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value from Innovation

Multi-LED Endoscope System
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Multi-Light Technolo
-Ligh hnology
This technology ehables creation of images suitable for
intended purposes through image progessing combined with
accurate control of intensity ratio between hu!tiple lights.

It uses white light to deplct subjects in natural colors as well as
short wavelength light for higher contrast of fine vessels and
structures of mucous membrane surface fayers

create sharp images.

By adding signal processing to the images obtained through
these lights, it is possible to provide not only vihite fight irmoges
but also LCI/BLI images.

- Bright, sharp, and stereoscopic images are accomplished

_with stmilar color tones to Xenan light source,
Megapixel CMOS caables high-definition and auite
low-[evet nolse compatible,

Spectrum Blue
Profile :

Blue-violet -
A

mucous

image
surface 9

Processing

T mucasa

vessels




LC1 woutd be helpfut for detertion with surface -
pattern and vessels.

. High contrast images sitable for ohserving ©
. ST . microvaseutar and microsurface pattern are provided.
slight cotor difference is visualized with L - B e e T A
natural tone, using “Red” component. o

Blue-vialet
Blue-violet

4 Blue

{5
Green

Green: -

Image
Pracessing

lmage
Processing

\ Energy-saving and long-lasting
: : : = © . LED light source
S_t:ort’wavelan_gth ’ _Wwhen ¢omparad Yo standord ¥enon light spurces, the
\Light information w—— LED tight soure™ tontumes about a third of the ¢nergy
e " xenonlwp BoBF : and lasts longor, Life time of the LED ight s experted for
e K e ) > e years aved on Fujiilm evaluation condition. Iateisity
\White _l.lght s f R 7 AT B ! quaifies that of 300W ¥enen lamy.
-informatian o - fod is1. year after date of puichasy.

LED Loy

ZOA0ATE 6 A
Expocted lifetime




Five features to facilitate smooth examination

E Megapixel CMOS + HDTV output

High-definition images with

guite low nolse level are established

by Megapixel CMOS sensor.

it allows superior visualization for Full BD display.

AL

Full KD display

2 | G7 control portion

G7 control portion Is developed from
ergonomics point of view.

Scope has a rounded surface to fit the hand,
and button layout makes intuitive
operation possible.

Labefs attached to the controf portiog;

... which show the. medel nvrohse aod 910
instrument channe! inlet size.

& MEDICAL 44 A
S%i!\/ﬁ@décat Pulbslic Company Limited -
Use 1088l wiids $1rg {uHmG )

3] One Step Connector

" .
with Contact-free Technology Contactsfge.. Technology. oo WY

2
WU
K

This's the generic name of belew 3 points. it means connectors
do not need Lo touch to transmit power and image data.

By this technology, durahility and reliability of scapes

is expected o improve.

b Power feed: Wirelass electrical supply *a
¥ Image transmission; High speed optical laser % b
» Remote signal: Infrared {IR] LED ¥

Scupes can be connected to light
source in just 1 step operation,
Scope cable connection is no
longer required in setting up.
One Step Connector enhances
efficiency of clinical workflow,
Conventional scopes can also be
connetctad,

SE| Medical Public Cormpany Limited
08BN wadla wara daia (urau
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Pravrer Supply

Volrge 10310 240 ¥~
) f-aé'q‘uem;y" ) EE0HE .
Cutreitl consumptien 20-10 A

Size

Dimensions (WicH«D)

3652210485 mm Uncluding projecticn)

Veight

150Ky

Category of medical
elecide equipment

Typé of proteciion against eleciri shotk

Class | equipment

Dagres of protection avainst electric shock

Type BF applied part

Degree of explosion protection

' Prohibited B unygetericl eaviroranant/ fzmanable gas atrnosphere,

Mumination tource LEDY "7“‘?@
e v L3 WDk 1, e ¢ 1
-—L')igi:al HDTY pvikDi2
_C“ oo " T —Eliaﬂ;r‘;:-;;l\;d,aleg\. l?!_u 'f;igfom'z.x:ln;}Iﬂ_ﬂ_l_elx'fél.s'ﬁ Ip%ﬁ}; % ’J‘]‘;‘F )
Lolof agjussment Red Hué I nine fodeds (M3 toY4). L

Centrast i three levals (1 o 1), )

Aid birightness

This funcion increases the brightness fevel of the area where tight hardiy reaches
in the observation screan.

e noise reduction funclion raduscas noise on the image.

