as well as the current projection of the beam.

Estimated focal cumulated dose Yes
Pediatric patient Yes
Real-time calculation Yes
Configurable alert Yes

GE Healthcare

CONFIDENTIAL

SECRET DE AFACER)



$18751BR - Blended Roadmap

Blended Roadmap is a vascular road mapping
application that superimposes a previously
acquired vascular image over live fluoroscopy.
This advanced application helps clinicians view
the progression of guidewires and devices through
the vessels.

Clinicians can select any DSA or bolus image as a
reference roadmap image, By using this image
multiple times, Blended Roadmap has the
potential to minimize contrast media injections
during road mapping.

Blended Roadmap provides additional features to
enhance road mapping procedures, including:

¢ Adjustment of the subtraction level
Adjustment of vessel transparency

+ Automatic resizing of the roadmap image to
adapt to the fluoroscopic field-of-view

»  Pixel shift of the vessel image to compensate
for motion

$518811PA - QUANTITATIVE ANALYSIS PACKAGE

The Quantitative Analysis Package includes Stenosis Analysis and Left
Ventricle Analysis that allow the user to perform stenosis and left
ventricle measurements and analysis.

With OneTouchQA, the user can select measurement points with a
fingertip directly on the selected image frame displayed on the tableside
Touch Screen - no mouse or joystick is required. OneTouchQA is
available for stenosis analysis and distance measurements.

$18741BX - InnovaBreeze

InnovaBreeze lets the user follow the [
contrast using variable panning speed
control in the control room while
looking at subtracted images in real
time. InnovaBreeze includes
Advantage Paste.

CONFIDENTIAL
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3DCT HD is intended for imaging vessels, bone, soft tissues, and other internal body structures. It helps physicians
in diagnosis, surgical planning, interventional procedures and treatment follow-up. 3DCT HD offers 3 rotation
speeds: 16, 28 and 40 degree/sec and 4 different field of views. It utilizes automatic exposure technique to optimize
image quality and dose all along the rotational acquisition.

Transfer of the acquired data to the AW workstation is automated including image reconstruction, processing and
display. 3DCT HD embeds a scatter artefact reduction technology. The resulting 3D model can be visualized as
axial slices and volume rendering.

Slice reconstruction for 3DCT HD can be exported as DICOM CT format.

$18741TN - Subtracted 3DCT

Innova Subtracted 3D enhances the Innova 3D application by adding automated sequential mask and contrast spin
acquisitions with processing protocols to produce subtracted 3D vascular images. Clinicians may use Subtracted
3D to quickly visualize vessels without the need to remove surrounding bone, tissue, and implanted devices.

The output of the 3D processing provides convenient side by side and separate visualization of the mask series, the
subtracted vascular anatomy and the standard 3D vascular images.

The mask image can be fused onto the subtracted image and their transparency can be adjusted for optimal
visualization of the implanted devices in relationship to the vascular anatomy.

Innova Subtracted 3D requires the following:

e Innova 3D,
* AW VolumeShare5 or higher,
*  Advanced Innova Software Package.

$18021DX - METAL ARTEFACT REDUCTION

During embolisation interventions and surgeries, 3DCT HD

MAR software improves image quality by reducing :Ef,:]..;i,-;-l:g:;lct)g,||l,l};ul{§;;_._‘.{I ol an aneurysm endovascular
streak artifacts induced by the presence of small metallic
devices such as coils or clips, automatically in ) E“
interventional CBCT.
3DCT HD with MAR reduces metallic artifacts in rotation i ; | l
acquisitions seamlessly with a single button click. o oL T _ *’

N AW

$18021DY - MOTION FREEZE

Compensates for inveluntary respiratory motion artifacts on interventional CBCT, saving time and improving
safety in radiology procedures. Useful with non-sedated patients, for an effective first CBCT image, controlling
radiation dose and contrast media volume, thus improving workflow efficiency.

SECRET DF APACER
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M81521KC - AW VolumeShare 7 for Interventional with 32GB of RAM,

AW VolumeShare 7 is a multi-modality image review, comparison and post processing workstation built with
simplicity and power at its core. Powerful software is optimized to take advantage of state of the art 64 bit
technology and multiple cores to ensure leading edge performance.

AW VolumeShare 7 features include:
Hardware:

e HP Z440 Workstation

» CPU:Intel Xeon E5-1660v3 (Haswell) Eight-Core @ 3.0 GHz with 20MB L3 Shared Cache each with Dual QPI
@8 GT/s

¢ RAM: 32GB (8x4GB) Four-channel DDR4 ECC RSIMM @ 2133 MHz

*»  GRAPHICS: NVIDIA Quadro NVS310 with 1 GB Video RAM

s 1x 256GB SATA3 SSD for OS and Apps

* 2x 512GB SATA3 SSD in RAID 0 for 1TB data storage

*  VGA Video Convert Kit

Software:

e GE Healthcare HELIOS 6 operating system

s Demo Exams for training and exploration

» Fast access to information you need through optional RIS integration & priors post-fetch
» Efficient workflow through dynamic load, end review and Key Image Notes features

¢ Productivity package to pre-process exams and allow up to 8 simultanecus sessions

¢ Applications usage monitor to track and view usage of your system

*  Smart layouts with Volume Viewer General review protocol that optimizes comparison and single exam
layouts

s  Enhanced multi-modality contouring tool with support for PET SUVs

*  Support for external DICOM USB media and preference management tool to exchange preferences across
users

»  Support for optional, broad suite of multi-modality advanced applications

SECRETTE AP
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$18021VH - VOLUME VIEWER INTERVENTIONAL

Volume Viewer Interventional is a software package including Volume Viewer and Volume Viewer Innova.

Volume Viewer provides excellent 3D visualisation 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 make 3D image processing a stress-free
component of the routine workflow.

Volume Viewer Innova is an option of Volume Viewer that enhances the workflow to process the X-Ray, CT
and MR 3D models in order to assist the user during clinical practice. This processing is intended to provide
visualisation of anatomical structures for interventional procedures. Volume Viewer Innova allows the user to
store and retrieve the processing performed, in order to facilitate the early preparation of the intervention as
well as further reviewing and reporting.

Note: All software are Non-Transferable to other hardware and are Non-Returnable.

M80281AA - AW VolumeShare 7 Monitors

AW VolumeShare 7 Monitors are two high-quality monitors offering bright and high contrast imagery suited to the
display of medical images per the AW VolumeShare Indications for Use.

Each provides a 19" 1280x1024 (5:4 aspect ratio) display that complies with international medical and patient safety
standards and offers the following specifications:

e Maximum luminance [panel typical) : 330 nit

e DICOM Part 14 calibrated luminance: 215 nit

*  Contrast ratio {panel typieal) : 500:1

s Anambient light sensor

¢ Brightness non-uniformity {measured as per DIN6868-157) ; +/-25%

M80501DV - Field Engineer Letter

Field Engineer Letter - Operator Manual on paper for AW

S18121LA - LIVER ASSIST V.I. PACKAGE
Liver ASSIST is a software package including FlightPlan for Liver and Hepatic VCAR.

CONFIDENT)))
SCCRET DE AFACES
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FlightPlan for Liver

FlightPlan for Liver is a non-invasive software package that

highlights vessels traveling to the vicinity of selected targets. It

allows to visualise and analyse liver vasculature and it can be

used to help facilitate the planning of liver embolisation.

procedures.

FlightPlan for Liver processes GE CBCT images and includes the

following main features:

* Leverages 3D data to create a real-time visualisation of the
liver arterial tree to perform arterial tree analysis

¢ Semi-automatic segmentation of the liver arterial tree

»  Definition by operator of one or more regions of interest

*  Automatic segmentation {color highlighting) of vessels from
the operator-defined starting point to the vicinity of the
regions of interest

¢ Ability to manually add and remove vessels in the vicinity of
the regions of interest

¢ Dynamically simulate injections through Liver vasculature in
both VR and Cross-Section views. Maps potential injection
trajectories by displaying in real time the vessel distality
from point of interest

¢ Real time augmentation of CBCT data, helps user to virtually follow vessel trajectory before injection, with
intuitive navigation through vascular anatomy

»  Export to Vessel Assist application to overlay segmented vessels over real-time flucroscopic image

¢+  Multi-modality 3D review to load and compare CT, MR, PET, and NM datasets side by side with GE CBCT
datasets

Hepatic VCAR

Hepatic VCAR is a CT post processing software application. It
provides enhanced productivity with automation for whole
organ and lesion segmentation, tumor burden caleulation,
treatment planning tools {liver lobes & segments separation).
Hepatic VCAR provides the tools to streamline workflow and
enhance diagnostic confidence.

Hepatic VCAR provides a comprehensive reading workflow
solution for detecting liver lesions and assessment of liver
morphology with exceptional flexibility and performance.

With it you can visualize and measure the entire liver volume, liver segments and liver lesions, determine tumor
burden and assess change over time. A clear, concise clinical report allows for easy communication of all
measurement resuits.

CONFIDENT! Al
SEORET D AFACEr
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$18121VW - Vessel ASSIST

Vessel ASSIST is a software package to plan, guide and assess
endovascular procedures. It provides a comprehensive set of tools
to simplify endovascular treatment workflow. It includes Vision2
and VessellQ) Xpress with Autobone. VessellQ Xpress with
Autobone is a post-processing software package used to analyse
angiographic data including stenosis analysis, thrombus, pre and
post stent planning procedures, and directional vessel tortuosity
visualization.

The key features of Vessel ASSIST include:

- Image analysis and fusion-mask generation in one platform to help physicians with efficient planning of vascular
treatments

- Ability to overlay saved information from planning step onto live flucroscopy, to support localisation and
guidance of catheters, coils and other devices during interventional procedures

- Image fusion capability on either frontal or lateral views of biplane systems

- Access to digital zoom

S18121NC - NEEDLE ASSIST

Needle ASSIST is a software package including Stereo 3D
and Trackvision 2.

Needle ASSIST helps clinicians define a desired needle
trajectory and monitor the progress of the needle along
this trajectory, to help physicians improve their accuracy,
reduce dose, and optimize workflow during needle
interventions. The potential reduction in dose and time
provides an opportunity to increase procedure volume in
the angio-suite and free-up CT scan time for improved
CT-ROI for diagnostic purposes. Needle ASSIST includes
TrackVision 2 and Stereo 3D. It may be employed for
bone/spine interventions, tumor ablations, and
percutaneous type Il endoleak embolisation.

Stereo 3D

Stereo 3D is an option of Vision 2, EVARVision and
TrackVision 2 applications and requires the In-Roorn AW
Mouse Interface Kit.

It enables users to reconstruct 3D objects from 2 spatially separated flucroscopic acquisitions, to help physicians

localise devices within the 3D anatomy without a CBCT acquisition.
; ey bl b .
Iﬁ L Rt
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Key features of Stereo 3D include:
*  Needle reconstructions made with an accuracy of better than 2.5mm perpendicular to the needle, in less
than 1minute
¢  Marker reconstruction in 3D with accuracy better than 2.5mm in less than 1.5 minutes

TrackVision 2

TrackVision 2 provides live 3D needle guidance. It allows the user to define a desired needle trajectory, and to
monitor the progress of the needle along this trajectory.

Key features of Track Vision 2 include:

» Intuitive, easy to use interface controlled completely at tableside
*  Automatic fusion of CBCT data over live fluoroscopy image with accuracy better than 1.8mm

*  Bi-view mode to further fine tune registration in translation and rotation. This feature also helps
correction of patient motion.

818121VV - EVAR ASSIST 2

EVAR ASSIST 2 is a dedicated application to help plan
EVAR procedures using pre-operative CT datasets. It
lets the user visualise the vascular anatomy, perform
key anatomical measurements, choose the treatment
strategy, size the endograft and save key information
that can be used during the intervention.

EVAR ASSIST 2 includes the following main features:

¢ O-click Bone Removal and tracking of the
abdominal vessels

*  Perform key aorta measurements in a few
clicks

¢ Analyse the profile of the endograft sealing
zones

¢ Generate and save volumes, C-arm
angulations and vessel ostia contours to be
used during the procedure

GE Healthcare




$18121VU - EMBO ASSIST

Embo ASSIST with Virtual Injection, powered by
Edison, is a 3D Visualisation software solution
designed to help clinicians simulate injections
dynamically and thus increase confidence in the
planning of embolisation procedures. In addition,
the tool may be used to guide embolisation
procedures via image fusion and then assess the
catheter location before embolisation. It has a pre-
requisite; Vessel ASSIST (Vision 2, VessellQ Xpress
and Autobone) .

Embo ASSIST processes GE CBCT images and includes the following main features:

s  Semi-automatic segmentation of the vasculature for export to fusion software
s Dynamic simulation of injections through vasculature in both Volume Rendering and Cross-Section views
Ability to manually build a vessel tree and highlight points of interest for overlay on real time fluoroscopy

M81521ED - Integrated Registration
Full Fusion Package Integrated Registration will be delivered on AW VolumShare 7 or AW Server 3.2

Integrated Registration is designed to provide easy comparison of three dimensional {3D) anatomical images from
Computed Tomography (CT), MRI {Magnetic Resonance Imaging), PET (Positron Emission Tomography), Single
Photon Emission Computed Tomography (SPECT) and X-Ray Angiography [XA)*.

It allows registration and fusion between two volumetrie acquisitions, which come from either the same or from
different acquisition modalities.

Major features and enhancements are:

¢ Ability to combine any two of the 5 modalities together.

¢ Automatic propagation of registration across series acquired in the same patient exam li.e. same frame of
reference) and to any series from any loaded exam that have been manually grouped together.

e  Full compatibility of the 3 different registration methods: automatic, manual and landmark that can be
combined together to provide an optimal result,

e 2D, 3D and hybrid 2D/3D Fusion capabilities.

s  Access to Volume Viewer** functionalities including MPR, Slab and eblique reformations, triple cblique
easy definition, Volume Rendering, 3D display, distance and ROl measurements {the ROl measurement
only work on the rigid registered images, not on the non-rigid registered images), layout management,
segmentations, film and save.

o Ability to save registered data as new DICOM series or as Registered DICOM object [except from SPECT

saving which is currently a limitation).

Ability to draw and save contours as RTSS DICOM objects.

Summary of operation;

e  User loads DICOM 3 CT, MR, PET, SPECT and/or XA data into a Integrated Registration protocol.
e Registration is performed based on reference and moving series selection.

e User reviews the quality of the registration with visualization tools and validates results.

e Optional: user defines and saves the contours of structures of interest.

s Registration results are saved. CONFIDENTIAL
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* For XA modality series, Integrated Registration currently supports only the 3D X Ray Angiography li.e, 3D X-Ray
Angiography images stored as CT Image Storage DICOM objects) images acquired with GE Innova equipment and
reconstructed with the Innova3DXR application.

818021VC - AngioViz

AngioViz summarizes temporal and densitometric
information contained in DSA time series, in one
single image, facilitating understanding of vascular
flow. Through simple user interface, with AngioViz,
you can easily compare different DSA series with
just a glance.

Parametric images are accessible, including peak
opacification, time to peak and the combination of
both.

$18101CD - 8 KVA Uninterruptible Power Supply (UPS)

W LY
The 8kVA UPS supports emergency table control vl
and vital components {preventing to require to

re-boot) until the power is restored

LT

Diwetrahions i fran s

E46001BB - Main Disconnect Panel (MDP)
Main Disconnect Panel mdp] CE 100A 380/400/415V 50/60hz three phases for vascular systems

The Main Disconnect Panel (MDP) panel serves as the main power disconnect between the PDU {Power
Distribution Unit) of GE Vascular system and its optional Fluoro UPS (20kVA) if present, and the facility power
source. The optimized design MDP saves time, installation labor, and valuable mounting space by consolidating
the main circuit breaker, control power source and required warning lights provisions into a compact factory
manufactured panel. The panel provides short circuit protection, overload protection and National Electrical Code
and Canadian Electrical Code required emergency shutdown for the system. It provides LOTO (lock out - tag out)

functions for safe service operation, and is part of the EPO (Emergency Power or& | T D; AFACER!
" ; -
u:-mzh - ’

Standard Applications

For installations of Vascular systems from Cerber B forward production and beyond {not baclk3@NFBENFAE).
Not intended for seismic installations in California.
GE Healthcare
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Benefits

The System Main Disconnect saves time, installation labor, and valuable mounting space by consolidating
the main circnit breaker, the feeder overcurrent devices, magnetic contactors and UPS emergency power-

off into one compact panel

Reduces installation time and cost by eliminating delays in obtaining individually enclosed componhents

and by eliminating on site assembly
UPS emergency power-off functions are included for future, partial systern UPS addition.

Disconnects system power on first loss of incoming power, preventing damage to system
components

Provides a standardized platform for UPS or other future GE engineered modifications or
upgrades

Main power disconnect operating handle can be padlocked in the OFF position for
servicing safety and OSHA lock out/tag out

The door has provisions for padlocking

Enclosure door is interlocked with ON / OFF disconnect handle to prevent unauthorized
access if disconnect is in the ON position

Features

Fluoro UPS breaker output
UL and cUL listed

O30

Supplied with 24V system emergency off push button and long-life LED pilot lights mounted on front side

Power disconnection is accomplished via the door mounted emergency OFF push button.

Suitable for use on systems with 50,0004 of short circuit current. It is the installer’s responsibility to verify
that the available short circuit current is 50,000A or less for compliance to all electrical codes

100-ampere circuit breaker rating furnished for use with GE Vascular system

Holds up to 95 mm? cable connections for the three phases of incoming and outgoing breakers

Panel disconnect provides OSHA lockout / tag out provisions
Factory wired and tested

Physical Characteristies

Dimensions: Height x Width x Depth: 615 x 415 x 300 mm
Handle depth; 67mm
Weight: approximately 19 kg

Components supplied with each panel

The Main Disconnect Panel
Installation, Operation & Service Manual
Drawings and Electrical Schematics

E70381AA - Medrad Mark 7 Arterion Injector with Integrated Pedestal

+ Base system includes injector head, power supply, display console unit and pedestal (consumables not included)
» Articulating arm

» Fulerum display mount kit
» Display cable 3.04m

» Hand switch 3.65m

» Syringe heat maintainer

« Power cord - North America and Japan 110V
« Power cord - International 220 v QF E P
« GE table interface cable, 4.57m b L:CRL:-T Di:

(i

» Equipotential cable, 5Sm

GE Healthcare
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- Operator's manual

+ Service manual

+ Warranty paper work

« CD with multi-language operator’s manuals

+ Installation, customer's operational training at time of installation and one year full on-site warranty in MEDRAD
service countries

AB2000AN - Welcome pack - 16 Credits

Get the best use of your GE Equipment with the GE CARES program.

The Welcome pack is an option offering you 16 credits to be used at your convenience, after the Start me Up
application days.

The Education credits packages are designed to provide flexible training options to be used in promoting learner
retention, supporting employee turnover needs and allows for efficient and effective skill development. Credits
may be used for Clinical Education on GEHC Diagnostic Imaging products located at Customer's facilities.

Credits may be used for trainings conducted at Customer's facility, via remote training sessions, at GE Healthcare
Academies and GE Healthcare partner sites as follows (upon availability):

Education Service Number oftralm.n 8
credits

On-site Education Services
1-day onsite training at customer's facility 8 credits
Off-site Education Services
1-day classroom for 1 person 4 credits
1-day immersion for a radiographer 4 credits
Online Education Services
1-hour remote training 1 credit
1-day remote classroom 4 credits
Access to 1 remote only Elevate package for 5 participants 8 credits
Access to 1 remote Elevate package for 5 participants with 1-day onsite training .

, o 16 credits
at customer's facility

Credits are valid for 12 months from Equipment warranty start, or date of signed agreement if purchased
standalone. Unused Credits at the end of this period are forfeited without refund or credit. Additional credits may
be available for purchase separately.

AO0061AN - 4+2 days included onsite application IGS
Customized on-site Application training

A 4+2-day on-site training to allow users to start & run their activity independently. Training sessions are set up
with radiographers and radiologists to teach them how to operate their system step-by-step. The users are trained
on the review workstation to be autonomous and perform their daily activities.

Target attendees: Radiographers, Technologists, Radiologists, Physicians, Cardiologists CONFIDENTIAL

Course Leader: GE Clinical Education Specialist mm}
QCARET NS ARACED
nl k¢ ba E LA

Certification: GE Healthcare Education Certificate SRIFIAY)

GE Healthcare
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Language: Local Language when available or English
Number of Participants: Maximum 4 people per session

Expiry date: Available during the warranty period

ARGRET DE AFACF!
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Mac-Lab

Cardiac Cath Lab Physiological Recording System

The Mac-Lab™ Hemodynamic Recording System is part of a comprehensive cath lab workflow infrastructure
designed to help make more efficient, more productive and able to focus more on patients.

Through intelligent design everything works as one. The result: information is available where it should be expected
by clinicians, when it should be there, regardless of where it's coming from, With an intuitive Windows® graphical
user interface and menus only one or two levels deep, Mac-Lab operation is designed to be quick, easy to use and
reliable. User-defined procedural lists and macros can help streamline case flow, speed and overall ease of use, while
reporting based on Microsoft® Word simplifies and enables efficient report generation. For enhanced productivity,
the Mac-Lab adds the dependability of our multi-parameter PDM module for dedicated real-time data acquisition.
Industry-standard hardware, on-line help, and the ability to save fuli-disclosure data to the network Drive and
backup to SD card further help enable confident operation. Built-in interactive reporting enables point-and-click
data manipulation.

Mac-Lab IT Hemodynamic Recording system software - Advanced system applications for display, recording,
analysis and documentation of clinical data and events during adult and pediatric patient hernodynamic studies.

Physiologic recordings:

- Amplifiers: Modular transport design

- ECG: 12-lead with HR and ST segment analysis

- Respiration: Impedance method (0-200 breaths per min range)
- Cardiac Qutput: Thermodilution, calculated and estimated Fick

- Invasive pressure: 4 channels with means (-25 to 249mmHg range)

- Non-invasive pressure: Automatic and manual modes {oscillometric)

- Pulse Oximetry: Saturation range 1-100%; {accuracy 70-100% +/- 3)
Clinical Features:

- Hemodynamic measures - valve gradients and areas, cardiac output, shunts caleulation

- Macros - automates procedural workflow with user-defined procedure setups

- 5T Segment software - allows real-time review of ST segment changes from user-chosen baseline during
hemodynamic procedures

- Cath Measurement Display Window - visualize and compare measurements acquired during the procedure.
- Integrated FFR calculation - automatically calculate fractional flow reserve from many flow wires

- ETCOZ window - displays ETCO2 waveform, Respiration Rate, Inspiratory and Expiratory values {(ETCO2

module/sensor required, sold separately)
GE Healthcare FI:P E ;Pl
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System security features:

- Automated User Tracking - document who performed each procedure event

- Esignature - ability to lock and sign M$ Word reports from within your system

- Audit Trail - documents details of many events, including system log-on, review study, continue study, print
study, and others

Interface/Data exchange:
- GE Data Export: Allows HL7 files from the system to be sent to other GE devices
- GE ADT Import: Enables admission data to be received from GE data management systems via DICOM MWL
GE X-Ray Interface: Enables admission data to be sent to, and Radiologic information to be received from, GE X-
Ray systems via DICOM MWL and MPPS

Operating system and 3rd party Software:
- Windows 7 Ultimate Edition for Embedded Systems {32-bit). Windows 7
Microsoft Office Professional Plus 2010 w/ Service Pack 1
- InSite 2.0 remote monitoring system software to aliow proactive monitoring and support {requires internet
connection)

Processor/Data Storage:

» Intel® Xeon® 3.5 GHz Quad-core or greater processor
= 16 GB of RAM

+ 2% 500 GB in RAID 1 hard drives

« DVD RW drive

« SDHC Card

+ MS SQL Server® 2008 Standard Edition

+ Optical Scroll Mouse

Dual or triple monitor system configuration:
Muonitor - Eizo FlexScan $2133 LCD monitor 21" diagonal, 4x3 aspect ratio, 1600x1200 resolution

Printer option:
- Black & White or Color HP printer

SCORET DE AFACER
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Innova IGS 630 cu AutoRight
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Oferta nr.; 2007937383.1 / Data: 02.07.202i

DETALII PRODUS

L EU Innova IGS 630 AutoRight

Cantitats  Catalog Ref Descriora
1 $18831BW Innova IGS 630 cu AutoRight
1 S18811BM Controlul stirii laterale a mesei pentru IGS 6
1 S18811BN Interfats utilizator ~ SmartHandle
1 S18811CN Comutator de picior Dual IPX8 Ed3 cu fir pentru sala de examen
1 S18061MB Saltea pacient de 2 inch {5 cm) pentru masa Omega V.
1 S18061AZ Extensie cap masg
1 S18461NU Imagine clard — Monitor mare cu 19 intréri
1 S18391MW Suspensie cu dous brale pentru monitor cu ecran mare
4 Si8461J8 Monitor suplimantar 48 cm— 19 inch LCD HB Live Camera Control ~
cu soclu
1 S18921LC Pachet de optimizare a dozelor §i a IQ ( InnovaSense §i DoseMap )
1 S$18751BR Foaie de parcurs mixt3
1 S18811PA Pachet de analizii a stenozei $i ventriculului
1 S18741BX Optiunea [nnovaBreseze
1 S18701CY Achizitie 3D - 3DCT HD pentru panou de 30 cm
1 S18741TN Achizitie 3D - scade 3DCT
1 S$18021DX Extensie 3DCT HD - MAR
1 $18021DY Extensie 3DCT HD -- Motion Freeze
1 S18351AN Set de interfats far# fir pentru mouse AW Tn camers
1 M81521KC AW VolumeShare 7 pentru Interventional cu 32 GB de RAM. NU
include Volume Viewer
1 S18021VH AW - Volume Viewer Interventional (include Volume Viewer innova)
i M81521vQ lluminarea volumului
1 MB81521TS Suits 3D
1 MB80281AA Monitoare AW VolumeShare 7
1 M81501PG Set cabluri de alimentare pentru stalia de lucru AW HP (EMEA)
1 M80501DV Scrisoare inginer de teren
1 S18121LA AW - Liver ASSIST VI
1 S18121VW ASSIST pentru vase de snge
1 S18121NG ASSIST AC
1 si1s121vw EVAR ASSIST 2
1 s18121vU Embo ASSIST
1 M81521ED Trregistrare integrata
1 S18021vC AW - AngioViz
1 S18021SE AW - Pachetul software pentru analiza stenozei
1 S18761PS Unitate de distribulie a energiei — Transformator principal 24KVA
1 S18101CD Alimentare cu energie — UPS de 8 KVA
1 E48001BB Panou principal de deconectare (MDP) CE 100A 380/400 / 415V 50
/ 80Hz trei faze pentru sisteme vasculare
1 S181115P Valiza de instalare laterald
1 S18101AL Placa de podea - Kit placs de baza LC
1 S18741PB Ciirucior frontal de pozifionare
1 S18391MX Structura suspensiei cu dous brate
i E70381AA Injector Medrad Mark 7 Arterion cu piedestal integrat
GE Healthcare =X
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1 E6420BG

1 E6420BH

1 E6420BJ

1 £6420BK

1 EB3611CS
1 E63611DJ
1 AB2000AN
1 AOCOG1AN
1 AOD021AN-NOU
1 i018071L.S!
1 [015249LSl
1
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GE Healtheare

Oferta nr.: 2007937383.1 / Data: 02.07.2024

Vascular) - Instalare de Bayer

DSA-2Q Suport de cap Digital / Pozitioner craniu

Supert pentru cap pentru suport digital pentru cap DSA-2Q
E6420BH

HB-1 Armboard cu rotafie orizontald

HB-1 Armboard Pad

Mavig Protectia corpului inferior Mode! 6269, HxW 90x64 cm, scut
superior detagabil H =17 cm

Scut Mavig Rad 61 x 76 cm (L. x H) cu decupaj , montare centrals,
stativ 360 ° -58 cm, coloand, lamp3 de examinare 60.000 lux, brate
cu arc de 75 em / 91 cm, plac3 de montare

Pachet de bun venit de 16 credite pentru clienti noi

Aplicatia IGS la fata locului cu 4 + 2 zile incluse

APLICATIE LA FATA LOCULUI CU 2 ZILE INCLUSE

Placs de baza / Alaplemez

Interfon audio

Maclab 6.9.6 . Sistem de hemodinamica




Ofcrta nr.: 2007937383.1 / Data: 02.07.2021

DESCRIERI LUNGI

Toate imaginile prezentate au doar scop llustrativ §i nu se refars nesplrat la produsele ssu serviciile menfionats In text.

S18831 BW - IGS 630 cu configurafie AutoRight ™cu tabelul Omega V.

Innova IGS 8 cu AutoRight ™tn configurafia IGS 630 descris# mai jos cu masa Omega V este un sistem biplan cu raze
X cardiovascular $i interventional format dintr—un brat C cu trei axe montat pe podea Si un brat C suspendat in tavan
cu Detectoare exclusive digitale 31cm x 31cm Tn stare solidi Innova de la GE. Este conceput pentru a oferi in mod
constant performanfe imagistice excelente pentru o gam# complets de proceduri de interventie cu raze X, cum ar fi
diagnosticul $i intervenlia vasculard neuro, cardiacs, generald, electrofiziologie $i o serie de proceduri de intervenlie
non-vascularl .

Innova IGS 6 cu pozitioner AutoRight ™

Innova IGS 8 cu AutoRight ™ combind pozilionatorul LC exclusiv de
la Innova montat pe podea cu un plan lateral montat pe tavan cu o
interfald de utilizator conceputs ergonomic pentru a oferi acces
ugor §i controlul caracteristicilor critice Tn timpul unui examen.
Designul brevetat de pozilionare izocentrica pe 3 axe are un braf L
montat pe podea §i un brat C offset pentru flexibilitate maxima de
pozilionare $i acces excelent la pacient Tn toate privintels.
Constructia montat3 rigid pe podea asiguri vibratii Si deviafii minime
n timpul achizililor de centrifugare. Cels trei axe motorizate fac ca
celo mal complexe angulatii 53 fie uSor de realizat.

AutoRight ™: lant de imagine inteligent, dezvoltat de Edison

AutoRight este primul lant de imagine bazat pe retea neuronald din industrie alimentat de Edison i digital twin,
incluzind inteligen{a aplicatd Tncorporats §i modelare avansatl, cu o reproiectare complet# a lanjului de imagine
GEHC I1GS.

AutoRight , este conceput pentru a oferi alegeri repetabile i mai rapide, ficnd optimizarea imaginii complet
automatizats, Tn mod dinamic pe parcursul Tntregii proceduri, de la achizilie, pén la procesare $i afigare, indiferent de
dimensiunea pacientului, anatomia sau angulaliile brajului C, care ajuti la eliminarea sarcinii reglare manuald.

AutoRight este platforma potrivitd pentru a réispunde cererii tot mai mari de capacitéli de combinatie complets din

suita de interventie.

Optimizarea live a parametrilor AutoRight ofers o calitate constantd a imaginii, cu brajele pacientului Tn jos pe tot
parcursul rotirii. Nu numai c¥ imaginile acestor achiziii dificile sunt de o calitate consecvents $i repetabils, ceea ce
poate reduce expunerea la dozi, dar permite, de asemenea, utilizarea aplicafiilor avansate, cum ar fi planificarea
virtuald a injectiel Tn 3D §i capacitatea de a simula eficacitatea terapiei. In general, permite echipei clinice s# planifice
mai bine, si ghideze $i s evalueze proceduri complexa Tn practica lor zilnicA.

AutoRight face ca aparatul si fie o parte integrant3 a echipei, capabild sii scuteascd clinicienii $i tehnologii de sarcina
plictisitoare, dar complexs de optimizare a [Q-ului $i a dozei, ajutdndu-i s3 5i concentreze toats atenlia $i expertiza

asupra pacientilor lor,

Detector digital cu ecran plat GE Revolution SECRET E AFACERI CONFIDENTIAL

elemente de imagini sau pixeli pe un pas de 200 microni . Grosimea scintilatorului §i zgomotul elec o
optimizate pentru a produce eficiente cuantice extrem de mari, atat la expuneri ridicate, cit i la dj
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Tubul de raze X

Innova IGS 6 cu AutoRight -utilizeazli o unitate de putere trifazatd Jedi de Tnaltll frecven{l de 100 kW , care ofers

capacitatea de fluoroscopie pulsati Tn refea.

Calcutul automat al tehnicii cu raze X ofers o diagram¥ de evaluare a tuburilor care calculeazi timpul maxim de
expunere pe baza protocolului selectat, kV, mA, punct focal §i unitili de cildurl dispenibils.

Timpii de expunere la fluoroscopie §i radiografie §i mA sunt controlate automat de sistemul de optimizare a expunerii
dinamice. Gama de mA este limitath de evalukirile tuburilor cu raze X §i de limitele de reglementare. Un temporizator
fluoroscapic capteaza timpul procedurii fluoroscopice (timpu! de resetare este la fiacare cinci minute) .

Masa Omega V.

Masa Omega V este versiunea de masa lungs $i motorizatd. Suports o sarcind de pna la 304 kg $i permite acoperirea
imagistic cu panoramarea mesei de pani la 185cm cu dimensiunea mesei: 333¢m lungime i 46cm l&fime .

Interfata cu utilizatorul

¢+ SmartBox p asigurd un control simplu al pozifionerului §i al messi. O a doua SmartBox poate fi addugats la
mas# sau Tn camera de control,

e TSSC oferd acces simplu la parametrii de achizilie i revizuire a cheilor pe tot parcursul examenului. Un al
doilea TSSG poate fi adfugat la laterala mesei sau Tn camera de control.

¢ Pentru a oferi mai multe capabilitsi AW la masa, este disponibil un kit de interfat¥ optional care permite
conectarea unui mouse wireless din camerX pentru a conduce AW din partea mesai.

¢ Comutatorul de picior al sistemului IGS fluor / achizifie poate veni opfional ca $i comutator de picior fira fir.

e  Ecranul tactil central permite utilizatorului s controleze funcliile sistemului, precum si echipamentele
integrate,

¢ Memoria Fluorostore afigeaz §i redd bucle ale ultimelor 450 (péna la 900) imagini fluore cu o simpls ap3sare
de buton pentru o revizuire simpla a imaginilor, contribuind la evitarea imaginilor $i expunerii suplimentare.

*  In Room Browser afigeazi secventele achizifionate anterior pe monitorul din camers pentru selectarea i
revizuirea interactivi a mesei.

Innova 13S 8 cu sistemul AutoRight ™faciliteazs gestionarea imaginii si
fluxul de lucru folosind formatul standard $i protocoalele ds
comunicatie.

De asamenea, oferk o integrare strinss cu statiile de lucru AW §i
CA1000 pentru a oferi capabilitali avansate de revizuire $i procesare a
imaginilor,

*  Achizifionarea de date la 74 bifi

*  Imagini dinamice §i de stocare stocate Tn 8 biti, maxim 450 de
imagini pe secvents . Capacitate de stocare; 136.000 de
imagini dinamice i de urmirire

o Imagini DSA gi brize cu date de 12 bifi stocate tn 18 bif; CONFIDENTIAIFI
il

maximum 450 de imagini pe secven(s, Capacitate de stocare: r‘
68.000 do imagini DSA gi brize CRET DE A

¢ legire imagine DICOM pe Ethemet de 100Mbit cu transfer automat i transfer de fundal pantru m
rapida cu interaciiune minima cu utilizatorul, £
e  Capacitate de a efectua rezolufie completd 1024 x 1024 DICOM push pentru a plistra cali afhid i
achizifie {configurabil la 512 x 512 pentru achizilii cardiace $i 512 x 512 x 512 sau 256 x 256
imagini 3D)

Company: GE Healthears Oocumens: Terms and Conditioas of Sale s Temitory: lnternational Langusgy: Englisk levwed: Pebruary 2017
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¢ Capacitatea listei de lucru pentru pacienfi oferd un singur punct de introducere a datelor despre pacienti,
cre$terea productivitalii personalului §i eliminarea erorilor de serviciu: informatiile despra pacienti pot fi ugor
importate Tn sistemul digital din sistemele de infarmalii care acceptd DICOM Worklist Service Class Provider.

¢ Multi-destination Push permite trimiterea la distan{i a imaginilor ciitre mai multe destinafii DICOM Tn mod
secvential (una dupX alta). Multi-destinatia ajuti la sustinersa unui scenariu clinic de gestionare a activitstilor
de post-procesare §i arhivare tn destinafii multiple, independent unul de celSlalt (statie de lucru, PACS).
MPPS (Modality Performed Procedure Step) : Pasul de Procedurs Efectuat Tn funciie de Modalitate permite
partajarea paramatrilor principali ai examenului cu sistemul de informatii al spitalului.

s Pentru opfiunea 3DCT / 3DCT HD, utilizatorii pot direcliona achizifia 30 diract citre AW preconfigurat, chiar
dac# imaginile examenului sunt Tmpinse catre un PACS sau un alt sistem de arhivare.

$18921LC - PACHET DE OPTIMIZARE A DOZE! $I A COEFICIENTULUI DE
INTELIGENTA

Un pachet care include urmiitoarele caracteristici: InnovaSense Si DoseMap .

InnovaSense ;

InnovaSense este o tehnologie avansatX de conturare a i
pacientului, disponibild cu configuralii de detectoare de 20
cm §i 30 cm, care utilizeaz3 un algoritm inteligent Tn

timpul migcirii porticului pentru a selecta pozilia optima ,r
pentru receptorul de imagine Tn raport cu pacientul. Prin
reducerea distantei de la receptor la pacient, sistemul
optimizeazd geometria imagisticd $i ajuts la reducerea
expunerii la radla‘u'. De ascmenea, utilizatorul p.oate e
pozitiona atat porticul, ¢t §i detectorul cu o singur \
operatie integrath. Tehnologia senzorului capacitiv $i L2
soft-ul de evitare optimizats a coliziunii permit o vitezd a

pivotului i a brafului C, de p8n# la 20 °  pe secunds.

Harta dozelor

Harta dozelor este o caracteristicd utilizatd pentru calculares, afiSarea $i Tnregistrarea unei doze cumulate locale
estimate Tn timpul procedurilor efectuate pe sistemul angiografic cu raze X GE. Este conceput pentru a oferi
utilizatorului o vizualizare a distributiei dozei locale cumulate pe parcursul examenului, pracum $i a proiecliei curente a

fasciculului.
Doza locala cumulatd estimat3 Da
Pacient pediatric Da
Calcul in timp real Da
Alertd configurabild Da

SCRET DE AFACER!
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S18751BR ~ Foaie de parcurs mixti

Blendad Roadmap este o aplicalie de cartografiere
vasculard care suprapune o imagine vasculard dob&inditd
anterior pestes fluoroscopia curentli, Aceasts aplicatie
avansats fi ajutd pe medici s& vad3 progresia firelor de
ghidare $i a dispozitivelor prin vase,

Clinicienii pot selecta orice imagina DSA sau bolus ca
imagina de referin{s a parcursului. Prin utilizarea acestai
imagini de mai multe ori, Blended Roadmep are potentialul
de a reduca la minim injecfiile cu substanle de contrast Tn
timpul cartografierii,

Blanded Roadmap oferl caracteristici suplimentare pentru
a tmbunatati procedurile de cartografiere , inclusiv:

] Ajustarea nivelului de sclidere
Reglarea transparantei vasului de singe
Redimensionarea automatd a imaginii de parcurs
pentru a se adapta s cAmpul vizual fluoroscopic

. Deplasarea pixelilor imaginii vasului de snge pentru
& compensa migcarea

S18811PA — PACHET DE ANALIZA CANTITATIVA

Pachetul de Analiza Cantitativiinclude Analiza Stenozei i Analiza
Ventriculului stnga, care permit utilizatorului s efectueze misurlitori §i
analize ale stenozei §i ale ventriculului stinga.

Cu OneTouchQA , utilizatorul poate selecta puncte de miisurare cu un deget
direct pe cadrul imaginii selectate afiate pe ecranul tactil de la marginea
mesei — nu este necesar mouse sau joystick. OneTouchQA este disponibil
pentru analiza stenozei §i misurarea distanei .

