@I FUJIFILM Fuji Medical Systems, USA

I1&I-Imaging & Information

Device Modification Analysis Summary
Ref no.: DMA 2004/09

Part I. Product Information/Description of Change
Product: DRYPIX 4000 Medical Dry Laser Imager

Predicate Device Name & 510(k) #: DRYPIX 7000/5000 Medical Dry Laser Imagers (K033377)

Description of Change:

The DRYPIX 4000 represents a modification of the above cleared device. The DRYPIX 4000
uses the same laser exposure technology, thermal development technology, film conveyance
layout and imaging film as the DRYPIX 7000/5000. It also has the same indications for use as
the DRYPIX 7000/5000 including the printing of digital mammography images (FFDM). It
differs in component layout, more accessibility for released and jammed films and it is also
designed to withstand vibration and shocks in a mobile environment. Other similarities and
differences are documented in the attached SE Feature Comparison table.

Part II. Device Modification Analysis Checklist
1. Could the change or modification significantly affect the safety or effectiveness of the subject

device? No

2. Is there a significant change to the design, material, chemical composition, energy, or
manufacturing process? No

3. Is there a significant change to the intended use of the subject device? No

4. Is there a significant change to the labeling (i.e. Warnings, additional claims) which may affect
the safety or effectiveness of the device? No

Part II1. Attached Documentation

Please list below and attach any documentation used to support this Device Modification
Analysis.

1. Regulatory Action Determination Flowchart for DRYPIX 4000
2. Ruby (DryPix 4000) Specifications, dated 8/24/2004

3. Ruby (DryPix 4000) Specifications Supplement, dated 8/24/2004
4

Substantial Equivalence (SE) Feature Comparison Table
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@I FUJIFILM Fuji Medical Systems, USA

I1&I-Imaging & Information

Ref no.: DMA 2004/09

PLEASE CHECK ONE:

_X The above information has been reviewed and it has been judged that Fuji has no pre-
market obligations to the FDA for the subject device and marketing of the device may
begin immediately, subject to the general controls imposed by FDA for such a device.

A more detailed narrative for this decision shall be documented either in the comment
section below or in attached documentation (such as a memo, letter, etc.).

It has been determined that a pre-market obligation exists, therefore a 510(k) pre-market
notification shall be filed by FMSU and cleared by FDA prior to marketing of such a
device.

A more detailed narrative for this decision shall be documented either in the comment
section below or in attached documentation (such as a memo, letter, etc.).

Comments:

The DRYPIX 4000 is considered a modification of the previously cleared DRYPIX 7000/5000
Dry Laser Imagers. The modification consists of technology and/or performance changes. Based
on this evaluation, it appears that these changes (1) do not affect indications for use, (2) do not
require clinical data to evaluate safety and effectiveness, and (3) do not raise new issues of safety
and effectiveness.

Therefore, it is my conclusion that the DRYPIX 4000 does not change indications for use nor
does it significantly affect any safety or effectiveness issues than what is already identified in the
premarket notification for predicate devices, DRYPIX 7000/5000. Therefore, I have reached a
conclusion that the DRYPIX 4000 represents a modification that does not require a 510(k)
submittal.

QARA SIGNATURE:

- A M\'
} November 15, 2004

Frank Gianelli Date
Regulatory Coordinator
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Specifications of Ruby

Customer Requirement Specification & Other Requirements Design Input Product Specifications (See main text for details)
Classification
CRS No. Requirements Design Input No. Items
1. Functional Req - Ruby - 01 |Number of trays for film supply is increased after installing Req-Ruby-01-01 Number of trays for film supply | Two trays are available. The upper tier tray is normally equipped. The lower tier tray is optional (Future addition is available on the market).
Requirements the main unit and two different size trays can be used Any size of films can be selected according to each tray. Size of tray is set by the qualified service personnel (as Service Setting).
simultaneously.

