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FUJIFILM

Value from Innovation

ColoAssist Adjust has been specifically developed for the 760 series colonoscopes. It features the Flexibility Adjuster
with different levels of stiffness as well as innovative Advanced Force Transmission and Adaptive Bending for improved
manoeuvrability and more patient comfort. EC-760R, EC-760ZP and EC-760P are equipped with ColoAssist Adjust.

L

aliff

The stifiness of the tlexitla portion of the
scope can be easily adjusted according
to your preference. This is helpful when
inserting the scope into segments such
as the sigmoid colon and the transverse

colen where the endoscope can rmore

smoothly follow the intestinal tract,

SAVANG J FORGE @ in deagp insertion

The flexible portion is designed to transmit the
pushing, pulling and rotating movements from
the hand to the distal end of the endoscope,
which provides enhanced manoeuvrability

inside the digestive tract.

:‘.
The end of the bending section is soft, -
L b

Without Adaptive Banding With Adaptive Banding

allowing the scope to follow the natural
contours of the intastinal tract. The flexible
bending section has been gesigned to

return more easily to its straight form after

passing through the tight curves of the
colon
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FUJIFILM

Value from Innovation

The ELUXEO™ 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.

l6

The One-Step Connector can be plugaed in easily and the 700 serias endoscopes are the first to incorporate an integrated wirelsss
power supply that provides high speed transmission of data. The new design helps to simplify the cleaning procass and also reduces

the potential for accidental damage.

Easy connaction
in one step

Interactive
communication

Ceils for
witaless Cptical lasar for
power supgly image transmission

In close cooperation with leading endoscopists, Fujifilm has renewed lhe layout and siza of the components of the control portion and

repositioned the angulation knobs 1o increase accessibility from the grip. The G7 grip is designed to have an easy and comfoitable

23

©2.0~022 028~032 @3i8~04.2

feel that optimises performance and minimises stress during clinical procedures.,

1 Caolour of G7 conirol portion Each 700 senes endost

2 |dentification colour of working information reguired lo choose compalible
channe| size accessories, which helps to faciitate

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

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

observation and diagnostics. 1.9 1.3

OVER MEGAPIXEL CMOS IMAGE SENSOR PRODUCING SUPER-HIGH RESOCLUTION IMAGE m
With over Megapixel CMOS image sensor, 760 and 600 series endoscopes produce super-high resolution images, while the

ogue signal

leading-edge CMOS technology realises less noise and brilliant images. The CMOS image sensor can change the anz
1o digital in the tip of the scope. During transmission, the digital signal is much less affected by ncise from outside, enabling

advanced observation and diagnosis.

CLOSE FOCUS ENHANCES IMAGING FOR DIAGNOSIS "”"i"-'*

The high performance optical system enhances Close Focus observation capability up to 2mm. The focus at the edges of an
image has been improved, minimising distortion in observation of a lumen. The combination of the Megapixel CMOS image sensor
and the high performance optical system assists various cbservations ranging from close-up to distant views,

B oo
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FUJIFILM |

Value from Innovation

ANTI-BLUR FUNGTION a8

This function extracts the hest still image from multiple images to offer the shamest and clearest evary time

Freezing the image during the sxamination Automatic selection and display of the sharpest imoge

A sequence ol images is always kep! in the background

1.5 ==
WATER JET FUNCTION _@
The gastroscope and colonoscope botn J

feature a water jet function which aids

visualisation for both diagnostic and

therapeutic procedures,

AUTO PHOTOMETRIC CONTROL

dea optimally

1 St AT : .
Distant focus Cilose Focus ¥ . "
* Avaitable with the 700, 500 and 500 series endoscopes. \ A il
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LOWER Gl ENDOSCOPY

ELUXE

I..l'l "Ll

() COLONOSCOPE =47

R IOT

FUJHFILM

Value from Innovation

@{i ?“‘z""";*f' E

With a wide field of view of 1707 as well as a large working channe! diameter of 3.8mm, this is the uliimate routine colonoscops,

It features the G7 grip and the Flexibility Adjust

and CMOS technology.
18 {

j.1o

1.4

ELUXEO VJDEO COLONOSCOPE ¢

L5 0 8 ) [

ar. In addition, it has a slim diameter of 12.0mm and includss a water jgt function