Halse reductlen When neise reduction is apflied, the fallowing ndication is displiyed on tha screen.
) MR White {Low), Gren (Mid} of Yejtow (Highi ’ :
Function to control tha rereen brightness,
Onseivation his mada AVE {cantrols brightness on the entlre scraen), PEAK (comtrots brightness in
highlighs areast, AITO [seis average of pealirs autamatically]
Sfiseitsre emphasis Funétion to adjus the sharpuiess of the sulbjact struciure,
_1 ; K GFE/ 14243, Observation modes can be switched
Biuminalion modle Ly pressing the luminatidn mede Butian,
Flectronic zoom %406 to ¥2.00 (0.05 steps)!
Freeza mode Function to fresze the pndoscopic images.
—-_T;WWMW.'— . - T e feast Dliserat Image within the spedified szcond czn be obtained. T
Shike Radluction Hodz  hilblensoven leveis 010510,
o . T Thge foliing settings can be reset tu theil defauits, _"_-M"%M_—N_'__NWWAw T
Resello defauln «Color Adjussment » Special Light Cbservation + FICE-Lap Time » The light intensity of the light
Aamale control Fujifilm specified perigherals can be coptroled,
: ' A it of 43 patleats cal be registered,
Patient infornation Exacs Mo, Patient 1D, Patient Hame, Sex, Age, Date of irth,
t4assage, Procedusé noma, Doctor nane ‘
[rata displey Recording status Dighat prinites status, shoating ctunter, number of recordable images in intenal storage device
I B B e o e
mage qualysiog ol o i oo bt speco g s on s FgiRa,
Index Image wi{in AuiHD i nitor is conneciod and the sereen tesalution is set to FUllHD, the last
B " - v - . [purindeximages swed in the internal slorage deyligfore dllmjafed. ”
£xternal storage device iVi\!TsN ;iiﬂ_&hi}m@@%ubﬁn N-SW:ZPMERE‘HMHS-W16‘{43‘5;&1’ i
Iraage tacording toage compressian rale SEl Medical Public Cympany, besiteds, 110,420

T Ty — S toaFto oA TGS

Hember of recordable imges
ninternal storage davice

o) Qula — N
AR t’fzﬁ%ﬁ.ﬁm&mmmcmom&mw&:-s,s«mm-~»»-='-W§j%’«

1 The zoam sathe of some 530 sedes scapes bs x1.00 la x1.95.

2 Congerping othes erlernial storage duvices, please contact your e

-3 The number of recordable inages varies depending an the ype of image.

Product name: Protesior
GMDH, 34444

Generic name Crdoscople light souice/proressiog unlr

preserdative or local dealer,

et "
?N“{f’&}."...........u.........m.mw.“m.....i’iﬁi"‘m

Easy-lo-maintzin design employing
the dustproal filter which can be
affordessly removed for cleaning

5 FMIFILEA EHDOSCOPE SYSTER



GAGTROENTEROLGGY

ELUXEO'Lite

ViDEO PROOESSOR WITH BUILT-IN LED LIGHT SOURCE

i P o'
The ELUXEO™ Lite EP-6000 combines a refiable 3-LED light source with a processor that enabies you o make use of the many

features provided by Fujifin’s wide range of scopes. Combined with the 700 serles the innovative visualisation modes LG {Linked
Colour Imaging) and BLI {Blue Light imaging) are available.

Due to the use of econcmical LED lamps with a long churability this system is very eco-fiiendly. It la also compatiole with the 600 and
500 series of scopes. The ELUXEG™ Lite EP-B000 creates quallty images and videos displayed In fult HD an the monitor. Autormatic
back-Up mode for data storage is integrated and the processor is also DICOM compatiole.