A pack of films can be accumulated on the specified loading Reg-Ruby-01-02 Number of accumulable films on |Up to 150 sheets of films can be accumulated to store them.

part. the specified loading part

Printing function of annotation strings comparable with the Req-Ruby-01-03 Printing function of annotation | Annotation strings can be printed out on the upper portion and lower portion of a film. Normal character size (40 pixels for standard), twice,

conventional DRYPIX7000 is equipped. strings three times and four times each that of normal character size can be set. The annotation strings can be indicated in accordance with
DICOM Annotation BOX SOP Class or by setting configuration via PC utilities. Alphanumeric, Japanese, and Chinese characters can be
indicated as readable strings. Conversion function of macro characters [reception date of printing, sender's IP address, identifier (optional
string corresponding to IP address), and AE-title] is employed. This system can translate to print out such annotation strings of image format
in accordance with DICOM Annotation BOX SOP Class.

The test patterns comparable with the conventional Reqg-Ruby-01-04 Test patterns printing function | The 24-steps densitometry pattern, 17-steps densitometry pattern, QC test pattern, and SMPTE test pattern can be output to control the

DRYPIX7000 can be output. density. The flat test pattern can be output to check the nonuniformity. The sharpness and the double density/sharpness test patterns can
be output to measure the sharpness. The lattice test pattern can be output to adjust the format. The uniformity test pattern can be output to
adjust the uniformity.

Sufficient security system functions. Reg-Ruby-01-05 Security measures The Operating System can be updated as Service function. A anti-virus software can be installed as Service function. The pattern file of the
anti-virus software can be updated by users. Images stored in HDD (e.g. to reprint images and to copy any image data to the other media)
can be printed out only when the registered user gives the authentication.

Req - Ruby - 02 |Sorter attaching not less than 3 bins can be mounted for Reg-Ruby-02-01 Number of sorter bins Three-bin sorter unit is available to set as an optional for future addition. Totally, four-bin sorting together with a tray equipped with the main
future additions. unit can be allowed. The numbering of the bins with the configuration setting via PC utilities is allowed in an up to down order, and vice
versa.

Reg-Ruby-02-02 Number of films accumulable on |Up to 30 sheets of films can be accumulated.

each sorter bin Bins should be made of suitable materials to avoid scratching the film surface when films are taken out of such bin.

Reqg-Ruby-02-03 Types of Sorting The following sorting types are available: To output films to the desired bin by designating the bin number complying with DICOM; to output
films to such bin specified by each AE-title via configuration setting; and to output films to such bin by specifying each film size via
configuration setting.

Reg-Ruby-02-04 When a sorter fails When a sorter fails, the user will remove it to release films to a tray of the main unit via the control panel.

When a tray of the main unit fails, films will be output to the uppermost sorter bin.
Reg-Ruby-02-05 Sorter fitting position Fit a sorter to the film release unit.
2. Performance  |Req - Ruby - 03 |This System reduces restraints on installation by applying Req - Ruby - 03-01 |Size of Unit Main unit only W 600xD 550xH1000 to W 630xD 600xH1100
Requirements 100V power source, the space saving function, and the like Main unit with sorter W 600xD 550xH1300 to W 630xD 600xH1400
more easily in comparison with DRYPIX7000. XWidth and depth of the floor dimension don't include a locally protruding area.

Req - Ruby - 03 - 02 [Weight Main unit only 130 to 150Kg
Main unit with sorter 135 to 180Kg

Req - Ruby - 03 - 03 [Power supply voltage AC100 to 120V£10% 12A or less
AC200 to 240V+10% 7Aor less

Req - Ruby - 03 - 04 [Voltage source capacity 1.2kVA or less

Req - Ruby - 03 - 05 [Environmental working condition [ Temperature 15°C to 30°C

(operating) Humidity 15 % to 70%RH (No dew condensation)

Atmospheric pressure 700 to 1060hPa

Req - Ruby - 03 - 06 [Environmental working condition [ Temperature 0°C to 45°C (Avoid freezing)

(non-operating) Humidity 10 % to 90%RH (No dew condensation)

Atmospheric pressure 500 to 1060hPa

Req - Ruby - 03 - 07 [Floor (installation surface) Floor vibration condition : Complying with Fuji's Medical Device Quality Standards ( K12NO097A )
Floor levelness 10 mm/m in all directions ( 1/100 or less of gradient )
Floor flatness 10mm or less

Req - Ruby - 03 - 08 |Ventilation condition Ventilation in an area where the system is placed: 54m *h or less per system ( Equal to or lower
than that of DRYPIX7000 )

Req - Ruby - 03 - 09 [Antimagnetic field The system normally operates at DC 100 Gauss without any problem.