Fiad of view 170° 1.%.2 . s T

Omarmlion maige 2-100mm 1.8. 1 Bt : *
30140 1802/ Down 180" 1+719: 2 o )

Bardmg capatifify r g

¢ Fight 160°/Lalt 160° | .10, 3
E‘w&léﬁvla'jh‘lr"laiasr 12.0mm lsq i
Flexmmm damster  120mm |G .7
Werning channel danetsr 38mm . L9 K
Wiorkieg fergth 1.330/1,520/1,680mm 1,9. 3
1,650/1,840/2,010mm 1.9, 4

Tt eyt

‘ Iimige arna, Toroens entry Dotiuen I :l

h 1 J & wartar et poating
4

VYl / YL Optical Magnificat

The slim zoom colonoscope features the briliant and sasy-to-operate Multi Zoom with 135 x maximum magnification. Together with

BLI, axceptional details of the mucosal and vascular paltarns become visitile. Like the routine scope, it features the iull rangs of

funictionalities including flexible adjustment sven with the slim d

WIDE 170° FIELD OF VIEW
With  video
a wide 170° fiela of view is availlabla, Even

colonoscops  EC-760R,

areas that are hard 10 observe, such as
the everse side of fclds, can be visusalised

more gasiby

lameter of 11.8mm.

Mormal 140°/ Close 567

1.5=-100mm
Normal 3-100mm
Close 1.5-2.5mm
Up 180°/ Down 186"
Right 160"/ Laft 160°

{ il 11.7mm

Fighd ol vigw

Dnpmeryation rangg

Eending capabulity

ndiarreter 1L.8mm

Vidoariap arek gearneies 3.2mm "
1,330/1,690mm el
1:880/2.000mm r ‘ Image ama, lorcnp eniny potmion

k 3 J & water ol pogitaon
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Channel Cleaning Brush
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ZERTIFIKAT & CERTIFICATE ¢

¢ CEPTU®UKAT & CERTIFICADO ¢ CERTIFICAT

oo
({ pAKKS e
Deutsche
Akkrediterungsstelle Ei
D-ZM-11321.01-00

Certificate

No. Q6 022397 0008 Rev. 01

Holder of Certificate:  FUJIFILM Healthcare Manufacturing

Corporation Sano Office
700 Konaka-Cho

Sano City, Tochigi

327-0001 JAPAN

Certification Mark:

: A

by s coM py-Lart

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 Accessories for Endoscopes,
Ultrasonic Diagnostic Imaging Equipment, Ultrasonic
Diagnostic Probes and Balloons.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned above
has established and is maintaining a quality management syslem (excluding subclause 7.3), which
meets the requirements of the listed standard(s). All applicable requirements of the testing and
certification regulation of TUV SUD Group have to be complied with. For details and certificate validity
see www luvsud.com/ps-cert7g=cert. Q6 022397 0008 Rev_01

Report No.: JA2081829
Valid from: 2023-10-01
Valid until: 2026-09-30
C .®;L\/
Date, 2023-08-30 Christ ph Dicks
gad 0 i on/Notified Body
, MEDICAL
SEI Medical Public Company Limi
uiun 1aa§lamnﬂn€£1i~.:(u:,l.;‘_l‘; S - i
B ol L) v I
(i“lee nfad MEDICAL
;- t SEl Medical Publi (m
Page 1 o 2 i a lic Co y Limited
TUV SUD Product Service GmbH » Certification Body - Ridlerstralie 65 - 80238 Murnich « Germany o f warAa 110 ( uneu )
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Peytsche
Akkreditierungsctelle

0-In-11321:01-00

Certificate

No. Q6 022397 0008 Rev. 01

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for requlatory purposes

{(ISO 13485:2016)

DIN EN ISO 134852016

FUJIFILM Healthcare Manufacturing Corporation Sano Office
700 Konaka-Cho, Sanc City, Tochigi, 327-0001 JAPAN

Production and Distribution of Endoscopes and Uitrasonic
Endoscopes for Medical Use, Medical imaging Equiprment, Light
source of Medical Endoscope, Endotherapy devices, Overtubes,
Components and Accessories for Endoscopes, Ultrasonic Diagnastic
Imaging Equipment, Ultrasenic Diagnostic Probes and Balloons
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ZERTIFIKAT & CERTIFICATE ¢