S$18741BX - InnovaBreeze

[nnovaBreeze permite utilizatorului s&
urmireascd contrastul utiliznd controlul
variabit al vitezei de pancramare fn
camera de control Tn timp ce privesSte
imaginile  scBzute Tn timp  real ,.
InnovaBreezs include Advantage Paste. i E

o

-

my =
CONFIDENTIAL
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3DCT HD este destinat pentru imagistica vaselor, osului, {esuturilor mai i a altor structuri inteme ale corpului. Ajuts
medicii Tn diagnostic, planificare chirurgicals, proceduri interventionale §i urmarirea tratamentului. 3DCT HD ofers 3
viteze de rotalie: 16, 28 5i 40 de grade / sec $i 4 cmpuri de vizualizare diferite . Acasta ut ilizes automat expunerea
tehnica la calitatea de optimizare a imaginii §i a dozei de-a lungul achiziliei de rotatie .

T axele pe transfer a datelor achizifionate la stafia de lucru AW este automatizat , inclusiv reconstructie de imagine,
prelucrare $i afigare. 3DCT HD Tncorporeazd o tehnologia de reducere a artefactelor scatter . Modelul 3D rezultat
poate fi vizualizat ca felii axiale $i redarea volumului.

Reconstruclia feliei pentru 3DCT HD poate fi exportats Tn format DICOM CT .

§18741 TN - CT 3D cu extragere

Innova Subtracted 3D tmbuniti{egte aplicalia Innova 3D ad3ugand achizilii automatizate de masc¥ secvenlialk i
contrast cu protocoale de procesare pentru a produce imagini vasculare 3D sc3zute. Clinicienii pot folosi Subtracted
3D pentru a vizualiza rapid vasels firli a fi necesard indepdirtarea osului inconjuritor, a tesuturilor §i a dispozitivelor
implantate.

Rezultatul procesérii 3D ofer vizualizare convenabild una 18ngh alta Si o vizualizare separat a seriei de m#sti, a

anatomiei vasculare sclzute Si a imaginilor vasculare 3D standard.

Masca de imagine poate fi condensat¥ pe imaginea extras3 §i transparenta acesteia poate fi ajustats pentru
vizualizare optim# a dispozitivelor implantate Tn relalie cu anatomia vasculars.

Innova Subtracted 3D necesitd urmitoarels:

¢ Innova 3D,
o AW VolumeShare 5 sau mai mare,

e Pachetul software avansat Innova.

S$18021DX - REDUCEREA ARTEFACTELOR METALICE

Tn timpul interventiilor $i operatiilor de embolizare , ';’D“,:""”"j"ﬂ: W&'-—‘oﬁow u
software—uf IDCT HD MAR Tmbunlititegte calitatea imaginii
prin reducerea artefactelor cu dungi induse de prezenta unor
dispozitive metalice mici, cum ar fi spirale sau cleme,
automat Tn CBCT interventional.
3DCT HD cu MAR reduce artefactele metalice Tn achiziiile
de rotalie fira probleme printr— un singur ¢lic de buton

$18021DY - INGHETARE MISCARE
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M81521 KC ~ AW VolumeShare 7 pentru Interventional cu 32 GB de RAM.

AW VolumeShare 7 este o stalie de lucru multi-modalitate de revizuire, comparare §i post-procesare a imaginilor,
construitd cu simplitatea §i puterea la bazli. Software—ul puternic este optimizat pentru a profita de tehnologia de
ultima generalie pe 64 de bifi §i a mai multor nuclee pentru a asigura performanta de varf .

Functiile AW VolumeShare 7 includ:
Hardwars:

s Stalie de lucru HP Z440

¢ Procesor: Intel Xeon E5-1860v3 (Haswaetl) Eight-Core @ 3.0 GHz cu 20 MB de cache partajat L3 fiecare cu
QPldual @8 GT /s

+  RAM: 32GB (8x4GB) DDR4 ECC cu patru canale RSIMM @ 2133 MHz
e GRAFICA: NVIDIA Quadre NVS310 cu 1 GB RAM video

*  1x SSD SATA3 de 256 GB pentru sistame de operare §i aplicalii

s 2x SSD SATA3 de 512 GB tn RAID 0 pentru stocarea datelor de 1 TB
¢ Kit de conversie video VGA

Software:

s  Sistemul de operare GE Healthcare HELIOS 8

¢ Exemple Demo pentru instruire $i explorare

*  Acoes rapid la informaliile de care aveti nevoie prin integrare optionals RIS si prioritali post-preluars

*  Flux de lucru eficient prin Tncircarea dinamica, revizuirea final3 i caracteristicile Note de imagine cheie
®  Pachet de productivitate pentru pre—procesarea examenelor §i permite p&na la B sesiuni simultane

*  Appl ications monitoriza utilizarea pentru a urmiri §i de utilizars a sistemului dvs, de vedere

*  Aspecte inteligente cu Volume Viewer Protocol de revizuire genarals care optimizeaza comparatia §i
aspectele de examen unic

*  Instrument de conturare multimodal TmbunBtatit cu suport pentru SUV-uri PET

+  Suport pentru medii exterme USB DICOM Si instrument de gestionare a preferinfelor pentru a schimba
preferintele Tntre utilizatori
*  Agiston{d pentru o suits larga oplionalli de aplicaii avansate multi-modalitate

Nota: NU include Volume Viewer CONFIDENTIAL

SRCRET DE AFACER)
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§$18021 VH - VOLUME VIEWER INTERVENTIONAL

Volume Viewer Interventional este un pachet software care include Volume Viewer $i Volume Viewer Innova.

Volume Viewer ofers vizualizare 3D excelents i capabilitdli de procesare pentru citirea §i compararea seturilor de
date CT, MR, raze X 3D, PET, PET / MR 8i PET / CT . Volume Viewer , de asemenea , ofers o largs portofoliu de
Tnalts performantd de analizi instrumente, automatizarea de ruting sarcini §i ajuti la a face 3D imagine procesarea
unui stres liber componentsl a rutini fluxului de lucru.

Volume Viewer Innova este o opfiune de Volume Viewer , care Tmbun#tafeste fluxul de lucru pentru a procesa
modelele 3D cu raze X, CT §i MR, Tn scopul de a asista utilizatorului tn timpul practicii clinice. Aceasts prelucrare
este destinatd si asigure vizualizarea structurilor anatomice pentru proceduri interventionale. Volume Viewer Innova
permite utilizatorului s3 stocheze $i recupera prelucrarea efectuats, Tn scopul de a facilita pregatirea timpurie a

interventiai ¢t $i revizuirea §i raportarea Tn continuare,

Nota: Toate soft-urile sunt netransferabile la alte elemente hardware $i sunt non-returnabile.

M80281 AA - Monitoare AW VolumeShare 7

Monitoarele AW VolumeShare 7 sunt doul monitoare de Thaltd calitate, care ofers imagini luminoase $i cu contrast
ridicat, potrivite pentru afigarea imaginilor medicale conform indicatiilor de utilizare AW VolumeShare .

Fiecare ofers un afigaj de 19 "1280x1024 (raport de aspect 5: 4} care respects standardele internationale medicale $i
de siguranli a pacientilor §i oferll urmitoarele specificalii:

# Luminanfa maximi (tipics a panoului % 330 nit

¢ DICOM Partea 14 luminan{s calibrat: 215 nit

o Raport de contrast (tipic panoului ): 300: 1

¢ Un senzor de lumind ambientals

e Luminozitate neuniform3 {masurats conform DING868-157 ). +/- 25%

M80501DV — Scrisoare Inginer de Teren

Field Engineer Letter ~ Manualul operatorului pe hartie pentru AW

S18121LA - PACHET LIVER ASSIST VI

Liver ASSIST este un pachet software care include FlightPlan pentru ficat $i VCAR hepatice.

CONFIDENTIAL

CORET D2 AFAGER
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FlightPlan pentru ficat

FlightPlan pentru ficat este un pachet software neinvaziv care

evideniazii vasele de séinge care trec Tn vecinitatea {intelor

selectate. Permite vizualizarea $i analiza vasculaturii hepatice §i

poate fi utilizats pentru a facilita planificarea emboliz&rii ficatului .

proceduri.

FlightPlan pentru ficat proceseazli imagini GE CBCT si include

urmitoarele caracteristici principale:

¢ Utilizeazs datele 3D pentru a crea o vizualizare Tn timp real a
arborelui arterial hepatic pentru a sfactua analiza arborelui
arterial

o Segmentarea semi—automat3 a arborelui arterial al ficatului
Definirea de c#itre operator a unsia sau mai multor regiuni de
interes

¢ Segmentarea automat (evidenlierea prin culori) a vaselor de
s8nge de la punctul de plecare definit de operator pénd Tn
vecindtatea regiunilor de interes

* Abijlitates de a adiiuga $i elimina manual vase de séinge in
vecinlitatea regiunilor de interes

¢  Simulati dinamic injectiile prin vasculatura hepatici atat tn VR cét §i Tn secliuni transversale, Carteazi
traiectorii potentiale de injectie afigand 7n timp real distalitatea vasului de la punctul de interesMarirea tn
timp real a datelor CBCT, ajut3 utilizatorul s& urmeze practic traiectoria navei Tnainte de injectis, cu navigare
intuitivdl prin anatomia vasculara

* Exportafi Tn aplicalia Vessel Assist pentru a suprapune vass de sange segmentate peste imagini
fluoroscopice Tn timp real

¢ Revizuire 3D multimodala pentru Tnciircares §i compararea seturilor de date CT, MR, PET si NM aldturi de
seturile de date GE CBCT

H VCAR epatic

Hepatic VCAR este o aplicalie softwere de post-procesare CT.
Oferl o productivitate sporitd cu automatizare pentru segmentarea
fntregului organ Si a leziunii , calcularea sarcinii tumorsle ,
instrumente de planificare a tratamentului (separarea lobilor si
segmentelor hepatice). Hepatic VCAR ofer3 instrumentele pantru
sficientizarea fluxului de lucru $i tmbunitatirea Tncrederii tn
diagnostic.

VCAR hepatic oferd o solutie cuprinzitoare de flux de lucru pentru
citirea leziunilor hepatice $i evaluarea morfologiei hepatice cu o
flexibilitate $i performantd exceptionale.

¥ o
Cu acesta puteli vizualiza $i maisura fntregul volum hepatic, segmentsle hepatice §i leziunile hepatice, puteli
determina mirimea tumorii §i puteli evalua schimbarea Tn timp. Un raport clinic clar §i concis permite comunicarea
ugoars a tuturor rezultatelor masuritorilor.

CONFIDENTIA
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S18121 VW - Vessel ASSIST

Vessel ASSIST este un pachet software pentru planificarea, ghidarea
$i svaluarsa procedurilor endovasculare . Acesta ofars un cuprinzitor
set de instrumente pentru a simplifica Auxul de lucru la tratamentul
endovascular. Acesta include Vision2 §i VessellQ Xpress cu
AutoBone. VessellQ Xpress cu AutoBone este un pachet software de
post-procesare utilizat pentru a analiza datelor angiografice, inclusiv
analizi de stenozH, a trombilor, a procedurilor de planificare pre si
posta stent &, §i vizualizare directionals a tortuozitatii vasului de
snge.

Cele mai importante caracteristici ale Vessel ASSIST includ:

- Analiza imaginii $i generares de masca de fuziune Tntr— o singurd platforms pentru 2 ajuta medicii la planificarea
eficientd a tratamentelor vasculare

- Capacitatea de a suprapune infarmaliile salvate Tn cadrul pasului de planificare pe fluoroscopia pe viu, pentru
sustinerea localiz#rii si ghiddrii de catetere, spirale si alte dispozitive in timpul procedurilor interventionale.

- Capacitate de fuziune imagine fie pe vederea frontal’ fie pe vederea lateral’ vederi ale sistameler biplane

= Acces la zoom digital

S18121 NC - NEEDLE ASSIST

Needle ASSIST este un pachet software care include
Stereo 3D §i Trackvision 2.

Needle ASSIST ajuta clinicienii s& defineascl o traiectorie
dorita a acului $i monitorizarea progresul a acului de—a
lungul acestei traiectorii, pentru a ajuta pe medicii si-$i
imbunitateascl precizia, si reduc3 doza, si s3 optimizeze
fluxut de lucru Tn timpul interventiflor cu ac. Reducerea
potentiald a dozei i timpului ofers o oportunitate de a
cregte volum procedurii Tn timpul scanfirii CT angio—suite §i
freer—up pentru Tmbunitifirea CT-ROI pentru scopuri de
diagnosticare. Neadle ASSIST include TrackVision 2 gi
Stereo JD. Acesta poate fi utilizat pentru interventii pe ocase
/ coloana vertebrald, ablatii tumorale, si embolizare
percutanata de tip IL

Stereo 3D

Stereo 3D este o apliune Tn cadrul aplicatjitor Vision 2,
EVARVision §i TrackVision 2 §i necesita Kitul In-Room AW
Mouse Interface.

Acesta permite utilizatorilor s# reconstruiascs 3D obiecte din 2 achizilii fluoroscopice separate sdpffa
medicii s3 localizeze dispozitivele Tn cadrul anatomisei 3D firki o achizilie CBCT.
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Caracteristicile cheie ale Stereo 3D includ:
s Reconstituiri ale acului realizate cu o precizie mai mare de 2.5mm perpendicular la ag, Tn mai putin de 1 minut
®  Reconstructia markerului Tn 3D cu o precizie mai mare de 2,5 mm Tn mai pulin de 1,5 minute

TrackVision 2

TrackVision 2 ofers ghidarea live 3D a acului . Acesta permite utilizatorului s% defineasc o traiactorie doritd a acului,
precum $i pentru a monitoriza progresul a acului de—a lungul acestei traisctorii,

Caracteristicile cheie ale Track Vision 2 includ:
¢ Interfa{d intuitivl , uSor de utilizat , controlats complet la mass
*  Fuziunea automats a datelor CBCT peste imaginea fluoroscopiei vii cu o precizie mai bun# de 1,8 mm

®  Mod bi-vizualizare pentru a regla maij bine Tnregistrarea Tn traducers $i rotalie. Aceasts caracteristicl , de
asemenea , ajutd la corectare a pacientului migcare.

S18121 VW - EVAR ASSIST 2

EVAR ASSIST 2 este o aplicalie dedicatd pentru a ajuta
la planificarea procedurilor EVAR folosind seturi de date
CT prooperatorii . Acesta permite utilizatorului
vizualizarea anatomiei vasculare, efectuarea
miisuriitorilor anatomice cheie, alegerea strategiei
tratament, dimensionarea protezei endo §i salvarea
informatiilor cheie care pot fi utilizate Tn timpul
interventiei.

EVAR ASSIST 2 include Tn urmiatoarele caracteristici

principale:

e  Eliminare oase §i urmarirea vaselor de singe

abdominale cu O-¢clic

#  Efectuarea de miisurfitori cheie de aortd Tn
clitea click—uri

*  Analiza profilulului Tn zonele de etangare
endoprotezs

*  Genereaz¥ §i salveazl volume, angulatile
bratului C $i contururile Ostisi vasului pentru
a fi utilizate Tn timpul procedurii

CONFIDENTIAL
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S18121VU - EMBO ASSIST

Embo ASSIST with Virtual Injection, alimentat de
Edison, este o solulie software de vizualizare 3D
conceputd pentru a ajuta clinicienii s¥ simulaze injectiile
Tn mod dinamic $i astfel s creasc# tncrederea tn
planificarea procedurilor de embolizare . In plus,
instrumentul poate fi utilizat pentru a ghida procedurile
de embolizare prin fuziunea imaginit §i apoi pentru a
evalua localia cateterului fnainte de embolizare . Are o
condifie prealabila: Vesse! ASSIST (Vision 2, VessellQ
Xpress §i Autobone } .

Embo ASSIST prelucreazi imagini GE CBCT $i include urmatoarele caracteristici principale:

¢  Segmentarea semi—automatd a vasculaturii pentru export ciitre software de fuziune
e  Simularea dinamic¥ a injectiilor prin vasculaturs, atat tn redarea volumului, cat $i Tn sectiunile transversale
Abilitatea de a construi manual un arbore de navll §i de a evidenlia punctele de interes pentru suprapunerea pe

fluoroscopie Tn timp real.

M81521 ED - Inregistrare integrats

Inregistrarea integrats a pachetului complet Fusion va fi livratd pe AW VolumShare 7 sau AW Server 3.2

Inregistrarea integrats este conceputs pentru a oferi o comparatie ugoar a imaginilor anatomice tridimensionale (3D)
de |a tomografie computerizats (CT), RMN {imagisticd prin rezonan{d magnetics), PET (tomografie cu emisie de
pozitroni), tomografia computerizats cu emisie de fotoni unici (SPECT) §i Angiografie cu raze X (XA) *,

Permite Tnregistrarea §i fuziunea Tntre dous achizilii volumetrice, care provin fie din aceleagi modalitali de achizilji, fie
din modalitiiti diferite.

Principalele caracteristici $i Tmbun#tatiri sunt:

e  Abilitatea de a combina oricare dou3 dintre cele 5 modaliti{i Tmpreuns.

»  Propagarea automats a fnregistriirii pe serii dobéindite Tn examenul acelutagi pacient (adics acelagi cadru de
referint#) $i ciitre orice serie din orice examen Tncéircat care au fost grupats manual Tmpreuns.

¢ Compatibilitate completi a celor 3 metode de Tnregistrare diferite: automats, manualX i reper care pot fi
combinate Tmpreund pentru a oferi un rezultat optim.

o  Capabilitali Fuziune 20, 3D $i hibrid 2D/3D.

s Acces la functionalitatea Volume Viewerks, inclusiv MPR, reformatari plici i oblice, definifia simpla oblics
triplé, redare volum, afiSare 3D , masurarea distan{ei $i a ROl ( mAsurarea ROI funclioneazs numai pe
imaginite Tnregistrate rigide, nu pe imaginile Tnragistrate non-rigide), gestionarea aspectului, segmentdri,
filmare $i salvare.

e  Abilitatea de a avea date Tnregistrate ca noi serii DICOM sau ca obiect Tnregistrat DICOM (cu exceplia
salvarii SPECT care este Tn prezent o limitare). CONFI

e Abilitatea de a desena $i salva contururi ca obiecte RTSS DICOM. QF‘PR T E AF ﬁﬁ E[ﬁ'!
] A "‘éw

Rezumatul operatiei:

o Utilizatorul Tncarcy datele DICOM 3 CT, MR, PET, SPECT si/sau XA Tntr— un protocol integrat de
Tnregistrare.

. anegistrarea se ofectueazii pe baza selecﬁei referintelar i a seriilor Tn mi$care

o  Oplional utilizatorul defineste $i salveazd contururile structurilor de interes.
¢  Rezultatele Tnregistririi sunt salvate.

" Compmy: GEHetihear Dk Terms sad Conditions of Sale Territey. Interationsl Language: Eaglish
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* Pentru seria de moduri XA, Inregistrarea integrets accepts Tn prezent doar imagini 3D cu raze X (adica. imagini 3D
cu raze X stocste ca obiecte DICOM de stocare a imaginiler CT ) imagini achizifionate cu echipamentul GE Innova i
reconstituite cu aplicatia Innova3DXR.

S18021VC - Angio Viz

AngioViz  rezum¥  informafille temporale  §i
densitometrice confinute Tn seriile de timp DSA,
ntr-o singurs imagine, facilitind Tnlelegerea fluxului
vascular. Prin intermediul unei interfele simple de
utilizator, cu AngioViz , puteli compara cu u$urints
diferite serii DSA dear dintr—o privire.

Imaginile parametrice sunt accesibils, inclusiv
opacificarea virfului, timpul pin¥ la varf i
combinatia ambelor,

UPS-ul da 8 kVA accepts controlul de urgentd al mesai
§i al componentelor vitale (prevenind necesitatas
repornirii) pani la restabilirea alimentsrii

40
Hy

2601104
Dimenslang In mm il

E46001 BB - Panoul principal de deconectare ( MDP )

Panou principal de deconectare ( mdp } GE 100A 380/400 / 415V 50 / 60hz trei faze pentru sisteme vasculare

Panoul principal de deconectare (MDP) servegte ca deconectare principals Tntre PDU (unitatea de distributie a
energiai) a sistemului Vascular GE 8i UPS-ul s8u optional Fluoro {20kVA), dach sste prezent, $i sursa de alimentare a
instalatiei. Designul optimizat MDP economiseSte timp, manopera de instalare, i spativl de montaj valoros prin
fmbinarea disjunctorului principal, a sursei de alimentare de control $i a luminilor de avertizare necesare Tntr — un
panou compact realizat Tn fabrici. Panoul ofers protectie la scurtcircuit, protectie la suprasarcina §i oprirea de
urgen(d a sistemului impusa de Codul electric national §i de codul slectric canadian, Ofers functii LOTO (lock out -
tag out)' pentru funclionarea Tn condiii de sigurania $i face parte din functia EPO (Emergency Power fF o

denansoters g stz CONFIDENTIAL FCRET D!" AFACER‘

1 Lock Out, Tag Out (LOTO) este o pracedura de sigurants utillzata Tn industrie $i In unitafile de cercetare pentru a
pericutoase sunt oprite corect §i nu pot fi pornite din nou Tnainte da finalizarea lucrarilor de Intretinere sau repsraiil.
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Aplicatii standard

Pentru instalalii de sisteme vasculare de la productia Cerber B Tnainte §i nu numai (nu sunt compatibile cu versiunile
anterioars) Nu este destinat instalaliflor seismice din California.

Beneficii

Deconectarea principald a sistemului sconomisegte timp, forts de munci la instalara §i spatiu de mantaj
valoros prin consolidarea Tntrerup#itorului principal, a dispozitivelor de supracurent de alimentare, a
contactoarelor magnetice $i a opririi de urgentd a UPS-ului Tntr-un singur panou compact

Reduce timpul §i costurile de instalare prin eliminarea Tntérzierilor in ob{inerea componentelor Tnchise
individual i prin eliminarea asamblarii la fata locului

Funcliile de oprire de urgen{d ale UPS-ului sunt incluse pentru viitoarea adiugare parliald a sistemului UPS.
Deconecteazi alimentarea sistemului la prima pierders & energisi de alimentare, prevenind deteriorarea
componentelor sistemului

Ofer# o platform# standardizats pentru UP S sau alte modificiri sau actualiziiri viitoare ale GE

Manerul de funclionare a deconectirii principale poate fi z&vorst Tn pozifia OPRIT pentru asigurarea
sigurantei §i blocarea / etichetarea OSHA

Usa are dispozitive pentru lacat

Usa carcasei este interblocat¥ cu manerul de deconectare ON / OFF pentru a preveni accesul neautorizat
dac# deconectarea este Tn pozilia ON

Caracteristici

legire Tntrerupitor UPS Fluoro

UL si cUL enumerate

Livrat cu buton de oprire de urgenti a sistemului de 24V $i lumini pilot LED cu durats lungh de viala montate
pe partea frontals

Deconectarea se realizeaza prin intermediul butonului de oprire de urgentd montat pe usa.

Potrivit pentru utilizare pe sisteme cu curent de scurtcircuit de 50,000 A, Este responsabilitatea instalatorului
s verifice dacd curentul de scurtcircuit disponibil este de 50,000A sau mai mic pentru respectarea tuturor
codurilor electrice

IntrerupBtor automat de 100 de amperi fumizat pentru utilizarea cu sistermul Vascular GE

Paistreaza conexiuni de cablu de pina la 85 mm' pentru cele trei faze ale Tntrerupitoarelor de intrare $i iegire
Deconectarea panoului ofers prevederi OSHA loc kout / tag out

Cablat $i testat din fabrich

Caracteristici fizice

Dimensiuni: In#itime x Litime x Adancime: 615 x 415 x 300 mm
Adincimea manerului: 67 mm
Greutate: aproximativ 19 kg

Componente furnizate Tmpreuns cu fiecare panou CONF’DENTJAL

E70381 AA - Injector Arterion Medrad Mark 7 cu piedestal integrat

+ Sistemul de bazi include capul injectorului, sursa de alimentare, consola de afigare §i soclu (consiyf

incluse)

Desene $i schems electrice

e e ORET DE ARACER!
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* Braf de articulare

+ Set de montare pe afigaj Fulcrum

* Cablu afigaj 3.04m

+ Comutator manual 3,65m

- Suport de clldurs serings

+ Cablu de alimentare - America de Nord Si Japonia 110 V
* Cablu de alimentare — Intemational 220 V

* Gablu de interfa{li pentru mast GE, 4,57m m {:’?&
* Cablu echipotential, 5m o j}
* Manualul operatorului ey

* Manual de service

* Lucrare pe hartie Tn garaniie

* GD cu manuale de utilizere Tn mai multe limbi :

* Instalare, instruire operalional¥ a clientului la momentul instalarii §i garanfie completd de un an la 0] ,HHL@
fata locului Tn tirile cu servicii MEDRAD

A 8200 0 AN - Pachet de bun venit — 16 credite

Oblineli cea mai bund utilizare a echipamentelor dvs. GE cu programul GE CGARES.

Pachetul de bun venit este o opliune care v3 oferd 16 credite pentru a fi utilizate dup bunul plag, dupf zilele de
aplicare Start me Up,

Pachatele de credite pentru educatie sunt conceputs pentru a oferi opliuni flexibile de formare care urmeaza s3 fie
utilizate Tn promovarea p¥strérii persoanei instruite, sprijinirea nevoilor angajatilor §i permite dezvoltarea eficients §i
eficace a Tndemn8ndrii. Creditels pot fi utilizate pentru educalia clinich pentru produsele de Diagnostic imagistic
GEHC situate pe facilitstile Clientului .

Craditels pot fi utilizate pentru instruiri desfégurate la sediul Clientului, prin sesiuni de instruire la distan{s, la GE
Healthcare Academies §i la site-urile partenere GE Healthcare dup# cum urmeazi (in functie de disponibilitate):

Numérul de credite de

Serviciul educational

- Servic d

[P

S
Se

SAThoar

Ty T Ty YR K 5
Servii d edyoatie oniino

Antrenament la distan{li da 1 or 1 credit

Clas# la distan{i de 1 zi 4 credite
Acces la un singur pachst cu telecomands Elevate pentru 5 participanti 8 credite

Acces la 1 pachet Elevate de la distan{i pentru 5 participanli cu instruire la fata
locului de 1 zi la sediul clientului

18 cl:edite

Creditele sunt valabile 12 luni de la Tnceperea garantiei echipamentului sau data semnirii acord .'f": d
achizilionate independent . Creditele neutilizate la sfargitul acestei perioade sunt pierdute fars rf m
Credite suplimentare pot fi disponibile pentru cumparare separat.

apkgh T
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A000 61AN - 4 + 2 zile s incluse la fata locului de aplicare IGS

Instruire personalizats pentru aplicatii la fata locului

O instruire la fafa locului de 4 + 2 zile pentru a permite utilizatorilor s& Tnceaps $i s3 Tsi desfiSoare activitatea
independent. Se organizeazi sesiuni de instruire cu operatori radiografie $i radiologie pentru a—i Tnviia cum si
opereze sistemul pas cu pas. Utilizatorii sunt instruili pe stalia de lucru de revizuire pentru a fi autonomi §i pentru a—
§i desfigura activitaiile zilnice.

Participantii vizati : operatori radiografie, tehnologi, radiologi, medici, cardiologi
Lider de curs : Specialist Tn educalie clinicd GE

Cortificare : Certificat GE Healthcare Education

Limba : limba locald atunci cénd este disponibild sau englezi

NumBr de participanti : maximum 4 persoane pe sesiune

Data expir¥rii: Disponibila Tn timpul perioadei de garantie

JECRET D AFACER
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Mac—-Lab

Cardiac Cath Lab Sistem de Tnregistrare fiziologica

Sistemul de Tnregistrare hemodinamic Mac—Lab™ face parte dintr - o infrastructura comprehensivi de flux de lucru de
laborator de cateterizare conceputd pentru a ajuta la a le face mai eficients, mai productive §i capabile s¥ se
concentreze mai mult pe pacienti.

Printr~un design inteligent totul functioneazi ca unul singur. Rezultatul: informaliile sunt disponibile acolo unde ar
trebui s3 fie agteptate de c#itre medici, cand ar trebui s3 fis acolo, indiferent de unde provin. Cu o interfals grafics cu
utilizatorul intuitivl Windows ® §i meniuri cu doar unul sau doud niveluri de profunzime, operarea Mac-Lab este
proiectati pentru a fi rapids, ugor de utilizat §i de Tncredere. Listels procedurale definite de utilizator i
macrocomenzile pot ajuta la simplificarea fluxului de cazuri, a vitezei $i a ugurintei generale de utilizare, tn timp ce
raportarea bazatd pe Microsoft ® Word simplifics $i penmite generarea eficients de rapoarte. Pentru o productivitate
sporitd, Mac~Lab adaugh fisbilitatea modulului nostru multi-parametru PDM pentru achizilionarea de date dedicatsd Tn
timp real. Hardware-u! standard din industrie, asistentd on-line §i capacitatea de a salva date de divulgare complets
n refea. Unitatea §i copierea de rezervs pe cardul SD ajuts tn continuare la o operare siguri. Raportarea interactivi
Tnoorporaté permite manipularea datelor de tip point-and—click.

Soft - ul sistemului de tnregistrare hemodinamict Mac=Lab IT - Aplicalii avansate de sistem pentru afigarea,
Tnregistrarea, analiza $i documentarea datalor clinice $i a evenimentelor tn timpul studiilor hemodinamice pentru

pacienti adulli §i copii.

Inregistrari fiziologice :

- Amplificatoare: Design modular de transport

- ECG: 12 derivatii cu analiza segmentelor HR si ST Co
= Respiratie: Metods de impedanta (interval de 0-200 respiralii pe mi 3 E

= Debit cardiac: Termodilutie, Fick calculat si estimat LCRL‘T D

= Presiune invazivi: 4 canale cu mijloace {(-25 pani la 249 mmHg)

= Prasiune neinvazivi: Moduri automate $i manuale ( oscilometrice ) e
= Oximetria pulsului: interval de saturatie 1-100%; (precizie 70-100% +/- 3)

Caraoteristici clinice :

Company GF Health D ;T 4 Conditions of Sele Temitory: Entomationsl Language: English [
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- Masuri hemodinamice — gradienti i zone ale valvelor, debit cardiac, calcul de Sunturi

= Macro ~ automatizeazs fluxul de lucru procedural cu setsiri de procedurs definite de utilizator

- Software ST Segment — permite revizuirea in timp real a modificarilor segmentului ST de [a linia da bazi aleas# de
utilizator Tn timpul procedurilor hemodinamice

= Fereastra de afigare a m#isuritorilor cateter — vizualizali $i comparafi masuratorile obfinute Tn timpul procedurii.

~ Caleulul integrat FFR - calculesza automat rezerva de flux fracfionar din mai multe fire de curgere

- fereastrd ETCO2 ~ afigeaz forma de unda ETCOZ2, rata de respiratie, valorile de inspiratis gi expiratie (modul /
senzorul ETCO2 necesar, se vinde separat)

Caractaristicile sistamului de securitate:

- urmirire automats a utilizatorului — documentul care a efectuat fiscare eveniment de procedurs

~ Semn#turd electronicl — capacitatea de a bloca $i semna rapoarte MS Word din sistemul dvs.

- Audit Trail - documenteaz¥ detalii despre multe evaniments, inclusiv conectarea sistemului, studiul de ravizuirs,
continuarea studiului, tipiirirea studiufui Si altele

Interfats / schimb de date :

- Export do date GE: permite trimiterea figierelor HL7 din sistem ca3tre alte dispozitive GE

— Importare ADT GE: Permite primirea datelor de admitere de la sistemele de gestionare a datelor GE prin DICOM
MWL

= Interfatli GE cu raze X: Permite transmiterea datelor de admitere trimise citre, Si informaliile radiologice care
urmeaz3 sk fie primite de la sistemele GE de raze X prin DICOM MWL and MPPS

Sistemul de operare §i software terts parte :

- Windows 7 Ultima Edilie pentru sisteme Tncorporate ( Pe 32 de bifi). Windows 7

- Microsoft Office Professional Plus 2010 w / Service Pack 1

~ Software de sistem de monitorizare la distantd InSite 2.0 pentru a permite monitorizarea §i asistenfa proactivi
{necesitd conexiuna la internet)

Procesor / stocare date :

* Procesor gquad—core Intel® Xeon® 3,5 GHz sau mai mare
- 16 GB de RAM

+ 2 x 500 GB pe hard disk-uri RAID 1

* Unitate DVD RW

+ Card SDHC

+ MS SQL Server® 2008 Standard Edition

- Mouse optic Scroll

Configurare sistem dual sau triplu monitor :
= Monitor = Monitor LCD Eizo FlexScan §2133 diagonald de 21 ”, raport de aspect 4x3, rezolufie 1600x1200

Optiunea privind imprimanta:
- Imprimant3 HP alb—negru sau color

CONFIDEMTIA

ScORET D AFACER
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TO: CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN SANATATE

June 30, 2021

TECHNICAL STATEMENT

Re: Public pracurement announced by the CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN
SANATATE, with subject ,, purchase of medical devices”

We, GE Medical Systems Société en Commandite Simple, a company duly organized and existing
under the laws of France, having our registered office and principal place of business at 283 Rue de
la Miniére, 78530 Buc, France, doing business as “GE Healthcare”, in our capacity of manufacturer of
angiographic systems

do hereby declare that the offered tender equipment - Innova IGS 6 biplane {with 30 cm detector) Digital
Cardio-Vascular X-ray System combined with Advantage Workstation Volumeshare 7, and Maclab
Hemodynamic Recording (hereinafter “System”} manufactured by GE Healthcare, complies with the Tender
requirements “Technical Specifications” as foows:

* 1)The System has 63 Programmable C-arm positions (7 positions x 9 users), which
meets requirement in the ,Frontal Gantry” section of Technical Specifications;

* 2} The system has the Omega V patient table which is fixed to the floor, which meets
requirement in the ,Patient Table” section of Technical Specifications

®  3)The system allows the system Controllers and Central Touchscreen to be mounted on both
sides of the table, which meets requirement in the ,Patient Table” section of Technical
Specifications

¢ 4)The Omega V table has a tabletop rotation of +/- 180,which meets requirement in the
»Patient Table” section of Technical Specifications

¢ 5) The System is offered with all the Accessories listed below as part of the tender bid:
* Mattress with a high degree of comfort for the patient (memory foam with a thickness of 5
cm)
Armrest
Bidirectional Intercom for communication between the control room and the
examination room
Footpedals for fluoroscopy and brake of the table in the hall of examination.
Lamp for the examination room with an intensity of 60,000 lux.
Upper transparent body radiation protection screen of 0.5 mm Jead equivalence
Lower body radiation protection screen of 0.5 mm lead equivalence
Which meets all the accessory related requirments in the , Patient Table section” respectively

®  6) The Systemn is equipped with 2 Performix 160A Xray tubes 1 on each gantry (frontal and
lateral), which meets requirement in the , X-ray Tube” section of Technical Specifications

GE Medical Systems Société en Commandite Simple

Au capital de 92 529 795 euros

Siege social : 283, rue de la Miniére @ GE Healthcare
78530 Buc CONF'DENT,AL

France
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® 7} The Performix 160A Xray tube has 113 kW nominal input power loadability for the large focal
spot, which meets requirement in the ,,X-ray Tube” section of Technical Specifications

* 8) The System has 2 equal size 31x31 cm detectors on the Frontal and the Lateral planes, which
meets requirement in the ,,Flat Detectors” section of Technical Specifications

¢ 9) The Large Display Monitor has a typical briﬁhtness of 500 cd/mz, which meets requirement in
the ,Flat Panel Display Systems” section of Technical Specifications

® 10) The System is equipped with the Advantage Workstation (AW) Volumeshare 7, an
Independent Multimodality Workstation that has the following image processing/
enhancement tools: Subtraction, contrast, brightness, zoom, roam, edge enhancement,
which, which meets requirement in the ,Independent Review and Archive Workstation”
section of Technical Specifications

¢ 11) The System is equipped with the Advantage Workstation {AW) Volumeshare 7, an
Independent Multimodality Workstation that can do 3D reconstruction and visualization of
volumes in VRT, MPR and MiP rendering modes, which meets requirement in the ,Independent
Review and Archive Workstation” section of Technical Specifications

¢ 12} The System can exporting 3D madels in STL format to a 3D Printer, which meets requirement
in the ,Independent Review and Archive Workstation” section of Technical Specifications

e 13)The AW Volumeshare 7 workstation has Full DICOM Connectivity features: DICOM
3.0 functionality (push, retrieve, query, storage, storage commitment, print), which, which
meets requirement in the , Independent Workstation” section of Technical Specifications

¢ 14) The System has automatic real-time pixelshift, which can be activated or deactivated on
request, which meets requirement in the ,Digital Imaging and Post Processing” section of
Technical Specifications

* 15) The system has the following DICOM Connectivity and Archiving features:

Send the images or runs: DICOM Push

Receive archive confirmation {Storage Commitment)

Print images: DICOM Print

Retrieve images from archive: DICOM Query / Retrieve

Recording results on CD / DVD, which meet all the requirements in the "Network /
Connectivity / Documentation” section of Technical Specifications

* 16) The System is configured with the Medrad Arterion Contrast injector, dedicated to
the angiography system and works in synchronized operation with the IGS 6 angiograph,
which meets requirement in the ,High Pressure Angio Injector” section of Technical Specifications

* 17) The Hemodynamic Recording System is equipped with the mobile desk, on a stable trolley, with
electrically conductive tires, which meets requirement in the »integrated hemodynamic system
running on the computer and allows all types of procedures to be performed on the
hemodynamic on workstation” section of Technical Specifications

GE Medical Systems Société en Commandite Simple
Au capital de 92 529 795 euros

Siége social : 283, rue de la Miniére
78530 Buc CONF'DENTML @ GE Heqglthcore
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* 18} The Hemodynamic Recording System is equipped with the starter accessories kit for
necessary non-invasive measurements for the first examination, including:

ECG 3-, 5-, 12-lead

5p02 sensor for adults and pediatrics

NBP cuffs, different sizes for adults and pediatrics
Temperature two sensors for adults

which meets requirement in the ,Integrated hemodynamic system running on the computer and allows
all types of procedures to be performed on the hemodynamic on workstation” section of Technical
Specifications

On behalf and for GE MEDICAL SYSTEMS 5CS,

GE MEDICAL SYSTEMS
Sociéid en Commandia Simple
. 283, RUE DE LA MINIERE
. . 78530 BUC - FRANCE
V‘r‘"\‘q"‘ $Lhan; RCS VERSAILLES B 215 013 350

TéL +33 ()1 30 70 40 40

Veronique Soltani
Tender & Offer Leader - Shared Services Europe

GE Medical Systems Société en Commandite Simple
Au capital de 92 529 795 euros

Siege soclal ; 283, rue de fa Minigre CONFID
78530 Buc ’ ENTIAL @ GE Hedlthcore
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Traducere din limba englezd

Sigla GE
GE Healthcare

Catre: CENTRUL PENTRU ACHIZITHI PUBLICE CENTRALIZATE iN SANATATE

30 iunie 2021
DECLARATIE TEHNICA

Re: Achizifia publici anuntati de CENTRUL PENTRU ACHIZITII PUBLICE
CENTRALIZATE N SANATATE, cu subiectul scumpiirarea de dispozitive medicale”

Noi, GE Medical Systems, Societate in Comanditi Simpl, o companie infiintati legal §i care
functioneazi in conformitate cu legile din Franta, avand sediul social gi principalul punct de lucru
in 283 Rue de la Miniére, 78530 Buc, Franta, cu denumirea comerciald »GF Healthcare”, in
calitate de producitor de sisteme angiografice,

declarim prin prezenta ci echipamentul oferit in licitatie — Sistemul Innova IGS 6 biplan (cu

detector de 30 cm) digital cardiovascular cu raze X, combinat cu Advantage Werkstation

VolumeShare 7 si MacLab Hemodynamic Recording (denumite in continuare wiistem”),

fabricate de GE Healthcare, indeplinesc cerinele licitatiei ,Specificatii Tehnice”, dupi cum

urmeaz:

1) Sistemul are 63 de pozilii programabile ale brafului C (7 pozifii x 9 utilizatori), care
indeplinesc cerinfele sectiunii ,, Tunel de scanare frontal” din Specificatiile Tehnice;

2) Sistemul are masa pacientului Omega V, care este fixatd de podea si care indeplinegte
cerintele sectiunii ,,Masa Pacientului” din Specificatiile Tehnice;

3) Sisternul permite s4 se monteze Controlerele sistemului si Ecranul Tactil Central pe ambele
laturi ale mesei, ceea ce indeplineste cerintele secfiunii , Masa Pacientului” din Specificatiile
Tehnice;

4) Masa Omega V are o rotatie a blatului mesei de +/-180°, ceea ce indeplineste cerintele
sectiunii ,,Masa Pacientului” din Specificatiile Tehnice;

3) Sistemul este oferit cu toate Accesoriile enumerate mai Jos, ca parte a ofertei la licitaie:

* saltea, cu un fnalt nivel de confort pentru pacient (spumi cu memorie cu o grosime
de 5 cm);

* suport pentru brate;

* interfon bidirectional pentru comunicatia dintre sala de comanda §i sala de examinare;

* pedale de picior pentru fluoroscopie si franarea mesei in sala de examinare;

¢ lampd pentru sala de examinare, cu o intensitate de 60.000 lux;
CONFIDENTIAL
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* ecran transparent de protecfie a pirtii superioare a corpului impotriva radiafiilor,
echivalent 0,5 mm plumb;

¢ ccran de protectie a partii inferioare a corpului impotriva radiatiilor, echivalent 0,5
mm plumb,

care indeplinesc toate cerintele respective ale sectiunii ,,Masa Pacientului”;

6) Sistemul este echipat cu 2 tuburi Performix 1604, cite unul pe fiecare tunel de scanare
(frontal si lateral), ceea ce indeplineste cerintele sectiunii ,, Tubul cu raze X din Specificatiile
Tehnice;

7) Tubul cu raze X Performix 1604 are capacitatea de incircare a puterii nominale de intrare de
113 kW pentru spotul focal mare, ceea ce indeplineste cerinfele sectiunii ,, Tubul cu raze X"
din Specificatiile Tehnice;

8) Sistemul are 2 detectoare de marime egali 31 x 31 cm in planurile frontal si lateral, ceea ce
indeplinegte ceringele sectiunii ,,Detectoare Plate” din Specificatiile Tehnice;

9) Monitorul cu afigaj mare are luminozitatea tipica de 500 cd/m?, ceea ce indeplineste cerinfele
secliunii ,,Sisteme de afigare cu ecran plat” din Specificatiile Tehnice;

10) Sistemul este echipat cu Stafia de lucru Advantage (AW) VolumeShare 7, o statie de lucru
independentd pe multiple modalitdfi, care are urmatoarele instrumente de procesare/
imbuniititire a imaginilor: scidere, contrast, stralucire, zoom (apropierefindepirtare), roam
(deplasare), imbundtitire margini, ceea ce indeplinegte cerinjele sectiunii ,,Statia de lucru cu
analizi independents gi arhivare” din Specificatiile Tehnice;

11) Sistemul este echipat cu Statia de Jucru Advantage (AW) VolumeShare 7, o statie de lucru
independent pe multiple modaliti{i, care poate efectua reconstructia 3D §i vizualizarea
volumelor in modurile de redare VRT, MPR si MiP, ceea ce indeplinegte cerinele sectiunii
w»Stafia de lucru cu analiz3 independenta §i arhivare” din Specificatiile Tehnice;

12) Sistemul poate exporta modele 3D in format STL la o imprimanti 3D, ceea ce indeplineste
cerinfele sectiunii ,.Stafia de lucru cu analizi independents si arhivare” din Specificaiile
Tehnice;

13) Statia de lucru AW VolumeShare 7 are caracteristici complete de Conectivitate DICOM:
functionalitate DICOM 3.0 (push, retrieve, query, storage, storage commitment, print), ceea
ce indeplineste cerinfele sectiunii ,,Statia de lucru independenti” din Specificatiile Tehnice;

14) Sistemul are dislocare de pixeli automata in timp real, care poate fi activata sau dezactivata
la cerere, ceea ce indeplinegte ceringele secfiunii ,,1518 isticd gi post-procesare digitald” din

FIDENT}4
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15) Sistemul are urmatoarele caracteristici de Conectivitate DICOM si Arhivare:
* Transmitere imagini sau run-uri: DICOM Push;
¢ Primire confirmare arhicare (Storage Commitment);
e Ripirire imagini: DICOM Print;
* Regiisire imagini din arhiva: DICOM Query/Retrieve;
¢+ (Inregistrarea rezultatelor pe CD/DVD, ceea ce indeplineste cerinjele sectiunii
»Retea/Conectivitate/Documentagie” din Specificatiile Tehnice;

16) Sistemul este configurat cu injectorul de contrast Medrad Arterion, special proiectat pentru
sistemul de angiografie i lucreazi in functionare sincronizata cu angiograful IGS 6, ceea ce
indeplineste cerintele sectiunii ,,Injectorul angiografic de inaltd presiune” din Specificatiile
Tehnice;

17) Sistemul de inregistrare hemodinamica este echipat cu un birou mobil, pe un cirucior stabil,
cu anvelope conductoare electric, ceea ce indeplineste cerinfele sectiunii ,Sistem de
hemodinamici integrat care ruleazi pe calculator §i permite ca toate tipurile de proceduri si
se efectueze pe hemodinamica pe stafia de lucru” din Specificatiile Tehnice;

18) Sistemul de inregistrare hemodinamica este echipat cu setul de accesorii de pornire pentru
masuritorile neinvazive necesare pentru prima examinare, inclusiv:

* ECG-3-, 5-, 12 fire

¢ senzor SpO2 pentru adulfi si pediatrie;

* mangoane NBP, diferite mirimi pentru adulti i pediatrie;
* doi senzori de temperaturi pentru adulgi,

ceea ce indeplineste cerintele sectiunii ,Sistem de hemodinamica integrat care ruleazi pe

calculator §i permite ca toate tipurile de proceduri si se efectueze pe hemodinamica pe stafia de

lucru” din Specificatiile Tehnice;

In numele §i pentru GE MEDICAL SYSTEMS SCS,
(Semndturd indescifrabild) (Stampild: GE Medical Systems,

Veronique Soltani Societate in Comanditd Simpld, Franta)
Licitatii gi Oferte - Servicii Distribuite Europa
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GE Healthcare

'AW VolumeShare 7

Improved department productivity.