Req - Ruby - 04 |This System can be installed in a Mammography Screening | Req - Ruby - 04 - 01 |Vibration condition when loading |[Random vibration: 5 to 500Hz, X, Y, and Z axis: 24 hours each Totally 72 hours (300000 km assumed)
Mobile (When an optional component is mounted). it on the mobile (When moving) |Acceleration: 1G
Req - Ruby - 04 - 02 |Vibration condition when loading [References for Operating Vibration & Shock of the Medical Device Quality Standards ( K12N0097A )
it on the mobile (When
operating)




Specifications of Ruby

Classification

Customer Requirement Specification & Other Requirements

Design Input

Product Specifications (See main text for details)

CRS No. Requirements Design Input No. Items
Req - Ruby - 04 - 03 [Environmental condition The system normally operates under the conditions specified in Section Req-Ruby-03-05.
(temperature & humidity) when |lt is assured that the system can normally operate after reaching the above environmental conditions by rising temperature levels starting
loading it on the mobile from - 10°C in a Mammography screening mobile.
Req - Ruby - 04 - 04 [Start-up time From 15 min. (When starting up at 15 ~30°C) to 90 min. (When starting up at -10 °C)
Req - Ruby - 05 |The specific level of image quality and stability comparable | Req - Ruby - 05 - 01 14 bits
with or more than DRYPIX7000/DI-HL system is kept.
In combination with FCR PROFECT CS, this System is Req - Ruby - 05 - 02 [Maximum density (Dmax) Maximum density can be adjusted (by designating a level under DICOM or by setting configuration) using a density correction table as
applicable to mammography screening. follows: When Dmax<3.0, the Dmax3.0 table is used; when 3.0<Damx<3.3, the Dmax3.3 table is used; and when 3.3<Damx <3.6, the
Dmax3.6 table is used.
Req - Ruby - 05 - 03 |Size of recording pixel 100um=0.5% (standard) / 50umz0.5% (optional)
14"x17" films and 14"x14" films also can be recorded at 50pm. The system can carry out 100um recording in "STANDARD" mode and
50um recording in "FINE" mode. ("STANDARD" and "FINE" are DICOM Requested Resolution IDs.) The system having two AE-titles (for
100pm & 50um recording) above as DICOM PrintSCP can carry out recording in compliance with the designated AE-title.
Req - Ruby - 05 - 04 [Maximum number of pixels for ( In case of 100pm recording )  14"x17" film: 3520x4280 14"x14" film: 3520x3520 10"x14" film: 3600x2540
recording 8"x10" film: 2000%2510 10"x12" film: 3016x2506
( In case of 50um recording ) Twice as many as the number of pixels described above on both main and sub scanning.
CR images are recorded at the maximum number of recording pixel.
Any images other than CR images defines a recording area at a same size in a manner as a printing area of annotation strings is subtracted
from the max. number of recording pixels to format.
Req - Ruby - 05 - 05 [CTF c/mm 25 5.0
Main Direction 94% or more  75% or more
Sub-direction 94% or more  75% or more
Req - Ruby - 05 - 06 [Density dispersion within a film [AD<0.1 ( at OD=1.2)
Req - Ruby - 05 - 07 [Nonuniformity / Flaw Any nonuniformity or flaws does not affect the diagnosis. Any problems on image quality does not arise. The limit
samples for nonuniformity is specified according to a nonuniformity type.
Req - Ruby - 05 - 08 [Point defects Size of Point defect Specifications
Under 0.2mm 5orless / 10*10cm
2orless / 1*1cm
0.2mm or more None
Req - Ruby - 05 - 09 [Dimensional accuracy of image [Dimensional accuracy of overall width : 0£0.5%
Dimensional accuracy of each part : 020.6%
Req - Ruby - 05 - 10 [Curl after development Keep a film curl level within 20mm or less from the surface of radiographic film illuminator.
Req - Ruby - 05 - 11 [Accuracy of density correction  |Density correction within the following accuracy is available:
Gradient end characteristic ( FogsOD <0.3 ) same as FL-IM D
AD=+0.050rless (0.3s0D<2.0) AD=+0.07orless (2.0s0D<2.7)
AD=210.10orless (2.7<OD<3.0) AD=20.20 orless ( 3.0s0D<3.6 )
Req - Ruby - 05 - 12 [Density change due to AD=+0.05 (at OD=1.2)
development
Req - Ruby - 05 - 13 [Exposure temperature & AD=1+0.05 (at OD=1.2)
humidity dependency
Req - Ruby - 05 - 14 [Accuracy of built-in Built-in densitometer with calibration function is equipped.
densitometer AD=+0.02 orless ( FogsOD<3.0) AD=#0.050rless ( 3.0<0D<3.6 )
Req - Ruby - 05 - 15 |Gradation processing Configuration is set to change BAR processing to SAR processing, and vice versa according to each AE-title.
Req - Ruby - 05 - 16 |Interpolated scaling processing |Configuration is set to change SSM processing to A-VR processing, and vice versa according to each AE-title.
Req - Ruby - 05 - 17 [Image format 30 types of standard image formats (1 to 80 frames ) and 10 types of mixed image formats are output. Details on the formats
are stipulated in DICOM Conformance Statement.
Req - Ruby - 06 |Approx. 80 to 100 sheets of 14"x 17" films can be processed | Req - Ruby - 06 - 01 |Throughput 14"x17" film: 100 to 115 sheets/h, 10"x14" film: 150 to 170 sheets/ h
per hour.
Req - Ruby - 07 |Convenient maneuverability like a short starting time is Req - Ruby - 07 - 01 [Initial output time of film 75 to 85 seconds

