OLYMPUS

EU-DECLARATION OF CONFORMITY

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho, Hachioji-shi, Tokyvo 192-8507, Japan

Single Registration-No. JP-MF-000008016
2. Article(REF)No. / Article Name Please refer to Attachment 1
3. Product designation Pleasc refer to Attachment |
J- | 4. Serial or Lot No. range Please refer to Attachment |
5. Product classification Please refer to Attachment |

6. Authorized representatives in EU
Name Olympus Europa SE & Co. KG

Address Wendenstrasse 20, 20097 Hamburg, Germany

Single Registration-No. DE-AR-000006774

7. Declaration
This declaration was made in sole responsibility of the manufacturer.
The stated product complies with the requirements of following European Directives and Regulations.

u The declarations 1s based on: (EU)2017/745 Annex T1IH

2011/65/EU, (EU) 2015/863

Place, Date: Tokyo, 2022/8/29
Signature:

g
# Product Quality Assurance

Medical Quality Assurance and Regulatory Affairs

OLYMPUS OTV-S8700 1
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Soudni preklad z anglického jazyka do éeského jazyka |

12 |

[logo OLYMPUS]|

ES PROHLASENI O SHODE

1.  Vyrobce

Jediné registraéni ¢islo (SRN)

2. Referenéni ¢islo /
nizev zdravotnického prostifedku

3. Oznadeni zdravotnického prostiedku
4. Vyrobni &islo nebo &islo $arZe (rozpéti)
3. Klasifikace zdravotnického prostfedku
6.  Zplnomocnény zastupce pro EU
Obchodni firma:
Adresa:

Jediné registraéni Cislo (SRN)

7. Prohlaseni

OLYMPUS MEDICAL SYSTEMS CORP.
2051 Ishikawa-cho. Hachioji-shi, Tokio 192-8507,
Japonsko

JP-MI-000008016

viz priloha €. |
viz pitiloha ¢. |
viz piiloha €. |

viz priloha €. 1

Olympus Europa SE & Co. KG
Wendenstrasse 20, 20097 Hamburg, Némecko
DE-AR-000006774

ProhldSeni ¢ini na viastni vyhradni odpovédnost vyrobce.
Uvedeny zdravotnicky prostiedek je ve shodé s poZadavky ndsledujicich evropskych smérnic a nafizeni.

Zikladem prohldseni je:

natizeni (EU) 2017/745, ptiloha 11, TII
smérnice 201 1/65/FEU. natizeni (EU) 2015/863

Misto, datum: Tokio. 29.08.2022

[podpis]
feditel

Podpis:

oddéleni zabezpecovini jakosti
odbor medicinské jakosti a regulagnich zaleZitosti

OLYMPUS OTV-S700_1
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PRILOHA ¢&. 1

¢ ES prohlaieni o shodé plati pro ndsledujici zdravotnické prostiedky (.ZP):

[logo OLYMPUS|

" - Vyrohni & : 3 . ;
g ZP ¢ (REF) il i Kad Keul Zakladni A o
Oznmaéeni 7P Nivex 2P nebo ¢, Sarie Poznimka uni-ni GMDN EMDN UDI-DI Klasifikace* | Pravidlo
(rozpéti)
videosysiémové
centrum OLYMPUS od 7200168 z = & o
d = 1053170433337 8034 2120204 | 405317000030C4 trida 1 13
VISERA ELITE 11! | OTV-§700 do BT W R B
OTV-5700
* Padle Piilohy VI smémice (EU) 2017/745
¢ Pouzité normy (RoHS. RED., LVD, EMC)
[RoHS] EN IEC 63000:2018

viz koatrolni seznam podstatnych pozadavki pro viZe uvedeny zdravotnicky prostiedek (podle smémice o zdravotnickych prostiedceich)

¢ Zamyileny ticel (pouze podle smérnice o zdravotnickych prostiedcich) / popis ZP:

Videosystémové centrum je urteno k pouZiti s kamerovymi hlavami. endoskopy. monitory, endoterapeutickym prisludenstvim

a dalRim pomocnym vybavenim OLYMPUS k endoskopické diagnostice. 16¢he a videomonitarovini.