Increased diagnostic confidence.
“Reduced operating costs.
And that's just the beginning...

Today's diognostic imaging technology provides an amazing breadth
of information in a wide variety of ways. However, analyzing it,
compiling what's relevant, and reporting your findings can put a
serious crimp in your workflow, causing your operating costs to soar,
and possibly even affecting your diagnostic confidence.

AW VolumeShare 7 offers an elegant solution to your workflow
challenges.

QOverview

AW VolumeShare 7 is 0 multi-modality image review,
comparison, and processing workstation with
simplicity and power at its core. This workstation
features 64-bit technology that allows processing of
today's increased slice count studies. With
significant improvements in workflow processes and
clinical feotures that may help increase your
productivity, AW VolumeShare 7 can elevate your
practice to a whole new level,

SSARET DE AFACFR
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S Mighlights

« Contemporary, simplified 2D
Viewer user interface is
harmonized with new Volume
Viewer application. new hard-
ware and operating system with
expanded memory.

« Supports new applications in CT
and Vasculor specialties.

« The Postfetch tool retrieves
historical exams for comparison.

¢ Preference Sharing enables
exchange of settings and
protocols among users.

» The Key Images feature allows
you to flag images and ¢create
key objects.

¢ Usage menitoring doshboord
tracks and displays exportable
analytics per application.

* Supports Chinese, Japanese,
Korean and Russian languages
for certoin applications

¢ Connects to redundant license
servers for high ovailability

Visit us:

www.gehealthcare comdow!
plattor ! ouw-werks totion/




Features

» Simple drag and drop action for
networking, media interchange,
and filming.

Multi-tosking copabilities.

Active directory integration allows
enterprise level user outhentic-
aotion. Directories supported include
Microsoft® Active Directory® (MSAD)
and other LDAP outhentication
services

Patient list to manage images from
local workstation or remote
systems.

Postfetch feature, designed to
optimize your reading workflow by
automatically gathering o patient’s
prior exams according to your pre-
set criteria.

Connectivity with RIS

Support for Key Imaoges.

End Review outomates routine
filming and networking tasks with
just one click.

» Search Advantage for fost and
easy seorch of a patient’s exam
history on PACS or any other
DICOM®-compliant device.
Enhonced Quick Filters of the
Patient List filters studies by
Modality, Date, End Review status
or Exam Description.

DICOM CD/DVD/USE Creation Tool.
High-performance dotobase
management system.

2D Viewer for image disploy,
manipulation, annotation, review.,
Integroted Fitmer with enhonced
flexibility to perform all filming and
dota exporting tosks.

Access to a wide variety of
applications for greoter diagnostic
flexibility.

Industry Standards

AW VolumeShare 7 complies with a
wide variety of industry stondards to
facilitate adoption of features and
performance improvements os the
computing and medicol imaging
industry evolves.

Computer Industry Standards for

Workstation Class Products:

& POSIX{1003.1, 1003.2, 1003.4)

o ANSIC / ANSI Draft Standord C++ /
JAVA®

DICOM Conformance Standards:

o DICOM 3.0 Storage Service Closs

for RT, CT, MR, CR, X-ray {Angio and

R&F), Digital X-ray (DX), MG, NM,

PET, U/S, Secondary Capture,

Secondary Capture Color DICOM

Image Objects. {Service Class User

(SCU) for image send and Service

Class Provider (SCP) for image

receivel.

DICOM 3.0 Query/Retrieve Service

Class (SCU and SCP).

DICOM 3.0 Storage Commitment

Service Class {SCU).

« DICOM Print (Color and B&W.

« DICOM Media Interchange (CO-R,
OVD+RWII.

Filming Protocols

¢ DICOM Print {Color and B&W) ond
Adobe® Postscript [Color and B&W}
for supported printers.

Indications for Use

AW VolumeShare 7 is a review
workstation, which allows easy
selection, review, processing ond
filming of multi-modality DICOM
images from a variety of diognostic
imaging systemns. When interpreted
by o trained physicion, filmed or
displayed imoges on the AW monitor
may be used as a bosis for diagnosis,
except in the case of mammaography
images.

Regulatory Compliance

European Council Directive 93/42/EEC
Medical Device Directive as amended
by European Council Directive
2007/47/ECUL1950, C5A 950, IEC/EN
60601-1-2:2007, IEC 60950- A12:201

IEC 60950-1:2005/A1:2008,

EN 50950-1:2006+A11:2009
+A1:20104A12:2011,

UL 60950-1, CSA C22.2 NO 60950-1-
07-CAN/CSA CSA C22.2 NO 60950-1-
07-CAN/CSA

EN 980:2008 - Symbols for use in the
lobeling of medical devices

EN 1041:2008 - Information supplied by
the manufacturer with medical devices

IS0 14971:2007 / EN 150 14971:2012 -
Medical devices - Application of risk
management to medical devices

« IEC/EN 60601-1-6:2010 - Medical
electrical equipment

IEC 62304:2006 / EN 62304:2006 +
AC:2008

cGRET DEAFACER!
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AW VolumeShare 7

The AW VolumeShare 7 workstation gives
you powerful capabilities aimed at
increasing your diagnostic confidence,
reducing your operating costs, and
improving your departmental productivity.

Available Configurations:

VolumeShare is o multi-modality advanced
visualization workflow solution that helps 1o
enhance diagnostic confidence and productivity.
The AW VolumeShare 7 workstation features
softwaore that is optimized for 64-bit technology
and multicore processor hardware to provide
leading edge performance. It includes AW's premier.
3D image analysis package, Volume Viewer, with a
suite of volumetric visualization and analysis tools
for CT, MR, 3D X-ray ond PET. In addition, this
package includes the multi-modafity 2D Viewer
with dedicated functions for review of CT, MR, X-
Ray. Angio, OX, U/S and PET images. It also includes
the Filmer, a multimedia export tool for creating
electranic films, filming and exporting to an internal
web server, CD, or DVD.

AW VolumeShare 7 is also available for purchose
without Volume Viewer for users who require only
2D image opplications. Volume Viewer dependent
features will not be supported on this configuration.

Modalities

Supported DICOM modalities include:
¢ Computed tomography (CT),

= Magnelic resonance imaging (MR},
¢ Rodiofluoroscopy (RF),

s Xray angiogrophy {XA),

= Computed radiography (CR),

Digital radiography (DX),
Mammography [MG),

Nuclear medicine [NM),

Positron emission tomography {PET),
Ultrasound (US)

Structured Reporting (SR),

Key Objects (KO)

Volume Viewer Application

* AW's 30rimage analysis package with a broad
range of multimodality image analysis tools
including multiplonar reformat, curvilinear
reformatting, volume rendering and lumen
navigation.

¢ For detailed description of Volurme Viewer
features, please refer to the Volume Viewer
Product Data Sheet.

License Management

= Application Usage Monitor trocks how often a
particular license was used, when, and by whom.
You can compile and view usage reports fora
specific period of time. This helps you understand
how your systems contribute to departmental
productivity and to plan for future license
requirements based on actual usage data.

« For floating licenses, a secondary license server
can be assigned for redundancy. If the primary
license server becomes unavailable, the
secondary can be contacted so that work can
continue.

User interface

¢ Displays on one or two 1280x1024 monitors with
scroll or optical mouse.

 Simple drag-and-drop mechanism for
networking, media interchange, filming and data
export options.

¢ Automatic help message display briefly describes
function currently under the mouse pointer,

s Shortcut keys and programmable window/level
function keys for accelerated control.

o Multi-tasking capabilities that allow Patient List,
2D Viewer, Filmer and Volume Viewer to run
simultoneously with Fast Switch capabilities
between applications.

Security

» Full support of Enterprise Authentication with
Microsoft® Active Directory® and Novell®
eDirectory™. Users can access their AW
Workstation with existing Single Sign On
credentials. This may streamline HIPAA
compliance.

« If Enterprise Authentication is not used, an

administrotor-defined UNIX login and password

is required per workstation. A lock screen feature

enables you to lock the workstation display when

leaving it momentarily, preventing unauthorized

access to patient doto.

Main actions performed on the AW (save, film,

network, export) are flagged ond saved to an

oudit trail which includes username, |0, patient

name, exam D, dote, and time.

Multiple users can have different local UNIX

logins, use the same AW workstation, and yet

keep their user preferences unigue.

GEORET E AFACER
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+ AW VolumeShare 7 is secured by Product Network A standard USE flash drive may also be used to

Filters {PNF), which keeps unauthorized users from share preferences between workstations.
accessing open ports over the network. You can » One-Touch protocols enable you to define an
configure this feature to provide only specific application or preset protocal to launch
remote devices access to AW ports. automaticolly based on DICOM elements,

s While not recommended, AW VolumeShare 7 ¢ DICOM Query/Retrieve Storage Class User (SCU) and
does support ClamAV® anti-virus protection. This Storage Class Provider (SCP) provide seomless
program is not activated by default in order to network integration.
guarantee optimal performance of the AW » DICOM Storoge Commitment SCU lets you know
workstation. |f needed, your GE Hedalthcore field when exams hove been archived successfully on
engineer can activate the program. However, it is DICOM devices, such as PACS, that support Storage
the customer's responsibility to provide a safe Comritment SCP.
internet connection from the workstation and to
keep virus definitions current. End Review

End Review outornates the routine tasks required ot

Workflow management the end of reviewing each exam. The “End Review" flag

in the potient list allows you to mark exoms as “Done”

after post-processing has been completed. End

Review allows you to automatically perform one or

several of these actions:

o Print poges prepared in the Filmer to the default
printer (DICOM or Postscript filmers supported), with
the option to automatically clear the Filmer ofter

AW VolumeShare 7 provides features designed to
optimize your reading workflow:

¢ The Patient List provides tools that enable you to
sort and filter imaging studies stored an the local
workstation or on remote systems.

Postfetch aliows you to retrieve a patient's prior
related DICOM exams from a rermote DICOM host.

Retrieval con be triggered by the orrival of a new printing. o
patient study on the workstation from the * Save electronic films in the workstation's attached
DICOM dotabase.

network or supported media.

Optional integration with RIS systems [Windows®
05 only) through commond line synchronization
interfoce. This allows your RIS system to
automatically select an exam on the AW by
passing the patient ID, study UID, or accession

» Automatically push the entire exam or only the
series created on the AW to one or more remote
hosts.

Remote Network Host Management

number. Together with Softswitch, which allows e AW VolumeShare 7 Patient List provides a control
remote RIS system control from the AW, this ponel to select a remote host or destination for
feature allows o RIS-driven workflow to be used network transfer. lcons signify different device types

lacauisition, post processing, PACS, etc) that are
accessible to the workstation via the network.
= You can initiate a network transfer simply by

on the workstation.

Support for IHE Key Image Notes profile, allowing
you to mark certain images in the 20 or 3D viewer : . : L
as key images. Key images are displayed os a dragging an exam. patient, series, or imagels} to the
separate series in the exam list and accessed or remote host icon. You can activate a remote

sent to on IHE KIN-supporting PACS. Specific lags browser to display detailed exam information from
and Key Image Notes moy be creoted using the the remote host, including filtering information if

2D Viewer application. supported.

Support for external USB disks to serve as DICOM
storoge media. The USB disk con be accessed for
reading ond writing via the media button, the
same way you would access a CO or DVD. The
maxirmurm nurmber of images thot can be stored

Search Advantage

« This advanced search engine lets you search g
patient's exam history on PACS or other DICOM
device with a few mouse clicks. Workflow is

on a USB device is restricted to 300,000 across oll improved if the remote device is Direct Connected to
exoms. USB media must be formatted using the the AW so you con launch applications without
FAT32 file system. See the AW VolumeShare 7 hoving to DICOM transfer the exam.

Basic Display/Viewer/Filmer User Manual for more
details on USE storage.

Preference sharing omong users. Sharable Worklists and Filters _
preferences include: Filmer layouts, Volume * You can filter the patient list by modality, date, end

Viewer custom protocols, and viewer preferences,

@ GE imaginotion at work _
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review status, or examn description. Most filters are

available on the remote host patient list as well.

You can filter the patient list further by choosing one

or any of these parameters:

- Modality.

- Patient name or patient ID.

- Exam location thospitol name} and exam description

- Series descripticn

- Date and time of day: today, or specified date or
dote ranges with a specified time or time ranges.

- Radiologist's or referring physicion’s nome.

- Accession number.

Quick Sort (oscending or descending) and Quick Access

{entry field) ore available for any of the fields displayed

at exam level {patient name, potient ID, exom location

and description, radiologist's and referring physicion’s

name, date and time}.

Queues

« AW VolumeShare 7 manages three queues: network
transfer; media interchange, filming. A menu on the
potient list gives you easy access to queue status, and
an animoted icon gives you continuous network queue
status information,

DICOM CD/DVD/USB creation tool

 The DICOM mediq creation tool offers you the flexibility
to save and retrieve from supported CD, DVD, or USB
storage devices.

Add selected exom, series, or images by dragging ond
dropping to the pre-mastering window.

CD and OVD usage percent is shown before you launch
the writing process.

You can optionally down sample certain 102425122 X-
ray angiographic images during CD creation.

CD/DVD composer lets you manage large amounts of
data. If data size is larger than medium capacity, you
are prompted to supply additional media storage
space.

You con specify the number of copies created during o
CD/DVD save session.

You can embed o Centricity® DICOM viewer on DICOM
CD/DVD so data can be reviewed on a PC running a
Windows operating system.

You get lossless JPEG reading of any DICOM CD/DVD
medio. Lossless writing is available for X-ray exams.

» CD/DVD drives operate at 16x write speeds and read
speeds up to 48x depending on choice of media.

For limitations on USB storage, refer to the AW
VolumeShare 7 Bosic Display/Viewer/Filmer User
Monual,

*

-

Databose management

» High-performance database management system
clossifies data according to patient folder description
of the DICOM standard: Patient/Exam; Study/Series;

GE imagination at work
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Sequence/images.

« Automatically deletes images on first-in first-out
{FiFO) basis, which can be toggled on/off.

= Lock Exam feature protects specified exams from
deletion.

= Permanent display of available disk space
facilitates disk monagernent.

« Study anonymization toot modifies DICOM
elements to remove protected health information.

2D Viewer

The 2D Viewer is an application used to disploy,
manipulate, annotate, and review 20 images by a
trained physician for diagnostic interpretations.
This tool has been designed to provide greater user
efficiency, providing o set of intuitive, eosy-to-use
interface feotures.

Display customization

Display customization allows the user to manage

layouts to display dota. Key benefits include:

s Allows modification of number of exoms or series
displayed to facilitate either single or multi-exam
reviews.

« Standard layouts give you ftexibility to tailor the
image display from 1x1 to 8x8. The current layout
is retained if the images are from the same
modality and orientation.

= Annotation levels allow selection of the image
information fields to disploy.

= Toolbar customization puts you in control of
which buttons are displayed to meet your needs.

Study Navigation

» The navigator lets you assign a series to a view
on the fly.

s Cine mode also provides temporal, spatial, or
menual playback loops.

» With two exoms or series ioaded, Cine mode
supports o side-by-side display format with
synchronized playback loops for more efficient
COMpParisons.

Image Review

= The initial imoge window and level setting is
based on the DICOM header. Once displayed,
several methods of adjusting image window and
level are provided.

« Pravides routine image manipulation features:
- Flip/Rotate, Zoom, Pan, Magnifying Glass
- Inverse Video; inverts grayscale color map.
- Display normatl: lets you return the image to its

default viewing parometers.

You con access the following features using a
single mouse click directly on the image. Having
these direct manipulation tools easily at hand

AW Workstation -3



gives you fast access with less distraction from your
review task by eliminoting the need to return to the
grophicat user interface contrels: 2D distance, Angle,
Report cursor, Box RO, elliptical ROl and free-hand RO
The program continuously updates statistics on the fly.
The Annotation feature lets you highlight areas of
interest by adding text and line/arrow pointers to any
image feature.

The Copy/Paste/Erase feature lets you
copy/pastefremove any text or graphic placed on an
image.

Cross-reference indicates the position of the current
slice over the scout or localizer or any other non-
parallel series.

Save lets you store a copy of the imoge as it appears
on the screen for future review.

The Key Images feoture ollows you to flog images and
create key objects.

Batch Filming
The Print Series feature lets you automatically batch film
an entire series with a single keystroke.

Advanced X-ray Analysis

+ You can apply shutters to X-ray images to focus on
specific areas within the image. Shutters are black,
opoque overlays with elliptical or rectangular cutouts
that you can size as desired, Once a shutter is applied,
you can move the underlying image to shift the
viewable area. Shutters con also be applied to CT and
MR images with the Image Matte feature.

You can apply several levels of edge enhancement
filters to an image.

Image Subtraction: A graphical user interface lets you
select a mask and subtraction of all images in an
associated sequence. Subtracted images may be
saved as a sequence with one mouse click.
Landscape: With this tool, you can introduce a
percentage of the mask imoge into the subtracted
image for anatomical reference. A graphical user
interface lets you specify the percentoge of mask to be
reintroduced.

» Pixel Shift: Auto pixel shift optimizes o mosk to image
registration. You can also move a mask manually to
optimize subtraction quality in a specific region of
interest.

Split Pixel Shift: You can split the screen herizontally or
vertically for pixel shift.

Maximum/Minimum Opacifications: You can
integrate selected images to provide a resulting Max.
Op./Min. Op. image.

Filmer

The integrated Filmer enhances the efficiency of the
review station and gives you greater filming and
exporting flexibility.

@ GE imagination at work
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This feature supports two modes; the Mini Filmer
mode and Full-Screen mode, which provides the
obility for full customization and film layout
templote creation.

Three key mechanisms give you exceptional

flexibility:

1. free Format Filming

2. DICOM Structured Reporting (SR)

3. Data Export (HTML/PDF and
JPEG/PNG/MPEG/AVI/QTVR)

With the Filmer you can easily extract significant

images from any AW application {2D Viewer,

Volume Viewer, READY View, etc.).

* You can film images individually by dragging and
dropping to the on-screen Filmer, or by using the
F1 keystroke.

= Multiple Image formatting lets you film multiple
images in a single poge frame with the F2
keystroke.

« With Film MID you can send multiple imoges to @
single filmer frame with the £3 keystroke.

» Batch Filming is supported from applications that
provide that capability {Print Series in the Viewer,
Batch Film Protocals in Yolume Viewer).

Communication between applications and the

Filmer is accomplished in the mini Filmer mode,

which provides a minimized footprint. The mini

Filmer made provides the following:

» Compatibility with Balch Filming from Volurme
Viewer (may be optional in your configuration)

« Store and position imoges transferred from an
application.

 Type of export [film, medig, database),

« Rapid switching between Full-Screen Filmer ond
application.

The resultant electronic films become a quick

summary of the patient study ond rodiological

interpretation to be reviewed by clinicions and
physicians. They con also be saved as independent
files [DICOM SR and Secondary Coptures) for
teaching purposes.

The Filmer works on the WYSIWYG [What You See Is

What You Get) approach, and the electronic film

can contain one or several pages with specific

layouts for eoch page or all poges.

A flexible Edit Mode provides the ability to easily

odd, monipulate, format, or delete images from the

film. mages can contain text and graphics from
measurements and your annotations, and may be
window/leveled, magnified, flipped, rotated. or cine.

‘You can add odditional onnotation to the image in

edit mode.

The Preview Mode displays the film as it will be

printed or exported, taking into account the layout

applied to each page ond the compreassion level
specified for non-DICOM exporting [JPEG/PNG and

AW Workstation -4



MPEG/AVI/QTVR.

Printing

AW VolumeShare 7 includes Network DICOM Print (B&W
and color). For supported printers, AW VolumeShare 7
includes Network PostScript capability (B&W and calor).
For PostScript ond DICOM printers, any printing format
created in the Filmer is supported {e.g. non-square matrix
formats for rectongular images such as CT run-offs).

* AW VolumeShare 7 postscript printing has been tested
on the following devices: Codonics 1660M, 1660MD or
Horizon, Lexmark Optra 1650N, 1855N, SC1275N,
C710N, C720N, T612 or T614, Seiko 17200,Kodak
DMI3600, Quantium GL2101HD, declared with
film/thick paper or with plain paper, Tolly T8106, HP
LaserJet and Xerox Phaser

Digital cameras and analog cameras using a 3M-952
protocol {including DASM interface} are not supported
on AW VolumeShare 7.

Exporting

Dala export is integrated in the Filmer, thus providing all
image processing tools needed for multimedio imoge
export._The Filmer exports any electronic film to DICOM
SR, PDF/HTML, JPEG, PNG, MPEG, AVI or OTVR format.
Non-DICOM dato con also be saved on a multi-session
CD/OVD. The Dala Export capability is intended only for
publishing and communication, not for diagnostic
purposes. [ts simplicity is reflected in the different export
mechanisms availoble:

* CD/DVD rermovable media

¢ USB flash drive

o Network HTTP and FTP protocols

Cardioc Review and Export

Processing ond review of CT, MR and PET cardiac exoms
with manual cblique reformatied protocols can be
exported as a multi-phase Cine movie that ollows
referring physicians to review exoms in a dynamic mode.

System Components

Workstation Configuration

» HP Z440 Workstation

¢ HELIOS & operating system

* Intel® Xeon® E5-1660 v3 Eight Core 3.0 GHz CPU with
20MB Shared L3 Cache

2133 MHz Front Side Bus

32GB {4x8G6) DDR4 2133 MHz ECC Registered DIMM
RAM upgradable to 64GB {8x8GB)

NVIDIA Quadro NVS 310, 1024M8 Graphics card

1 % 256GB Solid State Orive for OS and Applications

2 x 512GB Solid State Orive in RAID-0 for image cache.
Cache, which is subject to overhead can store
approximately;

GE imagination at work
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- B,300,000 2562 uncompressed images OR
- 1,900,000 5122 uncompressed images OR
- 475,000 10247 uncompressed images OR
- 100,000 2048 x 2560 uncompressed images
o Internal DVD Writer drive for read/write of DICOM
CD/CVD medig, read/write of Dato Export CD/DVD
data and service use (DVD Install)
+ Integrated duol Ethernet 10/100/1000 Mbit/s ports.
¢ 1 USB QWERTY {or regional) Keyboard and Mouse
» Optional serial port kit for Interventional applications

Footprint

» Height 43.18 cm {17.0in)

* Width 16.89 cm [6.65 in.)

¢ Depth 4447 cm{17.5in)

« Approximate Weight 18 kg (40 Ibs)

Operating Environment

¢ Temperature: +5°C to +35°C

¢ Humidity: 8% to 85% (relative non-condensing}
¢ Altitude: 0 to 3100m {10,000 ft.)

¢ Acoustics: LWAd less than 4.3 Bels

s Shock: 40 G peak, half-sine, 2-3 ms

Non-Operating Environment

e Temperature: -40°C to +60°C

o Humidity: 8% to 90% irelative, non-condensing)
s Altitude: 0 to 9100m (30,000 ft.)

Monitors

« [2) 19" coler Flat Panel LCD monitors

« DICOM Part 14 factory calibrated

e Notive resolution 1280 x 1024 {5:4 aspect ratio}
« Approximate Weight: 7.2 Kg {15.87 ibs)

s AC100-120V,200-240V: 50/ 60 Hz

Image Networking

« Standard 10/100/1000 Base-T Ethernet for DICOM

» 1000 Base-T dedicated network for optimal Direct
Connect performance

* Protocols supported:

- DICOM 3.0 Storage SCU/SCP and Query/Retrieve
SCu/scp

- InSite

- TCP/IP network layer

- SdCNet supported to query/retrieve from AWS 3.1
and AW 4.0

» AW VolumeShare 7 does not support the
AdvantageNET network protocol.

s AW VolurmeShare 7 does not support DICOM images
from GE Healthcare Signa™ version 5.x 1.5T MR
systems

* AW VolumeShare 7 software is supported on the
previous generation AW VolumeShare 5 HP 2800 and
2820 workstations.
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About GE Healthcare

GE Hedlthcare provides transformational medical technologies and services that are shaping a new age of patient care. Qur
broad expertise in medical imaging ond informotion technologies, medical diagnostics, patient monitoring systems, drug
discovery, bicpharmaceutical manufocturing technolegies, performance improvement and performance solutions services
help our customers to deliver better care to more people around the world at a lower cost. In addition, we partner with
healthcare leaders, striving to leveroge the global policy change necessary to implement o successful shift to sustainable
healthcare systems, Qur "healthymagination” vision for the future invites the world to join us on our journey as we
continuously develop innovations focused on reducing costs, increasing access ond improving quality oround the world,
Headquartered in the United Kingdom, GE Healthcare is a unit of General Electric Company (NYSE: GE). Worldwide, GE
Healthcore employees are committed to serving heolthcare professionals and their patients in more than 100 countries. For
more information about GE Healthcare, visit our website at www.gehealthcare.com.

GE Medical Systerns SCS
283, rue de la Miniére
78530 Buc, FRANCE

©2017 General Electric Company.

Generol 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. This does not constitute a representation or warranty or
documentation regarding the product or service featured. Timing and availability remain at GE's discretion and are subject to
change and applicable regulatory approvols. Contact your GE representative for the most current information.

GE, the GE Monogrom, Centricity, SIGNA and imogination at work are trademarks of Generol Electric Company.

Adobe is either a registered trademark or trademark of Adobe Systerns Incorporated in the United States and/or other
countries.

ClomaV is a registered trademark of Cisco Systems

DICOM is the registered trodemark of the National Electrical Monufacturers Association for its standards publications relating
to digital communicotions of medical information.

Intel and Xeon, are either registered trademarks or trademarks of Intel Corporation in the United States and/or other countries.

Microsoft, Active Directory, ond Windows, are either registered trademarks or trademarks of Microsoft Corporation in the
United States and/or other countries.

Novell and eDirectory ore registered trademarks of Novell, Inc. in the United States and other countries.
Oracle and Java are registered trademarks of Oracle ond/or its affiliotes.

SUSE and SLES ore registered trademarks of SUSE LLC in the United States and other countries

All other product nomes and logos are trademarks or registered trademarks of their respective companies.
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GE Healthcare

Pfédu_c—t_mtété'c_resi:u'g aldepartamentului.
Incredere maimare in diagnostic.

Costuri de operare reduse. '

Si asta este doarinceputul...

In prezent, tehnologia imagisticii de diagnostic ofera o cantitate
incredibild de informatii in diverse moduri. Cu toate acestea,
analiza lor, compilarea informatiilor relevante si raportarea

« Interfata de utilizare 2D Viewer

rezultatelor pot ingreuna fluxul dumneavoastra de lucru, simplificats si a zi este
A . . . . armonizatd cu noua aplicatie
cauzand cregterea costurilor de operare $i posibil, chiar Volume Viewar, Hardware g
afectand Tncrederea in diagnostic. Sis:iemgde operare noi cu memorie
. extins4.
AW VolumeShare 7 oferd o solutie elegants la provocirile « Suports aplicatli noi fn
cu care va confruntati in fluxul de lucru. specialitafile CT gi vascular.

« Instrumentul Postfeich acceseaza
examin#rile din istoricul
pacieniului pentru comparatie.

» Praference Sharing permite
schimbul de setéiri gi protoceale

Descriere Intre utilizatori.

AW VolumeShare 7 este o stafie de lucru multi-modalitate l » Functia Key Images vi permite s
de examinare, comparare §i procesare 8 Imaginii, bazata | marcati imaginile 91 s& a_re'aﬁ

pe simplitate $i putere. Aceasti stafie de lucru dispune de | obiecte cheie.

o tehnologie de 64 bits care permite procesarea studiilor | » Panoul de monitorizare & gradului
actuale cu ratd mare de numérare a seciiunifor. Cu : de utilizare urmareste i afiseazd
procese de lucru $i functii clinice semnificativ date analitice care pot fi exportate
Imbunétéiite, care pot ajuta la cregteraa productivitatii, - In functie de aplicatie.

AW VolumeShare7 vii poate aduce practica la un cu totul | A

alt nivel i + Permite limbile chinez24,
' : japonezi, coreeans si rusi

pentru anumite aplicatil

* Se conecteazd la servere de
licent# redundante pentru
dizponibilitate ridicata,

ccCRETOERRACER
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" Functii
* Actiune drag and drop simpl3 pentru

conectare In refea, schimb suport media

sifilmare

» Capacitafi de multi-tasking

* Infegrarea directorului activ permite
autentificarea utitizatorului la nivelde
Tntreprindere, Directoarele suportate

includ  Microsoft® Active Directory®
{MSAD] si alte servicii de autentificare
LDAP

« Listd de pacieni (Patient list ) pentru
managementul imaginilor de la stafia de

lucru focald sau de la sisteme |a distanta.

*» Funciie Postfetch, conceputs s3

aplimizeze fluxul de citire prin colectarea

automatd a examindrilor antericare ale

paclentului conform criterilor presetate de

dumneavoastra.

+ Coneclivitate cu RIS

* Suport pentru Key Images.

* End Review automatizez sarcinile de

rutind da filmare gl conectare In retea cu
un singur click.

+ Search Advantage peniru o cAutara

rapida si facild a Istoricului de examindri
ale paclentului pe PACS sau pe un alf

dispozitiv conform DICOM®,

» Filtrele rapide Imbunétifite pentru Lista
de pacienti fitreaza studllle In furictie de
modalitate, daté, statut examinare final
sau descriere examinare

+ DICOM CD/DVDAJSB Creation Tool.

+ Sistem de gestiune a bazei de date de
inalts performants .

+ 2D Viewer pentru afigajul, manipularea,
adnotarea, examinarea imaginii

+ Disporitiv de filmare integral cu
flexibilitate crescutd pentru realizares
tuturor sarcinilor de filmare gl export al
datelor.

« Acces la o gama larg3 de aplicalii pentru
o mai mare fexibilitate de diagnostic.

Standarde in Industrie

AW VolumaShare 7 respects o gami
largd de standarde din industrie pentru
a facilita adoptarea de Imbunitatir ale
functilor §1 performantelor pe masurd
ce industria Imaglstlcli medicale i de
calcul evolueazs.

Standarde din induslria
compulerzatd pentra Produsele din
clasa Workatation:

* POSIX (1003.1, 1003.2, 1003.4)
® ANSI C / ANSI Draft Standard C++ /
JAVA®

Standarde de conformitate DICOM:

« DICOM 3.0 Storage Service
Class pentru RT, CT, MR, CR, X-
ray (Angio 5i R&F), Digital X-ray
(DX}, MG, NM, PET, U/S,
Secondary Capture, Secondary
Capture Golor DICOM Image
Objects. (Service Class User
{SCU) pentru trimitere magine i
Service Class Provider (SCP)
pentru primire imagine).

« DICOM 3.0 Query/Retrieve
Service Class (SCU §i SCP).

» DICOM 3.0 Storage
Cormmitment Service Class
(SCU).

» DICOM Print (Color 5i B&W).

« DICOM Media Interchange
{CD-R, DVD R(W)).

Protocoale de filmare

* DICOM Print (Color i B&W)
si Adobe® Postscript {Color i
B&W) pentru imprimantele ce
pot fi conectate

GE imagination at work
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Indicatli de utilizare

AW VoelumeShare 7 este o stalie de
examinare care pemite salectarea,
examinarea, procasarea gi filmarea
facile ale imaginilor DICOM muli-
madalitate dirjtr-o varietate de slsteme
imagistica de diagnostic. Cand sunt
Inferpretate de un medic cu formare In
domeniu, imaginile filmate sau afigate
pe monitorul AW pot fi folosite ca bazi
pentru diagnostic, cu exceptia imaginllor
mamografice.’

Conformitate:de reglementare

+ Directiva Consiliului European
93142/ EEC Directiva ptivind
Dispozitivela madicale cu
amendameniele Directivel
Consiliului European
2007/47/ECUL1850, CSA 850,
IEC! EN 60601-1-2:2007, |IEC
B60950- A12:201

» [EC 80850-1:2005/A1:2009,

« EN 60950-1:2006+A11:2009

+A1:2010+A12:2011,

« UL 60950-1, CSA €22.2 NO 60950-1-

07-CAN/CSA CSA C22,2 NO

60950- 1- 07-CAN/CSA

» EN 980:2008 - Simboluri de utilizat
in etichetarea dispozitivelor
medicale

« EN 1041:2008 - informalii furnizate
de producétor Impreund cu
dispozitivele medicale

» 1SO 14971:2007 /EN 1SO 14871
12012 -Digpozitive medicale -
Aplicarea managementului de risc
pentru dispozitivele medicale

¢ [EC/EN 60601-1-6:2010 -
Echipament elactric medical

= |EC 62304:2006 / EN 62304:2006
+ AC:2008




R
Statia de lucru AW VolumeShare 7 va
ofera functionalitati puternice menite sa
vd dreascd increderea n diagnostic,
reducand costurile de operare si
crescand productivitatea secfiei.

Configuratii disponibile

VoluimeShare este o solulie multi-modalitate avansat
de vizualizare a fluxului de lucru care ajuts la cresterea
Incregerii In diagnostic si a productivitatii. Statia AW
VolumeShare 7 dispune de un software optimizat pentru
o tehpologie de 64 bits i procesor multicore pentru a
furniza performante de varf. Include pachetul premier de
analiz4 a imaginii 3D al AW, Volume Viewer, cu o suitd
de instrumente de analizd gi vizualizare volumetrici
pentru CT, MR, raze X 30 st PET, In plus, acest pachet
include 2D Viewer multi-modalitate cu funclii dedicate
pentru examinarea imaginilor CT, MR, X-Ray, Angio,
DX, U/S 3i PET. Include de asemenea dlspozitivul
Filmer, un instrument de export multimedia pentru
crearea filmelor electronice, filmare si export ¢itre un
server web intem, CD sau DVD,

AW VolumeShare 7 este disponibll pentru achizifie gl
fara Volume Viewer pentru utilizatorii care au nevoie
doar de aplicatile de imagine 2D. Functiile care depind
de Volume

Viewer nu vor fi susfinute In aceaslta configurajie.