inherited from DRYPIX7000.

Films are released at high speed of 100mm/s or more ( same as DRYPIX7000 ) .




Specifications of Ruby

Classification

Customer Requirement Specification & Other Requirements

Design Input

Product Specifications (See main text for details)

CRS No. Requirements Design Input No. Items
Req - Ruby - 07 - 02 |Starting time Cold Start 10 to 15 min. ( at 25°C, 12 min. is a target value in design )
Hot Start 3 to 5 min.
Energy efficient power down mode: 7 to 10 min.
Energy efficient sleep mode: 10 to 15 min.
Req - Ruby - 08 |Films ( e.g. DI-HL,DI-HLc) used for the conventional Req - Ruby - 08 - 01 [Types of films DI-HL and DI-HLc are used.
DRYPIX7000 is applicable to this System. Service personnel sets a film type (blue or clear), when this System is installed. Bar code reader of the film loading unit identifies the film
type, lot, and the like from the bar code label when films are set to the unit (same as DRYPIX7000).
Bar code information is printed in any remaining areas other than the effective image recordable area of a film.
Req - Ruby - 09 |Any films among 14"x17"film, 14"x14"film, 10"x14"film, Req - Ruby - 09 - 01 [Sizes of films 14"x 17" (100 sheets per box), 14"x 14" (100 sheets per box), 10"x 14" (150 sheets per box), 8"x 10" (150 sheets
10"x12"film, and 8"x10"film is selectable. per box), 10"x 12" (150 sheets per box)
Films specified in size via modality are printed out.
Function that a film size is changeable according to each AE-title is equipped. If a film size is changeable, the System will print the
available films larger than the originally designated ones first, and then in reducing order.
3. Requirements |Req - Ruby - 10 |Connectability to FCR is comparable to DRYPIX7000. Req - Ruby - 10 - 01 [Connectable devices The System is connected to a variety of diagnostic imaging systems corresponding to DICOM Printing.
related to A diagnostic imaging system of non-correspondent to any networks can be connected via DrypixLink. A diagnostic imaging system
Interface corresponding to E-DMS/Toshiba Protocol is connected via FN-PS551+DrypixLink.