Avaliable ebservation maodes

W!1ite _5-.!'911{ SL[ Lgi FIGE
{700 systerh seopes RN - JREUUREY - BN - I e
#00 /600 system scopes L] @

'i_._igm sdurce :

¥ High, 'uud Low, ou' ’5

Ccampaumeccopes "“*760, 740, 720, 600, 580, 530 series® -
‘l Cuput OVI-D %2, RGB-TV x1, § VIDEO x1, VIDED x1
; iniéfnéiﬁmrﬂdt",r 4GE noae '
Exlarnal fematy USSB Flash Drive
Power rating - 100-240V 50/60HZ 2.0-13A"

Dimengions (W xHX G} 395 x 210 % 4BSmm {includmg pru)ecllon)
Weight ~ .15, Okg

|Opticpl radintion safely  Class 1 LED product

aufhu e ﬁ;n{aa EG-530UT, £G-630UR2 and EG-S30UR

DO SN ......,.,...N%EJ

. e
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Design Award Winner

 ELUXEQ™ EC760ZP-YM

reddot design award
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FUJMWFILM

value from Innovation

The ELUXEOQ™ 700 series of Fujifilm scopes with One-Step Connector and easy-to-control G7 grip
is designed to lead you efficiently and effectively through your examination.

The One-Step Connactor an be plugged in easlly and the 700 series endoscopes are the first to incorporate an integrated wireless
power supply that provides high speed transmission of data. The new design helps to simplify the cleaning process anc also reduces
the potential for accidental damage,

Gails for
witgless

ﬁ
e

Eg 4 A
MEDICAL D38t

SE! Medical Public Company Limited
%3- s
j AT

uSdn wadlo Wwhds dadn (urngy )y £
T DALY BPRACTICE (¥
in closa cooperation with leading endescoplsts, Fulifilm has renewed the layout and Sizeaﬁ%hcmp@nant»s-af«‘rhecmtro‘l‘p‘drﬁtih"an
répositioned the angulation knobs to increase accessibillty from the grip, The G7 grip Is designed to have an easy and comfortabls
feel that optimises performance and minimises siress during clinical procedurss.,

by .
R

gl

. .
kn.‘osoo‘v‘pO'w«ﬂu.ﬂdrnYt&O(Q prs

07 GRIP FOR GRTINR

L

1 Colour of G7 contral portlen Ezch 700 series endoscope displays the

2 |dentification colour of working informatlon reguired to choose compatible
channel slze accassories, which helps to facililate

3 Working channel diameter on-the-spot decision-making.

4 Corporate brand logo

5 Model No,

-:gfgﬁN. . ?%%%§é$ S{EE;E: ?;

s

Sl MEDICAL
ST Medical Public Company Limited
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GASTHAOENTEROLOGY

The 700 and 600 series CMOS endoscopes with a full digital processor realise advanced

observation and diagnostics. L
P2

OVER MEGAPIXEL CMOS IMAGE SENSOR PRODUCING SUPER-HIGH RESOLUTION IMAGE

With over Megapixel CMOS image sensor, 760 end 500 series endoscopes produce super-high resolulion images, while the
leading-edge CMOS technology realises less noise and briliant images. The CMOS image sensor can changs the analogue signal

1o digital In the tip of the scope, During transmisslon, the digital signal s much less affected by nalse from ouiside, snabling
advanced observation and diagnosis.

a . .,':W %
M cuspenosrpessnsmnussnsesest QN.
. y
& (I8
ICAL AADosvaarersrmimeresmmneseres A
CLOSE FOCUS ENHANCES IMAGING FOR BIAGNGHS. nd y L
The high performance optical sysiem enhances G@%lPBémlB%%l‘sf"ﬁbeﬁuéaﬁ%ﬂN'ﬁﬁ 4 6_'2‘ﬁ‘l'ﬁil"f'ﬁé"f6£;h e e

image has been improved, minirmising distortion in observaticn of a jumen. The combin{@t'ion of the Megapixel CMOS image sgneorn-

T

aeves

and thie high performance optical system assists various obgervations ranging fromeeiiaEupte aistant Views.

i Company Linited

-1 aedicat Publ
SE] Medics gict (k)

uSdn wadlo wiaAn
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FUJFILM

value from Innovation

ANTI-BLUR FUNCTION ‘
This function extracts the best still image {rom muttlple images lo offer the sharpest and clearest every time.