(( pAKKS

Deutsche
Akkrediderungsstelle
D-IM-11321-01-00

Certificate

No. Q8 015512 0098 Rev. 00

Product Senace

Holder of Certificate: FUJIFILM Healthcare Manufacturing

Corporation Minamiashigara Takematsu

Office

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

Certification Mark:

tuvsud com/ps-cert

Scope of Certificate: 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, IP Cassettes for X-ray Storage
Media (Imaging Plate), Medical Imaging Plate,
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
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www tuvsud.com/ps-cert?a=cert: Q8 015512 0098 Rev. 00

Report No.: JA2098663

Valid from: 2023-12-01

Valid until: 2026-11-30 ) S E i
MEDICAL

Date, 2023-10-18 SEI Medical Public Company Limited
c usdn 1oaslo wada dania (unawu )
Q *‘1.';‘3 s
“ gm §
Chisopn D .:i LU0 % SEI

Head of Certification/Notified BcHly
MEDICAL

SEI Medical Public Company Limited
usun wadlo waaa 9180 ( ymsu )

Page 1 of 2
TUV SUD Product Service GmbH - Certification Body - Ridlerstralle 65 « 80339 Munich » Germany (ﬁ? g



(( DAKKS

Deutsche
Akkrediterungsstelle
D-ZM-11321-01-00

Certificate

No. Q8 015512 0098 Rev. 00

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

Medical devices - Quality management systems -
Requirements 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, IP Cassettes for X-ray Storage
Media(lmaging Plate) and Medical Imaging Plate

FUJIFILM Healthcare Manufacturing Corporation
Hanamaki 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 Endoscope
and Peripherals, and Digital Mammography and Accessories

-
=1
Q
™
-
(o =
Lid
Q
\ 4
(=]
a
L
Q
T
-
oc
L
(&
4
b
(-4
-4
=
©
=
-
a.
Ll
(]
L 4
#n
s

&

732
AR

.‘ MEDICAL

=1 Medicol Public Company Linited
uidn waslowdda 'f.\ﬁ'n {unrau)

i = SR S

duwnned,

SEi
MEDICAL

‘\I_-IhMedim{ Public Company Limited
UsUn wadlo wada §ira (m@
Page 2 of 2 1‘

TUV SUD Product Service GmbH - Certification Body - Ridlerstrale 65 « 80339 Munich » Germany ?‘?"“

ZERTIFIKAT & CERTIFICATE ¢




SEIMEDICAL PUGBHIC COMPANY EINBHED Ugl:;l'l la?TﬁTa luﬁr_-‘i'a fhn"o (UHWUH)

o Baitelads OnicBialiican 7 A : v
a\. 3 Murchaay Qi Buiing, it Fl 1anl 546 01A1SSEAIU SU 7 SUUSEOINIEN
: wdanhienk Hed € ek cwin cre bl i
.,.||rh.-.1.:.r J..,q-.. ko] Chardhasian, Chatoe bak, HUISURSINUY WOS0TNS NSAUNWUHILAS
Hanghak 1000, Thailad 10909 :

MEDICAL

@uniFamE 0107566000607 (Fnihowil:
wind : 02 561 3694

ufl 11 Ausnbw 2567

d el et
a3 veiusesngAinIumg
Sou drrmuassnisumanaTasamilznenmatanniaing (e-bidding)

- =i’ - L el = 3 [ d A 1
Uien tead la wiina 918 (wiow) vefuTesngiurinuand Tems ndasdasarid |dlng)
A sa o - ' ' 7 - ' ' =
sledarimiuuunugags $wam 1 1nies gnmemvasing Liweldnuniambannian liduveaiiy
o = o R - " o " w o e
agluamwiieldnulaniud Wuiuieglumumnia (Producton Line) uszdming o Tuiannnludnygn

wiauiinlszriug amwinduszpsiom 2 0

- A
Fa3uuynunelusaniy

BT CRE PRI
r
1 SEI e
MEDICAL )
SE1 Medical Public Company Liritad (Wt Indwa Wum)

vadn 10asla wadAa sria (uniou) . i .
gu.'num HinIgdUBaUnNE

SEI

MEDICAL

SEI Medical Public Company Limited
usun wadlo wada 61,1':\ (urBL )