Req - Ruby - 10 - 02

Corresponding DICOM service

Images for medical use are printed out corresponding to the following DICOM Print SOP Classes:
Verification SOP Class

Basic Gray Scale Print Management Meta SOP Class

Print Job SOP Class. Basic Annotation SOP Class

Queue Management SOP Class, User Preference LUT SOP Class

( See DICOM Conformance Statement for more detailed specifications in each Service Class. )

Req - Ruby - 10 - 03

Number of Associations
connected to simultaneously

1~10 ( Variable corresponding to configuration setting )

Req - Ruby - 10 - 04

R PEPLLET-VEYNS
RS

32

Req - Ruby - 10 - 05 [&RAADERY 1 X 8800Rows x 8800 Columns

Req - Ruby - 10 - 06 |B&A7 —IL FRELEERT—FBE 7TV NUBHFET $2ETHDDILAT I3, R7UYNBEBROARAT—IILFRIEAF3GB, 77U NUBAFET
LEF—2T, UZUY MRBOERIG ST 6 GBREETAT — /L&,

4 . E1—X>7]Req- Ruby- 11 [BREMEERREAN HHERRB/DRYPIX Req - Ruby - 11 - 01 |BEH 7 4 JL ABVE L & DRYPIX7000R)#%, 3% @ ( EE, GEAIE. @) A5 7 1 JLAOERY HL A&,
7000 RSN ETHBD &, AP 15 OMERTERY HLEZBEDBREVLS, YRV EORBELLS T3,

VPR3 O MERTERY HLEZEBEDBEVECBERE TS,

Req - Ruby - 11- 02 [7 4 )L LB DRYPIX7000& F U SRR B[ ZREHRK

Req - Ruby - 11 - 03 [EJR D ON/OFF ERON/OFfICE AT OFRZER D,
On : BENZILOND—F2 AL Y F, 5\E%EAH S DWake On LAN
Off : REENZIIOBRKEE TS ¥ Y REXIUREY EBRAAY T

Req - Ruby - 11 - 04 |FEREX S 157ERICHBTRE.
AAE, PEE BEFE
MDDER D127 EFE
KEE. LFE, MFE. A RUTRE. RILRHLE ARAVE, FUSTE.
FUR—UFRE. 74TV KRB RAVI—FURE ATVHE. JINTI-F&
FEFEREM-UyRLFPC-Ut y A SYIBETREE TS,
HERBERELE LG ALRBOREE TS,

Req - Ruby - 11 - 05 |4/ VRILIBEMRAREME ATAOFRYFNZIINCEBORE (ER7 ALY TS ARE, BT 1L LKRE, BERR, JOOREE ) ERRTS,
ETORENBERLKTRADLSLETER/N—YETS (PDANBARBRERITRELEL ),
ABIZFHNCREBE NENIIILAE

Req - Ruby - 11 - 06 EBORICU>EBRCRRALBVABECRENIILAEEZRET S,
BNz AN S TEDRYPIX7000REDRRBUEERRT B,
SOFANSUTERG., B B BTEBREEZRTTS.

Req - Ruby - 11 - 07 [I—%R=F BER: 7ALABKG (7ILLONORICER ) . BERLE (SECKSUTER )., 7V—_2J0-S0FR (LECBUTERE )

7 ANLBIGIV V-V O-FOFROI—YREFIBGRENZLCEREGEERERTITZ L THAT S,
BEBERBRENZLNSERREZIBRITS L TRATREFIRCT 2,




Specifications of Ruby

Classification

Customer Requirement Specification & Other Requirements

Design Input

Product Specifications (See main text for details)