Modalititi
Modditd{ile susfinute DICOM includ:

* Tomografie computerizats (CT),

® Imagistica prin rezonants magnetici (MR),
¢ Radio-fluoroscopie (RF),

e« Anglagrafie cu raze X (XA),

» Radiografie computerizats (CR),

* Radtografie digitald (DX),

* Mamografie (MG},

® Medicind nuclears {NM),

® Tomografie cu emisie de pozitroni (PET),
» Ultrasunete (US}

# Raportare structurats (SR),

& Obiecle cheie (KO)

Apilcatie Voiume Viewer

¢ Pachetul de analizi a imaginil 3D al AW cu o gama
largd de instrumente de analizd a imaginii
multimodalitate, inclusiv reformatare multiplanars,
reformatare curbiliniard, redare volum i navigare
lumen,

* Pentru descrierea detaliati a funcliilor Volume Viewer,
consultati Figa tehnicé a produsului Volume Viewer,

4eCRET DEAFACER
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Managementul licente!

s Application Usage Monitor urméregte frecvenla cu
care o anumitd licentd este folosits, cAnd si de citre
cine. Puteti compila gi vizualiza rapoariele de utilizare
pe o anumit3 perioada de timp. Acest lucru v ajutd
s Intelegeti modul In care sistemele dumneavoastré
contribule la productivitatea departamentului i s
planificai necesilatea licentelor viitoare In funciie de
date concrete de utilizare.

= Pentru licentele flotante, se poate desemna un
server de licen{ secundar pentry redundantd. Dac3
serverul de licents primar devine indisponibil, cel
secundar poate fi contactat pentru a putea continua
aclivitatea.

| 4

1,

Interfata utilizatoruiui

+ Afigeazd pe unul sau doud monitoare 1280x1024 cu
scroll sau mouse optic.

« Mecanism drag-and-drop simplu pentsu opliuni de
conectare In refea, schimb de mediu, filmare $i export
de date .

= Afisajul automat al mesajului de ajutor descrie succint
functiile aflate in ace! moment sub pointer-ul mouse-
ului.

Taste shortcut si taste ale functiilor fereastra/nivel
programabile pentru o comandé acceleratd
Capacitati de multi-tasking care permit rularea
simultana a Listel pacientilor, 2D Viewer, Filmer g
Velume Viewer cu functii de trecere rapida intre
aplicatji

Securitate

Suport complet pentru autentificare de companie cu

Microsoft® Active Directory® 5 Novel® eDirectory™.
Utilizatorii pot accesa stafia AW cu datele de
autenificare Single Sign On existente, Aceasta poate
facilita conformitatea HIPAA .

Dacd nu se folosesgte Autentificarea de companie,
sunt necesare un login si o parold UNIX definite de
administrator pentru fiecare statie de lucru. Funclia
fock screen v permite blocarea afigajului stafiei de
lucru atunci cand o par3sli pentru cateva momente,
prevenind accesul neautorizat la datele pacientului.
Principalele acfiuni realizate pe AW (salvare, filmare,
conectare In retea, export) sun! marcate gi salvate pe
o pistd de audit care Include numele de utilizater,
numér de identificare, numele pacientului, identificare
examinare, data si ora.

Utilizatorii multipli pot avea login-uri UNIX locale
diferite, pot folosi aceeas! statie AW si totusi isi pot
péstra preferintele unice.




+ AW VolumeShare 7 este sacurizat cu Product Netwark
Fillers (PNF), care Impiedic3 utilizatorii neautorizali sé
acceseze porturi deschise din retea. Puteti configura
aceast# funclie pentru a oferi acces la porturile AW
doar anumitor dispozitive la distanta.

» Desgi nu este recomandat, AW VolumeShare 7 suporti
proteciia antivirus ClamAV®. Acest program nu este
activat din start pentrv a garanta performante optime
ale staliel AW. La nevoie, inginerul de teren al GE
Healthcare poate activa programul. Cu toate acestea,
este responsabilitatea clientului s& asigure o conexiune
la internet sigurd de la statia de lucru i s& mentini
actuale definifile de virus.

Managementul fluxuiul de lucru
AW VolumeShare 7 oferd funclii menite s v
optimizeze fluxul de citire:

® Lista de pacien{i oferd instrumente care v permit s
sortali gi s filtrafi studiile imagistice stocate pe stafja
de lucru localdl sau pe sistemele |a distants,
Fostfetch va permite s& accesati examinarile DICOM
anterioare de la 0 gazdé DICOM la distan|i.
Accesarea poate fi declangata de sosirea unul nou
studiu al pacientului de la sta{ia de lucru din refea
sau de pe medivl suportat.

¢ |ntegrare oplionals cu sistemele RIS { doar SO
Windows®) prin interfata de sincronizare a liniei de
comanda. Acest lucru Il permite sistemului
dumneavoastra RIS s selecteze In mod automat o
examinare din AW, trecand numérul de Identificare al

acientului, al studiului sau numérul de acces.
mpreund cu Soflswitch, care v3 permile comanda de
la distant¥ a sistemulyi RIS de la AW, aceasti funclie
permite folosirea pe stafia de lucru a unui flux de
lueru operat de RIS.

» Suport pentru profilul IHE Key Image Notes, care v4
permite s8 marcatl anumite imagini In viewer-ul 2D
sau 30 ca imagini chele. Imaginile cheie sunt afigate
ca 0 serie separatl n lista de examinare gi accesate
sau tiimise ciitre un PACS care suportd IHE KIN. Se
pot crea anumite tag-uri sl Key Image Notes folosind
aplicafia 2D Viewer

& Suport pentru discurile USB externe penltru a servi
drept mediu de stocare DICCOM. Discul USB poate fi
accesat pentru citire sau scriere prin butonul de
media, In acelagi mod In care ati accesa un CD sau
DVD. Numérul maxim de pagini care poate fi stocat
pe un dispozitiv USB este limitat Ia 300.000 In toate
examingérile. Media USB trebuie formatat folosindu-se
un sistem de figier FAT32. Consultati manualy) de
utilizare AW VolumeShare 7 Basic Display/Viewer/
Filmer pentru mai multe detalii despre stocarea pe
USB.

* Trimitere de preferinte Intre utilizatori. Preferintele ce
pot fi trimise sunt: layout-uri Filmer, protocoale
customizate Volume Viewer gl preferinie viewer, Un
flash drive USB standard poate fi de asemenea
folosit pentru a trimite preferinte Intre stafii de lucru.

« Protocoalele One-Touch vl permit s4 definiti o
aplicalie sau s# preseiati un protocol pentru a 1l
lansa automat pe baza elementelor DICOM. )

* DICOM Query/Retrieve Storags Class User (SCU) gi
Stqra?a Class Provider (SCP?aslguré o integrare
facila In refea.

+ DICOM Storage Commitment SCU va permite s& stifi
atuncl cAnd examinZrile au fost arhivate cu succes pe
dispozitivele DICOM, cum ar fi PACS, care supord

Storage Commitment SCP.

End Revisw

End Review automatizeazd sarcinile de rutiné necesare
1a finaltl examinarii fiecaru! examen. Marcajul "End
Review” din lista de pactenfi vé permite s& marcali
examindrile ca “Finalizati" dup3 ce post-procesarea s-a
incheiat. End Review va permite si realizati automat una
sau mai multe dintre acliunile urmé&toare:

* S35 printali paginile pregétite In Filmer la imprimanta
de bazd (sunt suportate DICOM sau Postseript
filmers), cu opfiunea de a gterge automat din Filmer
dupd printare,

* 53 salvatj filmele electronice in baza de date DICOM
atagati la statia de lueru.

® 53 trimitei intreaga examinare sau doar seriile create
pe AW citre una sau mai multe dispozitive gazda la
distanti

Managementul gazdei de retea la distantd

e Lista de pacien{i din AW VolumeShare 7 ofers un
panou de comanda pentru selectarea unel gazde sau
& unei destinafii la distan{s pentru transferul in retea.
Iconitele simbolizeaza diferite tiputi de dispozitive
(achizifie, post-procesare, PACS, efc) care sunt
accesibile la stafia de lucru prin retea.

Puteti initia transferul in refea prin simpla tragere a unei
examindri, paclent, sefie sau imagire (i) spre iconita
gazdei la distan{a. Putefi activa un browser la distant
s4 afiseze informalii detallate ale unel examinri de pe
pazda la distants, indlusiv s# fitrese informatiile, daca
aceasts funcile este suporaté,

Search Advantage

e Acest motor de ciutare avansats v permile s& ciutati
istoricul examindrilor unui pacient pe PACS sau pe un
alt dispozitiv DICOM cu doar cateva click-uri de mouse,
Fluxul de fucru este Imbun&tatit dacs dispozitivul la
distants este conectat direct la AW astfel incat s3
lansafi aplicatile férs a fi necesar un transfer DICOM al
examindrii.

Liste de luecru gi filtre

= Puteti filtra list de pacienti In funciie de modalitate,
data, status examinare final3 sau descriere
examinare, Majoritates filtrelor sunt disponiblle §l pe
lista de pacienti de pe gazda la distan{s.

A\
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+ $terge automat imaginile pe baz# primul intrat primul

+ Puteti filtra $i mal muit lista pacientilor alegand unul sau leg't (frst-In fAirst-out (FIFO)), care poate fi pomita/

mal mulfi dintre acasti parametri:

- Modaiitats. opritd. .
- Nume sau numr de /dentificare pacient. . Ftunctia Lock Exam protejeazé anumite examindri de
stergere T

- Localia examindrii {(numele spitalului) i descrierea
examin&rii.
- Descrierea seriei
- Data gi ora: astéizi sau data specificatd sau intervalele
de datd cu o anumits ord sau intervalele orare,
- Numele radiologului sau al medicului care a fécut trimiterea
- Numdér de acces i

+ Afisajul permanent al spatiului disponibil pe disc
faciliteazd gestiunea discului.

* Instrumentul de ancnimizare a studiului modifics [
elementele DICOM pentru a elimina informatiile
protejate privind starea de sénétsle.

= Quick Sort (ascendent sau descendent) si Quick Access
(cdmp de intrare} sunt Idisponibile pentru oricare dintre
campurile afigate la nivelul examindd (huma pacient,
identificare pacient, loca;!e i descriere examinare, numele
radiologutui sau al medicului care a facut trimiterea, data i
ora).

Cozl

* AW VolumeShare 7 gestioneaz trel cozi: transfer In
refea, schimbare media) filmare. Meniul din lista
pacientilor v& oferd accés facil la statusul cozil, iar o
iconifd animaté va ofers permanent Informafli privind
statusul cozii In refea.

Instrument de creare DICOM CD/DVD/USB

« Instrumentul de creare & mediului DICOM vi ofers
flexibilitatea de a salva g1 accesa de pe dispozitivele de
stocare CD, DVD sau USB suportate.

* Addugati examinarea, serille sau imaginile selectate prin
drag and drop in fereastra de pre-mastering.

« Procentul de utilizare al'CD si DVD-ului este afigat Inainte

de lansarea procesulul de scriare.

Puteti reduce rata de sampling op{ional pentru anumite

Imagini angiografice cu raze X 10242x5122 in timpul

credrii CO-ului.
* CD/DOVD composer vl permite s& gestionali cantitdfi mai
de date. Daci marimea datelor este mai mare decat
capacitatea mediei folosite, sunieti nevoit 84 furnizali un
spatiu de stocare suplimentar.
Puteti menfiona num&rul de copii create In timpul unei
sesiuni de salvare CD/DVD.
Pute}i insera un viewer DICOM Centricity® pe un CD/DVD
DICOM astfel Incat datele s& poat# i examinate pe un PC
cu sistem de operare Windows.
Obtineti o citire JPEG lossless a oricarei media CO/DVD
DICOM. Scrierea lossless este disponibild pentru
examindrile cu raze X. |
Driverele CD/DVD opereazi la viteze de scriere de 16x si
vileze de citire de pAn& 13 48x In funclie de media aleas4.
Pentru limitari de utilizare a stocarii pe USB, consultalj
manualul de utilizare AW VolumeShare 7 Basic Display/
Viewer/Filmer.

Gestiunea hazei de date

» Sistemul de gestiune a bazei de date de Inalti performantd
clasific datele in funcfieide descrierea fisieruluipacientului
2l standardului DICOM: Paclent/Examinare; Studiu/Serie,
Secveniefimagini.

2D Viewer

2D Viewer este o aplicalie folosith pentru a afiga,
opera, adnota sl examina imagini 2D de citre un
medic format In interpretarea diagnosticulul. Acest
instrument a fost conceput pentru a asigura o mai
mare efcientd a utilizatorului, oferind un set de funcyji
de interfat3 intuitive, usor de folosit.

Personalizare afiga)

Personallzarea afigajului li permite ufilizatorului s
gestioneze layout-urile pentru a afisa datele.
Principalele beneficii includ;

« Permite modificarea numérului de examindni sau
serii afigate, pentru a facilita analiza unuia say a mai
multor examing.

» Layout-urile standard vi ofer3 flexibilitatea de a
adapta afigajul imaginii de la 1x1 la 8x8. Layout-ul
aciual este mentinut daca imaginile sunt din acceasi
modslitate sau orientare.

« Nivelele de adnotare permit selectarea campurifor
de informatii ale imaginii pe care le doritiafigate.

+ Personalizarea barei de instrumente vé permite s
controlal ce butoane sunt afisate peniru a rispunde
nevoilor dumneavoastri.

Navigare studiu

« Navigatorul vl pemite s3 alocati o serie unei
vizualizari In doar cAteva clipe.
* Madul Cine oferd de asemenea bucle de playback

temporal, spatial sau manual.

* Cu dou# examin#ri sau seril Incircate, modul Cine
susfine un afigaj In paralel cu bucle de playback
sincronizate pentru comparafii mai eficiente.

Examinarea Imaginli

* Setarea inlliald a nivelului gi ferestrei imaginii se
bazeaz3 pe headerul DICOM. Odati sfigat, sunt
oferite mai multe metode de ajustare a ferestrei gia
nivelului imaginii,

+ Ofera functil de rutina de operare a imaginii:

- Flip/Rotate, Zoom, Pan, Lups

- Inverse Video: inverseazi harta gri color

- Display normal: va permite s& readuceti imaginea
la parametrii initiali de vizualizare

Puteli accesa urmitoarele funclii cu un singur click de
mouse direct pe imagine. Aceste instrumente de
gestiune a imaginii atat de ugor accestbile vA asigurs
un acces rapid cu mai puling

%




distragere de la sarcina de examinare, eliminand
necesitatea de a vA Intoarce la comenzile interfetei
grafice: 2D distance, Angle, Report cursor, Box RO,
RO eliptic si free-hand ROI. Programul actualizeazd
constant stantisticile din mers.

« Funciia de Adnotare va permite 4 marcaii zonele de
interes, ad3ugand text si liniefségeti In orice funclie de
imagine,

» Funclia Copy/Paste/Erase vé permite si copiafifiplti/
sterget] orice text sau element grafic de peimagine.

» Cross-reference indicd pozifia sectiunii curente Tn scout
sau localizator sau In orice alts serie neparaleli.

+ Save v permite 85 stocati o copie a imaginii aga cum
apare pentru ecran, pentrit o examinare ulterioard

* Funciia Koy Images v3 permite s marcati imaginile si sé

creati obiecte cheie.

Filming Batch
Funglia Print Serles v3 permite s filmati balch automat o
Inireag3 serie cu o singurd apasare de tasta.

Analiza raze X avansata

= Puteli aplica shutters pe o imagine cu raze X pentru a
focusa pe anumite 2one din imagine. Shutlers sunt
suprapunen negre, opace cu cutout-uri eliplice sau
dreptunghivtare care pot fi dimensionate dup# cum dorifi.
Odat3 ce un shutter este aplicat, puteti migca imagineade
dedesupt pentru a schimba zona vizibil&. Shitters pot fi
aplicate si pe imagini CT sau RM cu funciia Image Malte .
Puteti aplica mai multe nivele de filtre de accentuare a
marginii pe o imagine.
Substrac{le imaglne: O interfala grafics va permile sa
selectall o masch gi substractia tuturor imaginilor dintr-o
secventd asociati. Imagini substrase pot fi salvate ca o
secventd cu un singur click.
Landscape: Cu acest instrument, puteli introduce un
procent din imaginea mascé In Imaginea substrasé pentru
referintd anatomics. O interfatd grafics vé permite si
specificali procentul din masca care va fi reintrodus.
Pixel Shift: Auto pixel shift optimizeaza o mascé pe
Inregistrarea imaginii. Puteti de asemena muta manual o
masci peniru a optimiza calitatea substracliei Intr-o
anumitd regiune de interes.
+ Split Pixel Shift: Pute{i Impartj ecranul orizontal sau
vertical pentru pixel shift,
* Opaclficirt maxime/minime: Putefl integra imaginile
seletctate pentru a aferi o imaglne rezultantd cu Op.Max/
Op. Min

Filmer
Filmer integrat creste eficien{a statiei de examinare gl v&
oferd o mai mare flexibilitate de filmare i export.

GE imagingation at work
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Aceasti funciie suportd 2 moduri: medul Mini Fllmer
si modul Full-Screen, care conferd abilitatea de
personalizare deplind $i de creare a template-ului de
layout al filmului.

Trei mecanisme cheie v conferd o flexibilitate
excaptionald :

1. Free Format Filming

2. DICOM Structured Reporting (SR)

3. Data Export (HTML/PDF gi JPEG/PNGMPEG/
AVI/QTVR)

Cu Filmer puteli extrage cu ugurintd imagini
semnificalive din orice aplicatie AW (2D Viewer,
Volume Viewer, READY View, elc.).

+ Putefi filma imaginile individual, prin drag $i drop
pe Filmer-ul on-screen sau folosind tasta F1.

+ Formatarea mai multor imagini véi permite s&
fitmat} imagini multiple Intr-un singur cadru de
pagini cu tasta F2,

+ Cu Film MID puteti trimite mai multe imagini cétre
un singur c adru filmer cu tasta F3,

*» Filmarea Batch este sustinutd din aplicalji care
furnizeaz4 aceasté functie (Print Series in Viewer,
Protocoale Baich Film n Volume Viewer).

Comunicarea intre aplicatii 5i Filmer se realizeaza in
modul mini Filmer. care oferd o amprent3 redusa.
Modul mini Fllmer oferd urméatoarele:

» Compatibilitate cu Filmarea Batch din Volume
Viewer (poate fi optional In configuratia dvoasir)

» Stocare $i pozitionare a imaginilor transferate dinir-
o aplicalie

« Tip de export (fim, media, baza de date).

+ Trecers rapida Intre Full-Screen Filmer si aplicatie.

Fillmele electronice rezultate devin un sumar rapid
pentru examinarea pacientului §i interpretarea
radiologich care va fi examinatd de clinicieni gi
medici. De asemenea, ele pot fi salvate ca figiere
independente {DICOM SR si Secondary Caplures) In
scop educativ,

Filmer funclioneazé pe baza abordéni WYSIWYG
(What You See Is What You Get / Ce vezi, aia ai), lar
filmele elecironice pot conjine una sau mat muite
pagini cu layout specific pentry fiecare pagina sau
pentru toate paginile,

Modul da editare flaxibil conferd posibilitatea de a
ad&uga, opera, fonmata sau sglerge cu ugurinis
imaginile din film. Imaginile pot continetext si grafice
din misuratorile i adnotérile dumneavoastrs i pot fi
adaplate la fereastri/nive!, méarite, Intoarse, rotite sau
maodificate cu funciia cine. In modul edit puteti aduga
adnot#ri suplimentare.

Modul Preview afigeaza filmul! aga cum va fi printat
sau exportat, lAnd In considerare layout-ul aplicate pe
fiecare pagind gl nivelul de compresie specificat
pentru pentru export non-DICOM (JPEG/ PNG sl
MPEG/AVIIQTVR).




!

- 8,300,000 imagini necomprimate 258: SAU

-~ 1,900,000 imagini necomprimate 512" SAU
Printare - 475,000 Iimag!n! neoompr!mat 1024 SAU
AW VolumeShare 7 include Network DICOM Print {alb- negru - 100,000 imagini necomprimate 2048 x 2560
5i color). Pentru imprimantele sustinute, AW VolumeShare 7 v Dri . o " .
] A ; rive DVD Wriler drive intern pentru citire/scriere a mediei Bomag
include functia Network PostScript (B&W gi color). Pentru DICOM CD/DVD, citire/scriere a datelor Data Export CD/

imprimantele PostScript 5i DICOM este sustinut orice format DVD si utilizare service (DVD Instal) |
de printare creat In Fllmer (ex. formate matrice ne-pétrate Porturi dual Ethemet 10/100/1000 Mblt/sintegrate. ]
pentru imaginidrepiunghlulare , cum ar fi CT run-offs}). 1 tastatuck gl mouse USB QWERTY (sau regional)

Kit de port seriaf oplional pentru aplicatii interveniionale

tpapds
AL |

+ Printarea postscript AW VolumeShare 7 a fost testatd pe
urmétoarele dispozitive; Codonics 1660M, 1660MD sau

Horizon, Lexmark Oplra 1650N, 1855N, SC1275N, Amprenti [a sol

C710N, C720N, T612 sau T614, Seiko 17200D,Kodak L] Tnaltima 43,18 cm (17.0n.}
DMI3600, Quantium GL2101HD, declarat cu fitm/hrtie » Li{ime 16.89 cm (6.65in.)

groasd sau hérlie nomnald, Tally T8106, HP LaserJet si * AdAncime 44.47 cm (17.5 in.)

Xerox Phaser * Greutate aproximativé 18 kg {40 Ibs)

» Camerele digitale i camerele analog care folosesc un
protocol 3WM-952 (incluslv interfaja DASM ) nu sunt

susfinute pe AW VolumeShare 7. Medly de operare

» Temperaturs: +5°C - +35°C

« Umiditate: 8% - 85% (relativ fard condens)
¢ Altitude: 0 to 3100m (10,000 i)

« Acustic: LWAd mai pufin de 4.3 Bels

+ Soc: 40 G la var, hatf-sine, 2-3ms

Export

Exportul datelor este integrat in Filmer, 5i astfel oferi toate
instrumentele de procesare a imaginii necesare pentru
exportul imaginii multimedia. Filmer exporld orice film
electronic In format DICOM SR, PDF/HTML, JPEG, PNG,
MPEG, AVI sau QTVR . Datele non-DICOM pot fi de  Mediu In stare de neoperare
asemenea salvate pe un CV/DVD mulli-sesiune. Funciia + Temperatur&: -40°C - +60°C

Data Export este conceputd doar pentru publicare si * Umiditate: 8% - 80% (relativ, f4r3 condens)
comunlcare, nu In scop de diagnosticare. Simplitalea sa este o Altitude: 0 - 8100m (30,000 ft.)
reflectatd Tn diferitele mecanisme de export disponibile:
» CD/DVD care poate fi Inlocuit Monitoare
» USB flash drive . » {2) monitoare LCD calor plata de 19" color
+ Protocoale de refea HTTP 3i FTP » DICOM Part 14 calibrat In fabrici
+ Rezolufie nativi 1280 x 1024 (5.4 raport aspect)
Examinare cardiacd $i export s Greutate aproximativa: 7.2 Kg (15.87 lbs)

Procesarea gi analiza examindrilor cardiace CT, RM i PET s AC100-120V, 200 - 240 V: 50 /60 Hz
cu protocoale reformatate cblice manuale pot fi exportate
ca fim Cine muiti-faz4 care le permite medicilor care fac

trimiterea s& analizeze examinarile in mod dinamic. Conectare in refea

» Standard 10/100/1000 Base-T Ethernet pentru DICOM
« Retea dedicatd 1000 Base-T pentru performantd optim#

- SdCNat sustinut pentru Irefrieve din AWS 3.1
» Intel® Xeon® E5-1860 v3 Eight Core 3.0 GHz CPU cu AW 4.0 G queryfrelrieve din AWS 3.1 ¢l

20MB Shared L3 Cache
* 2133 MHz Front Side Bus

Componente sistem Direct Gonnect '
* Protocoale sustinute:
. - DICOM 3.0 Storage SCWSCP §i Query/Retrieve SCU/
Configuratie statie de lucru SCP
- InSite {
¢ Statle de lucru HP 2440 . etwo
» Sistem de operare HELIOS 6 TCP/IP network layer I

¢ 32GB (4x8GB) DDR4 2133 MHz ECC Registered DIMM » AW VolumeShare 7 nu susine protocolul de refea

+ RAM actualizabil la 64GB (8x8GB) AdvantageNET

* Card grafic NVIDIA Quadre NVS 310, 1024MB » AW VolumeShare 7 nu susfine imagini DICOM din

¢« 1 x 266GB Solid State Drive pentru OS i Aplicatii sistemele RM 5.x 1.5T cu versiunea Signa™ de la GE

¢ 2 x 512GB Solid State Drive In RAID-0 pentrucache Heaithcare
Imagine . = Software-ul AW VolumeShare 7 este sustinut staffile

* Cache, care se supune overhead poate AW VolumeShare 5 HP Z800 $i Z820 din generaiia
stoca aproximativ: anterioard.

GE imagination at work
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Despre GE Healthcare WY ]
GE Healthcare oferd tehnelogii si servicil medicale transformalionale care contureazii 0 noud er3 in Ingrijirea pacientilor. Expertiza ]
noastré extinsa in domeniul imagisticii medicale i al tshnologiel informatiel, in diagnosticare medical3, sisteme de monitorizare a it ;
pacientulul, descoperiri de medicamente, tehnologit de fabricafie biofarmaceutics, in servicii de Imbunétitire a rezultatelor gi n solufji 744
performante Ti ajuta pe clientil nostri s3 ofere servicii mai bune mai multor persoane de pe Intregul glob, la un pret mal mic. . In plus, I
suntem parteneri cu lideri in domeniul s&natafii, fAcAnd eforturi s& influentfim schimbarea politicilor globale necesare pentru

implementarea cu succes a unel trecer la sisteme de sanitate sustenabile. Viziunea noastra “healthyimagination” pentru viitor va
invita s& ne fil} al#turl tn cAl4toria noasird de a dezvolta permanent inovatii centrate pe reducerea costurilor, cregetrea accesulul §i
imbunaiafirea calitéfi in Intreaga lume. Cu sediul central in Regatul Unit, GE Healthcare este o divizie a General Electric Company
{NYSE: GE). La nivel mondis), angajatli GE Healthcare vin In sprijinul profesionistilor din s@nitate si &l pacientilor acestora In mai
mult de 100 de tri, Pentru mai multe informalii despre GE Healthcare, vizitafi website-ul nostru www. i c

GE Medical Systems SCS
283, rue de la Miniére 78530
Buc, FRANTA

©2017 General Electric Company.

GE Healthcare Igi rezervd dreptul de a opera modificaii In specificatiile sl functile prezentate sau de 2 fntrerupe productia produsului
desciis In orice moment, fArd nolificare sau obligatie, Aceasta nu reprezint¥ o declaratle sau garanie; sau documentafie privind
produsul sau serviciul prezentat. Programarea si disponibilitatea rdman la discretia GE gi fac obiectul'medificani §i autorizaiilor de
reglemantare In vigoare. Contactati reprezentaniu! GE pentru informalii la zi. /

GE, Monograma GE, Centricity, SIGNA si imagination at work sunt marei ale General Electric Company.
Adobe este marci Inregisirats sau 0 marcé a Adobe Systems Incorporated in Statele Unite gifsau In alte (i
ClamAV este marci inregistrats a Cisco Systems.

DICOM este marca Inregistrald a National Electrical Manufaclurers Association pentru publicatiile deistandard legate de comunicatiile
digitale ale informatiilor medicale. ,

Intel §i Xeon, sunt mirci Inregistrate sau mirci ale Intel Corporation In Statele Unite gifsau in alte l,érii :
Microsoft, Active Directory, §i Windows, sunt mérci Inregistrate sau mérc! ale Microsoft Corporation II;1 Statele Unite $if sau In alte {ari i
Movelt gi eDirectory sunt mérci tnregistrate ale Novell, Inc. In Statele Unite $i in alte {3ri . Qracle i Java i
sunt mérci Inregistrate sle Oracle gifsau ale afitiatilor acesteia.

SUSE si SLES sunt mérci Tnregistrate ale SUSE LLC In Statale Unite si In alte tri.

Toate celelalte denumiri de produse si logouri sunt mérdi Inregistrate sau marcl ale respectivelor companii,
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GE Healthcare

Integrated

Registration

Multi-Modality Image Management.

In Radiology practice today, multiple complementary imaging
modalities are frequently relied on to image the same patient, as
each modality provides unique anatomical and physiological
information. 3D modalities such as CT and MRI provide
information about the relationship of anomalous findings to
surrounding structures and tissues. The Integrated Registration
application provides you with the a streamlined workflow to
combine and display images from any two of the five major
modalities (CT, MR, PET, SPECT, and X-ray angiography),aimed
at improving your ability to provide more clinically relevant
diagnostic information, and improving surgical and treatment
planning.

Overview

Integroted Registrotion provides you
with the capability to fuse and register
two volurnetric acquisitions from either
the same or different acquisition
modalities. With it, you can easily
compore 3D anatomical images from
CT, MR with PET, SPECT, and X-ray
angiography! for a mere
comprehensive analysis.

n0RET DE AFACER!
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+ Load and register on the fly
with drag and drop.

= Eosy registrotion and fusion.

« Automatic registrotion
propagotion across series:
one-click access to pre-defined
protocols.

+ Automatic, manual, and
londmaork registration methods.

« 20, 30, and hybrid capabilities,

* Rigid and non-rigid
Ideformable) registration.

+ Lets you draw and save
contours as RT5S DICOM
objects.

= Optional definition of
anatomical regions of interest
for optimization of fusion in this
region.

+ Compatible with GE Advantoge
SIM MD and other standard
treatment planning software.




Features

Combines images from different
modalities for enhanced volume
definition.

Fuses functional and anatomical
images.

Provides access to Volume Viewer?
functions, including Multiplanar
Reformat, slab and oblique
reformations, triple oblique eosy
definition, volume rendering, 3D
display, distance and Region of
Interest (ROI) measurements,3
layout management,
segmentations, film, and sove.
Ability to save registered dato as
new CICOM series or s 0
registered DICOM object (does not
include SPECT).

Loads exams and series from CT,
MR, PET, SPECT or XA together for
registration in the same session.
Offers a choice of four automatic
registration methods.

Drow and save contours as RTSS
DICOM objects.

Allows you to customize screen
loyouts to suit your review needs,
Allows you to define one or more
contours around relevant
anatomy.

Ability to automatically bind
several MR oxial series
corresponding to sequential axial
locations into a single series. This
may be displayed as sagittal or
coronal reformats,

Provides comparison of o current
exaom with previous exoms 1o
evaluate disease progression or

treatrnent efficacy.
s Define volume of interest in one
mode! for automatic report to
another model for subsequent use
in Radiation Therapy (RT) planning 4
Sove registered results os a new
reformatted series,
= Provide referring physicians with
clearer, more detailed reports.

Image Requirements

Acquisition position and plone, slices
resolution, number, thickness, and
spacing may be different in the
acquisition of the two exams to be
registered.

Each image set should meet basic
requirements, however:
+ Field of view, matrix size, and
display center should be the same
for all images inside one series
Orientation should be the same for
allimages in the series
Series should include more thon
oneimage
Tilted acquisitions are not
supported by mutual information
bosed outomaotic olgorithms; they
can be registered with manual,
landmark, or autornatic “matching
boundaries” registrotion methods.
» Datasets used as reference and
moving should have some
matching anatomical location.
System Requirements
AW Volume Share 4 ond above
running on xw8400, xw8600 or z800

and AW Server 2
Indications for Use
Integrated Registration provides easy
comparison of three-dimensional {30D)
images from Computed Tomography
ICT), Mognetic Resonance Imaging
[MRI), Emission Tomogrophy (PET or
SPECT) and X-Ray Angiography
images {XA), To help physicians in
diagnostic radiology or therapy
planning, Integrated Registration
allows 30D registration between
volumetric acquisitions that may
come from the same acquisition
modality or from different acquisition
modalities.

Regulatory Complionce

This product complies with the
European CE Marking regulotion for
Medical Devices Directive: Directive
93/42/€EC, doted 14 June 1993.

1ror XA modality series. Integrated
Registrotion currently supports onfy 30D X-
Raoy Angiogrophy images (stored as CT
Image Storage DICOM objects) acquired with
GE Innova equipment ond

reconstructed with the Innova3DXR
application.

2Requires Volume Viewer key

3The ROI measurernent works only on ngid
registered images, not on non-rigid
registered imoges.

sRequires DICOM RT copability on RT

£ 2012 General Eleciric Company.
All rights reserved, Data subject 1o change.

gram are trademarks of Gi | Elsciric Company
* Tracemark of General Eleciric Company
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GE Healthcare
Inregistrare integratd

Managementul imaginil prin multiple modalitil

Tn practica de radiologie de astizi, modalitatile multiple complementare
de Iimagini se bazeazd frecvent pe imaginea aceluiagl pacient, decarece
anatomice §i fiziologice unice.
ModalitBtile 3D, cum ar fi CT §i RMN, oferd informatii despre relatia
dintre constatirile anormale la structurile si tesuturile din jur. Aplicatia
de Inregistrare integratd v oferd un flux de lucru simplificat pentru
combinarea §i afisarea de imagini din oricare doud din cele cinci
modalititi majore (CT, MR, PET, SPECT si angiografia cu raze X}, menite
55 vi imbundtiteascd capacitatea de a vi oferi mal multe informatii de
diagnosticare relevante din punct de vedere clinic si Imbun3tatirea
planificirii chirurgicale 5l a tratamentului.

fiecare modalitate oferd Informatil

Traducere din limba englezd

Prazantare generald

Tnregistrarea integratd vi furnizeazd capacitatea de a alinia $l fuzlona dous achizili
volumetrice, fle din aceeasi modalitate de achizitie, fle din modalitdt) diferite, Cu
aceasts, puteti compara usor imagini anatomice 3D din CT, MR cu PET, SPECT $i

angiografia cu Raze x! pentru o analiz cuprinzitoare,

Evidentlerl

-Tnc3reatt sl invegistrati-va firl eforturl
cu drag i drop.

s fnregistrare usoar3 folosind metode de referin
automate sl manuale.
* Mai multe capacitit) de fuzlune 20 5l 3D.

* Propagare de Inregistrare automat$ 1n seril gl
accesul cu un singur clic la protocoale predefinite.
= Inreglstrare rigida si deformabii3.
« Desenarea si salvarea de contururi ¢a 5i obiecte
RTSS DICOM.
¢ Accesul la Inregistrarea reglonald fard efort pentru
o examinare ugoard a zonelor dificlle.
* Compatibil cu GE Advantage SIM MD sl cu alte
standarde software pentru planificarea
tratamentulul.

Caracteristicl

+ V3 permite s3 Incircati examenele i
seril de CT, MR, PET, SPECT sau

XA impreund pentru inregistrarea In

i aceeasl sesiune.

+ V3 oferd o gamé de patru

metode automate de Inregistrare.

» Parmite personalizarea afigajelor

ecranulul pentru a se potrivi cu nevolle dvs.

de analizi 5l oferd o comparatle a
examenulul curent cu examene anterioare
pentru a vi permite sb evaluatl progresia
bolti si eficienta tratamentulul.

* Combind imagini functionale sl imagini
anatomice de la diferite modalititi,
oferindu-vi p perspectivd imbunitifits a
zonel de interes.

* Vi permite sd definl{i una sau mai multe
contururi In jurul anatomiel relevante §i s3
le salvati ca §i oblect RTSS DICOM.

« V5 oferd posibilitatea de a salva datele
inregistrate ca si serie noud DICOM sau ca
$i obiect de Inregistrare DICOM (nu include
SPECT).

* Defineste volumul de interes intr-unul
model pentru raportul automat la un alt
model pentru utilizare ulterioard In
planificarea radioteraplel {RT)*.

» Ofers medictlor de referin}d rapoarte
clare §i detallate.

Cerinte de sistem

- Dispontbil pe AW Server 3.1 5l peste

tar rezolutia recomandats a monitorului
este de pani la dual 2MP (1600 x 1200) sau
un singur 3MP (1536 x 2048).

- Disponibil pe AW4.7 $i peste.

Cerinte de Imagine

Potitia de preluare si plan, rezolutie
sectluni, numdr, grosime sl

spaflere care poate fl diferitdi la
achizitionarea celor doud examiniri care
trebuie tnregistrate.

Fiecare set de Imagini ar trebul si
corespund3 unor cerinfe de bazh:

» Cimp de vedere, dimensiunea matricei §i
centrul de afisare ar trebul s fie aceleasl
pentru toate imaginlle dintr-o serle.

= Orientarea ar trebul sé fie aceeas! pentru
toate imaginile din serle.

* Seria trebule sd Includd mal mult decit

o imagine.

o Achlztiile Tndlinate nu sunt sustinute de
informatil reciproce batate pe algoritmi
automati; acestea pot fi Inregistrate cu
manual cu metode de finregistrare de
“limite de potrivire” manuale, de reper sau
automate.

o Seturl de date utillzate ca referinid sl
miscare ar trebul si albd unele locatil
anatomice care se potrivesc.

ee0ST DE AFACER
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Indicatll pentru utilizare

Tnregistrasea integrati ofers mijloace
usoare pentru compararea Imaginilor In
trei dimensiuni {3D) de la Tomografia
computerizatd (CT), Imagistica prin

rezonan}i magnetic3 (RMN]},

Tomografia emislilor {PET sau SPECT)

| Imagini de anglografle cu raze X (XA).
Pentru a ajuta medicil Tn radiotogia de
diagnosticare sau la planificarea
terapiel, inregistrarea integrata permite
inregistrarea 3D Intre achlzifiile
volumetrice care pot proveni din
aceeas! modalltate de achlzitie sau de la
diferite modalitat] de achizitie,

Respectarea reglementérilor

Acest produs respectd cerintele

Directivel Consillului Europel
93/42 / CEE, Rirectiva privind

dispozitivele medicale, conform
modificarilor Directivei Consllivlul

European 2007/47 / CE.

Iltftrlﬂh
!pentru seria de modurl XA,

doar XRay 3D Imagini anglogs
ca §i Oblecte de stocare CT
DICOM) achizitionate cu

Echipamente 3| echipamente G JJ ol

reconslruile cu aplicatia Ingon

l!
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GE Healthcare

FlightPlan for EVAR

Simplified sizing & planning for EVAR

Planning of Abdominal and Thoracic Endovascular Aneurysm Repair
(EVAR) procedures may be delicate specifically when dealing with
complex anatomies.

+ Plan an EVAR in o few minutes on

MR or CT Angiography
Assessment of patients’ eligibility for endovascular treatment of the « 0-click Bone Removal and tracking
aneurysm, sizing of the endograft and extraction of the meaningful of the abdominal vessels on CTA
; ; ) : « Perform key aorta sizing
information to help guide the procedure are essential to the success BRSNS A e i ¥4
of the procedure. » Analyze the profile of the endograft
sealing zones
¢ Generate and save volumes, C-arm
angulotions and vessel ostia
Overview contours to be used during the

: d
FlightPlan for EVAR is a dedicated b

opplication to help plan EVAR
procedures, It lets you visualize the
vascular anatomy, perform key
anatomical measurements, choose
the treatment strategy, size the
endograft and save key information
that can be used during the
intervention,

Visit us:
wwav.geheolthcore.com/
ow/lapplications/oncoquant/

Gconct LEARRCER
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features summary

Visualization of the anatomy

0-click bone removal, automatic
vessel tracking and lobeling and
centerline extroction of the
abdominal aorta and vessels.
Manual revision of the centerline can
be performed to anticipote potential
anotomical deformations happening
during the procedure.

Anatomical measurements for
endograft sizing

Key anatomical measurements
dedicoted to EVAR planning can be
performed in few clicks and reported
in a summary graphic.

To help user to position
measurement points:

- The corta bifurcation and
ostium of visceral arteries ore
automaticolly detected and
marked by arrows in lumen
view

- The profile of the vessel
diometer is disployed along the
lumen view of the vessel

Additional measurements are
ovoilable for EVAR planning:
- O-click aneurysm neck analysis
- 1-click assessment of the
endograft main body and leg
length using rulers
outomatically positioned
- 1-click assessment for visceral
vessels for distonce
- 1-click clock position for
plonning of Fenestroted EVAR

Standard measurements ore
automatically reported on the
graphic tegether with key anatomical

images.

The report with its key images is then
ovailable in pdf or DICOM format.

Preparation for pre-operative 3D
image Fusion

Get prepared for pre-operative 3D
Image Fusion in few clicks with:

- O-click creation of the vascular and
bone models for EVAR cases

- 0-click detection ond saving of key
vessel ostia contours

- Saving of the optimal C-arm
angulations

- l-click export of the data to EVAR
Vision or saving for later use.

This preporation can be performed
following the endogroft sizing or as o
stand-alone task performed just prior
the beginning of the case.