Freezing the image during the exarnination:

Automatic selection and display of the shampest naga
A sequence of Images [s always keptin the background

fedture a waler jet function which aids
visualisation for both diagnostic and
therapeutic procedurss,

fin

penvnolrenpreoopusunTEREE

P MEDICALY | &
) Sglfﬂedicai Public Company Limit- gg.wg,_,m.,,,.....".,.........,...“........w..
AUTO PHOTOMETRIC CONTROL ugdh adla wida drva (ue

The automatic photometric moda optimally adjusts the lighting In accordance with thétﬁ%mmgeﬁ{he erndosco :-pmrmng%ﬁ v

with a well-balanced plcture, whether close-up or distant focusing, so you always get optimally iluminated images.

PRV

Distant fosus
» Avaiiable with the 700, 600 and 600 serfes endoscopes.

Close Focus

19
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GASTROENTEROLOGY

UPPER GI ENDOSCOPY

Y
ELUXEO" \/lDEO GASTROSCOPE

bl 2

%I N5 ~LH

This routine gasufoscopa from the ELUXEQ™ 700 series ks equipped with GMOS technology and provides HD images and videos for
daily practice. Clase Focus allaws observalion from as litie as 2mm in depth.

Fisld of view v

I
Qhbservalion range i _‘T m‘w;r
S e : T 100" RGHT
Panding cdpabilly . i ]

‘

Dislal ond diamater

" Flexibla péition digmeler gkt gtide

Wc:rklng chunnel daama!ar
‘Wo:k;ng ength
Totatlengih

Cligoctos T

Pt gy i J’{

Vater 2t nwdie

ke Srmnoal

1,400i1m°

2 lmage aren, forceps ealry pocitiont
X yenler el posiion

cal Magnifioation

This zoom gastroscope features the well-known 136x Mulil Zoom which leads to clear and more detalled visualisation, allowing

deeper analysis of mucosal structures. it has a small bending radius and simifar functionality 1o the routine gastroscope including
all features,

v
q\l%@ wren ;---vconhr-d(-‘amgl‘o.nlau nuvwnn- fi““?}

o / o2 %} e L5t
Ry :wa.,,m.,..,....'..% *“I.m.,,.,,.‘;,wmw*ﬁ i
- Fo L
anatiml g;L\A\ 00°. -l T

Brma

-

& ¥
SEt Ll auads
ms\g%%ﬁd"*g% ?E‘*C Coppay Limiter & wm, remnssiarsssresnrae Tl avd VIR
3 . .
Fiexitsle porilon dl:nnelcr'Pé 89% Qm}\( e ; Cpntee s Wates Rl NG
Working channel diamelor 2.8mm ‘No}ji BTTIRA it f,..."':}’ﬁ“? el T
Working ength N ‘iOOmrn : a
Tatal leng.h 1,400 mm r Image area, foiteps enlry foeition
: & waler |21 position
Standard Bending Radivs ) Small Bendlng Radlus

NESS——

The EG-760Z features a tight bending
section radius with improved anguiation.
This allows the endoscope to approach
the largeted observation poinl and lesion
mora easity and with iess effort.

Observation point Observation point
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== Blopsy Forceps
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fens Cleaner
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When the power source of th

7.4 Supplying Power to the Equipment

is product is switched on, the EXAM. button and "ACTIVE® light blue.

THIES + When the scope Is not connected, {

he EXAM. button and “STANDBY" iight orange.
Connect the scope, and then press the EXAM. hutton.

. After turning on the equipment, it takes about 15 seconds before the screen is
displayed on the monitor and 60 seconds before the examination can be started.
Displayed images do not undergo image processing intil “"ACTIVE" lighis blue.

« Even after turning on the power, do no

t connect the endoscope while the startup

progress bar emea® is displayed at the upper left side of the screen.

« Do not operate the scope switch unti “ACTIVE" lights blue.

« If the equipment is turned on without the endoscope inserted, the air supply pump
stops automatically.

Press the Pump button to make sure th

"L"! Off, and “H".

EXAI i,

SIARLBY

ILLUML

NETWORK

7 ;}%

SEI Medtcal Pubiic Company Limited
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Praguct Name'

D1<p$ay8 a
Syppbﬁ Gélur
Resohution, .
Vigw Angl
Brightness
Contrast

Ingud Signal Intetace,

Output Signal Inleriecs

‘ F.rbduci N'.éme. '

Display Size
Support Qolnr
Resolution
View Angle

Brightness
Conirast

Input Signal Interface

Cutput Signal Inlerface

15" Endoscops
Medical Display
15"

16.2M

1024 » 768

{70° Tyﬁ

350 cdim? Typ,
25001 Typ.