CRS No. Requirements Design Input No. Items
Req - Ruby - 11 - 08 2ER . JAMREREI—FFHAN—ZBF T YLT7AINLZRYET. DYLT7AILLERELER, AN—BLCTRENERTS
o TOMOLARIAIZ—TR, REBREZRMYBRVERODN—PFIC L) RENBHT 3,
I—YBREFIREBRENZILCERERZERRTIDCETHRAT S,
LRIOIZ—RREIS—REZANSEEIXAYE—IJETIS—O—KREXRTT S,
TANLYT S A BEREMBEEY —2HFBEL TE, ThENAOHBITRENICT )Y NMABHFAGITTEZBER, TV NERITT 3,
Req-Ruby- 12 [I—H—0HEXRECEFEESARVIE, Req - Ruby - 12 - 01 [BEEH E)#ERF45 ~50dB, AR /N1 K40 ~45dB ( ERFER< ) .
Req - Ruby - 12 - 02 |BESH& T >EZT/25ppmA . —B{LHRE/2ppmIA T, BEEE/10ppmEA T, 7Y /0. 1ppmA . KR AT I FE R/0.5ppmEA T
5 . SR TEIReq-Ruby- 13 [ZAUPTVIZAT7ILTHD L Req - Ruby - 13 - 01 |[IUIRFEAE REFEEZELL, DAY BEH.
Req - Ruby - 13-02 [—EANXZ217)L XTFAOFIRZERICDH Y 5 <ER.
Req - Ruby - 13- 03 [AZ0O7 EKEBEOROEBAREZR.
Req - Ruby - 13 - 04 [[FIXE EBICHY, REOHNBERR.
Req - Ruby - 13 - 05 [E#&E#IR FE, UL, TUVERD, BEORBZiLH.
Req - Ruby - 13 - 06 [[XE 4R FEBICHS.
Req - Ruby - 13 - 07 [DICOM Conformance DICOMBERE Mt HRZTLH
Statement
Req - Ruby - 14 [HB/BYTHB & Req - Ruby - 14 - 01 |2 EA ; ALY NEE + FEBIIEREE
BI XL Y REE + K# + BER
Req - Ruby - 14 - 02 |REHRE RE -10°C~50°C (RKBEZE)
BE 10% ~90%RH (#EBBZEZ L)
RE 500 ~ 1060hPa
6 . R Req - Ruby - 15 [BEEROZERFICBALTVA L Req-Ruby-15-01 [EA X= =% : JIS T0601-1(1999)
EMC : JIS T0601-1-2(2002)
Req- Ruby-15-02 |’KE FDA =% : IEC60601-1(1988+Am1+Am2)
Medical Device: 21CFR Part EMC : IEC60601-1-2(2001)
807
Req - Ruby - 15 - 03 |3KE HHS IEC60825-1(2001)
Light-emitting ProductsLaser
notice 50
Req - Ruby - 15- 04 |Bxf MDD =2 : EN60601-1(1990 +Am1+Am2+Am13)  EN60825-1( 2001)
93/42/EEC, Medical Device EMC : EN60601-1-2(2001)
Directive
Req - Ruby - 15 - 05 |[7+% MDR (Medical Device |Z&% : [IEC60601-1(1988+Am1+Am2)
Regulations) EMC : IEC60601-1-2(2001)
Req - Ruby - 15 - 06 &M, #E. A&, BEOZER (ZMN. FE. AZ. BEOERHICHS
HIX R
7. Acquisition of Req - Ruby - 16 [ To obtain a license for certification conducted by a Req - Ruby-16-01 (UL UL60601-1(2003)
license for certification body who gives written assurance that a
certification medical device, process or service conforms to the specified
requirements prescribed in the relevant medical device
standards.
Req - Ruby-16-02 |TUV EN606071-1(1990 +Am1+Am2+Am13)
8  REEREE
(6&£7E10K
2)
9 . BEIHE (E
MI)
(6&10LEL
)
10 . ZOM0BEReq - Ruby - 17 |[EREBENREEECESLTVWR I L, Req - Ruby - 17 - 01 [REICBITHHAERE EL 7ML LAERERREERE (K12N0097A ) BE
Req - Ruby - 17 - 02 HBERERF A AR 21250039,212S0042 ~ 45, 21250057 ~ Z12S0071(- %41
11 . &%, £#3Req - Ruby - 18 Req - Ruby - 18 - 01 [&fE JEIZEIN
Req - Ruby - 18 - 02 |4 #H A% BASN
12 . A8 Req - Ruby - 19 Req - Ruby - 19 - 01 [#&E JEZEIN
13 . iBEDHELL|Req - Ruby - 20 Req - Ruby - 20 - 01 [B&EES- BIFHEN S OEH [DRYPIX7000% O REREE DERZ K