System Requirements

* AW VolumeShare 7 workstotion or
above

+ Volume Viewer

+ Volume Viewer Innova

* VessellQ Xpress

« AutoBone Xpress

+ MR VessellQ Xpress

Indications for Use

FlightPlon for EVAR CT is intended to
provide an optimized non-invasive
application to anolyze vasculor
anatomy ond pothology ond aid in
determining treatment paths from a
set of Computed Tomography [CT}
Angiographic imoges.

FlightPlan for EVAR CT is o post
processing application option which
can be used in the analysis of 20 and
30 CT Angiography images/data
derived from OICOM 3.0 compliont CT
scans for the purpose  of

GE imagination at work
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cardiovasculor and vascular disease
assessment.  This  software s
designed to support the physicion in
assessment  of stenosis  analysis,
prefpost  stent  planning  and
directional vessel tortuosity
visualizotion.

FlightPlan for EVAR CT outomatic
visualization tools provide the users
with the copobilities to facilitate
segmentation of bony structures for
accurate identification of the vessels.
Once vessels are visualized, tools are
avoiloble for  sizing  the vessel,
measure areas of abnormalities
within o vessel.

FlightPlan for EVAR MR is intended to
provide an optimized non-invosive
opplication to fociiitate vascular
onatomy and pothology onalysis
from a set of DICOM 3.0 compliont 30

contrast-enhanced Magnetic
Resononce  Angiographic  [MRA)
imaoges.

FlightPlan for EVAR MR is a post
processing application, which con be
used in the onalysis of MRA dato for
the purpose of wvascular disease
assessment.  This  soflwore s
designed to ossist radiologists and
other clinicions in the evaluation and
assessment of vascular anatomy and
disease with the capability to prowide
a set of tools for visudlizing
directional vessel tortuosity, for sizing
the wvessel, measuring areas of
abnormalities within a vessel.

Regulatory Compliance

This product complies with the
European Council Directive
93/42/EEC Medicol Device Directive
as amended by European Council
Direclive 2007/47/EC.

© 2015 General Elsciric Company.
Al righls resarved. Data subject o changs.

GE, GE M ion at work, Vessell are trad rks of
Eleciric Company.
Allother Lhird party radermarks are the property of thair respeciiva owners
DOC1761261.
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Features details
1. Visualization of the anatomy

0-click bone removal, automatic vessel
tracking and labeling and centerline
extraction of the abdominal aorta and
vessels.

Manual revisicn of the centerline can be
performed to anticipate potential
anatomical deformations happening during
the procedure after endogroft insertion,

30, lumen and oxial views of the aorta ond
ilioc arteries are outomatically populated,

arong UE AFACER
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2. Anatomical measurements for endograft

sizing

Key anatomical measurements dedicoted to
EVAR planning can be performed in few
clicks and reported in a graphic summary.
They include diameter, length and angle
measurements which can provide
odditional information for you to determine
if patients ore eligible for endovascular
treatment and to size the endogroft.

To help user to position measurement

points:

- the oorta bifurcation and ostium of
visceral arteries are automatically
detected and identified with arrows on
the lumen view
The profile of the vessel diameter is
disployed along the lumen view of the
vessel

Additional measurements are available for
EVAR planning:

- O-click aneurysm neck analysis with
ossessment of the neck profile,
minimum and maximum diameters as
well as percentage of diometer variation
along the zone on CTA

© 2015 General Electic Company.

Al righls ressrved. Dala subjact io change.

GE, GE Monogram, imagination ai work, AuloBorie, VessellQ are trademarks of General
Eleciric Campany.

Adl other third party trademarks are the property of their respecive ownars
DOC1761261.




- 1-click assessment of the endograft main
body and leg length using 2 rulers
automatically positioned at the proximaol and
distal endogroft landing zone,

tin 16 0 mm
] Max 18.2 rim

(13 %)

{
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- 1-click assessment of visceral vessels,
distonce

- 1-click clock position for plonning of

Fenestraoted EVAR

Standord measurements are automatically
reported on the graphic together with key
anatomical images.

Manual measurements can also be saved on a
report with associated images.

The report with the key images is then
ovailable in pdf or DICOM format.

© 2015 General Electric Company.
Al rights reserved. Dala subjct b change.

GE, GE Monogr imagination sl work, AutoBone, Vessal'Q are tradamarks of General
Electric Company

All gther third party lrademarks are the proparty of their respactive owners
DOC1761261.




3. Pre-operative preparation of 3D images for
Fusion

et prepared for 30 Image Fusion in few clicks:

- O-click creation of the vascular and bone
models for EVAR coses
0-click detection and saving of key vessel
ostia contours

- Stored positions of the optimal C-arm
angulations

- 1-click export of the dota to EVAR Vision or
saving for later use.

-

This preparation can be performed following the
endograft sizing or as a stand-alone task
performed in the Discovery or innova control
room just pricr to the beginning of the case.

© 2015 General Electric Company
Al righls reserved. Data subject io change
GE, GE Monogram, imagination at work, AuloB VessalQ are trad ks of G '}
Electric Company.
All other thind party trademarks are tha property of their respechive owners
DOC1761261
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Traducere din limba englezd

GE Healthcare

Planificarea procedunlor de reparare a énevnsmulm endo-vascular abdominal @ :
si toracic (EVAR) pot delicate, Tn special cand este vorba despre organe " -M- -

' . Planlficatl EVAR In cateva minute pe
anatomice complexe. angiografie MR (Rezonania
Aprecierea eligibilitaii pacientilor pentru tratamentul endo-vascular at magnetllc:?) s;;l CT (Tomografie

. oo . . ; . compuferiza
anevrismului, dimensionarea endo-grefei si exiragerea 1nfom1.atulor e O i marirea
semnificative pentru a ajuta la ghidarea procedurii sunt esenliale pentru vaselor abdominate pe CTA
succesul procedurii, o Efectuarea masuratorilor
principale de dimensicnare a

aortei cu cateva clicuri
* Analizarea profilului zonelor de

Privire generala Tnchidere a endo-grefei

FlightPlan pentru EVAR este o aplicaie ¢ Generarea §i salvarea volumelor,
dedicala care ajuta la pianificarea unghiurilor brafulul C gl contururilor
procedurilor EVAR. Aceasta permite 53 i deschiderilor vaselor.care se vor folosi
vizualizati anatomia vascular3, s pe durafa procedurii

efectuall principalele masurator anatomice,
s4 alegeli strategia de tratament, s3
dimensionali endo-grefa si s3 salvatj
informatiile principale care pot fi utilizate

pe durata inlerventiel.

neReTOEAEAER



Rezumatul caracteristicilor

Vizualizarea anatomiei

inlaturarea osului cu 0 clicur, urmérirea i
etichelarea automata a vaselor gi
extragerea liniei de mijloc a aortei §f
vaselor abdominale. Revizuirea manuald &
liniei de mijloc se poate efectua pentru a
se anticipa posibilele deforman analomica
care au loc pe durata procedurii,

Masuratorile anatomice pentru
dimensionarea endo-grefei

Principalele mésuratori anatomice
dedicate pentru planificarea EVAR se pot
efectua cu cateva clicuri i raporta tntr-un
grafic centrafizator.

Pentru a ajuta utiizatorul
53 pozitioneze punctele
de masurare:

- Bifurcatia aortei g deschiderea
arterelof viscerale sunt detectate
1n mod avtomal si marcate prin
sageli in vederea lumen

= Profilul diametrului vasului este
afisat de-a lungul vederii flumen a
vasului

Masurdtorite suplimentare sunt

disponibile pentru plarificarea

EVAR:

- Analiza gatulu? anevrismului cu ¢

dlicuri

- Evalvarea cu un clic a corpului
principal al endo-grefei si lungimii
picioarelor folosindu-se riglele
pozilionate in mod automat

- Evaluarea cu 1 dlic a distaniei
pentru vasele viscerale

- Pozilionarea cu 1 clic a ceasului
pentru planificarea EVAR

perforate

Masuratorile standard se raporteaza in
mod automat pe grafic Impreuna cu
principalele imagini anatomice.

Raportul cu principalele imagini este apoi
pus la dispozilie In format pdf sau DICOM.

Pregétirea pentru fuziunea '
Imaginilor 3D pre-operatorle

Se efectueaza pregélirea pentru fuziunea
imaginilor 3D pre-operatorie fn cAteva clicuri
cuw:

- Crearea cu 0 clicuri a modelelor
vasculare §i de os penlru cazuriie de
EVAR

- Delectarea si salvarea cu 0 clicuria
contururilor deschiderilor principalelor
vase

- Salvarea unghiurilor optime ale

bratului C

- Exportarea cu 1 clic a datelor la EVAR
Vision or salvarea pentru utilizare

ulterioara.

Aceastd pragétire se poate efectua dupa
dimensionarea endo-grefsi sau ca o
sarcind independent efectuala chiar
inainte de inceperea cazului.

Cerintele sistemului

+ Stalia de lucru AW VolumeShare 7 sau
o versiune ulterioara

Volume Viewer

Volume Viewer Innova

VessellQ Xpress

AutoBone Xpress

MR VessellQ Xpress

" e o =2 o

Indicatfi pentru utilizare

FiightPran pentru EVAR CT este destinat
pentru a asigura o aplicalie optimizata
neinvaziva pentru analiza anatomiei §i
patologiei vasculare si a ajuta la
determinarea traseelor de tratament dintr-un
set de imagini angiografice de Tomografie
Compulerizata (CT).

FlightPlan pentrz EVAR CT este o optiune de
aplicatie pentru post-procesare care se poate
folosi Tn anaiza imaginiloridatelor de
angiografie CT 2D si 3D derivate din scanrile
CT conforme cu DICOM 3.0 pentru scop da

evaluare a afecfiunilor cardiovasculare gl
vasculare. Acest software este destinat s4
sprijine medicul In evaluarea analizei
slenozei, planificarea prefpost stent §i
vizualizarea directionald a sinuozitat
vaselor.

Instrumeniele de vizualizare automats
FlightPlan pentru EVAR CT asigura
utilizatorilor posibilitall de a facilita
segmentarea structurilor osoase pentru
identificarea precisd a vaselor. Dupd ce se
vizualizeaza vasele, instrumentele sunt
disponibile pentru dimensionarea vasuul,
masurarea zonelor de anormalit&ti din
cadrul unui vas.

FlightPlan penttu EVAR MR este destinat 53
asigure 0 aplicatie optimizald neinvazivi
pentru a facifita analiza anatomiei $i patologiei
vasculare dintr-un set de imagini 3D de
angiografie cu rezonanta magnetica {(MRA) cu
contrast sporit, conforme cu DICOM 3.0.
FlightPlan pentru EVAR MR este o aplicatie
de post-procesare care se poate folosi In
analiza datelor de MRA peniru scop de
evaluare a afecfiuhilor vasculare. Acest
software este destinat s3 ajute radiotogii §i alti
clinicieni In evaluarea gl aprecierea anatomiei
¢l afecliunllor vasculare cu posibilitatea de a
furniza un set de instrumente pentru .
vizualizarea sinuozitalii vaselor directionale,
pentru dimensionarea vaselor, masurarea
zonelor de anormalitili din cadrul unui vas.

Respectarea reglementarilor
Acest produs respectd Directiva Consiliului
European nr. 93/42/£EC Directiva pentru
dispozitive medicale, modificat prin
Directiva Consiliului Evropean nr,
2007/147/EC.,

© 2015 General Electric Company.
1 1 H Toate drepturile rezervate. Datelo sa pot modifica.
G E lm 0 g l natlon Gt Work GE, Manograma GE. imagination at work’, AutoBone, VessellQ sunt marci Inregistra
, Ble General Electric Company.

Toate celelalte mardi inreglstrate da la lerte part sunt propristatea respactivilor defind
DOC1761261
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Detaliile caracteristicilor

1. Vizuallzarea anatomiel
2. Miasuritorile anatomlce pentru dimensionarea

Intturarea osului cu O clicuri, urmarirea i endo-grefel

slichetarea automali a vaselor si extragerea . . ) )

liniei de mijloc a aortel gi vaselor abdominale, Principalele masuratori anatomice dedicate pentro
planificarea EVAR se pot efectua cu cateva dlicuri gi
raporta intr-un centralizator grafic. Acestea includ
méasuratorile de diameku, lungime si unghi care pot
asigura informalii suplimentare pentru a se determina
dac pacienfii sunt eligibili pentru tratament endo-
vascular §i pentru a dimensiona endo-grefa.
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Revizuirea manual3 a finiei de mijloc se poate efeciva
pentru a se anticipa posibilele deform&ri anatomice

care au loc pe durala procedurii dupa nsertia endo- Pentru a ajuta utilizalorul s& pozifioneze
grefei. punctels de mésurare:

- bifurcafia acrtel §i deschiderea arterelor
Vederile 3D, lumen gi axiala ale aorlei $i arterelor viscerale sunt delectate in mod aulomal i
iliace sunt populate in mod aulomat. identificate cu s3gedi pe vederea iumen.

- Profilul diametrului vasului se afigeazi de-a
lungul vederii lumen a vasulu.

Masuralori suplimentare sunt disponibile pentru
planificarea EVAR:

- Analiza gatului anevrismului cu O clicuri cu
evaluarea profislui gatilui, a diametrelor minim si
maxim, precum i a procentajului de variatie a
diametrulul de-a lungul zonei pe CTA.

© 2015 General Electric Company.
Toate drepturile rezervate. Datele se pot modifica
GE, Monograma GE, .imagination at work’, AutoBone, VessellQ sunt mérci inregisirate
ale General Electric Company.
Toale celetatte mard Inregistrale de la terle pam sunt proprietatea respectivilor detinétori.
DOC1761261.
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- Evaluarea cu 1 dlic a vaselor viscerale, distanla
- Pozlionarea cu 1 clic a ceasului pentru
planificarea EVAR perforate

- Evaluarea cu 1 clic a corpului principal al endo-grefei i
lungimii piciorulul folosind 2 rigle pozifionate In mod
automat in zona de plasare apropiata §i distantd a endo-
grefel.

phnE

¥ prEp

LT

Masuratorile standard sunt raportate in mod automat
pe grafic Impreund cu principalele Imagini analomice
Mésuratorile manuale pot fi de asemenea salvate pe un
raport cu imaginile asociate.

Raportul cu principalele imagini este pus apoi la
dispozifie in format pdf sau DICOM.

02015 General Electric Company.
Toate dreplurile rezervate. Catele sa pot modifica.
GE, Monograma GE, Imagination at work”, AuloBone, VessellQ) sunt méarci Inregistrate
sle General Eloctric Company.
Teats celelalte mard Inregistrate de la terte pArfi sunt groprelatea respectivilor detinkitori
DOG1761261.
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3. Pregitirea pre-operatorie a
Imaginilor 3D pentru fuziune

Pregatirea pentru fuziunea imaginitor 3D se efectueaza cu cileva clicuri:

- Creareacu O clicuria
modelelor vasculare gi de os
pentru cazurile de EVAR,

- Detectarea cu O clicuri §i
salvarea contururilor
deschiderilor principalelor
vase

- Poziliile memorate ale
unghiurilor oplime ale
brafului C

- Exportarea cu 1 clic a datelor l2

EVAR Vision sau salvarea
penitru utilizare ullerioara.

Aceastd pregélire se poate efectua dups dimensionarea

endo-grefel sau ca o sarcind Independent3

executatd In sala de comanda a echipamentelor Discovery

sau nnova chiar Inainte de nceputul cazului,

GLORT DEARAGET!

CONFIDENTIAL

© 2015 General Electric Company.
Toale drepturile rezervate. Datale se pot modifica
GE, Monograma GE, imagination at work®, AutoBene, VessellQ sunt marci inregistrate
ale Genoral Electic Company.
Toate celelatle marc tnregistrale de ta tarfe pari sunt proprietatea respectivilor deti%%ri. %
1761261,
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GE Healthcare

Vision 2

3D live guidance

Guiding and deploying devices through complex anatomies may be

delicate. Under 2D fluoroscopic imaging, such procedures can require

ignificant amount of contrast media, prolonged radiation exposure,
signitica ta as Pigiong exposure » Intuitive user interface, all ot

and lot of time. A 3D view of vessels anatomy could help you perform table side. Control Vision 2 at
table side through on intuitive user
interface. Register your anatomy
through a simpfe guided workflow

Register the 3D anotomy with
accuracy. Vision 2 allows the user
to automatically fuse CBCT data
aver the live fluoroscopic images
Overview with an accuracy better than 1.8

L " mm {1). Vision 2 allows the user to
Vision 2 overlays prepared 3D datasets on live fluoroscopy to visuglize mis-regisiralions between

support localization and guidance of catheters, coils and CBCT data and live fluoroscopic
other devices during interventional procedures. images and correct them ot any

time in both translation and
rotation with an accuracy better
than 1 mm {2).

Bi-view mode eases the
registration. Bi-view registration
allows the user to fuse pre-op CT
or MR data with the live
fluoroscopic images with an
accuracy better than 2. 5mm {3}

Radtation dose sovings during
registration. Vision 2 helps
achieve up to 99% radiation dose
savings when fusing o pre-
operative 30 model over
fluoroscopy (4).

complex interventional procedures.

e I
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Intuitive user interface
Vision 2 can be controlled directly on the AW or at
{able side through the Central Touchscreen (Fig 1),
The user can;

- Launch and close the application

- Use the Bi-View registration mode

- select of the 3D object to be displayed
- Optimize the disploy of the 3D Overlay
- Review and record sequences with their 30
overla

s  §

Yision 2 L
pistration |

Fig1

Bi-view registration

= The Bi-View registrotion mode allows achieve a
proper 3D registration between the anatomy seen
under fluoroscopy ond the 3D model

= It helps the user manage two images {Fig 2/
acquired under different angulotions and then
optimize the 30 registration in translation and
rotation. An occuracy score (Fig 3} is provided to
help increase registration confidence. Correct

ient motion at table side or in control room.

9

Fig3

g’é GE imagination at work
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- Show/ hide vessel centerlines

]

Display controls

Optimize overloid objects display:
- Opacity of the 3D overlay

- 3 rendering modes (Fig 4k Digitally Reconstructed [
Radiography, Volume rendering or 2D Contours
- Color controls

- Front/ back view

- Displayed Hounsfield Units threshold

- Show/ hide landmarks and planning lines

- Zoom/ room the displayed images

Fig 4

Review controls

The review controls allow the user to:

- Review stored Vision sequences

- Review one of the last ten acquired sequences

- Create movies

- Store photos of fused sequences.

Movies and photos are stored on the AW as DICOM
objects.

The Auto Store function allows store automatically any
new sequence of acquired fused images.

Biplane

On biplone systems, Vision 2 allows the user to
automatically switch the 30 model display on either
the frontol or lateral views based on pedal press.
Frontal or biplane pedal press activates the 3D overlay
on the frontal view. Lateral pedal press activotes the
30 overlay on loteral view.

Vision 2



Intended Use

Vision 2 software applicotions is
intended to enable users to lood 3D
datasets and overlay and registerin
real time these 3D datasets with
radioscopic or radiographic images
of the same anatomy in order to
support catheter/device guidonce
during interventional procedures.

Regulatory Compliance

Vision 2 complies with the European
Medical Devices Directive
requirements for CE marking:
Directive 93/42/EEC.

In non CE mark countries, Vision 2
cannot be ploced on the market or
put into service until it has obtained

all required regulatory authorizotions.

Vision 2 is cleared by the U.S. Food
and Drug Administration for
commercial availability in the U.S.

System Requirements

+ Advantage workstation (AW) at the
AW 4.7 {VolumeShare 7} level or
above and dedicated Volume
Viewer products,

¢ One of the following X-ray system:
Innova™ IGS 520, Innova IGS 530,
Innovo IGS 540, Innova IGS 620,
Innova 1GS 630, Discovery™ IGS
730 or Discovery I1GS 740

« The following options shall be
activoted as well:

- The AW video shall be displayed in

the exom room either with a

GE imagination at work
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dedicated AW monitor or using the X-
ray system’s Large Disploy Monitor.

- A point-to-point Ethernet
connection between the X-ray
Vasculor interventional system and
the Advantage Workstotion product
is required.

- A Central Touchscreen shall be
installed with the 1GS X-Ray system.

Disclaimer

(1) For systems with Innova-I1Q table
or Omega V table, rigid geometric
phantom, frontal plane, L-orm 0°,
table motion inferior to 80mm
between 30 acquisition and live
fluoroscopy, occuracy obtained for at
least 90% of the imoges acquired on
each system,

{2) For systems with Innova-1Q table,
Omega V table. Using rigid geometric
phantom, CBCT dataq, frontal plone, L-
arm 0°, Region of interest of 10cm.
(3) The accuracy is determined by
engineering analysis using rigid
phantom data having a 3D voxel size
with no dimension greater than 0.95
mm, This occuracy is obtained with 2
fluoroscopic imoges taken at optimal
angulation, with system calibrated
with "augmented calibration “,
without motion of L-orm and table
between the 2 sequences and after

validation of the registration,
Accuracy is measured on the frontal
plane in Region of interest of 10 cm.
{4) Based on the dose of the
procedure step needed using o CBCT
acquisition to register pre-operative
data vs. o Bi-View registration
process. The stoted dose reduction
does not reflect the entire
interventional procedure, rather to a
specific step in the procedure,

The dose for the CBCT acquisition is
from typicol exposure settings
{innova CT 40°%/s, 30fps, 1Q Standord,
Normal, Nominal FOV). The dose from
the Bi-View registration process is
from two spatially separated, 2-
seconds fluoroscopic acquisitions,
with typical exposure settings {3.75
fps. 1Q Standard, Normal, Max Dose
Reduction, Nominal FOV). The dose
data for all acquisitions are from the
Air Kermao per 1EC 60601-2-43
conditions, provided in the
interventional X-Ray user manual,

In clinical practice, the use of Vision 2
moy reduce patient radiotion dose
depending on the clinical task,
patient size, anatomical location and
clinical practice.

© 2016 General Blectric Company.
Alinghts reserved Data subgect 1o chonge
GE, GE Monogsam, Innova and Oiscovery ore trademaiks of General Electric Company.



Traducere din limba engleza

GE Healthcare

Ghidarea gl intrebuinlarea dispoazitivelor in cazul anatomiilor complexe pot f
delicate. Pe durata imagisticii fluoroscopice 2D, astfel de proceduri pot necesita
o cantitate considerabils de mediu de contrast, expunerea prelungité la radiafii i

foarte mult timp. O vedere 3D a anatomiei vaselor ar putea s3 v ajute s 1 nterfata cu utitizatorul intuitiva, totul Ia
. . masé, Vision 2 se controleaza da la masa,
efecluai procedurile complexe. So laregisireazh anatomia printru flux do
lucru ghidat simplu,
1 Seinreglstreazd anatomla 30 cu

precizie, Vision 2 permite uliizatorutui sa
fuzlongze Tn mod automat datele CBCT pe
imaginile fiuoroscopice five cu o precizia
mai bun& de 1,8 mm (1), Vision 2 permite
utiizatorului s vizualizeze Inregistraie
gresile Intre modelul 30 si imaginile
Generalitati fluoroscopice live §i 53 e corecteze in
crice moment in translafie i rotaie, cu o
precizie mai buna de 1 mm ¢2).
Modul bl-vlzualizare ugureaz
Inreglatrarea. inregistrarea bi-

Vision 2 suprapune seturile de date 3D pregatite pe fluoroscopia live

pentru a sprijinl localizarea $i ghidarea cateterelor, bobinelor ¢ a allor

dispozitive pe durala procedurilor interveniionale.

Vision 2, asociat cu Stereo 30 (optiune), permite utilizatorlor s3 s ;

reconslruiasca obiectele 3D din 2 achizifi fluoroscopice pentru a ajuta vizualizate pemite ufizatorulul 3

medicul In planificarea procedurilor, in proceduriie interventionale gi fuzioneze dalelepre-cperalor CT sau
! MR cu imaginile fluoroscopice live cu o

conlinuarea tratamentului. precizie mai bunii da 2,5 mm (3),

Economle la doza de radiatii pe
timpul tnregistraril, Vision 2 ajutala
rezfizarea unor economi de pana Ia
-99% la doza de radiafii cAnd
fuzioneaz un model 30 pre-
operatoriu pe fluoroscople (4).

™
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Interfata Intuitiva cu utilizatorul Comenzile de aflgare

Vision 2 poate i conirolat direct pe stalia de lucru AW sau Se oplimizeaz afigarea oblectelor suprapuse:
de la masd cu ajulorul Ecranului Taclil Central {Fig ). - Opacitatea suprapunerii 3D
Ulilizatonu! poate: - 3moduri de redare (Fig. 4): Radiografie Reconstruita
- sd lanseze §i sk inchida aplicatia Digital, Redare in volum sau Contururi 2D
- 58 loloseascd modul de inregisirare bi-vizualizare - Controlul culorilor
- 52 selecleze obfectul 3D care irebuie afigal - Vedere faji/spate
- 53 oplimizeze afigarea suprapuneii 3D - Afigarea pragulul unitafilor Hounsfield
+ 8& analizeze §i 52 inregistreze secveniale cu - Arald/ascunde reperele si liniite de planificare
suprapunerea ler 3D ) - Aral&/ascunde liniile centrale ale vaselor
- 4 foloseascd Stereo 3D (opfiune) - Marire-micsorare/deplasare imagini afisate

[Waw 0k [

FVision2 '.wn'n'é M
- Reglistration & [LILLTTTCO R 030
Sy g v i

Lockreview ,

Fig. 4

Comenzi de analizare

Comenzile de analizare permit utitizatorului;

- 83 analizeze secventele Vision stocale

- s# analizeze una din vitimels zece secvente oblinute

- 54 creeze filme

- 5& stocheze fotogralii ale secvenielor utilizate.

Filmele gl fotografile sunt stocate pe stalia de lucru AW ca

$i obiecte DICOM,

Funcliunea Auto Store (Stocare automala) permite memorarea
automald a oricarei secvente de imagini fuzionale oblinute.

{nregistrarea bi-vizualizare
* Modul de nregistrare bi-vizualizare permile si se
realizeze o Inregistrare 3D corespunzitoare intre

anatomia vazulé In fluoroscopie si modelui 3D, . Stereo 3D {opfiune)

' Agesta a;u.té Pkl Igcrezg €U doud megin Stereo 3D reconstiuieste obiectela tn 3D prin intermediul
(th. ?} obfinute sub unghiuri diferite $I. ap.oi L] . unui flux de lucru ghidat intuitv,
oplimizeze inregistrarea 30 n translatie i rotatie. Se Utiizatorul Identific ohiectele pe 2 imagini oblinute din
prezintd un punclaj de precizie {Fig. 3) care ajutéla diferite unghluri.
siguranla inregistrarii. Miscarea pacientului se Apoi Stereo 3D permite s& se evalueze pozilia obiectelor
corecteaza de la masé sau din sala de comanda. reconstruile pe anatomia 3D in Volume Viewer.

Biplan

Pe sistemele biplan, Vision 2 permite ulilizatorului s3 treacd in
mod automeal afigarea modelulul 3D In vedere frontal’ sau
laterald, pe baza apas#rii pe pedali. Apisarea pedalei fronfale
or biplane activeaza suprapunerea 3D pe vederea frontala.
Apésarea pedalei laterale activeaz3 suprapunerea 3D pe
vederea laterald,

(et T
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Aplicalia software Vision 2 este destinals
58 permila ulilizalorilor s& Incarce seturd de
date 3D i s& suprapuna sl s4 inregistreze
in &imp real aceste seturi de date 30 cu
imaggni radioscopice sau radiografice ale
aceleiasi anatomii in scopul de a sprijini
ghidarea cateteruluifdispozitivulul pe Uimpul
procedurilor interventionale.

Respectarea raglementaritor

In {arile cu marca CE, Vision 2 nu se poate
introduce pe piatd sau da In exploatare
Inainte de a fi realizat asifel incat sa
respecte cerintele Direclivei privind
Dispozitivele Madicale pentru marcarea CE.
In fanite fars marca CE, Vision 2 nu se poate
introduce pe piatd sau da in exploatare
inainte de a se obline toate autorizaliile
regulamenlare necesare. Opliunea Stereg 3D
nu este autorizatd or aprobati de
Administratia SUA pentru Alimente gi
Medicamente pentru disponibilitate
comarciald in SUA gl nu este autorizatd or
aprobatd pentru disponibilitate comercial3 in
restul kurnii.

Cerinje de sistem

+ Statia de lucru Advantage (AW) la nivelul
AW 4.7 (VolumaShare 7) sau superior i
produse Velume Viewer dedicale.

Unul din urm&toarele sisteme cu raze X:
Innova™ IGS 520, Innova 1GS 530,
innova IGS 540, Innova 1GS 620, Innava
{GS 630, Discovery™ IGS

erene? LE AFACERL
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730 sau Discovery IGS 740
De asemenea, vor fi activate urmatoarele
opliuni;
- Video AW se va afiga in sala de examinare
cu un monitor AW dedical sau folosindu-se
monitorul mare de afisare al sistemului cu
raze X.
- Este necesara o conexiune Ethernet
punct-la-punct intre sistemul interventional
vascular cu raze X §i statia de fucru
Advantage.
- Ecranul Tactil Central va fi instalat cu

sistemul IGS cu raze X.

Neasumarea rispunderii

{1) Pentru sistemele cu masa Innova-IQ sau
masa Omega V, fanloma rigida geometrica,
planul frontal, brajul L 0°, miscarea messi
inferioard la 80 mm intre achiziffa 3D si
fluoroscopia live, precizia oblinut pentru cel
putin 90% din imaginile oblinute pe fiecars
sistem,

{2} Pentru sistemele cu masa innova-1Q sau
masa Omega V, fantoma rigida geometrica,
dale CBCT, planu! frontal, brajul L 0°,
regiunea de Interas de 10 ¢cm.

{3) Pentru sistemele cu masa Innova-Q sau
masa Omega V §i cu calibrare sporit,
fantoma rigida geometrica, volum 30 cu
mérimea voxelului de 0,95 mm, planul
frontat,

féra migcarea brajului L sau a mesei

dupd inregistrare, Regiunea de inleres

de 10 cm.

(4) Datorita Tnregistrarii 20/3D. in locul
tehnicii de Inregistrare 3D/30.

Pe baza dateler kerma de aer din manualul
de exploatare al Discovery IGS 740,
Discovery IGS 730, Innova IGS 540, Innova
IGS 530: 1fiux de fugru tipic Vision cu
suprapunere CT pre-operatene include
achizifia flucroscopica 2x2s, Suprapunerea
CT pro-operalorii cu ulilizarea inregislrarii
30/3D ar neceslta achizifia fluoroscopica
2x2s pentru a centra anatomia si achizi{a CT
Cone Beam (Fascicul conic).

Tn pratica clinica, utilizarea Vision 2 poate
reduce doza de radialii a pacientului in
functie de sarcina clinica, marimea
pacientulul, locafia anatomica si practica
clinica.

Tosie diepiatie rezervale. Daleko pof £ $a mexiicaty.
GE. Monogran GE, & Y0 "
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TrackVision 2

Progress needles with precision and
confidence

Performing needle procedures in the interventional suite frees up

your CT system and provides a better access to the patient. However,

under fluaroscopic guidance, it may be challenging and time
consuming to find the right entry point and advance needle avoiding
critical structures.

Overview

TrackVision 2 provides live 30 needle guidance during your
procedures. It lets you advance the needle down a planned
trajectory overlaid with live fluoroscopy and visualizing any
deviotions from the desired path,

GrARET Ok AEAGES |
CONF\DENT\N.

+ Intuitive user interface, all ot
tableside. Control Trackvision 2
at tableside through an intuitive
user interface. Manage smoothly
multiple trojectories and their bull's
eye and progression views.

» Progress and register with
accuracy.{Trackvision 2 aliows
the usér vg automaticalli fiss
LBCT data'gver thelivg
ifluorescopic image with &ii:
‘accuracy better than 1.8 magi1)

 Visualize and correct mis-
registrations, Trackvision 2
allows the user to visualize mis-
registrations with the help of a
dedicated 3D bone rendering, and
correct this mis-registrations in
both translation and rotation in
order to achieve accuracy better
than 1 mm on the needle
trajectories (2).

Visit us:

hitptivww.gehesithc ore com/
trockvision2




Intuitive user interface

TrockVision 2 con be controlled directly on the AW
or at table side through the Central Touchscreen (Fig
1). The user con:

- Launch and close the application

- Use the Bi-View registration mode

- Select of the 30 object to be displayed

- Monage multiple needle display

- Optimize the display of the 3D Overlay

- Review and record sequences with their 3D
overlg

AW
u

A TrackVision 2
Registration

Fig 1

Bi-view registration

= The Bi-View registration mode allows ochieve a
proper 30 registration between the anotomy seen
under fluoroscopy and the 3D model.

* It helps the user manage two images {Fig 2}
acquired under different angulotions and then
optimize the 3D registration in translation and
rotation. An occuracy score {Fig 3) is provided to
help increase registration confidence. Correct

potient motion at table side or in control room.
Y 1]

Accuracy score ol
curtent angulsign

@ GE imagination ot work
et D AEAGER

Display controls

Optimize overlaid objects display:

- Opacity of the 3D overlay

- 3 rendering modes: Digitally Reconstructed
Radiography, Volume rendering or 2D Contours
- Color controls

- Front/ back view

- Displayed Hounsfield Units threshoid

- Show/ hide landmoarks and planning lines

- Zoom/ room the disployed images

Review controls

The review controls allow the user to:

- Review stored TrackVision sequences

- Review one of the last ten acquired sequences

- Create movies

- Store photos of fused sequences,

Movies and photos ore stored on the AW as DICOM
objects.

The Auto Store function allows store automatically any
new sequence of acquired fused images.

Biplane
TrackVision 2 is running with X-Ray images acquired
on the Frontal plane with the L-Arm positioned at 0°.

Trackvision 2



Intended Use
TrackVision 2 is intended to enable
users o load 30 datasets and

overlay and register in real time these

3D dotasets with flugroscopic or
radiographic images of the same
onatomy in order to support
catheter/device guidance during
interventional procedures,

Regulatory Compliance
TrackVision 2 complies with the
European Medicol Devices Directive
requirements for CE marking:
Directive 93/42/EEC.

In non CE mark countries, TrackVision

2 cannot be placed on the market or
put into service until it has obtained

all required regulatory authorizations,

TrackVision 2 is cleored by the US,
Food and Drug Administration for
commerciol availability in the U.S.

System Requirements

+ Advantage workslation (AW) ot the

AW 4.7 (VolumeShare 7) level or
above and dedicated Volume
Viewer products.

* One of the following X-ray system;
Innova™ IGS 520, Innova 1GS 530,
Innova IGS 540, Innova IGS 620,
Innova IGS 630, Discovery™ IGS
730 or Discovery IGS 740

# The following options shall be
activated os well;

- The AW video sholl be displayed in

the exom room either with a

GE imagination at work
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dedicated AW monitor or using the X-
ray system’s Large Display Monitor.

- A point-to-point Ethernet
connection between the X-ray
Vasculor interventional system and
the Advantage Workstation product
is required.

- A Central Touchscreen shall be
installed with the IGS X-Ray system.

Disclaimers

(1) For systems with Innovo-IQ table
or Omega V table, rigid geometric
phantom, frontal plane, L-orm 0
degree, toble motion inferior to
80mm between 30 acquisition and
live fluoroscopy. accuracy obtained
for at least 90% of the images
acquired on each system.

{2} For systems with Innova-iQ table
or Omego V table, rigid geometric
phantom, CBCT dato, frontal plane,
Region of interest of 10cm.

In clinical practice, the use of
TrackVision 2 may change this
accuracy, depending on the clinical
task, anatemical location and clinical
practice,

»

& 2015 General Electric Comnpany
Al nghts reserved Data subject to change

GE. GE Monogtom, Innova and Discovery are trademorks of Genevol Blectric Compary.
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Traducere din limba englezd

GE Healthcare

Efectuarea procedurilor cu ace in mediul interventional elibereazi
sistemul dvs. de tomografie computerizata §i asigur un mai bun acces la

pacient. Cu toate acestea, sub ghidare fluoroscopics, poate fi Ulnterfaa intuitivi cu
e . . . utitizatorul, totul la mas3.
problematic §i poate necesita mult timp s se gseasca punctul de intrare TrackVision 2 se controleazi la
corect si s3 avanseze acul evitdndu-se structurile critice, mas#, prin intermediul unei
interfefe intuitive cu utilizatorul.
Se gestioneazi fird probleme

raultiple traiectorii §i vederile

circulare §i progresia acestora.
(1 Progresare si inregistrare

cu precizie. TrackVision 2

permite ca utilizatorul si
TrackVision 2 asiguri ghidarea five 3D a acului pe durata fuzioneze datele CBCT in
procedurilor, Acesta v permite s avansafi acul de-a lungul :
unei traiectorii planificate suprapusd cu fluoroscopia /ive §i
vizualizarea oriciror abateri de la traseul dorit,

Privire generala

mod automat pe imaginea /fve
fluoroscopic, cu o precizie
mai buna dde 1,8 mm (1)

] Vizuualizarea $i corectarea
inregistrivilor gregite.
TrackVision 2 permite ca
utilizatorul s3 vizualizeze
inregistririle gresite c ajutorul
redrii 3D dedicate a osului, gi
s4i corecteze aceste inrogistriri
gresite atét in translatare, cét §i
rotatie, pentru a se obfine o
acuratefe mai bund de 1 mm pe
traiectoriile acului (2).

 Vizitafi-ne: ]
Maetfecw gebesitheass com! 1] S0 78
3 | treclvision
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Interfati intuitivd cu utilizatorul
TrackVision 2 se poate controla direct pe AW sau la
mas8, prin intermediul ecranufui tactil central (Fig. .
Utilizatorul poate:

- 84 lanseze i s4 fnchida aplicafia;

- 84 foloseasca modul de fnregistrare Bi-View:;

- séi selecteze obiectul 3D care sa fie afisat;

- 4 gestioneze afigarea a multiple ace;

- s optimizeze afigarea suprapunerii 3D;

~ 53 treach in revistd i s ia T evidentd

secvenjele cu suprapunerea lor 3D.

ave o i (B

Fig. |
inregistrarea Bi-View

* Modul de inregistrare Bi-View permite si se realizeze o
Inregistrare 3D corects intre anatomia vizuts sub
fluoroscopie si modelul 3D.

* Aceasta ajutd utilizatorul s gestioneze doua imagini

(Fig. 2) objinute sub diferite unghiuri i apoi s

optimizeze inregistrarea 3D in translatare §i rotatie. Se

prezintd un punctaj al preciziei (Fig. 3) care ajuti la

cregterea siguranfei inregistréirii. Corecteaza migcarea

T T [t ey "'?"-:-i

ey
s ey |22 ca o
13 b

GE imagination at work

Nl

~RZT NG A &
?u,.,(\:: lj “Eﬂﬁbﬁe‘t«x’mt

]

Comentzile de afigare

Optimizeazi afiyarea obiectelor suprapuse:

- Opacitatea suprapunerii 3D

- 3 moduri de redare: Radiografie Reconstruita
Digital, Redare in Volum, sau Contururi 2D

- Comenzi cu culori

- Vedere fapi/spate

- Pragul unitatilor Hounsfield afisate

- Aratd/ascunde reperele §i liniile de planificare
- Zoom/roam pe imaginile afisate

Comenzile de trecere in revista

Comenzile de trecere in revists permit utilizatorului:

- s revadi secventele TrackVision memorate

- s revadd na din ultimele zece secvente obtinute

- s creeze filme

- s stocheze fotografii ale secvenelor fuzionate,
Filmele i fotografiile se stocheazi pe AW ca §i

obiecte DICOM.

Functiunea Auto Store (Stocare Automatd) permite s3 se
stocheze Tn mod automat orice nou secvenii de imagini
obfinute fuzionate.

Biplan
TrackVision 2 ruleaz} cu imagini de raze X ebtinute pe
planul frontal cu bragu! L pozitionat la un unghi de 0°,

TrackVision 2
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Destinatia

TrackVision 2 este destinat sii permita
utilizatorilor si incarce seturi de date 3D
§i s& suprapuna i s2 fnregistreze in timp
real aceste seturi de date 3D cu imaginile
fluorascopice sau or radiografice ale
aceluiagi organ anatomic, pentru a sprijini
ghidarea cateterului/dispozitivului pe
timpul proceduriler interventionale.