DVI-D: 24 pin
VGA: B-5ub 15 pin
CYBS: BNC
8-VIDEQ: Oid
YPbPr BNGHS
REBS: BG4

-0 24 pin
CVBS: BNG
S=VIDED: Diti4
YPhPn BNC*3
RGES! BHCH

42 Surgical
Medical Display

4z

1.07 Billon

1920 2 1080

178" Typ.

70 edim? Typ.
1300: 1 Typ-
DyI=D: 24 pin
YGEA: D~ Sulx 16 pn
CVBS: BHNC
S-VIDED; BINS
YPbPr: BHGT3
RGBS BHC*
3GHNR-ELLBNC
Fiber: FC{Optonall
DVi-D; 24 pin
AGHR-BDLBNC

19" Enduscope
Medical Display

197

16,70

1280 2 1024
T8 Typ.
200cdim? Typ.
1000 4 Ty

DVi-D: 24 pin
VGA: D-5ub 15 pin
CVBS: BNC
S—VIDED: D4
¥YPLPr BNC'3
RGRS: BHG*A

DVI-D: 24 pin
CVBS: 8NC
S-VIDED: DIN4
YPBPr: BHC*3
RGBS: BHMGH

Medical Display
55"

1.07 Billion
1920 % 1080
1784 Typ.
F40edim® Typ.
4300:1 Typ
V-0 24 pln
ViGh: D- Buh 15 pln
CVBS: BNC
S-VIDED: DINE
YPEPr BNC™S
RGBS BHC4
AGHO-SDIBNG
Finer: FG{Optionai)

DVi-D: 24 pin
IGHR-SDEBIHC

24 Endoscops
tedical Display
24°

18,7M

1920 x 1200

178" Typ.
sonedsn’ Typ.
1000: 1 Typ.

ovi- D124 pin
vGA: D-5ub 15 pin
GVES:BNG

8- VIDEG: DI
YPbPr BHC'

RGES: BN
Fihar: FC(Qplional)

DVI-D:24 pin
DSV

pro

rofeM

va glass, wilh

Sﬂl’d&&@h%ﬁ@‘ﬂampany E’"“""%N"‘del veser

26" urgical
Medical Display
26"

£ 07 Billion

1420 x 1080

178° Typ.
450cd/m? Typ.
1400: 1 Typ.
DI D: 24 pin
Vi3A: D-SUb 15ple
CVRS: BNG

S VIDED: DINA
YPper BHGS
RGBS: BRC
AGHD-SOLEAHG
Fiber: FCIQptions)}

DVE- D 2490 T W RCICA I Sl
3GHD-80L)
Desv - [;{C l\/\/

@
LI JUPEPRY TYL LA

] \E iNCA
L I FRPSIEEL

CVBS. BNC
S-VIDEQ: DIt

lrmnal
prole 1 ve glass

FEEAYREER HlaaR St {uniau )

580 Surgical -
Medical Display
55"

4.07 Bitlion
3840 x 2160
178" Typ.
700w Typ,
14002 1 Typ.
Dvl-D: 24 pin
VA D-Sul 15 pin
CVBS: BHC
S-VIDEO: DItk
YPoPr: BMC3
RGBG: BHNCA
IGHD-E0LBRG
Floar: FC{OCptional

DWVI-D: 24 pin
BGHID-SDESHG

%

4% Surgical Medical
Display
27
1.07 Billien
3640 x 2160
178" Typ.
750cdint Typ.
1400: 4 Typ.

DVI-D*1(SIngle fink)

DVI-D*1{0ual k)

26" Surgicsl
Medical Display
28"

.07 Bilion
1020 % 4080
78° Typ.
Q00cd/m® Typ.
1400: 1 Typ.
DVi-D: 24 pin
VGA: b- Sub 16 pin
CVBS: BHG
S-VIDEO: DI
¥YPEPr BNG™3
RGBS BHC*A

GHD-S01.8MG
Fiber: FG{Optional}

Wilh professional
proteclive glass

arevit
.*»-¢es¢..--r-¢ .