FHA 585
Nt




Specifications of Ruby

Customer Requirement Specification & Other Requirements Design Input Product Specifications (See main text for details)
Classification
CRS No. Requirements Design Input No. Items
14 . AU %|Req - Ruby - 21 Req - Ruby - 21 - 01 |[UR Y 5T DA ERE UAIIZRI XY NEHEEHE ( K14N0234 )
IR NEE
15 . £E#H/ |[Req-Ruby-22 [REEEEBAKTS00A/3FEZRELEEEN TEB L, Req - Ruby - 22 - 01 [BL&E M BREcHEART500A/3 F. FITFCHEZREL LRFTETS,
it TR2RSE
Req - Ruby - 22 - 02 [®&ERRfR IRFEEBARTS00R3F 2 EL ERERRE TS,
16 . &%/ E%|[Req - Ruby - 23 Req - Ruby - 23 - 01 [RREICHABLATIE H—EZRABEIE, PC
Req - Ruby - 23 - 02 |RRIEHERE B+ 7/ LAERERREE®E (K12N0097A ) No.03-03-02
Req - Ruby - 23 - 03 |@ERDRE EL 7/ AEREEREERE (K12N0097A ) No.03-02-03
Req - Ruby - 23 - 04 |[EXERRE B+ 74/ LERBERREEXE ( K12N0097A ) No.03-03-04
Req - Ruby - 23 - 05 [RREEAR—Z TREBABROZETI—HFX T2 AR,
BIES0OMmMMA £, HME : 20mmBA L, M@ : 50mmBl k. A : 200mmil £
XEEEIC R FARE (FEREICKVIEKAR—A20mmER )
Req - Ruby - 23 - 06 |Ri& LK BN ~ BRI NETIH~ 3 H (EREOBBEIERBEEEEV )
17 8%/ X2 |Req-Ruby-24 (XD FFUABMEN BB E. Req - Ruby - 24 - 01 [ XY FF Y AAR—RA BIE1000mmEAE, BME : 600mmIA L, ZME : 800mmilE, &M@ : 800mmEALE DAR—ATXZ T+ AT,
T+ ABEE
Req-Ruby-24-02 [XVTFFUAICKERATE [H—EARABEEIE, PC, USBXEY
Req - Ruby - 24 - 03 [X>FF+ > ABORBE( WERON—Y R, BERHDVRT Y —RRARE
Req - Ruby - 24 - 04 [EHAX> T3> AERH 1ERFBOERX D TFVAFE
Req - Ruby - 24 - 05 | X2 7> A#EE KENZILHSEEOX T ATHE
REPRERBITEXCSVTEY—EAPCEREA
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Ruby Specifications

Architectural Comparison between Ruby and DRYPIX 7000

¢ The recording synchronous heat development system is employed with the specified
conveyance layout in a same manner as DRYPIX 7000.

+ Up to two (2) trays can be mounted for future additions.

* Released films can be accessed from all directions (from three directions except the right
hand side, when a sorter is attached).

+ Jammed films are removed from the front, top or right side face.

e Control boards and power supply system shall be placed collectively to the lower part of
this System.

« Optional sorter can be attached to the upper part of this System.

+ Combination of adding parts and mounting a vibration proof platform can give to

harmonize with the required conditions when loading this System on a mobile.

m  Indication for Use

Ruby is indicated for use in providing diagnostic quality medical images on film for aid in
physician diagnosis, including the printing of images and associated identification information
from various digital imaging source modalities, including but not limited to, Computed
Tomography (CT), Magnetic Resonance Imaging (MRI), Ultrasound, Computed Rdiography,
Digital Radiography, Digital Mammography and Nuclear Medicine.