Respectarea reglementirilor
TrackVision 2 respecti cerinfele
Directivei Europene privind
Dispozitivele Medicale pentru
marcarea CE: Directiva 93/42/EEC.
In tarile firS marcare CE, TrackVision 2
nu se poate introduce pe piat sau in
exploatare péni cind nu se obiin toate
autorizatiile necesare de reglementare.
TrackVision 2 este aprobat de
Adminisiratia SUA pentru Alimente §i
Medicamente, pentru a fi disponibil
comercial in SUA.

Cerinte de sistem

Statia de lucru Advantage (AW) la
nivelul AW 4.7 {VolumeShare 7) sau
ulterior 5i produsele dedicate Volume
Viewer,

Unul din urmétoarele sisteme cu raze
X: Innova™ IGS 520, innova IGS
330, Innova IGS 540, Innova 1GS
620, Innova IGS 630, Discovery™
IGS 730 sau Discovery iGS 740.

De asemenea, vor fi activate
urmétoarele optiuni:

- AW video va fi afigat in sala de

examinare cu monitor AW dedicat sau
folosindu-se monitorul mare de afigare
al sistemului,

-Este necesard o conexiune

Ethernet punct-la-punct intre

sistemul interventional vascular cu
raze X si produsul Stafie de lucru
Advantage.

-Se va instala un ecran tactil

central cu sistemul de raze X.

Neasumarea riispunderii

{1) Pentru sistemele cu masa
Innova-1Q sau masa Omega V,
fantoma rigidi geometrica, plan
frontal, brat L la 0 grade,
migcarea mesei mai mici de
80mm fintre achizitia 3D §i
fluoroscopia live, precizia
obfinuta pentru cel puin 90% din
imaginile achizitionate pe fiecare
sistem.

(2) Pentru sistemele cu masa
Innova-1Q au cu masa Omega V,
fantomi rigida geometrica, date
CBCT, plan frontal, regiunea de
interes de 10 ¢m.

in practica clinic, utilizarea

TrackVision 2 poate modifica aceast precizie,
in functie de sarcina clinic3, locatia

anatomicl §i practica clinica.

© 2015 General Electric Company.
Toate drepturile rezervate. Datele se pot schimba.

HiE, Monograma GE, Innova si Discovery sunt marci
Inregistrate ale General Electric Company
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GE Healthcare

Stereo 3D

3D localization from 2 projections

Localizing needles or device markers in relationship with the 30
anatomy usually requires cone beam CT acquisitions and volume
analysis. Complex procedures requiring muitiple CBCT may then lead
to additional radiotion dose and procedure time due to the

analysis of the datasets.

Overview

Stereo 3D is an option of Vision 2, EVARVision and TrackVision 2
applications.

It enables users to reconstruct 3D objects from 2 spatially
separated fluoroscopic acquisitions, to help physicians localize
devices within the 3D anatomy without a CBCT acquisition.
Reconstructed 3D objects are needies, points, line segments.

Y F'__ J
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¢ Intuitive user interface, oll at
tableside. Foliow the Stereo 30
guided workflow instructions to
acquire the proper fluoroscopic
acquisitions.

Radiation dose saving. Stereo 3D
provides a reconstruction in the 3D
space for the visualization of a
needle at 38% less radiation dose
of u full cone beam CT workflow {1}

¢ Localize needles in 3D, quickly
and with accuracy. Stereo 3D
allows the user to reconstruct a
needle in 3D with 2 fluoroscopic
images with an accuracy,
perpendicular to the needle, better
thon 2.5 mm {2} in less than 1
minute (3).

+ Reconstruct markers in 30,
quickly and with accuracy. Stereo
3D ollows the user to reconstruct a
marker in 30 with 2 fluaroscopic
images with accuracy better than
2.5 mm (4} in fess than 1 minute
and 30 seconds (5).



Intuitive user interface Scenario for points and segments localization in 30

Stereo 3D can be controlled directly on the AW or at In this scenario, the user manuolly iocalizes
table side through the Centrol Touchscreen. devices in the 30 anatomy, such as endograft markers
In order to help maximize the accuracy of the 3D or needles.

locolization, accuracy scores {Fig 1) are indicated
along the workflow.

¢ Launch Stereo 3D
TR * Prepare the first image
v - Rotate the C-Arm to the first angulations
- Acquire o short fluoroscopic sequence

Fig 1
- Check and register the 3D onatomy bosed on
Biplane the bone rendering
Stereo 3D is running with X-Roy imoges acquired on * Prepare the second image
the Frontal plane with the L-Arm positioned at 0°. - Rotate the C-Arm to maximize the accuracy
lage score.
Scenario for needle localization in 3D {TrackVision perce.m R )
2 only) - Acquire a short fluoroscopic sequence
in this scenario, the user has plonned several - Check and register side by side the 30
trajectories for his intervention. He has advanced a anatomy based on the bone rendering
needle along a plonned trajectory. The purpose is to * Identify points and segments on the first imoge

localize the needle position without CBCT. ¢ |dentify points and segments on the second image

Epipolar lines are displayed to help identify the
corresponding pomnts,

Ch j
« Prepare the first image (Fig 2] *+ Check the reconstructed object

- Use the auto-positioner to obtain the first - Chonge ongulations to o 3fd view
optimal angle - Acquire a short flucroscopic sequence to

verify the location of the reconstructed needle

* Review the location of the reconstructed objects
on the 3D anatomy

The reconstructed points and segments are disployed
on the MPR cross section of the pre-operative 3D
model to assess their relationship within the anatomy.

* Launch Stereo 3D ond select the planned
trajectory

~ Acquire a short fluoroscopic sequence
- Check and register the 3D anatomy based
on the bone rendering
» Prepare the second image (Fig 2)
- Use the auto-positioner to obtain the
second optimal angle
- Acquire a short fluoroscopic sequence
Check ond register side by side the 3D
anatamy based on the bone rendering
= Stereo 30 automatically identifies the needle (6]

» Check the reconstructed object
- Change angulations to o 3rd view

- Acquire a short fluoroscopic sequence ta
verify the location of the reconstructed
needle

* Review the location of the reconstructed needle
on the 3D anatomy (fig 3)

The reconstructed needle is displayed on the MPR
cross section of the previously acquired CBCT to
0ssess its relationship within the anatomy.

@ GE imagination at work Sk il
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ndication For Use

ision 2, EVARVision, TrackVision 2 and
eartVision 2 software applications are
intended to enable users to load 3D
datasets and overlay ond register in real
time these 3D datosets with radioscopic
lor radiographic images of the same
anatomy in order to support
atheter/device guidance during
nterventional procedures.

he Stereo 3D option enables physicians
o visuglize and localize needles, points;
and segments on a 3D model/spoce
using a stereotoctic reconstruction of
radioscopic of radiographic images ot a
significantly lower dose than use of a full
one beom CT acquisition. This
informotion is intended to assist the
Iphysician during interventional
procedures.

egulatory Compliance

stereo 3D complies with the European
Medical Devices Directive requirements
for CE marking: Directive 93/42/EEC.

In non CE mark countries, Stereo 3D
annot be placed on the market or put
into service until it has obtained all
equired regulatory authorizotions.
[Stereo 30 is cleared by the US. Food and
Drug Administrotion for commerciol
gvailability in the U.S.

Bystem Requirements

Advantage workstation (AW) ot the AW
4.7 (VolumeShare 7} level or above and
dedicated Volume Viewer products.

* One of the following X-ray system:
Innova™ IGS 520, tnnova IGS 530,
Innova IGS 540, Innova IG5 620, Innova
1G5 630, Discovery™ IGS 730 or

Discovery 1GS 740
» The following options shall be activated
as well:
- The AW video sholl be displayed in the
exaom room gither with a dedicated Aw
monitor or using the X-roy system’s Large
Display Monitor.
- A point-to-point Ethernet connection
between the X-ray Vascular
interventional systern and the Advantage
Workstation product is required.
- A Central Touchscreen shall be instolled
with the IGS X-Ray system.

Disclaimers

(1) Based on the dose of the procedure
step needed for needle visualization using
a CBCT acquisition vs. a Stereo 30
process. Full 3D anatomic information is
provided with the CBCT acquisition, while
the Stereo 3D process provides specific
informotion for 30 needle visualization. In
both cases, the needle visuglization is
next used to assess its location, The
stated dose reduction does not reflect the
entire interventional procedure, but
rather to a specific step in the procedure.
The dose for the CBCT acquisition is from
typical exposure settings linnova CT
40°/s, 30fps, 1Q Standard, Normal,
Nominal FOV). The dose from the Stereo
3D process is from three spatially
separated, 2-seconds fluoroscopic
acquisitions, with typical exposure
settings (3.75 fps, 1Q Stondard, Normal,
Moax Dose Reduction, Nominal FOV). The
dose dota for all acquisitions are from the
Air Kerma per IEC 60601-2-43 conditions,
provided in the interventional X-Roy user
maonual.

In clinfcal practice, the use of Stereo 30

may reduce patient radiation dose
depending on the clinical task, patient size,
angtomical location and clinical practice.
{2) The accuracy is defined to be the
perpendicuior distance between the needle
tipin the Stereo 30 image and the shaft of
the needle in the CBCT image. This
accuracy does not reflect the error in the
direction paraliel to the needle shaft. The
perpendiculor accuracy was determined by
engineering analysis using rigid phantom
data. This ideadlized accuracy of the Stereo
30 reconstruction is obtained with the 2
fluoroscopic images taken at optimal
angulation and without table motion at any
step of the recanstruction procedure.

{3) Time to reconstruct the object may vory
depending on user experience and case
complexity,

{4) The accuracy is determined by
engineering analysis using rigid phantom
data having o 3D voxel size with no
dimension greater than 0.95 mm. This
idealized accuracy of the Sterep 3D
reconstruction is obtained with the 2
fluoroscopic images taken at optimal
angulation and without table motion at any
step of the reconstruction procedure. The
accuracy 1s defined to be the 3D distance
between the marker in the Stereo 3D image
ond the same marker in the original 3D
dataset

(S} Time to identify ond reconstruct the
object may vary depending on user
experience and case complexity.

(6} if a needle is not selected, the user can
manuolly identify a segment along the
desired needle; see "Localize points and
segments in 307,

GE imagination at work
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Traducere din imba englezd

GE Healthcare

Localizarea acelor sau marcajelor dispozitivelor in legéturd cu analomia 3D
necesita de regula achizilii CT in fascicul conic si analiza de volum. Procedurile
complexe care necesita multiple CBCT pot conduce apoi la un plus de doza de
radiatii i de timp pentru procedura din cauza analizei seturilor de date.

Privire generald

Stereo 3D este o opliune a aplicatiitor Vision 2, EVARVision si TrackVision 2
Aceasta permite utiiizatonlor s3 reconstruiasca obiectele 3D din 2 achizilii
fluoroscopice separale spatial, ajutd medicii 53 localizeze dispozilivele in

cadrul anatomiei 3D fara o achizilie CBCT. Obiectele 30 reconstruite sunt

acele, punctels, segmentele de linie.

reneT DR ATALEE
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Interfata intuitiva cu utilizatorul,
totul disponibil la masa. Urmali
instructiunite pentru fluxul de
lucru ghidat Stereo 3D penlru a
obline achizifil flucroscopice
corespunzatoare.

Economisirea dozei de radlatii.
Stereo 3D asigurd o reconstructie in
spatiu! 3D pentru vizuzlizarea unui ac
12 98% mai pulinZ dozd de radialii a
unui flux de luens CT complet cu
fascicul conic (1).

Localizarea acelor in 3D, repede §i
cu precizie. Stereo 3D permite
uliizatorului s3 reconstrulascd un ac
in 3D cu 2 Imagini flucroscopice cu
precizie, perpandicular fatd de ac,
mai bund de 2,5 mm {2) in mal puin
de 1 minut (3).

Reconstruirea marcajelor in 30,
repede gl cu precizie. Slereo 3D
permite uiillizatorului 53
reconstruiascs un marcajin 3D cu 2
imagini flvoroscopice cu o precizie
mai buna de 2,5 mm {4} In mai putin
de 1 minu! si 30 satunde (5).




Interfata Intuitivi cu utilizatorul

Stereo 30 se poats controla diract la AW sau 'a mas prin
intermediul ecranului tactil central.

In scopul de a ajuta la ridicarea la maxim a preciziei
localizarii 3D, punctajele de precizie (Fig. 1) sunt
indicate lnga fluxul de lucru.

Biplan
Stereo 30 ruleazii cu imaginile de raze X obfinute pe planul

Frontal cu braful L pozitionat Ja 0°,

Scanariu pentru localizarea aculul In 3D (numai la
TrackVision 2)

in acest scenariu, ulilizaloru! a planificat cateva Iraiectorii
pentry interventia sa. El a avansat un ac pe 0 tralectorie
planificald. Scopul este sa se localizeze pozifla acului far3
CBCT.

* Lansati Stereo 3D §i selectafj raiectoria
planificats
* Pregatiti prima imagine (Fig. 2)
- Folositi pozifionarea automala pentru a obfine
primul unghi optim
- Achizilionali o scurl secvent’ fuoroscopics
- Verificali 5l Inregistrali anatomia 3D pe baza
redsrii osului
* Pregétiti a doua imagine (Fig. 2)
- Folosili pozilionarea automata pentru a
obline al doilea unghi optim
Achizitionali o scurt secven{4 fluoroscopica
- Verificali §i Twegistrali una langa alta
analomia 3D pe baza redari osului
* Stereo 3D identific4 in mod avtomat acul (6}
* Verlficafi oblectul reconstruit
- Schimbai unghiurile in vaderea a treia

Achizitionali o scurld secventa fluoroscopica
peniru a verifica locajia acului reconstruit
« Analizati locatia aculul reconstrult pe anatomia 3D
(fig. 3)
Acul reconstrult este afisat pe secfiunea iransversal
MPR a CBCT oblinut anterior pentru a evalua relalia sa
in cadrul analomiei,

GE imagmation gl work
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Scenariu pentru localizarea punctelor st segmentelor in
3D In acest scenariv, utilizatorul localizeaza manual
dispozitivele In anatomia 3D, cum ar fi marcajele endo-
grefelor sau acele.

* Lansati Stereo 3D
* Pregétili prima imaglne
- Rolifi bratul C pani la primele unghiui
- Achizifionali o scurta secvenia fluvoroscopica
- Verifical si inregistrafi anatomia 3D pe baza redaril
osului
* Pregititl a doua Imagine
- Rolili braful C pentru a ridica la maxim valoarea
procentajului de precizie,
- Achizilionali o scurt secvenya fluoroscopica
- Verificali i inregistrafi una lang4 alta
anatomia 3D pe baza redari osului
* Identificati punctele §i segmentele pe prima imagine
* Identificati punctele g/ segmentele pe a doua imagine
Linitle epi-polare sun! afisate pentru a sjuta Ia identilicarea
puncteor corespunzatoare.
* Verificafl obiectul reconstruit
- Schimbafii unghiurile la ¢ a treia vedere

- Achizitfonall o scurta secveny fluoroscopica pentru a

verifica locatia acului reconstruit
* Analizati locatia obiectelor reconstruite pe anatomia
3D

Punctels st segmentele reconstruite sunt afigate pe secliunea
transversald MPR a modelului 3D pre-operaoriu pentru a-i
evalua relatia din cadrui anatomiei,




'I dicatfi penteu utilizare
- -fplicafiile software Vision 2, EVARVision,
TrackVision 2 i HeartVision 2 sunt destinate
pentru 2 permite utilizalorilor s incarce 5i 53
prapuna seluri de date 30 §i s inregisireze
~ In timp real aceste seluri de date 30 cu
' Jmagini radioscopice sau radiografice ale
“aceleiasi anatomii, in scopul de a sprijini
idarea catelerelor/dispozitivelor pe timpul
iprocedurilor inlerventionale.
- Upliunea Stereo 3D permile medicilor s&
ualizeze $i 53 focalizeze acele, punctele si
mentele pe un modelfspativ A0 folosind
onstruclia stereo-taclica a imaginilor
ioscopice sau radiografice la o dozd
' ronsiderabil mai mich dect |a utilizarea unei
~achizifii complele CT cu fascicul conic. Aceste
informali sunt destinate s3 ajute medicul pe
durata procedurilor interven{ionale.
Respectarea reglementarilor
Stereo 3D respecld cerintele Oirectivel
uropene privind  Dispozilivele Medicale
~ pentru marcarea CE: Direcliva 93M42/EEC,
n {Brile f&r4 marcarea CE, Stereo 3D nu se
ate introduce pe piald sau pune in
pxploatare decat daca se obiin toate
autorizatitle requlamentare necesare. Stereo
este aprobal de Adminislratia SUA pentru
‘Alimente s1 Medicamente pentru disponibilitate
Eomerciald in SUA.
~ Lerinte de sistem
i+ Stalia de lucry Advantage (AW) la nivelul
AW 4.7 (VolumeShare 7) sau ulterior gi
produsele dedicate Volume Viewer.
Unul din urmatoarele sisteme cu raze X:
Innova™ IGS 520, innova IGS 530, Innova
IGS 540, Innova IGS 620, Innova IGS 630,

Discovery™ IGS 730 sau

-
i)

crenet DEN ACER!

GE imagination at work

Discovery IGS 740
+ Urmatoarele opliuni vor fi de asemenea
aclivale:
- AW video se va afisa in sala de examinare fle
cu un monitor dedical AW, fie lolosindu-se
monilorul mare de afisare al sistemului cu raze
X
- Este necesara o conexiune punci-la-puncl
Ethernet intre sislemul inferventional vascular
cu raze X si produsul Stalie de lucru
Advantage.
- Un ecran taclil ceniral va fi instatat cu
sistemud de raze X 1GS.

Neasumarea raspunderii

{1) Pe baza dozei etapei procedurii necesare
peniru vizuatizarea acului cu folosirea unei
achizifii CBCT fala de un proces Stereo 3D. Full
Informatiile 3D anatomice sunt prezentats cu
achizliia CBCT, In imp ce procesu! Stereo 3D
prezintd Informalii specifice pentry vizualizarea
3D a acului. In ambele cazuri, vizvalizarea
actilvi este apoi folosita pentry a-i aprecia
locatia. Reducerea menfional% a dozei nu
reflectd ntreaga procedurd interveniional3, ci
mai mult o elapa specifica din procedurd, Doza
pentry achizitia CBCT este din setarile de
expunere tipic (Innova CT 40°/s, 30ips, IQ
Standard, Normal, FOV {C&mp de vizualizare)
Nominal). Doza din procesul Stereo 30 este din
{rei achizitii fluoroscopice de 2 secunde
separate spalial, cu seldrile tipice de expunere
(3,75 fps, 1Q Standard, Normal, Reducerea
Dozei Maxime, FOV Nominal]. Dalele dozelor
peniru toate achizitiile sunt di kerma de aer
potrivil condiiilor IEC 60601-2-43, prezentate in
manualul de ulilizare a razelor X interveniionales.
In praclica clinica, utilizarea Stereo 30 poate

© 2016 General Electiic Compary.

reduce doza de radialii a pacientului Tn funclie de
sarcina clinics, marimea paclentului, localia
anaiomica gi practica clinic.

{2} Precizia este definita ca fiind distanta
perpendiculara dintre varful acului din imaginea
Stereo 3D $i corpu! acu'u din imaginea CBCT.
Aceasld precizie nu reflecla eroarea din direclia
paraiela cu corpul aculul. Precizia perpendiculard
a fost determinald prin analiz4 inginereasca
folosindu-se datele fantomei rigide. Aceasla
precizle ideallzatd a reconstruclie: Stereo 3D se
obtine cu cele 2 imagini flucroscopice luate fa
unghiyrila optime gi far3 migcarea mesei in orice
elapa a procedurii de reconstrucie.

{3) Timpul pentru a reconstrui obiectul poate
vatia in funclie de experienta ulilizatorului i
complexilatea cazului.

{4) Precizia este delerminata prin analiz3
inginereasca folosindu-se datele fantomei rigide
carg arg o marime a voxelului 30 {3r& nicio
dimensiune mai mare de 0,95 mm. Aceasta
precizie idealizala a reconstructiel Stereo 3D se
ebline cu cele 2 imagini fluoroscopice luate la
unghiuri optime i fara migcarea mesel in orie
etapa a procedurii de reconstructie. Precizia este
definit3 ¢z fiind distanla 30 dintre marcajul din
imaginea Stereo 30 5i acelagi marcgj din selu’ de
date 30 original.

(5} Timpul pentru a identifica gi reconstrui
obiectul poate vania in funciie de experienla
viilizatorului si complexitatea cazului,

{6) Daca nu esle selectat un ac, ulilizatorul
poale identifica manual un segment de-a lungu!
acului dofil, vezi “Localizarea punctelor §i
segmentelor In 30,

Toate dreplurile rezervale. Datele se pofd

GE, Monograma GE, Innova si Disco
ale General Electric Company.
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GE Healthcare

VessellQ™ Xpress
with AutoBone™

Fast and Easy to Use Vessel Analysis
with Automated Real-Time Tracking,
Auto-Labeling and Simplified User

Interface.

Peripheral vascular disease (PVD} is a condition similar to coronary artery
diseose and carotid artery disease. In PVD, fatty deposits build up in
theinner linings of the ortery wolls. These blockages restrict blood
circulation, mainly in arteries leading to the kidneys, stomach, arms, legs
and feet,

There are different clinical techniques used to diognose PVD. Computed
Tomogrophy Angiography (CTA} con potentially provide sufficient
information for therapeutic decision-making and reduced imaging costs for
the monagement of PVD. One of the advantages of computed tomography
{CThis that it shows both vascular & nonvascular anatomy and also provides
3D informotion for best view. Also, CT may be more useful for patients with
limited or no peripheral access or with stents, who may not be condidates
for magnetic resonance angiography IMRA). Complementary to the ability
to perform CTA is to perform clinical assessment by a dedicated post-
processing toal.

Overview
VessellQ™ Xpress with Autobone is a post-processing
software package for the Advantage Workstation (AW)
platform, AW Server, CT scanners and PACS reading
stations. Itis o tool to analyze CT angiographic data
including stenosis analysis, thrombus, pre and post stent
planning procedures, and directional vessel tortuosity
visualization. Autobone provides zero-click bore
segmentation for head, neck and other anatomy. The
automation and ease of use streamlines workflow.
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‘hat's new

* Automoted detection of aorta
and iliacs with auto-labeling of
vessels

» Automated real-time fast
tracking for afl vasculature

* New contextual wheel menu
including easy access to
advanced options

s New centerline edition
capabilities

= improved predefined
measurements and edit
capabilities

e New reporting interface which
includes meosurements in
summary toble

o New user interface



P

Features

= Anatomy based protocols for
guided workflow in the analysis for
your peripheral vasculor CTA
acquisitions.

+ Automotic bone removal for
efficient review of vasculature.

* Automated obdominal aorta CTA
protocol with vessel tracking and
vessel labeling.

« Fost tracking detects entire length
of vessel and displays the
centerline based on a single start
point.

* Advonced editing tools bringing
new flexibility for faster editing
based on targeted anotomy.

» Thrombus detection with
measurements and cormparison
over time.

* Dynomic AVA provides access to
vessel tracking at ony time, from
any protocol, on any vessel.

» Advanced measurement tools for
stenosis detection and color
identification of HU value for
quantification of different
densities.

» Create a queue of cases that ore
pre-loaded ond pre-processed in
the background while you read
another exam.

» Measurements are organizedin
the summary table allowing for
easy viewing and exporting.

¢ Fully customizable workflows with
adjustable loyouts, personaolized
parometer and settings, custom
review steps.

+ Sove State lets you save ond

restore the state of the processed
images at any stoge

System Requirements

VessellQ Xpress with AutoBone option
can be installed on GE's AW workstation
or AW Server with VolumeShare 5,
VolumeShare 7 or loter software.

Compatible hordware VolumeShare 5:

« 8400, 8600, 2800 workstation
o AW Server 2.0

Compatible hardware VolumeShare 7:

» 2800, 2820 lond later)

* AW Server 3.1 and obove
(recommended monitor resolution is
up to dual 2MP (1600 x 1200} or @
single 3MP [1536 x 2048)

 Centricity™ Universal Viewer

Indications for Use

VessellQ Xpress is intended to provide
an optimized non-invasive application
to analyze vascular anctomy and
pathology and aid in determining
treatment paths from a set of
Computed Tomography (CT)
Angiographic images. VessellQ Xpress is
a post processing application option for
the Advantage Workstation (AW}
platform, CT Sconner or PACS stations,
which can be used in the analysis of 2D
and 30 CT Angiogrophy images/dota
derived from DICOM 3.0 compliant CT
scans for the purpose of cardiovascular
and vascular disease assessment. This
soflware is designed to support the
physicion in ossessment of stenasis
analysis, pre/post slent planning and
directional vessel tortuosity

visualization.

VessellQ Xpress automaotic visualization
tools provide the users with the
capabilities to focilitote segmentation
of bony structures for accurate
identification of the vessels, Once
vessels are visualized, tools are
available for sizing the vessel, onalyzing
calcified and non-calcified plague to
determine the densities of plaque
within a coronory artery, measure
areas of abnormalities within a vessel,
VessellQ Xpress is a software post
processing option for the Advantage
Workstotion {AwW) platform, which can
be used in the analysis of the 30
Angiography dota. It provides a number
of display, measurement, and batch
filming/archive features and will oid
physicions in studying user selected
vessels for stenosis analysis, pre/post
stent planning, and directional vessel
tortuosity visualization.

AutoBone Xpress option is a software
package that is intended to focilitote
segmentation of bony structures and
calcifications from abdominal and
extremity CT Angiography dato.

Regulatory Compliance

This product complies with the following

requirements:

sEuropeon Council Directive 93/42/EEC
concerning medical devices.

GE imagination at work
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' Features Detail

¢

Anatomy-based protocols

The program offers you
predefined protocols for fast, easy
review of all vascular structures:
¢ Intro-cerebral

» Carotids

¢ Thoracic Aorta

» Abdominol Aorta

¢ Runoff

» Spinal

» Extremity

Protocols may be customized to
meet your requirements and
saved for quick access.

Auto Aorto

e With a single click, the program
automatically removes bones and
performs centerline tracking of
the aorta and iliacs and labels
vessels.

AutoBone™

afals it
thlhT

Anatomical driven protocols with
automatic bone removal.
Improve vessel visualization by
removing obstructive bony detail

= Simply confirm the automated
tracking or modify it by adding
additional branch poeints, deleting
a single point, or deleting multiple
points from any view.

Fast Tracking

s Semi-outomatic  detection  of
complete vessel from a single
starting point

Automatic calcium removal for
vessel lumen visualization

GE imagination at work
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interpolation tool for quick
centerline edits adjusted for length
of vessel.

« Bulls eye adjustment capability on
x-section views to perfect tracking
of the smallest most tortuous
vessels.

¢ VYolume measurements of the
thrombus allow you to track
change over time. Additional
measurements include ;

* Minimum diometer
* Maximum diameter
e Mean diameter

» Cross-sectional area

& 2015 General Electric Compony
Al ights reserved. Data subject to change
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Vessel Label Data Bose

+ Each protocol is associated with o
dotabase of vessel names

¢ Customize vessel label database
to meet your requirements for
every anotomical region.

¢ Aright mouse click provides
access to the list of vessel names
per anatomy,

Dynamic AVA
* Real-time tracking of the vessel
center line and instant
visualization of an unfolded view
for quick vessel inspection.
* Immediate access to vessel
analysis tools.
» Edit contours with a selection of
drawing tools with variable
interpolation for fast editing.

Advanced Vessel Analysis
Tools

« Semi-automated vessel analysis
lets you track, extract, visualize,
and size vessels.

» Track a vessel and its branches for
quick review in curved, oblique

longitudinal or cross-sectiona!

VIEWs.

Multi-point deposition capabilities

for improved center line tracking of

challenging coses.

When you edit a vessel contour,

the program automotically

interpolates the edit to neighboring

slices,

Generate and save rotating movies

- Curved planar reformation ond
cross-sectional (lumen) views

- Best L-section reformatted
images

Select vessel segments for

quontitative or qualitative analysis.

Available measurements include:

- Distance

- Cross-sectional area

- Single or dual reference point
comparison
Relative percent stenosis /
aneurysm

- Color Identification

- 3D Angle

- Thrombus Extraction

- Volume

- Mean, min, max diameter

Move freely between review steps
and protocols without leaving the
exam.

GE imagination at work
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Stenosis Detection & ColorID

With the customizable one- or
two-point deposit technique, you
can automaticolly quantify degree
of stenosis and segment length.
By ossigning customizable color
mapping to CT number ranges
within an image, you can identify
ploque on an axial image, curved
reformat, or MPVR image. Up to
ten fevels of color coding are
ovailable. Colors transition
smoothly from one density to
another,

Make volume ond area
measurements to track plaque
size over time,

Custom sizeable 3D ROI lets you
apply color over all anatomy.,
Generate multiple ROIs on one
vessel or multiple vessels.
Automatically include each
defined plague, its volume and
area into the report.

1 2015 General Electric Compary.
All rights reserved Dato subject to change.
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Quick AVA customized options - Megsurements

™ Dynomic AVA, proVides access to e Send the report to dotubase. filmer - Vessel contours.
vessel analysis from ony protocol. O POF. « Tronsfer the Save State to the
= Lounch the Quick AVA feoature _ PACS or other AW workstations

for future review,
¢ Sove custom protocels including
anatomical lobels and

from the main tool bar.
* Perform vessel analysis from any
3D or reformotted image with one

or two point clicks. measurements.
+ If you detect a lesion, you can
onalyze it by dropping a point Summary

VessellQ Xpress provides user-
friendly tocls an intuitive interface to
help streamline your vessel analysis
workflow and help you generate

obove and below the section. The
vessel analysis tool lounches
automatically for fast review in
curved reformat, cross-sectional,

lumen, and MRP view. == : more comprehensive reports for
o Extend tracking proximally or referring physicians.
distally for extended views at any Multiple Study Comperison
time. * With VessellQ Xpress, compare a
previous study with the current
Summary Table & Report study. You olso have the flexibility
« Measurements are automaticolly to launch comparison within Quick
captured in summary table for AVA,
eqsy review.

« Simply click on any measurement
in the summary table and you will
be taken to that measurement
location.

Save State & Protocol

» Save the current state of tracking
and measurements for eosy
reloading with g single mouse click.

Save state captures:
* Prepare report with a single click or - 3Dimages
generate an advanced report with - Vessel tracking

GE imagination at work 2015 Genrt ctic compory
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System Requirements

* AW Server version 3.1 or later

* AWS supports single or dual
monitor configurations.

* AW Standalone version 4.7 or later

Indications for Use

VessellQ Xpress is intended to
provide an oplimized non-invasive
application to anolyze vascular
onatomy and pathology and aid in
determining treatment paths from a
set of Computed Tomography {CT)
Angiographic images.

VessellQ Xpress is a post processing
application option for the Advantage
Workstation IAW platform, CT
Scanner or PACS stations, which can
be used in the analysis of 20 and 3D
CT Angiography images/dota derived
from DICOM 3.0 compliont CT scans
for the purpose of cardiovascular and
vascular diseose assessment, This
software is designed to support the
physicion in assessment of stenosis
analysis, pre/post stent planning and
directional vessel tortuosity
visualization.

VessellQ Xpress automatic
visualization tools provide the users
with the copabilities to focilitate
segmentation of bony structures for
accurate identification of the vessels.
Once vessels are visuolized, tools are
ovailable for sizing the vessel,
analyzing colcified and non-calcified
plague to determine the densities of

plague within a coronary ortery,
measure areas of abnormalities
within a vessel.

VessellQ Xpress is a software post
processing option for the Advantage
Workstation (AW} platform, which can
be used in the analysis of the 3D
Angiogrophy data. It provides a
number of display, measurement,
ond batch filming/archive features
and will aid physicions in studying
user selected vessels for stenosis
analysis, pre/post stent planning, and
directional vessel tortuosity
visualization.

AutoBone Xpress option is a software
package that is intended to facilitate
segmentation of bony structures and
calcifications from abdominal and
extremity CT Angiography data.

Regulatory Compliance

This product complies with the

following requirements:

¢European Council Directive
93/42/EEC concerning medical
devices.
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Traducere din limba englezd

GE Healthcare

Afectiunea vascutars periferica (PVD) este o stare asemanéloare cu afectiunea
arterei coronare si afectiunea arterei carolide. La PVD, depunerile de grasime
se acumuleazd pe parile interioare ale perefilor arterelor Aceste blocaje
limiteaza circulafia s&ngelui, in principal prin arteree care duc la ninichi, stomac,
brate i picioare

Exista diferite tehnici clinice folosite pentru a diagnostica PVD. Angiografia
cu Tomografie Computerizatd (CTA) ar putea oferi suficiente informatii
pentru luarea deciziilor terapeutice si costuri reduse ale imagistich, pentru
managementul PVD. Unul dintre avantajele tomografiei computerizate (CT)
este ci aceasta prezints atdt anatomia vasculars, cit si cea non-vasculara si
de asemenea asigurd informatii 3D pentru cea mai bund vizualizare. De
asemenea, CT poate fi mai utila pentru pacientii cu acces periferic limitat sau
fard acces periferic sau cu stenturi, care nu pot fi candidali pentru
angiografia cu rezonantd magnetica {MRA). In plus fats de posibilitatea de a
se efectua CTA, esle efectuarea evaludrii clinice cu un instrument dedicat de
post-procesare.

Generalitati

VessellQTM Xpress cu AutoBone este un pachet de
software de post-procesare pentru platforma cu Statia de
lucru Advantage (AW), Serverul AW, scanerele CT si
statiile de cilire PACS. Acesta este un instrument pentru
analizarea datelor CT, inclusiv de analiza stenozei,
tromb, procedurilor de pre- st post-planificare a
stenturilor §i vizualizarea directiei sinvozitati vaselor.
AutoBone asigurd segmentarea osului cu zero clicuri
pentru cap, gat si alte organe anatomice. Aulomatizeaz3
$1 ugureaza folosirea gi accelereaz#i fluxul de lucru.
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Noutati:

Detectarea automats a aorlei si
iliacelor cu etichetarea automats
a vaselor

Urmdrirea rapida automata

In timp real pentru intreaga
vascularizatie

Nou meniu contextual in

forma de roetd, inclusiv accesul
ugor {a optiuni avansate

Noi posibilitali de

editare a liniei mediane
Masurétori predefinite
imbunétitite gi

posibilitdti de editare

Noué interfala de raportare
care include mésuratori In
tabalul centralizator

Noud interfath cu utilizatorul




Caractoristici

Protocoale pe bazé de organ
anatomic pantru ghidarea fluxurilor
de lucru in analizarea achizitiilor
CTA vasculars periferica.
Inlaturarea automala a osului
penlru o analizare seficiantd a
vascularizafiel.

Protocol CTA aulomat pentru
aorla abdominald cu urmérirea
vaselor §i atichetarea vaselor.
Urmarirea rapida detecteaza
intreaga lungime a vasului $i
afigeazd linia mediana pe baza unui
singur puncl de pornire,
Instrumente avansate de editare
care aduc o nou flexibilitate
penitru o editare mai rapida pe
baza organului anatomic vizat.
Detectare lromb cu masurdtori

$/ comparare In timp.

AVA dinamic asigura accesul la
urmérirea vaselor In orice moment,
de la orice protocol, pe orice vas.,
Instrumente avansate de masurare
peniru detectarea stenoczei si
dentificarea culorilor valorii HU
pentru cuantificarea diferitalor
densilati

Crearea unui rand al cazurilor
care sunl pre-inclircate si pre
procesata in fundal, In timp co
dvs_ <ilifl o altd examinare.
Masurdlorile sunt organizate in
tabelul centralizator, ceea ce

permite © mai  usoard
vizualizare $i exportare.
¢ Fluxuri de lucru  complet

personalizate, cu aspecle ce se
pot ajusta, paramelri si setari
personalizate, elape
personalizate de analiza.

Save Slate (Salvare Stare) v
permite sa salvali gi

i
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88 refaceli starea imaginilor
procesate in orice etap8.

Cerinte de sistem

VessellQ Xpress cu opfiunea AutoBone
&e poate instala pe stajia de lucru AW de
la GE sau Serverul AW cu VolumeShare
5. VolumeShare 7 sau software ulterior.

Hardware compatibil VolumeShare
8;

Statiile de lucru 8400, 8600,
2800
¢ Serverul AW 2.0

Hardware compatibil
VolumeShare 7:

¢ Z800, Z820 (sl ulterior)

o AW Server 3.1 i ulterior (rezolujia
recomandal# a monitorului este
péna la dual 2MP (1600 x 1200)
sau singuiar IMP (1536 x 2048)

* CenlricityTM Universal Viewer

Indicatii pentru utilizare
VesseliQ Xpress esle destinat pentru a
asigura o aplicatie optimizatd neinvaziva
pentru analizarea anatomiei gi patotogiei
vasculare gi a ajuta la determinarea
traseelor de tratament dintr-un set de
imagini Angiografice de Tomografie
Computerizata (CT). VessellQ Xpress
este o optiune de aplicatie de post-
procesare pentru platforma cu Statia de
lucru Advantage (AW). Scanerul CT sau
slatile PACS, care se poate folosi In
analiza imaginior/datelor 2D si 30 de
Angiografie CT derivate de la scangrile
CT conforme cu DICOM 3.0 in scopul
evaluéni afectiunilor cardiovasculare g
vasculare. Acest sofiware esle destinat
pentru a ajuta madicul la evaluarea
analizei stenozei, pre- i post-
planificaraa stenturilor si vizualizarea
sinuozitalii d'rectionale a vaselor

it ied

Instrumentele de vizualizare automat3
VessellQ Xpress asigur3 ufilizatorilor
posihifitdtile de a facllita segmentarsa
struclurilor osoase pentru ¢ identificare
precisd a vaselor Dupé ce se

vizualizeazd vasele, instrumentele sunt ]
disponibile pentru dimensionarea vasulti,
analizarea pldcii cakcifiate gi ne-calcifiale
pentru a se determina densitatile placii
Tntr-o arterd coronara, a masura zonele
cu nereguli dintr-un vas, VessellQ
Xpress esle o optiune software de post-
procesare pentru platforma cu Statia de
lucru Advantage (AW), care poate fi
folosita In analiza datelor de Angiografie
30. Aceasta asigurd un numar de
caracteristici de afigare, masurare gl
fimare/arhivare In lot gi ii va ajula pe
medici la studierea vaselor selectate de
utilizator pentru analiza stenozel, pre- si f
post-planificarea stenturilor i
vizualizarea directionald a sinuozitatii
vagelor

Optiunea AutoBona Xpress este un
pachet de software care este destinat
pentru a facilita segmentarea
structurilor osoase si calcifierilor din
datele de Anglografie CT abdominala
$i a extremitatilor.

Conformarea cu

raglementirile

Acest produs respectd urmatoarele cerinle
Directiva Consillulul Europe! nr.
93/42/EEC referitoare la dispozitivele
medicate

© 2015 Genersl Elactric Company Toale drepluride rezervale Dalsle 50 pol modiiics

GE, GE M

GE imagination at work

| I 18 work
Tosis mircle inregisirale ale

VasseliQ sunt mirc iwegisirats ale Genaral Elctnt Company
tertilorreprazintll propristatan respectvilor pre




Caracteristici detaliate

| Protocoale pe baza de
organ anatomic
Programul va ofera protocoale

prestabilite pentru analizarea rapids

$§i ugoard a tuluror structurilor
vasculare:

Intra-cerebrale

Carotide

Aorta toracics

Aoria abdominala

Run-off

Spinale

Extremitagi
Protocoalele pot fi personalizate
pentru a rdspunde cerintelor dvs
$l salvate pentru accesare
rapuda,

i | AutoBone™

Auto Aorta
Cu un singur clic, programul
nldturd autornal osul 5i efeclueazd
urmérirea liniel mediane a aortes si
liacelor $i eticheleaza vasele.

Editare avansatd cu un instrument
cu interpolare varigbil3 peniru editan
rapide ale linief mediane ajustate
pentru lungimea vasului

Posibilitate de ajustare .ochi de
bou” pe vederile Tn sectiune x

pentru a perfecta urmirirea celor

mai micl vase sinuoase.
Masurétorile de volum al
trombului va permit sa
urmérili schimbarea in timp
Masuratorile suplimentare
includ:

Diametrul minim

Diamelrul maxim

Diametrul mediu

| Sectiunea transversald

Protocoale actionate pe baza de
organ anatomic, cu intiturarea
automati a osului.