4K Surgical Medical

Display
atq"
4.07 Gllion
4096 x 2160
178 Typ.
sz6cdim’ Typ.
15005 1 Typ.

DVI-D: 18 pini24 pin*1
D!sptay Pon 20pin*4
3G

MEDICAL

S A Pabille l’nmp%\r’ lpi?m
IRIEREG weAD $ih urnuuta\l

Wilh professional
prolaclive glass

\With professionat

pratective gless

are
uu-en-nn.-e- ¥

E;I“ Surgtcst.
Medical Display

g
107 Bzi |on .
1620630 ¢ 1.z
78 Ty,

700 edir Tyvp.

4500: 1 Typ.

RV SR X
YGA D= Eith 18 pin h
CVES: BNG

S- VIDED: DIF

YPpRr BNC'S
RGBS BMG*

ABHD-SOEENG

Fiber FCOpt

P AT

DVED: 24 pins S5 -} ]
SGIHD—SDE B[%?

DCsY g;i“ﬂ"l!’;}

epeveEte?

WETu

yad

S2TAT with touch suppar%
$274F wiln p

e optBtStiive glass

: 4K Surgic. Medk.al
Display

55"

4.07 Billion
3840 x 2160
178 Typ.

708 ctdime Typ.

1400: 1 Typ.

DVI-D: 18 pinf24 pin®1
Dispiay Port; 20pin*1

3G-SDI: BNG™6
HDMI; 2.0 pin” §

BYI-D: 24 pin
3GIHD -SDYBNG

55581T wilh louch support

BEACON
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. Deulsche
© Akkradiierungssielie
B-2h-11321-01-00

Certificate

No. Q6 022397 0008 Rev, 01

Prodyet SErvies

Holder of Certificate:  FUJIFILM Healthcare Manufacturing
Carporation Sano Office
70¢ Konaka-Cho
Sano City, Tochigi
327-0001 JAPAN

Certification Mark:

(uvand comips-sert

Scope of Certificate; Production and Distribution of Endoscopes and Ultrasonic
Endoscopes for Medical Use, Medical Imaging Equipment,
Light source of Medical Endoscope, Endotherapy devices,
Overtubes, Components and Agcessories for Endoscopes,
Ultragonic Diagnostic Imaging Equipment, Ultrasonle
Diagnostic Probes and Balloans,

Tha Cedification Bedy of TOV SUD Product Service GmbH cedifies that the company mentioned above
has established and is maintaining a quality management system (excluding subclause 7.3), which
meets the requirements of the listed standard(s). All applicable requirements of the testing and
cedificalion regulation of TUV SUD Group have fo be complied with, For detalls and cerlilicate validity
see: www.luvsud.comips-cert?g=cer: 06 022387 0008 Rev. 01

woll
BB, e vereseeresrsrssessarsnssrsesonsessss RO
Report No.: i y e or .
g A9TD e (v e rerieenaeneee LU
vaiid from: MERICAL AR e rrerenees ceeeeseeaens oo Wy
Valid until: SEI Medical Blis Cogunpy Limited

uEUn wadla WEAr dao (urwu ) " )

c @:L\/

Daie, 2023-08-30 Christoph Dicks
Head of Cerification/Motified Body

@:. — g
WL 'za B
i ; - [ S |
o RMEDICAL
SE} Madical Public Company Limlied:
véun 1padTo wdse $16a (UHBU )

2 ?f .
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Page 1 of 2 £

TV SUD Produsl Sewvice GmbH » Cerdificalion Body » Ridiersiralbe 65 - B0339 Munich - Germany
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. Deutsche
- Akkreditiezungssielie
DZM-13323.01-00

(éjDAkks

Moguct Senvioe

Certificate
No. Q6 022397 0008 Rev. 01

i Te . EN1S0 13485:2016
Apphed Standard(s). Medical devices - Quality management systems -
Requirements for regulatory purposes
(1ISO 134852016}
DIN EN 180 134852016

Fagility(ies): FUJIFILM Healthcare Manufacturing Corporation Sano Office
700 Konaka-Cho, Sano City, Tochigi, 327-0001 JAPAN

Production and Distribution of Endoscopes and Ultrasonic
Endoscopes for Medical Use, Medical Imaging Equipment, Light
source of Medical Endoscope, Endotherapy devices, Ovariubes,
Components and Accessorles for Endoscopes, Ultrasonic Diagnostic
Imaging Equipment, Ultrasonic Diagnostic Probes and Balloons.