Faa




Wivuvilv e

el ¥ o . d *
TusunaessenisazdeminwpIesiiounne

Tufuumenemsasidendi 67-2-2-2-0004153

o v - o J’ v Ll
Tusuuas 'i'lEJﬂ'I‘SEISLEIEIﬂQUUN'lﬁ%hLLﬂ

- -

usun WiNnaun (Usewmelne) '»'J"]ﬁ’m

u

AI?}PWI"LUUu’m'l'u'lj‘i"ﬂ?JUﬂ'ﬁu'lkiﬂl.ﬂiaﬁumL“ﬂU IUQ\?‘M"LUU‘UYI ﬁ'LI 106/2555

mauammuﬁuuumswmia l'ﬂUﬂ'u']l'U’HﬂiENLlﬂLL?WIEJE‘!'I:JU'I‘NTI (ol LLHGW? 'i'l'UUiuCuﬂlﬂi'ENIJE}LLWWU
YA bdds ua.mun'lmwumu ﬁ’W'HiUI.ﬂiE]-mEJLI.WYIH

FUJIFILM : Video Endoscope EC-T60RV/L

TuaLldualAIadlonny ANLENATTUUUNIY
Houariidavssaniuiindnednsilownms ANMLDNENTULUUNIEY

-l e od - (]
au anundueneiadlounmsde U3t Naﬂau (Uivmﬂ'lm} Q"Iﬂﬂ
ﬁaagtam‘r’: 123 91ANTFUNNINDIA 1@ U 25
n3oN/gY. - auu aledu wyit -
fua/urae 0UNA Sune/im WANT

Yl NIMWIMILAT sWaluswdly 10900  Tysdww 02270 6000  Tysans 02270 600?

ﬁauavwnwam‘mammnmm
FUJIFILM Corporation 26-30, NISHIAZABU 2-CHOME, MINATO KU, TOKYO 106- 8620 JAPAN

'lmuumﬂanwmmuaawﬂﬂmunnw 31 SUIAN WA, 2571  uay Iu’lmnm..

anufidsssyliluluiusssmensandoammiu
" o o a
ponlvaudun 16 |Fey Wo¥N 1AL WA 2567

-
(a'mﬂa'ua) mummﬂm"nimmimmma.,m

(Fuvua) fﬁ Vl‘i'NﬁWﬁ'ﬁm?ﬁJ

-
HEUS®
v

1

MED!(} S E I

SEI Medical Public Company | Imited M E DI CAL
usun 1oasdls w(‘i(g;\mm (un sl Medical Public Company Limited
S uSun adlo wdsda $ara ( UHU )

fuangndan 0




LRNEIILUUNIY

i 1
Tuivwaaswnisasvidun

= ad - X
FLACiDUALATDILBUNIVIE

67-2-2-2-0004153

EC-760R-V/L (hereinafter "the device"), is a medical electronic endoscope for large intestine, and it is

inserted into the lumen, coelom, body cavity, or inside of the body, which provides images for |

observation, diagnosis, photographing, or treatment. The devices are used for observation, diagnosis and

treatment of the rectum, sigmoid, large intesines, and ileocecum in medical institutions under the

supervision of a physician.
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FUJIFILM Healthcare
Manufacturing Corporation
67133551800000

1

EC-T80R-V/L Sano Cffice 700 Konaka-Cho,

Sano City, Tochigi  JPN 327-
0001
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5 FUJIFILM (Thailand) Ltd.
F J ' F l L M 123 Suniowsers A Building, 237- 28™ Floors

Wibhavadi-Rangsit Road, Chomphon,
Value from Innovation Chatuchak, Bangkok 10600
Tel, 02-270-8000

Letter of Authorization

Document no: ME380/23
Novembey 27, 2023

To Whom it may concern
This 1s certify that

SEI MEDICAL PUBLIC COMPANY LIMITED
No. 546 Ratchada One Building, 7th Fl, Ratchadaphisek Road,
Chankasem, Chatuchak. Bangkok 10900. Thailand

is the authorized official representative for Fujifilm Endoscopy Systems and
accessories for the purpose of promotion, sales and service in the Kingdom of
Thailand.

»
o

L T A ..

19

This document validates from 27 November 2023 - 30 November 2024.

wSicerely yours,

Ms. Saki Shimada

“Assistant to Managing Director
FUJIFILM (Thailand) Ltd.
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