Imbunstatirea vizualizarii vaselor
prin intdturarea delaliilor osoase

Confirméa simplu urmérirea
automata sau o modificd prin
adaugarea de puncte suplimentare
pe ramificatii, gtergerea unui singur
punct sau stergerea mal multor

4 ! I puncte din orice vedere

Inisturarea automala a calciulyi
pentru vizuahzarea lumenulw

vaselor

Urmérire rapida
Detectarea semiautomata a vasulu
complet de fa un singur punct de
pornire.

GE GE M 18 wark, Auioll VessellQ sunt miic §#
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Baza de date cu
etichetele vaselor

Fiecare protocol este asociat cuo

bezddedaecu denumirile vaselor
Se personalizeazrd baza de date
cu etichetele vaselor pentru a
raspunde corintelor dvs. pantry
fiecare regiune anatomica.
Cu un clic dreapta pe mouse so
asigurs accesul la lista de
denumiri ale vaselor pe fiecare
organ anatomic.
Dynamic AVA
Urmérirea In timp real a liniei
mediane a vasulul §i vizualizarea
inslantanee a unei imagini plane
pentru axaminarea rapidd a
vasului.
Accesui Imediat la
instrimentele de analizd a
vasului.
Editarea contururiior cu o selectie
de instrumente de desenare cu
interpolare variabild pentru o
editare rapidé
Instrumente avansate de
ani -

Analiza semiautomats a vaselor
va permite s8 urmériti, extragati,
vizualizati gi dimensiona vasele.
Urmdriti un vas si ramificatiile

acestua pentru ¢ analiza rapida

in vederile curbe sau oblice
longitudinale sau transversale
Posibilitali de depunere a mai multor
puncte peniru Imbunatatirea urmériri
liniel mediane In cazurile
problematice.
Cand editati conturul unui vas,
pregramul interpoleaz8 automat
editarea In felile Invecinate.
Generare i salvare filme rotative
- Reformatare vedere curbd
planard gl transversals (lumen)
Imagini reformatate ale
celel mai bune secliuni L
Selectare segmente de vas pentru
analiza cantitaliva sau calitativa
Masuraterile disponibile includ:
- Distanta
- Secliune transversala
- Comparare unul sau dou3
puncie de referinta
- Procentaj relativ stenozs /
anevrism
- Kentificare culori
- Unghi3D
- Extractie tromb
- Volum
- Diametrul mediu, minim, maxim

Trecere liberd intre elapele de
analizd sl protocoale (&ra a iegi din
axaminare

Detectare stenozi gi ColoriD

Cu tehnica de depunere a unul
punct sau a doud puncle, putefi
cuanlifica in mod automat gradul de
slenozd gl lungimea segmentului
Prin stabilirea hérilor In culori
personalizate la numarul de CT
dintr-o imagine, puteti identifica
placa pe imagnea axiala,
reformatarea curb3 sau imaginea
MPVR. Pana la zece niveluri de
cod al culorilor sunt disponibile.
Culorile trec cu ugurintd de la o
densitate la alta.

Efactuati mésuratori de volum
§i suprafata pentru & urmdri
dimensiunea placii Tn timp

ROI (Regiuni de Interes) 3D cu
dimensiuni personalizate va
permit s& aplicati culoare pe
intregud organ anatomic
Generali multiple ROI pe un
singur vas sau pe muttiple
vase

includetl in mod auviomat fiecare
placa definita, volumul gi
suprafata acesteia In raport.
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Quick AVA

Dynamic AVA asigurd accesul la analiza vaselor din once pratocol.

Lansali facilitatea Quick AVA de la baza de instrumente principale.

Efectuali analiza vaselor din arice imagine 3D sau reformatata cu clicuri pe unul sau doud puncte.

Daca detectali o leziune. o puteli analiza prin depunerea unui punct deasupra $i sub sectiune. Instrumentul de analiza a vaselor s
ianseazd automat pentru o analiz3 rapida In vedere reformataté curbd, transversals si MPR.

Extindeli urmérirea In partea apropiats sau Indepartata pentru vederi extinse In once moment.

Tabel si raport centralizator
Mésurétonle se capteaza in mod automat in labelul centralizalor pentru o analizd usoard
Se lace dic simplu pe once masuratoare din tabetul centralizator §i se va face lrecerea automata la localie respactivei masuraton

Pregatili raportu! cu un singur clic sau generati un faport avansat cu optiuni personalizate.
Transmiteti raportut la baza de date. dispozitivul de filmare sau in PDF

Compararea mai multor studii

Cu VessellQ Express comparaf un studiu antenor cu studiul curent. Aveti de asemenea flexibilitatea de & lansa compararea in
cadrul Quick AVA

Salvare stare si protocol

Salvati starea curentd a urmdririi 1 masurdtorilor pentru usurarea reincarcarii cu un singur clic de mouse
Salvarea staril capteazs:
- Imagini 30
Urmarirea vaselor
- MAasurdton
- Contururile vaselor
Transferati salvarea staril ta PACS sau alte stati de lucru AW pentru analize ulleripare
Salvaf protocoalele personahzate. inclusiv etichetele s1 masurdtosile anatomice

Rezumat

VesseliQ Xpress asigurd instrumente prietencase cu utilizatorul $i 0 interfatd intuitiva care ajuta la accelerarea fluxului de lucry de
anahizé a vaselor i vd ajutd sa generali rapoarte mai cuprinzstaare pentru medicii curant
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Cerinte de sistem

+ AW Server versiunea 3.1 sau
ultericard

» AWS suporid configuraliile
cu un monitor sau doud
monitoare,

« AW Standalone versiune 4.7 sau
ulterioard

Indicatii pentru utilizare

VessellQ Xpress esta destinat
pentru a asigura o aplicajie
optimizata neinvazivé de analizare a
anatomiei §i patologiel vasculare gi a
ajula la determinarea traseelor de
lratament dintr-un set de imagini de
Angiografle cu Tomografie
Computerizata (CT).

VessellQ Xpress este o opliune de
aplicatie de post-procesare pentru
platforma cu Statia de lucru
Advantage (AW), Scaner CT sau
stafile PACS, care poate fi folosita in
analiza imaginilor/datelor 2D gi 3D CT
de Angiografie derivate din scanarile
CT conforme cu DICOM 3.0 in scop
de analizare a afectiunilor
cardiovasculare gi vasculare. Acest
software este destinat sa sprijine
medicul in evaluarea analizei
stenozei, pre- $i post-planificarea
stenturilor i vizualizarea directional3
a sinuozitatii vaselor,

Instrumentels de vizualizare automata
VessellQ Xpress asigura utilizatorilor
posibilitati de a facilita segmentarea
structurilor osoase penliu o identificare
precis3 a vaselor. Dupd ce vasele sunt
vizualizate, instrumentele sunt
disponibile pentru dimensionarea
vasului, anafizarea plicil cakifiate gi
ne-calcifiate, pentru a se determina
densilalite

placil dintr-o arterd coronar8, a
masura zonele cu nereguli ale
unul vas.

VessellQ Xpress este o optiune
software de post-procesare pentru
platforma cu Stafia de lucru Advantage
(AW), care poate fi folositd In analiza
datelor de Angiografie 3D. Aceasta
asigura un numdr de caracteristici de
afigare, mésurare gi filmare/arhivare in
lot %i Ti va ajuta pe medici In studierea
vaselor selectate de utilizator pentru
analiza stenozei, pre- gi post-
planificarea stenturilor gi vizualizarea
direclionald a sinuozitatit vaselor.

Optiunea AutoBone Xpress este un
pachel de software care este destinat
peniru a facilita segmentarea
structurilor osoase si caleifierilor din
datele de Angiografie CT abdominala
si a extremitatilor,

Conformarea cu
raglementarile

Acest produs respects
urmaloarele cerinle:
Directiva Consiliului Europei nr.
93/42/EEC privind dispozitivele
madicale,
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Traducere din limba englezi

MEDRAD Mark 7 Arterion™
Sistem de injectie

Noi livrdm contrast.
Dvs. livrati o ingrijire exceptionald a
pacientului.
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Maner ergonomic
pentru manevrabilitate mai usoard

Seringd vnics, cu incarcare frontals
pentru inserare simpl4 §i indepartare curatd

Cap injector®
cu 16% mai usor

Unitate piedestal

cu 32% mai usoard

ugoard §i usor de migcat
Interfata intuitiva
pentru control simplu al injectorului

Design cu are neted

pentru acoperire mai extinsd

Amprenta la sof
cu 20% mai mic

(sub imagine):

Mark 7 Arterion are elemente ergonomice elegante proiectate pentru funetie; sistemul piedestal cu amprent la sol mai micd este mai usor
decdt versiunca anterioars a marcii MEDRAD, ceea ce mareste mobilitatea in laboratorul Dvs. aglomerat. lar capul mai ugor are acum un
méner pentru a face mai ugoard pozifionares pentru injectie.

* fn comparatic cu ProVis®
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Sistemul de injectie Mark 7 Arterion™
este cel mai recent din gama de injectoare angtografice
"Mark" a Bayer Interventional.

Mark 7 Arterion profita de ultimele tehnologii, ceea ce il face sa
fie ugor, manevrabil §i uor de utilizat. Mai pufin timp consumat
cu pozifionarea si configurarea Arterion nseamn mai mult
timp care poate fi dedicat pacientului. Interfafa de utilizator clar
vizibild §i intuitivll vil ghideaza prin configurarea corecta si
scoate in evidentd informatiile de care aveti nevoie pentru a face
injectii cu incredere.

Unic pe piat4, sistemul de Incércare frontala simplifica
amplasarea si ajutd la o indepéirtare mai curati, Seringa Mark 7

STARE NEARMATA

Interfata de utilizator Iuminoas si colorat3
este proiectatd s scoats In evidenta
informatiile de care aveli nevoie.

Arterion oferd o vedere clard a contrastului. Cu baz mai mica,
cap mai ugor, §i brat articulat flexibil, injectorul poate ajunge
acolo unde trebuie s ajunga — chiar §i dupa colfuri.

$i, desigur, puteti conta in continuare pe ceea ce marca
MEDRAD a livrat intotdeauna: Echipament sigur, cu o echipi
extinsi de oameni cu Tnaltd calificare, gata sa ofere servicii
exceptionale,

K

Facuta dintr-un material transparent, seringa Mark 7 Arterion
(Catalog ART 700 SYR) v# permite s& vedefi ugor interiorul
seringi pentru monitorizarea eliminarii aerului. lar faimoasele
puncte fluide ale marcii MEDRAD sunt tot acolo pentru a ajuta;
rotund pentru fluid, oval pentru aer.

STARE ARMATA

Starea armati scoasi in evident3 v spune de
asemenes ¢ind sistemul este gata sA
injecteze. Ecranele noastre de istoric i
protocol modificate vii vor permite s3
accesafi usor cantitatea de contrast livrata
pacientului si s stocati i rechemati

protocoale.
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Arterion™ ofera configurafii multiple pentru maxima flexibilitate a configuratiei

r‘w‘ 1
Integrated Padestal
The intograted padestal has
boon complotoly ro-desionsd
for function and style

Piedestal inlegrat
Piedestalul integrat a fost reproiectat complet
pentru functie si stil

Montare pe masi

Sursa de alimentare mici
permite flexibilitatea
montérii — sub mas3, in
camera de comands, in
camera de depozitare

Froestong.rg
Pedogial

Idaad for moving the
mnjector head o and off
tabde when not neaded

=2

Piedestal de sine stititor

Ideal pentru mutarea capului
injector pe i de pe masa
cfind nu este necesar

Sistem de montare pe
tavan

Optiunea de montare pe
tavan permite miscarea
ugoardl a capului injector
pentru injeciii

Optiune pentru toate sistemele:
Mentiniitor de ciilduri

Péstratiu temperatura contrastului constant} cu
mentindtorul de caldura transparent al Arterion

SECRET DE AFACERY

Accesorizafi Arterion pentru
2 corespunde nevoilor Dyvs.
clinice unice

Afisaj dublu

Adiugai un al doilea afisaj
pentru maxim4 flexibilitate
operationala intre camera
pacientului i camera de
comandi




Specificatii tehnice ale sistemului:

Debit: 0,1 — 45,0 mifs in pasi de 0,1 ml
0,1 - 59,9 ml/s in pasi de 0,1 ml

Volum: 1 — 150 ml in past de | ml

Limita de presiune 100-1200 psi in pagi de 1 psi

(seringd de 150 ml): 689 — 8273 kPa in pasi de 1 kPa

Timp de cregtere: 0,0 - 9,9 secunde in pagi de 0,1

Timp de IntArziere: 0,0 - 99,9 secunde in pagi de 0,1

Vitezii de umplere: 1 —20 m¥/s

Volum de umplere: 1-150mi

Mérimea seringii: 150 ml

Memorie protocoale: 40 de protocoale

Istoric memorie injectii: 50 de injectii

Sistemul de Injectie Mark 7 Arterion este pus pe piajd pentru administrarea de mediu de
contrast intravascular §i agenfi obignuiti de spalare in cursul procedurilor angiografice.
Consultayi fnformatiile privind utilizarea ale produsului pentru informafii precise si
complete privind prescrierea. Bayer Cross (registered), MEDRAD® si Mark 7 Arterion sunt
mirci comerciale ale grupului de companii Bayer. © 2012 MEDRAD, INC. Toate
drepturile rezervate.

Contactati-vd Reprezentantul local Bayer Interventional pentru mai multe informatii despre
un Mark 7 Arterion care s3 corespundi nevoilor Dvs. unice.

Magyarorszdgi lorgalmazé:
§- Bayer HealthCare

Bayer Hungdirla Kit.
Bayer Healthcare Medical Carg
H-1123 Budapest, Alkots u. 50.
Tal: +36 1 487 4100
Fax. +38 1212 1574

www bayerhungara by

Bayer HealthCare

MEDRAD, ING, MEDRAD Europs LY
Ona Madrad Erive F.0. Box 205
Indianols, PA 150510780 LSA 6190 AE Besk

.4 +1 (112) Ta7-2400
Other: +1 (B00) 633-7281
Foc 1 {412)767-4120
www,intervertional baver.com
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GE Healthcare

Mac-Lab

Cardiac Cath Lab Physiological Recording System

Performance. Integration.
Synchronization.

The Mac-Lob™ Hemodynamic Recording
System is part of o comprehensive cath lab
workflow infrostructure designed to help
make you more efficient, more productive
ond able to focus more on your patients.

Through intelligent design everything works
as one. The result: informaotion is available
where you think it should be, when you think
it should be there, regardless of where it's
coming from. With on intuitive Windows®
grophical user interface and menus only one
or two levels deep, Mac-Lab operation is
designed to be quick, easy to use and reliable.
User-defined procedural lists and macros can
help streamline case flow, speed and overall
ease of use, while reporting based on
Microsoft® Word simplifies and enables
efficient report generation, For enhanced
productivity, the Mac-Lab adds the
dependability of our multi-parameter TRAM™
and PDM modules for dedicoted real-time
data acquisition. Industry-standard hardware,
on-line help, and the ability to save full-
disclosure data to the network Drive and
backup to SD card further help enable
confident operation. Built-in interactive
reporting enables point-and-click data
manipuiction.

oconc) bE AFAGER
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Excellent network capabilities designed
to facilitate department productivity

By networking remote workstations, the Mac-Lab creates o
seomless data management system throughout the cath lab and
allows near-real-time cose review outside the department.
Integroted documentation and woveform data copabilities

help streamline reporting. Networking and connectivity functions
include:

» CardiolCE™ Synchronized Ultrasound {optional on XT systems)
brings together the Mac-Lab and Vivid™ i/g ultrasound systems
to provide an integrated workflow solution with exceptional
control and access to information, Synchronized Ultrasound
begins by bringing the Vivid i/q with ICE into the lab with an
innovative bedside mount ond tokes information integration to
the next level, By reproducing the display of the Vivid ifg on the
Mac-Lab window, CardiolCE allows continuous visualization of
the devices inside the cardioc anatomy in real-time, with
waveforms, Images coptured during the procedure are
time-aligned with the waveforms ond information, creoting a
synchronized case report with images, waveforms and
information.

True FFR integration, including direct input of both
PressureWire™ Aeris™ wireless technology and SmartMap®
pressure instrument and outo-colculation of the FFR value,
eliminating the need for a separate FFR analyzer and set-up.

Invasive Workbench: Integrated research tool helps unlock
the potential value of your data, empowering you to explore
innovative ways to treat patient populations and perform
research®.

Multi-Path documentation: Streomiined documentation and
reporting workflow helps you document your case with fewer?
interruptions and still meet your documentation requirements.
With the flexibility to start a report anywhere on the network,
and the ability to document on muitiple stations simultaneously,
you are now empowered to focus more on the patient and less
on the process.

Esignature: Integroted electronic signoture copabilities give you
the ability to sign and lock reports from within Mac-Lab using
your system Jogon and password.

Autormated user tracking: Electronic tagging of each user
created medical record with author and location. Facilitate
retrospective audit of tasks and help eliminate the need for
monual event log signatures.

-

Flexible system configurations offer
high functionality and value

GE Healthcare offers Moc-Lab systems in configurations
tailored to help address the demands of your clinical caseload:

» Mac-Lab IT for essential functionality and exceptional
performance.

» Mac-Lab XT for efficient information integration of high volume
labs.

! Not available in all markets
' As compored 1o previous releases of Mac-Lab

GCORE DE FACER
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System Features and Options

GE Innova™ X-ray bi-directionol interface

Innova Central tobleside touch screen interface

Mainstream/ Sidestream End-Tidat CO,'

Dual or triple monitor system configurotion

Cardiolmage Fluoroscopy image Management System

Integroted Vitals and Audible Indicotors to facilitote dato recording’
Coronary diogramming module

Continuous ST Segment onalysis window

Cath Measurement Display: real-time disploy of patrent hemodynomic status

= INW Central Server for networked data
storage

« Nursing Workstation for simultaneous
dota entry

» Holding area Client Workstotion with
connectivity to GE CARESCAPE™ B450
ond B650. Dash™ 3000/4000/5000
and GE Solor™ 8000M/i {with TRAM or
PDM| bedside monitors

Networking solutions

CVIS Applications » Administrative and Clinical Statistics

[vig Centricity™ CVIS) » Inventory
s Electronic white boord scheduling module
¢ ADT, Orders, Billing, Results Interfocels)
Specifications

Techrical specifications

» Intel® Xeon® 3.5 GHz Quad-core or greater
processaor

* 16 GB of RAM

e 2 % 500 GB in RAID 1 hard drives

« BVD RW drive;

» SDHC, Cord!

» MS SQL Server® 2008 Stondard Edition

= Opticol Scroll Mouse L

= Microsoft Windows 7 Ultimate for'
|Embedded Systems {32-bit[

¢ Microsoft Office Professionol Plus 2010

100/1000 Mbps Base-T Ethernet, TCP/IP

= 20" or larger fiat panel
= 1600 x 1200 resolutiony

» Black & White'
* Color!

Processor/Data Storage

Networking
Monitors,

Printer option

Environmental, electrical specifications

Operating temperature +15°C to +30°C

Storoge temperature -10°C to +50°C

Storage humidity 10% to 85% non-condensing
Maximum current draw 1547 120V




Cardiolmage Fluoroscopy Image
Management system option

* Acquire onalog monochrome video with 1280 x 1024
resolution at 72 frames/second, with o maximum input
frequency of 135MHz, or acquire analog RGB color video
from 1 input with resolution up to 1920 x 1200 at 60 frames/
second, or acquire digital video {DVI-D} from 1 input with
resolution up to 1920 x 1200 at 60 frames/second.

Physiclogic recordings

Amplifiers Modulor transport design

ECG 12-lead with ST segment andlysis

Respiralion Impedance method {0-200 breaths per min
ronge}

Cardiac Output Thermadilution, colcufated and estimated Fick

{invasive pressure; 16 channelgiwith means (-25 to 249mmHg

range)
Autornatbie and manual medes {oscilometric)

Saturation range 1-100%
{occuracy 70-100% +/- 3)

Non-invasive pressure
‘Pulse Oximelry’

Physical specifications

Width Depth Height  Weight

finfem)  linfem)  (infem)  ({bs/kg)
Computer - HP 2440 67/169 175/445 17.0/43 303/138
Workstotion Desk - 65" 65/165 30/76 29.5/749  340/154
Workstation Desk - 47* 47/119 30/76  295/749 265/120
Accessory Cart -27* 27/68.5 28/n 30/76.2  300/136
PDM Base Station Plus 113/286 130/331 33/84 5.5/25
PDM 58/14.77 101/25.7 3.1/78 24/11
Flot Panel Monitor {20%) 17.7/45 9/228 17.2/4368 22/10
Flot Panel Monitor (217 18.3/465 82/209 178/453 19/8.6
Integrated Electronics Box 11/28 21/83 24.5/62 75/34
(IEB}
PDM Slim Connect 75/190 8.1/205 2.8/7.1 26/1.2

Centricity Cardiology INW Server Specifications -
GE Supplied Hardware

HP ML3S0p Gen9 INW Server

Processor 2.4 GHz 6-core Intel Xeon® or grealer processor

Memory 32 GB/PC3L-10600R

Storage C: RAID 1 - two 300 GB Hot Pluggable SAS D:
RAID 6 - 61.2 T8 Hot Pluggable SAS

DVYD-ROM SATA

Case Rack Mount

Number of Studies® 4.5 T8 for on-line studies; storage for
Approximately 260,000 Cath Studies

Approximately 24,000 EP studies

= Centricity INW Server Applicotion
* MS Windows Server 2008 R2 for Embedded
Systems, M5 SQL Server 2008 Standard Edition

Softwore Configurations

GLORET LE AFAGER!
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Client Workstation Specifications -
GE Supplied Hardware

Client Workstation

Processor
Memory

Storage

Monitor Resolution
Network interface

Medio & Accessories

Monitor
Included Software

Intel® Xeon® 3.5 GHz Quad-core or greoter
16 GB of RaM

2 % 500 GB in RAID 1 hord drives

1600 x 1200 resolution

One |EEE 802.3 100/1000 BASE-T compatible
network interface. TCP/IP to the Centricity
Cardiology INW Server.

DVO Drive. SDHC card drive, keyboard, mouse
required cables and accessories

20° or larger flat ponel

Microsoft Windows 7 Ultimate for Embedded
Systems (32-bit}, Microsoft Office Professional
Plus 2010, MS SQL Server® 2008 Express
Edition

Virtual Client Minirmum Specifications -
Customer supplied Hardware

When purchasing the software-only version of INW Client
software the following requirements must be met.

Even when these minimum requirements are met, GE does not
quarantee successful installation of SW-only client.

CPU

Memory

use
Hord Drive

Mouse/Keyboord/OVD drive

Network Interface

Video Display

Customer-supplied

software requirements

Safety Protocol

Intel Quad-Care processor with Virtual
Technology. Minimum of i5-4570 or equivolent
Xeon processor.

Host system requires ot least 8GB of RAM ZGB
of which is allocated to Virtual Review Chent

Host system requires at leost 1 USB port

Host system requires 50 GB of free hard drive
space fiar each Virtual Review Client

System requires stondord keyboard, USB
mouse and o DVD-R drive

IEEE 802.3 100 or 1000 BASE-T compotible
network interface cord for connectivity to the
Centricity Cardiology INW Server

Host systern must provide minimum
resolution of 1600 x 1200 set to True Color
[32-bith with o refresh rate of at least 60Hz

* Operating System: Windows 7 64-bit,
Windows 8 64-bit ar Windows 10 64-bit
with VMware Warkstation Player

* VMware Ployer: VMware Workstotion Ployer
12 5.0 lrecommended)

* VMware Tools: Teols v10.0,10.4301679

» NOTE: The Virtual Review is not compatible
with the VMware Player's Unity Mode

When used in a potient care oreq, the
hardware must meet IEC60601-1

Virtual Client Software not available in all markets.

¥ Assumes 20 MB per Coth Study and 200 MB per P Study loveroge case size con
vary depending on usage preferences)



GE imagination at work

About GE Healthcare

GE Healthcare provides transformational medical technologies
and services to meet the demand for increased access, enhanced
quality and more offordable healthcare around the world,

GE works on things that matter - great people ond technologies
taking on tough challenges. From medical imaging, software &IT,
patient monitoring and diagnostics to drug discovery,
biopharmaceutical manufacturing technologies and performance
improvement solutions, GE Hedlthcare helps medical professianals
deliver great healthcare to their patients,

GE Healthcare
Chalfont St Giles,
Buckinghamshire,
UK

©2017 General Electri Carnpany — All nights reserved

The published company worranty in effect on the dote of order shal opply. Soltwore wil be prowded ond
warrented undar the terms of a Softwore License Agréement GE Healthcare reserves the right to make changes
to the apphcoble warronbes. GE Healthcare reserves the nght to make changes in specificabions ond features
shown herein, or discontinue the product deseribed at ary time without rotice or obligotien. Contoct

your GE Healthcare representotive for the most current information.

GE. the GE Monogrom and Moc-Lab are trademarks of Generol Efectnc Company. GE Heolthcore, a divson of
| Electric Company. GE Medical Syst Ing., doing busi o3 GE Healthcore.

™ Trademarks of General Electric or ene ofits subsidiories.

*+all third party rademarks are the praperty of their respective owner.

BDis & rodemork of Becklon, Dickson and Compony

Edwaords is o trodemork of Edwards Lifesciences Corporation

Transpoc s o trademark of ICU Medical. its offiliates. related companies, or its licensors or jeént venture partners.

Tronstor, LogiCol, Navatrons and Smiths are trademorks of Smiths Medical and’or its o of [distes

Merilrons is 0 trademork of Merit Medicol Systems In¢

Perceptor is o trademark ond/or reg d trad: k of Novilyst Medica), Ine

Hicrosodt. Windows. ond 5QL Server are registered trademarks of Mrcrosaft Corporation in the United States ond other countries
nitel, Pentium. ond Xeon ore trademarks of Intel Corporation i the US ond other countries

CARTO 15 0 rodemark of Bicsense Webster. Inc.

3£ Healthcore, o dwision of General Elecirit Comporny



(Traducere din limba englezdl)

GE Healthcare

Mae-Lab

Sistem de Inregistrare Psihologicii in Laboratorul de Cateterizare Cardiac

Performante. Integrare. Sincronizare.

Sistemul de Inregistrare Hemodinamicsi Mac-Lab™ cste parte a infrastructurii pentru fluxul
de lucru cuprinziitor din laboratorul de cateterizare proiectati pentru a ajuta la a face munca
dumneavoastrd mai eficientd, mai productivi si pentru a acorda atentie mai multor pacienti.

Prin proiectul inteligent toate funcfioneazi ca unul. Rezultatul: informatiile sunt disponibile
acolo unde aveti nevoie de ele, indiferent de unde vin. Cu o interfatd graficd intuitivi a
utilizatorului Windows si meniuri cu o adéncime de unul sau dou3 nivele, operarea Mac-Lab
este proiectatd si fie rapidé, ugor de folosit §i fiabila. Listele cu proceduri definite de utilizator
§i macro-urile pot ajuta la uniformizarea fluxului de caz, vitezei §i in general este ugor de
utilizat, in timp ce raportarea bazati pe Microsoft Word simplific §i permite generarea
cficientd a rapoartelor. Pentru o productivitate amplificatd, Mac-La b adaugi fiabilitatea
modulelor TRAM gi PDM cu parametri multipli pentru achizifia dedicatdi a datelor in timp
real, hardware standard in cadrul industriei, cu ajutor on-line si capacitatea de a salva datele
complet dezviluite §i transmiterea lor in refea cu Actionare si rezerva pe cartela SD, toate
acestea ajutind la obfincrca unei operdri de incredere. Raportarea interactivdi Incorporatd
permite manipularea datelor cu point — and — click.

Capabilitifi excelente de refea proiectate pentru a facilita productivitatea
departamentului

Prin refeaua stafiilor de lucru actionate de la distants, Mac-Lab creeazi un sistem dc
administrare a datelor fard intrcrupere prin laboratorul de cateterizare si permite ghalizamear.
ILEAN
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cazului aproape In timp real din afara departamentului. Documentarea intcgrats si capacititile
de transmitere a datelor despre forma de unda ajutii la simplificarea raportirii. Functiile de
transpuncre fn refea §i de conectivitate includ:

¢ Ultrasunete Sincronizate CardiolCE™ (optionale pe sistemele XT) aduc impreuns
sistemele cu ultrasunete Mac-Lab §i Vivid i/q pentru a furniza o solutie a unui flux de
lucru integrat cu control exceptional gi acces la informatii. Ultrasunetele Sincronizate
incep prin a aduce Vivid i/q cu ICE in laborator cu o monturd inovatoare pe latura
patului §i aduce integrarea informatiilor la nivelul urmdétor. Reproducéind afisajul
Vivid i/q in fereastra Mac-Lab, CardioICE permite vizualizarea continui a
dispozitivelor din interiorul anatomiei cardiace in timp real, cu formele d¢ unda
Imaginile captate in timpul procedurii sunt aliniatc in timp cu formele de undi si
informatiile, crednd un raport al cazului sincronizat cu imaginile, formele de undi gi
informatiile.

¢ Integrarea FFR reals, incluzind intrarea directd a ambelor tehnologii fard fir
PressureWire Acris §i instrumentul de presiune SmartMap §i auto calibrarea si setarea
valorii FFR, climindnd necesitatea unui analizator FFR separat.

s Instrument integrat de cercetare invazivi Workbench care ajutii la deblocarea valorii
potenjiale a datelor dumneavoastr, imputernicindu-va s# explorati moduri inovatoare
de a trata populatiilc de pacien{i si a efectua ccrectarea.

* Documentarea pe Cii Mulliple: fluxul de lucru snmphficat de documentare §i raportare
v ajutd s3 documentati cazul cu mai putme mtrerupen §i totusi si resepctap cerm;ele
de documentare. Cu flexibilitatea de a incepe un raport oriunde in retea, §i cu
capacitatca de a vii documenta pe statii de lucru multiple simultan, aveji puterea de a
pune mai mult accent pe pacient i mai pufin pe proces.

» LE-semnélura: capacitdfi integrate dc scmnéturd electronici vd dau posibilitatea de a
semna §i bloca rapoartele din cadrul Mac-Lab folosind utilizatorul si parola de
conectare la sistemul dumneavoastra.

o Urm#rirea automati de citre utilizator: Etichetarea electronici a fiecirui utilizator
crednd inregistriiri medicale cu autorul si locatia. Faciliteazi auditul si sarcinile
retrospective gi ajutd la eliminarea necesitafii de conectare pentru semnarea manuald a
evenimentclor,

Configuratiile flexibile ale sistemului ofera functionalitate gi valoare ridicati

GE Healthcare oferd sisteme Mac-Lab in configuratii croite pentru a ajuta la indeplinirea
cerinfelor cazurilor dumneavoastr clinice.

e Mac-Lab IT pentru functionalitate esenfiald §i performante exceptionale.

o Mac-Lab XT pentru integrarea eficients a informatiilor cu volum ridicat.

'Nueste disponibil pe toate piefele.
2 fn comparatie cu editiile anterioare ale Mac-Lab.

Caracteristici §i opfiuni ale sistemului

Interfaja bi-directionald cu Raze X GE Innova™

Interfata cu ecran tactil de partea laterals a Mesei Centrale Innova
CO, dioxid de carbon! in Fluxul Principal/Fluxul Secundar
Configuratia sistemului cu doud sau trei monitoare

Sistemul de Administrare a Imaginilor in Fluoroscopia Cardiolmage

2
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Indicatori integrafi ai semnelor Vitale si Sonori pentru a facilita inregistrarea datelor®
Modul coronar de transpunere in diagrame
Fereastrii de analizi continui a a Segmentului ST
Afigarea Masuritorilor cu Cateter: afigarea in timp real statutului hemodinamic al pacientului
Solutii de transpunere in refea:
o Server Central INW pentru stocarea datelor transpuse in refea
o Statie de Lucru de ingrijire pentru introducerea simultani a datelor
o Statie de Lucru Client din zona de refinere cu conectivitate la GE CARESCAPE B450
§i B650, Dash 3000/4000/5000 si GE Solar 800M/i cu monitoare pe latura patului
TRAM si PDMI.

Aplicatii CVIS (prin intermediul Centricity™ CVIS)
s Statistici Administrative §i Clinice
e Inventar
¢ Modul de programare cu panou electronic alb
¢ Interfete ADT, Comenzi, Facturare, Rezultate

Specificatii
Specificatii tehnice

Procesor/Stocarea Datelor
o Procesor Intel Xeon 3,5 GHz Quad-core sau superior
16 GB de RAM
2 x Hard drive de 500 GB in RAID 1
Drive DVD RW
Carteld SDHC
Server MS SQL Editia Standard 2008
Mouse cu Derulare Opticy
Micorsoft Windows 7 Ultimate pentru Sistemele incorporate (32-bit)
Microsoft Office Professional Plus 2010

Transpunerea in retea
100/1000 Mbps Base-T Ethernet, TCP/IP

Monitoare
o Panou plat de 20 inch sau mai mare
* Rezolutie 1600 x 1200

Optiuni imprimants
e Alb Negru HP M401n*
» Color HP M451nw*

Specificatii electrice ale mediului ambiental

Temperatura de operare + 15°C péni la + 30°C
Temperatura de depozitare - 10°C péna la + 50°C
Umiditatea de depozitare 10% péna la 85% fard condens
Datcle maxime ale curentului 15A/120V

3
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Optiunea Sistemului de Administrare a Imaginilor inh Fluorescopia CardioImage
s Achizitioneazi imagini video monocrome analoge cu rezolutia de 1280 x 1024 la 72
cadre/secundi cu frecven{a maxim3 de intrare de 135 MHz, sau achiizfioneazi imagini
video color RGB de la 1 intrare cu rezolutia de pénd la 1920 x 1200 la 60
cadre/sccundd sau achizifioneazd imagini video digitale (DVI-D) de la 1 intrarc cu
rezolutia de péné la 1920 x 1200 la 60 cadre/secunda.

fnregistrari fiziologice

Amplificatoare Proiect de transport modular
ECG 12 fire cu analiza segmentului ST
Respiratic Metoda impedaniei (in domeniyl 10 — 200 respiralii per minut)

lesire Cardiaci

Termodiluare, valoare calculati si estimata

Presiunea invazivi

4 canale cu valori medii (in domeniul - 25 la 249 mmHg)

Presiune non-invazivi

Modele (oscilometriee) automate 3i manuale

Oximetria Pulsului

Domeniu de saturare 1 — 100% (acuratete 70 — 100% +/-3)

Specificatii fizice

Liitime Adfncime Insilgime Greutate
{infcm) {infcm) {infcm) (Ibs.fkg)
Computer — HP Z440 6,7/16,9 17,/44.5 17,0/43 30,3/13,8
Pupitru Stajie de Lucru— 65 in 65/165 30176 29,5/74.9 340/154
Pupitru Stafie de Lucru —47 in 47/119 30/76 29,5/14.9 265/120
Cart accesarii — 27 in 2/68,5 28/71 30/76,2 300/136
Statie de Bazi PDM Plus 11,3/28,6 13,0/33,1 3,3/84 5,5/2,5
PDM 5,8/14,77 10,1/25,7 3,179 2,4/1,1
Monitor cu Panou Plat (20 in) 17,7145 9/22,8 17.2/43,68 22/10
Monitor cu Panou Plat (21 in) 18,3/46,5 8,/20.9 17,8/45.3 19/8.,6
Cutia cu Electronice Intcgrate | 11728 21/53 24,5/62 7534
(IEB)

Specificatii Server INV de Cardiologie Centricity - Hardware furnizat de GE

HP ML350p Gen9 Scrver INW
Procesor Proccsor de 2,4 GHz 6-core Intel Xeon sau superior
Memorie 32 GB/PC3L-10600R
Stocare C: RAID ] — douti SAS D de 300 GB Hot Pluggable
RAID 6 — 6 SAS de 1,2 TB Hot Pluggable
DVD-ROM SATA
Carcasa Montaj pe Stativ
Numdrul de Studii’ 4,5 TB pentru studii on-line, stocare pentru aproximativ 240.000 Studii

Cateterice
Aproximativ 24.000 studii EP

Configurafii software

s Aplicatie Server INW Centricity
*  Server Windows MS 2008 R2 pentru Sistemele Incorporate. Server
MS SQL Editia Standard 2008.

Specificatii Stagie de Lucru Client — Hardware furnizat de GE
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Statie de lucru Client

{ Procesor Intel Xeon 3,5 GHz Quad-core sau superior
Memorie | 16 GB de RAM
Stocare 2 x hard drive de 500 GB in RAID 1 i
Rezolujia Monitorului Rezolujie 1600 x 1200

Interfata la Reea

O interfafa Ia refea compatibila cu TEEE 802.3 100/1000 BASE-T TCPAP la
Serverul INW de Cardiologie Centricity

Medii si Accesorii

DVD Drive, drive SDHC card, tastaturfi, mouse, cablur 51 accesorii necesare |

Monitor
Software inclus

| Microsoft Windows 7 Ultimate pentru Sistemele Incorporate (32-bit) Microsoft

Panou plat de 20 in sau mai mare

Office Professional Plus 2010, Server MS SQL Editia Express 2008

Specificatii Minime Client Virtual — Hardwrae furnizat de Client

Atunci cdnd cumpfiraji versiunea numai-sofiware a software-ului Client INW trebuie
tespectate urméitoarele cerinte.

Chiar si cdnd sunt indeplinite aceste cerinte minime, GE nu garanteazi instalarea cu
succes a software-ului clientului numai - SW.

Procesor Intel Quad-Core cu Tehnologie Virtuald. Minimum procesor Xcon 1S- ]
4570 sau echivalent |
Sistemul gazda necesita cel putin 8GB de RAM, din care 2GB sunt alocafi

Sistemul gazda nccesitd 50 GB spatiu liber pe hard drive pentru fiecare Client |

Interfaja 1a retea

| Afigaj video

CPU
Memorie
Analizei Clientului Virtual
| UsSB Sistemul gazdi necesité cel pufin 1 port ESB
i Hard Drive
l Virtual. :
Mouse/Tastaturd/drive DVD | Sistemul necesitli tastatura standard, mouse, USB gi DVD-R drive.

[ Sistemul gazda trebuie s& furnizeze o rezolutie minima de 1600 x 1200 In |

| O interfafd la refea compatibili cu IEEE 8023 100/1600 BASE-T pentru |
| conexiunca la la Serverul INW de Cardiologie Centricity

Culori Reale (32-bit) cu o rata de reimprospitare de cel pujin 60Hz,

Client

Cerinje software furnizat de

e Sistem de operare Windoes 7 64-bit, Windows 8 64-bit sau Windows
10 64-bit cu VMware Workstation Player

¢ VMware Player, VMware Workstation Player 12.5.0 (recomandat)
Instrumente VMware: Instrumente v10.0 10.4301679

» NOTA: Analiza Virtuali nu este compatibili cu Modul Unitstii
VMware Player.

Protoco! de securitate

Cénd este folosit in zona de ingrijire a pacientului, hardwarc-ul trebuic si
respecte JEC60601-1.

Software-ul Client Virtual nu este disponibil pe toate piejele,

L% AFACER
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GE Imaginatia la lucru

Despre GE Healtheare

GE Healthcare asigura tehnologii si servicii medicale transformationale care se adapteazi noii
ere de ingrijire a pacientilor. Expertiza noastrd larga in imagistica medicala si tehnologiile
informatiilor, diagnosticarea medicali, sistemele de monitorizare a pacientilor, descoperirea
de noi medicamente, tehnologiile de fabricatie biofarmaceutice, imbunititirea performantelor
si serviciile pentru solutiile de performanta ii ajuta pe clientii nogtri s# acorde o Ingrijire mai
buni pacientilor lor.

GE Hcalthcare
Chalfont St. Giles
Buckinghamshire,
Regatul Unit

© 2017 General Electric Company — Toate drepturile rezervate,

Se va aplica pgaranfia societiitii publicati la data comenzii. Software-ul va fi furnizat §i garantat pe baza
Contractului de Licentt Software. GE Healthcare T§i rezervd dreptul de a face modificiri ale garantiilor
aplicabile. GE Healthcare i5i rezervi dreptul de a face modificiri ale specificatiilor §i caracteristicilor mentionate
aici, sau si suspende fabricarea produsului descris aici pe orice perioada fir3 notificare sau vreo alth obligatie.
Contacta}i reprezentantul GE pentru cele mai recente informatii.