Supplement



@l FUJIFILM Fuji Medical Systems, USA

I&I-Imaging & Information

Substantial Equivalence (SE) Feature Comparison
DRYPIX 4000 to DRYPIX 7000 & DRYPIX 5000

Parameter

Fuji DRYPIX 4000

Fuji DRYPIX 7000

Fuji DRYPIX 5000

Light source/modulation

Laser diode
Direct modulation
Thermal (dry) developer

Laser diode
Direct modulation
Thermal (dry) developer

Laser diode
Direct modulation
Thermal (dry) developer

Throughput 115 films/hr (147x177) 180 films/hr (14"x177) 130 films/hr (14"x177)
170 films/hr (10"x14”) 240 films/hr (10"x14”) 180 films/hr (10"x14”)
200 films/hr (8"x10") 180 films/hr (8"x10”)
Film type Fuji dry imaging film DI-HL (blue|Fuji dry imaging film DI-HL (blue|Fuji dry imaging film DI-HL (blue
base), DI-HLc (clear base) base), DI-HLc (clear base) base), DI-HLc (clear base)
Film size 14"x177, 14"x14”, 10"x14”, 14"x17”, 10"x14”, 8"x10” 14"x17”, 10"x14”, 8"x10”

10"x12”, 8"x10”

Film holding capacity

150 sheets + 150 sheets
(2™ film tray optional)

100 sheets + 100 sheets
(2", 3" film trays optional)

100 sheets + 100 sheets
(2™, 3" film trays optional)

Film loading Daylight loading (no magazine) |Daylight loading (no magazine) |Daylight loading (no magazine)
Sorter Yes (optional) Yes (optional) Yes (optional)
Sampling raster 100 pm x 100 pm 100 pm x 100 pm 100 pm x 100 pm
50 ym x 50 um 50 um x 50 um 50 um x 50 um
Rasters of main and auxiliary | 10 pixels/mm 10 pixels/mm 10 pixels/mm

sampling

20 pixels/mm (50 um mode)

20 pixels/mm (50 um mode)

20 pixels/mm (50 um mode)

Maximum number of recording
pixels

3520 x 4280
5080 x 7200 (50 pm mode)

3520 x 4280
5080 x 7200 (50 pm mode)

3520 x 4280
5080 x 7200 (50 pm mode)

Time to output 1% film

80 sec

65 sec

65 sec

Effective Gray Scale 14 bits 14 bits 14 bits
Maximum Density (Dmax) 3.0 to 3.6 (configurable) 3.0 to 3.6 (configurable) 3.0 to 3.6 (configurable)
Film density control Yes (Auto) Yes (Auto) Yes (Auto)

Gradation curve variability

8 independent types selectable

8 independent types selectable

8 independent types selectable

Negative/positive selection

Yes

Yes

Yes

Black/clear border changeover

Yes

Yes

Yes

Format

1,2,3,4,6,8,9,12, 15, 16, 20,
24 or mixed 4, 25, 30, 35,
36,42, 48, 49, 54, 56, 60, 63, 64

1,2,3,4,6,8,9,12, 15, 16, 20,
24 or mixed 4, 25, 30, 35,
36,42, 48, 49, 54, 56, 60, 63, 64

1,2,3,4,6,8,9,12, 15, 16, 20,
24 or mixed 4, 25, 30, 35,
36,42, 48, 49, 54, 56, 60, 63, 64

DICOM capability

Yes

Yes

Yes

Size (uWu X ndu X uhn)

630mm x 600mm x 1100mm

735mm x 680mm x 1240mm

735mm x 680mm x 1240mm

Weight

150 kg (330 Ibs)

200 kg (440 Ibs)

203 kg (448 Ibs)

Power

100-120 Vac, 12A, 50/60Hz

200/220/230/240 Vac,

100/110/120 Vac, 12A

200 to 240 Vac, 7A, 50/60Hz

11/10/9.5/9A, 50/60Hz

50/60Hz






