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Device Name :Radiographic Units Digital
Mammographystereotacticbiopsydevice

Application

Used primarily to detect and diagnose breast
cancer and to evaluate palpable masses and
non-palpable breast lesions.

FDA CLEARANCE &/ or CE MARK
(MDD)

Yes, (FDA preferred)

GENERATOR TYPE high frequency
kV RANGE <25-235
Max. mAs >500

Max. mA <200

X-RAY TUBE Rotating

Heat capacity, HU >150,000
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Heat dissipation rate OR Rotation
speed

Target/filter combinations

>25000 HU/min or >5000 rpm

Should be specified

Assembly (tube) movement
Rotation, °

Vertical, cm

SID, cm

Scale guide (indicates the amount of
compression applied to the breast)

>+ (135 -180)
<80 -> 130
> 65

Yes (digital display)

DIGITAL DETECTOR
Type

Size,cm

Pixel size, um

Image bit depth

Wait for full preview, sec

Yes

Should be specified
> (23x29)

<100

>12

Lowest time is preferred.

POSITIONING ASSEMBLY
Collimation

Movement locks

Yes

Electromagnetic

AEC DETECTOR

Yes

COMPRESSION SYSTEM

Manual & automatic

MAGNIFICATION DEVICE

Yes

TOMOSYNTHESIS

Yes
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Tomo sweep angle, degrees

>25

Tomo thickness, mm

<l

Stereotactic Biopsy Device

Yes ,see attached specifications

CONTROL MONITOR

Type

Size ,in

Display resolution, MP
HARD DISK STORAGE, GB
DICOM 3.0

Yes

Medical monitor (color or grayscale)
>17

>1

>120

Yes (sharing & storage)

Review workstation :
Type

Size ,in

Display resolution, MP
Hard Disk Storage, GB

Processing (analysis)tools &
software

CAD

Yes

Medical monitor (color or grayscale)
>19

>2

>256

Should be specified by the manufacturer &
up-to-date software.

Optional.

Power supply

Medical approved power supply board with
voltage stabilizer.

Line voltage

220/240 VAC ,50/60Hz ,single phase. Three
pin (G) type plug
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UPS

> 5 minutes back up.

Environmental conditions

the equipment suitable for working in the
climate conditions of Iraq in terms of
temperature & humidity

Application Used to perform fine-needle aspiration and core-
needle biopsies when a lesion is found on a
screening mammaogram.

FDA CLEARANCE &/or Yes (FDA preferred)

CE MARK (MDD)

DIGITAL IMAGING

Yes

CONFIGURATION

Add-on (Mounted on mammography unit)

PATIENT POSITION
DURING BIOPSY

Seated, standing or other to be specified.

C-ARM ASSEMBLY
Type
Stereotactic angle, °
Rotation, °
Travel, cm

Compression

Upright or Overtable ,other to be specified

>+ 15

>+90

Should be specified the direction and its values.

Manual , other to be specified.
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NEEDLE ASSEMBLY
Aspiration needle
Core needle
Biopsy gun
Needle adjustment
Needle positioner

Needle lengths, mm

Yes

Yes

Yes

Automatic or manual (increments to be specified)
Motorized

> 50

COORDINATE
MEASUREMENT

Cartesian ,other to be specified

DIGITAL FORMAT
Pixel size, um

Pixel depth, bits

<100

>12

OPERATOR CONSOLE

Should be specified

Hard disk storage

As large as possible

Monitor > 17" (> IMP)
Resolution > (1280 x1024)
DICOM compatibility Yes

ACCESSORIES

Test phantoms, biopsy gun holders , needle
guides

Power supply

Medical Approved power supply board
220/240VAC,50/60Hz, Three pin (G) type plug
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Training

- Local training for 2 physician, 2 operators for
operating the equipment ,1 Eng. (from hospital) .
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