GE, GE Monogram §i Mac-Lab sunt mirci cometciale ale General Electric Company, GE Healthcare cste o
divizie a General Elcctric Company. GE medical Systems, inc. face afaceri ca GE Ilealthcare.

* Mirci comerciale alc General Electric sau ale unica din filialele sale.

** Toate mircile comerciale ale tryelor parti sunt proprietatea companiilor resepetive.

BD este o march comerciald a Beckton Dickson Company.

Edwards estc o marca comerciald a Cdwards Lifescences Corporation.

‘[ranspac este 0 marcd comerciala a ICU Medicar, sau a afiliatilor sai, a societétilor asociate sau a licentiatorilor
sii, sau a partenerilor din societdtile mixte.

Transfor, LogiCo, Navatrons §i Smiths sunt matci cometciale ale Smiths Medical gi/sau ale afiliatilor sai.
Merittrans este 0 marcd comerciatd a Merit Medical Systems, Inc.

Perceptor este 0 marc comerciald §i/sau o marci fnregistratd a Novilyst Medical, Inc.

Microsoft Windows si SCL Server sunt mérci inregistrate ale Microsoft Corportion din Statele Unite §i din alte
fhri.

Intel Pentium §i Xeon sunt mirci comerciale ale Intel Corporation din SUA si din altcfri.

CARTO este o marci comerciali a Biosense Webster, Inc.

GE Healthcare este o divizie a General Electric Company.
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Introduction

Mac-Lab System

The Mac-Lab System is intended for acquiring, filtering, digitizing, amplifying, measuring and
calculating, displaying, recording and manitoring of clinical data from adult and pediatric patients.
The Mac-Lab System is configurable. Clinical data includes: ECG waveforms, heart rate, pulse
oximetry (SpO;), respiration rate, CO, (EtCO,), temperature, hemodynamic measures (for
example, valve gradients and areas, cardiac output, shunts, Fractional Flow Reserve (FFR),
invasive and noninvasive blood pressure). Physiological parameters such as diastolic, systolic,
mean pressures, and heart rate are derived from the signal data, displayed and recorded. The
data is entered manually or acquired via interfaced devices and/or information systems and may
be used for report generation.

Procedural information and optional anatomical and physiological imaging and data devices may
be interfaced (for example, X-ray, ultrasound, patient monitors and information systems). The
Mac-Lab System can display, store and annotate images previously acquired and stored by other
systems. Data may be provided to other systems via multiple formats (for example, HL7, DICOM,
Analog outputs). Data may be received from other devices via multiple formats (for example
DICOM, Analog inputs).

Optional accessories for hardware and software include research tools to be used exclusively
outside of active patient care settings. The purpose of the research tools is to assist researchers or
clinicians in developing algorithms.

The Mac-Lab System does not have alarms, does not generate energy delivered to the patient,
does not administer drugs and does not perform any life-supporting or life-sustaining functions.
The Mac-Lab System is not intended for use on unattended patients, or in situations where
diagnostic arrhythmia detection is required.

The Mac-Lab System provides the ability to transmit patient data for storage, analysis and viewing
at distributed locations within a clinical facility via network connectivity. The Mac-Lab System also
functions as a stand-alone device. The Mac-Lab System is used in a variety of hospital and clinical
settings including interventional laboratories (for example, cardiac catheterization and radiology),
operating room environments, and pre and post areas all under the direct supervision of licensed
healthcare practitioners who are responsible for interpreting the data.

CardioLab System

1-4
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The CardioLab System is intended for acquiring, filtering, digitizing, amplifying, measuring and
calculating, displaying, recording and monitoring of clinical data from adult and pediatric patients.
The CardioLab system is configurable. Clinical data includes: ECG waveforms, intracardiac
signals, stimulus data, ablation data, pulse oximetry (SpQ,), respiration rate, CO, (EtCO5),
temperature, and invasive and noninvasive blood pressure. Physiological parameters such as
diastolic, systolic, mean pressures, heart rate, and cycle length are derived from the signal data,
displayed and recorded. The data is entered manually or acquired via interfaced devices and/or
information systems and may be used for report generation.

Procedural information and optional anatomical and physiological imaging and data devices may
be interfaced [for example, X-ray, ultrasound, mapping systems, ablation generators (for example,
RF and cryogenic), simulators, patient monitors and information systems]. The CardioLab System
can display, store and annotate images previously acquired and stored by other systems. Data
may be provided to other systems via multiple formats {for example, HL7, DICOM, Analog
outputs). Data may be received from other devices via multiple formats (for example, DICOM,
Analog inputs).

'Mac-Lab/SpecialsLab Operators Manual 2097992-001D EN_
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Master Lists

Radiology

The Radiology tab provides a location to enter information regarding patient radiation exposure.
This information can be printed as a report section.

To access the Radiology list:

1.
2,

4,
5,

Press the Action + N keys or select Study > Radiology.

The Exam Record DAP, Exam Fluoro DAP, Exam Total DAP, Total Fluoro Time and Total
runs will automatically be populated with information from select GE X-ray systems if the X-
ray interface option is present.

It is possible to manually populate the Interventional Fluoro time, Diagnostic Fluoro time,
CINE ID, Archive ID and CD ID. The Exam Toial DAP will automatically be calculated if the
manual calculation is entered in the Exam Record DAP and Exam Fluoro DAP information.

To populate those fields, place the cursor in the appropriate field and manually enter the
information. Make sure to manually calculate the Total Fluoro Time. The Exam Total DAP
will automatically be calculated if the manual calculation is entered in the Exam Record DAP
and Exam Fluorc DAP information.

The information of each CINE run will appear on the bottom half of the Radiology window if
the X-ray interface option is present.

Click Refresh to refresh the current values displayed by the X-ray system.

Click Close when finished.

Complications

The Complications tab contains information on complications that may have occurred during a
procedure,

To select a complication item:

1.
2,
3.

4
5.

Press the Action + M keys or select Study > Complications.
Select the desired Complication category in the Root directory.

Select the complication item by double-clicking the item or highlight the item and press the
Enter key.

The selected complication is displayed in the Complications used list window.

To delete a complication, highlight that item and click the Delete icon,

NOTE: To quickly search for a complication, click the Name heading in the list item window to

alphabetize the list. Begin typing the item to be searched.

The Complications pick list category window can be displayed or hidden by clicking the
Show Tree List icon.

CONFIDENTIAL
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System Administration

3. When starting a case study using demographics provided by the CVIS, the following fields in

the Patient Information window are disabled by default in order to ensure consistency of data
between the CVIS, Mac-Lab and X-ray systems: Last Name, Middle Name, First Name,
MRN and Date of Birth.

If the demographic fields listed previously need to be changed, uncheck the Lock required
patient demographics fields from Modality Worklist Host check box at any time before or
during a case. After demographic information in the Patient Information window is changed,
the following message will appear:

Fucta o chal W

o anwurs conmstancy of e dats, dzals the pssoquted X4ay g rycoem. f this & ht done, the
cm-uumumum.nhmm

Aummmmumum!mwnwnmmwnmawnlmud-m'um |
ongral vekis. oy sthet charcs rou mede ‘

= JTE T o

®  Click Yes to apply any changes made to ANY field in the Patient Information window.

= Click No to apply changes to any field except Last Name, Middle Name, First Name,
MRN and Date of Birth.

m  Click Cancel to return to the Patient information window without changing anything.
GE recommends going back to the System Settings window and checking the Lock
critical patient demographics fields from Modality Worklist Host check box after the
changes have been made or it will continue to be disabled.

Disable Enable detailed logging of DICOM communications except when troubleshooting
a connectivity problem. The default setting is unchecked (off).

Innova Central/Touch Screen

For Innova Central/Touch Screen configuration, refer to INNOVA CENTRAL/Touch Screen on
page D-1.

18-10
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System Administration

Remote Hosts

vy i

X-Ray System Settings
Enter the information under the X-Ray System Settings fields:
1. AE Title: Enter the name of the x-ray system in the laboratory.

NOTE: The AE title IS NOT necessarily the same as the machine/host name. This refers to the
DICOM name, NOT the machine name.

2. Hostname or IP Address: Enter the host name or IP address of the x-ray system in the
laboratory.

3. Port Number. Enter the appropriate connection port.
4. Modality. The default is XA. Contact your service representative to change the Modality field.

5. Text Encoding: Determines what character set to use to package data sent to the x-ray
system in the laboratory. To change the default, pick one that supports the x-ray system from
the pull-down menu. Refer to the DICOM Conformance statement for the x-ray system for a
list of its supported character sets.

6. Automatic Exam Start: Check this box so the Cardiol.ab can initiate a study on the Innova
system.

NOTE: Only check this box if the Innova system supports the Automatic Exam Start feature.

7. Append Mode: When this option is unchecked, the Mac-Lab/CardiolLab system will discard
and replace previously received dosage and run information when new dosage and run
information is received. When this option is checked, the Mac-Lab/CardioLab system will add
to any previously received dosage and run information when new dosage and run information
is received. If the Mac-Lab/CardioLab system will connect to an Innova system with the
“MPPS" feature, this option should be checked. For any other X-ray system, including an
Innova with the “Exam Data Export” feature, the option should not be checked.

2097992-001D EN Mac-Lab/SpecialsLab Operater's Manual 18-11
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Introducere

®  Administratorul de sistem este de asemenea responsabil pentru monitorizarea si raportarea
problemelor de hardware si de software ale sistemului, utilizand procedurile descrise in
Capitolul 18 din acest manual.

= Administratorul sistemului Mac-Lab/SpecialsLab trebuie s fie familiarizat cu desktop-ul
Windows $i s fie complet instruit cu privire la caracteristicile si setarile de configurare ale
Mac-Lab/SpecialsLab.

NOTA Pentru efectuarea tuturor functiilor administrative anterioare este necesara o parold de
administrator de sistem.

8 Administratorul sistemului Mac-Lab/SpecialsLab necesita instruire pentru a se familiariza cu
functiile si operatiile sistemului Mac-Lab/SpecialsLab. Sunt disponibile urmatoarele optiuni de
instruire:

¢ Instruire teoretica
¢ Instruire la locatia clientului

Inginerul de service pe teren

Diagnosticarea i corectarea problemelor legate de sistem trebuie efectuate de citre un inginer de
service pe teren instruit de cétre GE. Acest manual nu acopera aceste tipuri de probleme. Solicitati
asisten{a din partea Departamentului de asistentd pentru produse GE pentru problemele de
sistem care nu sunt acoperite in acest manual.

Indicatii de utilizare

Tipuri de sisteme

Se utilizeaza urméatoarele nume de sisteme:

® Mac-Lab este un sistem de Tnregistrare hemedinamic utilizat in mod tipic In laboratoare de

cateterism.

= CardioLab este un sistem de inregistrare electrofiziologic construit pe o platforma comuna cu
Mac-Lab.

m Combolab este un sistem unic care conline caracteristicile ambelor sisteme Mac-Lab i
CardioLab.

B SpecialsLab este un sistem cu un subset de caracteristici disponibile pe Mac-Lab.

Sistemul Mac-Lab

Sistemul Mac-Lab este destinat pentru preluarea, filtrarea, digitizarea, amplificarea, masurarea §i
calcularea, afigarea, Inregistrarea gi monitorizarea datelor clinice ale pacientilor adulii $i pediatrici.
Sistemul Mac-Lab poate fi configurat. Datele clinice includ: Forme de unda EKG, ritm cardiac,
pulsoximetrie (SpO,), frecventa respiratorie, CO, (EtCO, (Teleexpirator CO5)), temperaturs,
masuratori hemodinamice (de exemplu suprafete §i gradienti valvd, debit cardiac, sunturi,
Fractional Flow Reserve (FFR}) (rezerva fractionara de debit), tensiuni arteriale invazive i
neinvazive). Parametrii fiziologici precum tensiuni diastolice, sistolice i medii gi ritmul cardiac sunt
derivali din datele de semnal, afigati si inregistrati. Datele sunt introduse manual sau preluate prin
intermediul dispozitivelor gi/sau sistemelor informatice interfatate si pot fi utilizate pentru
generarea de rapoarte.

2097992-211D RO Mac-Lab/SpecialsLab Manual de utilizare 1-3
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Introducere

Pot fi interfatate informatji procedurale i dispozitive optionale de imagini si date anatomice i
fiziologice (de exemplu raze X, ultrasunete, monitoare pentru pacienti si sisteme de informatji).
Sistemul Mac-Lab poate afiga, stoca gi adnota imagini preluate §i stocate in prealabil de catre alte
sisteme. Datele pot fi furnizate altor sisteme Tn mai multe formate (de exemplu HL7, DICOM, iesiri
analogice}. Se pot primi date de la alte dispozitive in mai multe formate (de exempiu DICOM,
analogice).

Accesoriile opfionaie pentru hardware si software includ instrumente de cercetare utilizate exclusiv
Tn afara mediilor pentru ingrijirea activa a pacientilor. Scopul instrumentelor de cercetare este
acela de a ajuta cercettorii sau clinicienii in dezvoltarea de algoritmi.

Sistemul Mac-Lab nu contine alarme, nu genereazi energie furnizata pacientului, nu
administreaza medicamente si nu efectueaza nicio functie de asistentd sau de mentinere in viata.
Sistemul Mac-Lab nu este destinat pentru utilizarea pentru pacienti nesupravegheati sau in situatii
in care este necesar3 detectarea aritmiei.

Sistemul Mac-Lab asigura capacitatea de a transmite datele pacientilor pentru stocare, analiza si
vizualizare catre locatit distribuite din cadrul unei unitai clinice, prin intermediul conectivitatii la
refea. Sistemul Mac-Lab functioneaza de asemenea ca dispozitivindependent. Sistemul Mac-Lab
este utilizat intr-o gama variata de spitale §i de medii clinice, inclusiv laboratoare de interventie (de
exemplu cateterism cardiac gi radiologie), sali de operatie i zone pre i post operatorii, toate sub
supravegherea directd a cadrelor sanitare autorizate responsabile pentru interpretarea datelor.

Sistemul CardioLab

Sistemul CardioLab este destinat pentru preluarea, filtrarea, digitizarea, amplificarea, masurarea
$i calcularea, afisarea, inregistrarea §i monitorizarea datelor clinice ale pacientilor adulti si
pediatrici. Sistemul CardioLab poate fi configurat. Datele clinice includ: Forme de und EKG,
semnale infracardiace, date despre stimuli, date de ablatie, pulsoximetrie (5p05), frecventa
respiratorie, CO, (EtCO, (Teleexpirator CO,)), temperatura si tensiune arteriala invaziva gi
neinvaziva, Parametrii fiziologici precum tensiuni diastolice, sistolice si medii, ritmul cardiac i
lungimea ciclului sunt derivati din datele de semnal, afiali si inregistrafi. Datele sunt introduse
manual sau preluate prin intermediul dispozitivelor gi/sau sistemelor informatice interfaate i pot fi
utilizate pentru generarea de rapoarte.

Pot fi interfajate informatii procedurale i dispozitive optionale de imagini si date anatomice §i
fiziologice [de exemplu raze X, ultrasunete, sisteme de cartografiere, generatoare de ablafie (de
exemplu RF gi criogenic), simulatoare, monitoare pentru pacienti si sisteme de informatji.
Sistemul CardioLab poate afiga, stoca gi adnota imagini preluate si stocate in prealabil de alte
sisteme. Datele pot fi furnizate altor sisteme Tn mai multe formate (de exemplu HL7, DICOM, iegiri
analogice). Se pot primi date de la alte dispozitive in mai multe formate (de exemplu DICOM,
analogice).

Accesoriile optionale pentru hardware si software includ instrumente de cercetare utilizate exclusiv
in afara mediilor pentru ngrijirea activs a pacientilor. Scopul instrumentelor de cercetare este
acela de a ajuta cercetétorii sau clinicienii in dezvoltarea de algoritmi.

Accesoriile optionale pentru hardware §i software includ un simulator de forme de unda utilizat
exclusiv in afara mediilor pentru ingrijirea pacientilor. Simulatorul de forme de unde poate fi utilizat
pentru instruire, demonstratii fara un pacient atagat si ca instrument de depanare in cadrul
sistemului CardioLab.

Sistemul CardioLab nu contine alarme, nu genereaz4 energie furnizata pacientului, nu
administreaz& medicamente i nu efectueaz nicio funclie de asistent sau de mentinere in viata.
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Liste master

8. Daca este cazul, introduceti ora |a care a fost opritd medicatia in fereastra Time Stop (Or4
oprire).

9. Apasali tasta Enter pentru a confirma sau faceli clic pe pictograma Check (Verificare) de
l1anga coloana pentru ora.

10. Pentru a gterge un element de medicatie, evidentiati elementul respectiv si faceti clic pe
pictograma Delete ($tergere).

NOTA Pentru a ciuta rapid o medicatie, faceti clic pe antetul Name (Nume) din fereastra
Medication pick list (Lista de selectare medicatie) pentru a ordona lista in ordine
alfabetica. Incepeli s4 tastali elementul de cautat.

Fereastra cu categorii Medication pick list (Listd de selectare medicalie) poate fi afigata
sau ascunsd facand clic pe pictograma Show Tree List (Afigare listd arbore).

NOTA Puteti utiliza un scaner de cod de bare optional pentru a scana rapid elementele de
medicalie. Ap&sali tasta Barcode (Cod de bare) de pe tastatura. Scanati codul de bare de
pe ambalajul medicatiei. Codul de bare trebuie s& fie pre-introdus in lista master inainte
ca scanerul s& recunoasca elementul.

NOTA Campurile Amount (Cantitate), Subtotal (Subtotal) §i Selection Total (Total selectie) ale
elementelor de medicafie din Medications used list (Listd medicatie utilizatX) vor fi
formatate in conformitate cu .Lista de abrevieri interzise la pagina F-4

NOTA Administered Unit (Unitatea administratd) pentru un medicament indica daca acest
medicament este eliberat In funcfie de unitatea de timp, de masa corporald sau de
ambele. Subtotal (Subtotal) pentru un medicament va fi necompletat dac un
medicament este eliberat n funciie de unitatea de timp, iar Time Stop (Oré& oprire) nu a
fost setata. In mod similar, Subtotal (Subtotal) va fi necompletat pentru medicamentele
eliberate in functie de masa corporald daci masa pacientului nu a fost introdus. Atunci
cand Subtotal (Subtotal) este necompletat, Selection Total (Total selectie) va indica
faptul ca totalul este indisponibil ca urmare a datelor lipsd. Atunci cand toate datele
privitoare la medicament au fost introduse, Subtotal (Subtotal) si Sefection Total (Total
seleciie) vor indica valorile corespunzétoare pentru medicamentul selectat.

Radiologie

Fila Radiology (Radiclogie) fumizeaza o locaie pentru introducerea informatiilor despre
expunerea |a radiafii a pacientului. Aceste informatii pot fi imprimate ca o sectiune de raport.

Pentru a accesa lista Radiology (Radiologie):

1. Ap#sati tastele Action + N (Actiune + N) sau selectati Study > Radiology (Studiu >
Radiologie).

2. Campurile Exam Record DAP (DAP inregistrare examinare), Exam Fluoro DAP (DAP fluoro
exarminare), Exam Total DAP (DAP total examinare), Total Fluoro Time (Duratd fluoro
totald) si Total runs (Numdr total de cicluri) vor fi populate automat cu informatii din sisteme
GE de raze X selectate daca existd optiunea pentru interfata cu raze X.

Campurile Interventional Fluoro time (Oré interventie fluoro), Diagnostic Fluoro time (Or3
diagnostic flucro), CINE ID (ID CINE), Archive ID (1D arhivd) si CD ID (ID CD) pot fi populate
manual. Valoarea Exam Total DAP (DAP total examinare) va fi calculats automat, in cazul in
care este introdus calculul manual in informatiile despre Exam Record DAP (DAP inregistrare
examinare) §i Exam Fluoro DAP (DAP fluoro examinare).
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Liste master

5.

Pentru a popula acele campuri, plasafi cursorul in cdmpul corespunzétor gi introduceti manual
informatiile. Aveti grijé sa calculafi manual Tofal Fluoro Time (Durati flucro totald). Valoarea
Exam Total DAP (DAP total examinare) va fi calculatd automat, in cazul in care este introdus
calculul manual in informatiile despre Exam Record DAP (DAP inregistrare examinare) i
Exam Fluoro DAP (DAP fluoro examinare).

Informatiile din fiecare ciclu CINE vor apérea in jumatatea infericara a ferestrei Radiology
(Radiologie), dacd exista opfiunea pentru interfata cu raze X.

Faceti clic pe Refresh (Reimprospétare) pentru a reimprospita valorile curente afigate de
cétre sistemul cu raze X.

Faceti clic pe Close (inchidere) cand afi terminat.

Complications (Complicatii)

Contrast

Fila Complications (Complicalii} contine informatii despre complicatiile care este posibil s4 fi
apérut in timpul unei proceduri,

Pentru a selecta un element de complicatie:

1.

Apasati tastele Action + M (Actiune + M) sau selectati Study > Complications (Studiu >
Complicatii).

Selectali categoria de Complication (Complicatie) dorita din directorul Root (R&d&cind).

Selectati elementul de complicatie facand dublu clic pe elementul respectiv sau evidentiati
elementul gi apasati tasta Enter.

Complicatia selectatd este afigata in fereastra Complications used list (Lista complicatii
utilizate).

Pentru a gterge o complicatie, evidentiafi elementul respectiv gi faceti clic pe pictograma
Delete (Stergere).

NOTA Pentru a c3uta rapid o complicatie, faceti clic pe antetul Name (Nume) din fereastra cu

elementele din listd pentru a ordona lista alfabetic. Incepeti s tastali elementul de c3utat.

Fereastra cu categorii Complications pick list (Listd de selectare complicatie) poate fi
afigaté sau ascunsa ficand clic pe pictograma Show Tree List (Afisare lista arbore).

Fila Contrast contine informatii despre agentii de contrast care au fost utilizati in timpul unei
proceduri.

Pentru a selecta un element de contrast:

1.

Selectati fila Contrast din fereastra Study Information (informatii studiu) sau selectati Study
> Contrast (Studiu > Contrast).

Selectati categoria de contrast dorit3 din directorul Roof (Radécing).

Selectati elementul de contrast féicand dublu clic pe elementul respectiv sau evidentiati
elementul i apasali tasta Enter.

Contrastul selectat este afigat in fereastra Contrast used list (Lista contrast utilizat),

12-8
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Administrarea sistemului

(Nume de familie), Middle Name (Primul prenume), First Name (Al doilea prenume), MRN
(Numar figd medicald) si Date of Birth (Data nasterii),

Tn cazul in care campurile de date demografice enumerate mai sus trebuie modificate, debifati
caseta de validare Lock required patient demographics fields from Modality Worklist
Host (Blocare campuri date demografice solicitate ale pacientului din Gazd4 foaie pentru
modalitate} in orice moment, Tnainte sau in timpul unui caz. Dupa ce informatiile demografice
din fereastra Patient Information {Informatii pacient) sunt modificate, va aparea urmatorul

mesaj:
! Yo M h eorw of the folk el a3 1
. e
| oatact beth
|

To snar s condistancy of Bz duta, wﬂwumwuhhn&mhwmmmlhnmmh
VIS may b wnable Lo corrilate this shudy veth the X -Ray bhaged.,

[ 1
A munﬂ-u “vou' vl ol Ho" wall 1itore by v § ks eted above to thee
-m-uvm Mi:;ﬂ appiy all changms. Selecing el |

PR v

@ Facefi clic pe Yes (Da) pentru a aplica orice modificéri efectuate in ORICE camp din
fereastra Patient Information (Informatii pacient).

m  Facefi clic pe No (Nu) pentru a aplica modificérile la orice camp. cu exceplia Last Name
(Nume), Middle Name (Al doilea prenume), First Name (Prenume), MRN (Numdr figa
medicald} i Date of Birth (Data nasterii).

s Facefi clic pe butonul Cancel (Anulare) pentru a reveni la fereastra Patient Information
{Informatii pacient) f&r& s& schimbati nimic.

GE recomand3 intoarcerea la fereastra System Settings (Setéri de sistem) si bifarea
casetei de validare Lock critical patient demographics fieids from Modality Worklist
Host (Blocare campuri date demografice pacient critice din Gazda foaie pentru
modalitate) dupd efectuarea modificarilor, altfel aceasta va fi, in continuare, dezactivata.

4. Dezactivali Enable detailed logging of DICOM communications (Activare jurnalizare
detaliatd a comunicatiilor DICOM). Setarea implicitd este debifata (oprita).

Innova Central/Ecran sensibil
Pentru configuratia Innova Central/Ecran sensibil, consultati Anexa D.

~

oSCRET DE AFACER

L2
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Administrarea sistemuluj

Gazde la distanta

el ot

Setérile sistemului de radiografie

Introduceti informatiile 'n c&mpurile X-Ray System Settings (Setéri sistem de radiografie):

1.

Titlu AE: Introduceti numele sistemului de radiografie din laborator.

NOTA Titlul AE NU ESTE obligatoriu acelagi cu numele masinii/gazdei. Acesta se refer3 la

numele DICOM, NU la numele maginii.

Hostname or IP Address (Gazda sau Adresa IP}): Introduceti numele gazdei sau adresa IP a
sistemului de radiografie al laboratorului.

Port Number (Numar port): Introduceti portul corespunzétor de conexiune.

Modality {Modalitate): Implicit, aceasta este XA. Contactati reprezentantul de service pentru a
schimba campul Modality (Modalitate).

Text Encoding (Codificare text): Determind ce set de caractere s3 utilizafi pentru a Tmpacheta
date trimise la sistemul de radiografie din laborator. Pentru a modifica valoarea implicita,
selectali una care accepta sistemul de radiografie din meniul derulant. Consuitati declaratia de
conformitate DICOM pentru sistemul de radiografie pentru o listd a seturilor sale de caractere
acceptate.

Automatic Exam Start (Pornire automatd examinare): Bifafi aceasta caseta de validare,
astfel incat CardioLab s poatd initia un studiu pe sistemul Innova.

NOTA Bifali aceast3 casets de validare numai daci sistemul Innova accepta caracteristica

Automatic Exam Start (Pornire automatd examinare).

Append Mode (Mod anexare): Cand aceasts opfiune este debifata, sistemul Mac-Lab/
CardioLab va gterge gi va inlocui informatiile anterioare privind dozarea gi funcfionarea cand
se primesc informatii noi despre dozare si funcjionare. Cand optiunea este bifats, sistemul
Mac-Lab/CardioLab va adduga informatiile despre dozare si funclionare primite la informatiile
anterioare. Daca sistemul Mac-Lab/CardioLab se va conecta la un sistem Innova cu functia
.MPPS", aceastd opfiune trebuie bifaté. Pentru orice alte sisteme radiologice, inclusiv Innova
cu functia .Exam Data Export® (Export date examinare), opfiunea nu trebuie bifata.

SECRET DEARACE”
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Traducere din limba englezd

Sigla GE
GE Healthcare

Citre: CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE N SANATATE

30 iunie 2021

DECLARATIE TEHNICA

Ref.: Achizitia publicd anuntatd de CENTRUL PENTRU ACHIZITII PUBLICE
CENTRALIZATE iN SANATATE cu subiectul ,,cumpirarea de dispozitive medicale”

Noi, GE Medical Systems, Societate in Comanditi Simpla, o companie infiintati legal si care
functioneazd in baza legilor din Franta, avand sediul nostru social si principalul punct de lucru
in 283 Rue de la Miniére, 78530 Buc, Franta, sub denumirea comerciali ,,GE Healthcare”, in
calitate de producitor de sisteme de angiografie,

declarim prin prezenta ci echipamentul oferit in licitatie — Sistemul digital cardiovascular
Innova IGS 6 biplan (cu detector de 30 cm) cu raze X, combinat cu Statia de lucru
Advantage VolumeShare 7 si Inregistrare Hemodinamici MacLab (denumite in continuare
»Sistem”), produse de GE Healthcare, indeplinesc cerintele licitatiei ,,Specificatii Tehnice”,
dupi cum urmeazi:

* Sistemul dispune de 63 pozitii programabile ale bratului C (7 pozitii x 9 utilizatori), ceea ce
indeplineste cerintele sectiunii ,,Tunelul de scanare frontal” din Specificatiile Tehnice;

o Sistemul dispune de masa pacientului Omega V, care este fixatd de podea si indeplineste
cerintele sectiunii ,,Masa pacientului” din Specificatiile Tehnice;

e Sistemul permite si se monteze elementele de control ale sistemului si Ecranul Tactil Central
pe ambele laturi ale mesei, ceea ce indeplineste cerintele sectiunii ,,Masa pacientului” din
Specificatiile Tehnice;

* Masa Omega V are o rotatie a blatului mesei de +/-180°, ceea ce indeplineste cerintele
sectiunii ,,Masa pacientului” din Specificatiile Tehnice:

* Sistemul este oferit cu toate Accesoriile enumerate mai jos, ca parte a ofertei in licitatie:

* saltea, cu un Inalt nivel de confort pentru pacient (spum# cu memorie cu o grosime
de 5 cm);

e suport pentru brate;

e interfon bi-directional pentru comunicatia dintre sala de comandi si sala de
examinare;

GE Medical Systems, Societate in Comandita Simpla
cu capitalul de 92.529.795 euro

Sediul social: 283, rue de la Miniére

78530 Buc, Franta

T +33 (0)1 30 70 40 40
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e pedale de picior pentru fluoroscopie si frind pentru masa in sala de examinare;

e lampa pentru sala de examinare, cu o intensitate de 60.000 lux;

e ecran transparent de protectie impotriva radiatiilor pentru partea superioari a
corpului, echivalent cu 0,5 mm plumb;

e ecran de protectie impotriva radiatiilor a partii inferioare a corpului, echivalent cu 0,5
mm plumb,

ceea ce indeplineste toate cerintele respective ale sectiunii ,,Masa pacientului”;
e Sistemul este echipat cu 2 tuburi Performix 1604, cate unul pe fiecare tunel de scanare

(frontal si lateral), ceea ce indeplineste cerintele sectiunii ,, Tubul cu raze X” din Specificatiile
Tehnice;

e Tubul curaze X Performix 1604 are capacitatea de incarcare la puterea nominali de intrare
de 113 kW pentru spotul focal mare, ceea ce indeplineste cerintele sectiunii ,,Tubul cu raze
X din Specificatiile Tehnice;

e Sistemul are 2 detectoare de marime egald 31 x 31 c¢m in planurile frontal si lateral, ceea ce
indeplineste cerintele sectiunii ,,Detectoarele plate” din Specificatiile Tehnice;

e Monitorul cu afigaj mare are luminozitatea tipica de 500 cd/m?, ceea ce indeplineste cerintele
sectiunii ,,Sisteme de afisare cu ecran plat” din Specificatiile Tehnice;

e Sistemul este echipat cu Statia de lucru Advantage (AW) VolumeShare 7, o statie de lucru
independentd pe multiple modalititi, care are urmitoarele instrumente de procesare/
imbunatétire a imaginilor: scadere, contrast, strilucire, zoom (apropiere/indepértare), roam
(deplasare), imbunitatire margini, ceea ce indeplineste cerintele sectiunii ,,Statia de lucru cu
analizd independenta si arhivare” din Specificatiile Tehnice;

e Sistemul este echipat cu Statia de lucru Advantage (AW) VolumeShare 7, o statie de lucru
independentd pe multiple modalititi, care poate efectua reconstructia 3D si vizualizarea
volumelor in modurile de redare VRT, MPR si MiP, ceea ce indeplineste cerintele sectiunii
,»otatia de lucru cu analiza independentd si arhivare” din Specificatiile Tehnice;

e Sistemul poate exporta modele 3D in format STL la o imprimanta 3D, ceea ce indeplineste

cerintele sectiunii ,,Statia de lucru cu analizd independenta si arhivare” din Specificatiile
Tehnice;

e Statia de lucru AW VolumeShare 7 are caracteristici complete de Conectivitate DICOM:
functionalitate DICOM 3.0 (push, retrieve, query, storage, storage commitment, print), ceea
ce indeplineste cerintele sectiunii ,,Statia de lucru independentd” din Specificatiile Tehnice;

GE Medical Systems, Societate in Comanditd Simpla
cu capitalul de 92.529.795 euro

Sediul social: 283, rue de la Miniére
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e Sistemul are dislocare de pixeli automati in timp real, care poate fi activati sau dezactivati
la cerere, ceea ce indeplineste cerintele sectiunii ,,Imagistica si post-procesare digital™ din
Specificatiile Tehnice;

» Sistemul are urmitoarele caracteristici de Conectivitate DICOM si Arhivare:
e Transmiterea imaginilor sau run-urilor: DICOM Push;
e Primirea confirmdrii de arhivare (Storage Commitment);
e Tipdrirea imaginilor: DICOM Print;
e Regisirea imaginilor din arhivi: DICOM Query/Retrieve;
o Inregistrarea rezultatelor pe CD/DVD, ceea ce indeplineste cerintele sectiunii
»Retea/Conectivitate/Documentatie” din Specificatiile Tehnice;

* Sistemul este configurat cu injectorul de contrast Medrad Arterion, special proiectat pentru
sistemul de angiografie si lucreaz in functionare sincronizati cu sistemul de angiografie IGS
6, ceea ce indeplineste cerintele sectiunii ,,Injectorul angiografic de inalti presiune” din
Specificatiile Tehnice;

e Sistemul de inregistrare hemodinamici este echipat cu un birou mobil, pe un cirucior stabil,
cu anvelope conductoare electric, ceea ce indeplineste cerintele sectiunii ,,Sistem de
hemodinamici integrat care ruleaza pe calculator si permite si se efectueze toate tipurile de
proceduri de hemodinamica pe statia de lucru” din Specificatiile Tehnice;

o Sistemul de inregistrare hemodinamici este echipat cu setul de accesorii de pornire pentru
masurétorile ne-invazive necesare pentru prima examinare, inclusiv:
e ECG-3-, 5-, 12 fire P
e senzor SpO2 pentru adulti si pediatrie;
* mangoane NBP, diferite marimi pentru adulti si pediatrie;
* doi senzori de temperaturd pentru adulti,

ceea ce indeplineste cerintele sectiunii ,,Sistem de hemodinamica integrat care ruleazi pe
calculator si permite si se efectueze toate tipurile de proceduri de hemodinamici pe statia de
lucru” din Specificatiile Tehnice.

In numele si pentru GE MEDICAL SYSTEMS SCS,

(Semndturd indescifrabild) (Stampila: GE Medical Systems,

Veronique Soltani Societate in Comanditd Simpld, Franta)
Licitafii §i Oferte — Servicii Distribuite Europa
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GE Healthcare

TO: CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN SANATATE

June 30, 2021

TECHNICAL STATEMENT

Re: Public procurement announced by the CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN
SANATATE, with subject ,, purchase of medical devices”

We, GE Medical Systems Société en Commandite Simple, a company duly organized and existing
under the laws of France, having our registered office and principal place of business at 283 Rue de
la Miniere, 78530 Buc, France, doing business as “GE Healthcare”, in our capacity of manufacturer of
angiographic systems

do hereby declare that the offered tender equipment - Innova IGS 6 biplane (with 30 cm detector) Digital
Cardio-Vascular X-ray System combined with Advantage Workstation Volumeshare 7, and Maclab
Hemodynamic Recording (hereinafter “System”) manufactured by GE Healthcare, complies with the Tender
requirements “Technical Specifications” as follows:

e The System has 63 Programmable C-arm positions (7 positions x 9 users), which meets
requirement in the ,Frontal Gantry“ section of Technical Specifications;

e The system has the Omega V patient table which is fixed to the floor, which meets requirement
in the ,Patient Table” section of Technical Specifications

e The system allows the system Controllers and Central Touchscreen to be mounted on both sides
of the table, which meets requirement in the ,Patient Table” section of Technical Specifications

e The Omega V table has a tabletop rotation of +/- 180, which meets requirement in the ,Patient
Table” section of Technical Specifications

e The System is offered with all the Accessories listed below as part of the tender bid:
e Mattress with a high degree of comfort for the patient (memory foam with a thickness of 5

cm)

e Armrest

e Bidirectional Intercom for communication between the control room and the examination
room

Footpedals for fluoroscopy and brake of the table in the hall of examination.

Lamp for the examination room with an intensity of 60,000 lux.

Upper transparent body radiation protection screen of 0.5 mm lead equivalence

Lower body radiation protection screen of 0.5 mm lead equivalence

Which meets all the accessory related requirments in the ,,Patient Table section” respectively

e The System is equipped with 2 Performix 160A Xray tubes 1 on each gantry (frontal and lateral),
which meets requirement in the , X-ray Tube“ section of Technical Specifications

GE Medical Systems Société en Commandite Simple
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GE Healthcare

e The Performix 160A Xray tube has 113 kW nominal input power loadability for the large focal
spot, which meets requirement in the , X-ray Tube” section of Technical Specifications

e The System has 2 equal size 31x31 cm detectors on the Frontal and the Lateral planes, which
meets requirement in the , Flat Detectors” section of Technical Specifications

e The Large Display Monitor has a typical brightness of 500 cd/m?, which meets requirement in
the ,Flat Panel Display Systems“ section of Technical Specifications

e The System is equipped with the Advantage Workstation (AW) Volumeshare 7, an Independent
Multimodality Workstation that has the following image processing/enhancement tools:
Subtraction, contrast, brightness, zoom, roam, edge enhancement, which, which meets
requirement in the ,Independent Review and Archive Workstation“ section of Technical
Specifications

e The System is equipped with the Advantage Workstation (AW) Volumeshare 7, an Independent
Multimodality Workstation that can do 3D reconstruction and visualization of volumes in VRT,
MPR and MiP rendering modes, which meets requirement in the ,Independent Review and
Archive Workstation” section of Technical Specifications

e The System can exporting 3D models in STL format to a 3D Printer, which meets requirement in
the , Independent Review and Archive Workstation” section of Technical Specifications

e The AW Volumeshare 7 workstation has Full DICOM Connectivity features: DICOM 3.0
functionality (push, retrieve, query, storage, storage commitment, print), which, which meets
requirement in the ,Independent Workstation” section of Technical Specifications

e The System has automatic real-time pixelshift, which can be activated or deactivated on request,
which meets requirement in the ,Digital Imaging and Post Processing” section of Technical
Specifications

e The system has the following DICOM Connectivity and Archiving features:

e Send the images or runs: DICOM Push

e Receive archive confirmation (Storage Commitment)

e Printimages: DICOM Print

e Retrieve images from archive: DICOM Query / Retrieve

e Recording results on CD / DVD, which meet all the requirements in the "Network /
Connectivity / Documentation" section of Technical Specifications

e The System is configured with the Medrad Arterion Contrast injector, dedicated to the
angiography system and works in synchronized operation with the IGS 6 angiograph, which
meets requirement in the , High Pressure Angio Injector” section of Technical Specifications

e The Hemodynamic Recording System is equipped with the mobile desk, on a stable trolley, with
electrically conductive tires, which meets requirement in the , Integrated hemodynamic system
running on the computer and allows all types of procedures to be performed on the
hemodynamic on workstation” section of Technical Specifications
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GE Healthcare

e The Hemodynamic Recording System is equipped with the starter accessories kit for necessary
non-invasive measurements for the first examination, including:

e ECG3-,5- 12-lead

e Sp02 sensor for adults and pediatrics

e NBP cuffs, different sizes for adults and pediatrics
e Temperature two sensors for adults

which meets requirement in the , Integrated hemodynamic system running on the computer and allows
all types of procedures to be performed on the hemodynamic on workstation” section of Technical
Specifications

On behalf and for GE MEDICAL SYSTEMS SCS,

GE MEDICAL SYSTEMS
Sociélé en Commandite Simple
P 283, RUE DE LA MINIERE
\/ T wu . 78530 BUC - FRANCE
Sonqv " RCS VERSAILLES B 315 013 359
Tél +33 (0)1 30 70 40 40
Veronique Soltani
Tender & Offer Leader — Shared Services Europe
GE Medical Systems Société en Commandite Simple
Au capital de 92 529 795 euros
Siege social : 283, rue de la Miniere 7N
78530 Buc {:‘; GE Healthcare

France
T+33(0)1 30704040
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