TOY 80D Protduct Service GensH « Ceddification Body « Ridierstralts 55+ 80333 Munich » Germainy
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DAKKS - E_‘; 4
. Beytsch L
Ak;:lrégiit?erungs;telle ﬁ':if??: L

0-2M-11321-01-00

Certificate
No. Q8 015512 0098 Rev. 00

Holder of Certificate: FUJIFILM Healthcare Manufacturing
Corporation Minamiashigara Takematsu
Office
1250, Takematsu

Minamiashigara-shi, Kanagawa
250-0111 JAPAN

Certification Mark:

&
g e
B T ——
' w S A
i BT PO 4 Lt RN
WO

P AL m%&... ......... JUURTOTORRIRRTRREL I

i Aeva dana Lgrasy ) BEskeross

usdn wadloTHare 157 Clinical Chemistry Analyzer,
Densitometry Analyzer, Computed Radiographic
Equipment (Including CR Console), Workstations,
Medical Imaging Equipment, Ultrasound Diagnostic
Imaging Equipment, IP Cassettes for X-ray Storage
Media (Imaging Plate), Medical Imaging Piate,
Digital Radiographic Equipment, Medical
Endoscope and Peripherals, and Digital
Mammography and Accessories

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard{s}. All applicable requirements of the testing and certification
reguiation of TUV SUD Group have to be compiied with. For detaits and certificate validity see:
www.tuvsud.comips-cert?g=cert:Q8 0185612 0098 Rev, 00

Report No.: JAZ209B663
valid from: 2023-12-01 = %{E %
valid until: 2026-11-30 i -
AT s MEQ?C.‘\L
imtted
SEL Medical Dublic ‘_Cut'v pany L““\“
Date, 2023-10-18 S glo wada g (K1)
Ch®t ' E'irl k‘!
N TEARTINE
Ghristoph Dick® LI QE b

Head of Certification/Notifled Body

Page 1 of 2
TOV SUD Product Service GmbH » Certification Body + Ridlerstrafie 65 + 80339 Munich + Germany

Froduct Senvice

Scope of Certificate:st MPHR oY “*‘E‘fepl‘;?ﬁf ction and Distribution....wsw



(( DAKKS
., Deutsche
< Akireditierungssiclie
0-2W-11321-01-00

Praduct Service

Certificate
No. Q8 015512 0098 Rev. 00

Applied Standard(s): ISO 13485:2016
(EN 1SO 13485:2016/AC:2018, EN IS0 13485:2018/A11:2021)

Medical devices - Quality management systems -
Regquirements for regulatory purposes

Facility(ies): FUJIFILM Healthcare Manufacturing Corporation
Minamiashigara Takematsu Office

1250, Takematsu, Minamiashigara-shi, Kanagawa,
250-0111 JAPAN

The provision of Production and Distribution services for Clinical
Chemistry Analyzer, P Cassettes for X-ray Storage
Media(imaging Plate) and Medical Imaging Plate

FUJIFILM Healthcare Manufacturing Corporation
Hanamakl Office

2-1-3, Kitayuguchi, Hanamaki-Shi, Iwate, 025-0301
JAPAN

The provision of Production and Distribution services for Clinical
Chemistry Analyzer, Densitometry Analyzer, Computed
Radiographic Equipment (including CR Console), Workstations,
Medical Imaging Equipment, Ultrasound Diagnostic Imaging
Equipment, Digital Radiographic Equipment, Medical Endoscop
and Peripherals, and Dig‘lﬁ%ammography and Accessarieg ()
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No. 546 Ratchada One Building, 7th Fl, @af 546 01ANSSBO7IU BU 7 DUUSEOTILN

Ratchadaphisek Road, Chanlasem, Chatuchal, HUIOPLNS NG WODCHNS NSOINWURIUAS
T 1

Bangkok Thailand 10600 10900
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