¢ Vyrobni ¢islo nebo &islo arze

Smeérnice / nafizent

Pofadové £. opakovan¢ vydaného
dokumentu nebo &. farZe (rozpéti) od

do

Poradové €. nove vydaného dokumentu
ncho ¢. Sarfe (rozpiti) od

nafizeni (EU) 2017/745

7200168

smémice 201 1/65/EU,
narizeni (EU) 2015/863

22

OLYMPUS OTV-S700_1




9/6810E 1010 @ TOV, TUEV, TUV are registered trademarks. Ulilisation and application requires prior approval

Business Stream Products
Certification Department

TOUV Rheinland LGA Products GmbH » 51105 Koin

Olympus Winter & Ibe GmbH
Kuehnstr. 61

22045 Hamburg

Germany

Notified Body Confirmation Letter
Reference: OSTE_MDR Application 2024-04-16; order # 1159799

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2023/607
amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the
transitional provisions for certain medical devices and in vitro diagnostic
medical devices.

This letter confirms that TUV Rheinland LGA Products GmbH. a Notified Body
(NB) designated against Regulation (EU) 2017/745 (MDR) and identified by the
number 0197 on NANDQ, has received a formal application in accordance with
Section 4.3, first subparagraph of Annex Vil of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VIl of
MDR with the following manufacturer:

Olympus Winter & Ibe GmbH

Kuehnstr. 61

22045 Hamburg

Germany

SRN Number (if available): DE-MF-000006729

The devices covered by the formal application and the written agreement mentioned
above are identified in the tables below. Table 1 identifies the devices for which
an MDR application has been received, written agreement concluded and for which
the NB is also responsible for appropriate surveillance under the applicable Directive.
Table 2 identifies the devices for which an MDR applicaticn has been received
and a written agreement concluded, but the NB has not yet taken the responsibility
for appropriate surveillance of the corresponding devices under the applicable
Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC
(AIMDD) or Directive 93/42/EEC (MDD that expired after May 26, 2021 but before
March 20, 2023 without having been withdrawn, this letter also confirms that
the manufacturer either signed the written agreement under MDR by the date of
MDD/AIMDD certificate expiry; or provided evidence that a competent authority of
aMember State had granted a derogation or exemption from the applicable conformity
assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of
the MDR respectively, by March 20, 2023 for the relevant devices.

MS-0048822, rev.1

TUVRheinland *
LGAR
Precisely Right.

Contact

Tel. +49 911 655-5225
Mail: medical-
roducts@de tuv.com

Date April 24, 2024

TUV Rheinland
LGA Products GmbH

Am Grauen Stein
51105 Kain
Germany

Headquarter

Tillystrafie 2
90431 Nuremberg

Phone. +48 911 655 5225
Fax  +49 9116555226
sefvice@de.tuv.com

www.tuv.com/safety

Board of Management

Dipl.-Ing.
Thomas Weigand, Spokesman

Dipl.-Kfm.
Dr. J6rg Schiésser

Nuremberg HRB 26013
VAT No.: DE 811835490

Chairman of the
Supervisary Board

Dr-Ing. Michael Fibi






.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article
120.3c of MDR (as amended by (EU) 2023/607), are shown below:
¢« May 28, 2026 for Class lll custom-made implantable devices
« December 31, 2027 for Class lll devices and Class |ib implantable devices
excluding Well-established technologies (WET - sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins,
clips and connectors)
» December 31, 2028 for other Class llb devices, Class lla, Class | devices
placed on the market in sterile condition or have a measuring function
e December 31, 2028 for devices not requiring the involvement of a notified
body under MDD but requiring it under MDR (e.g., class | devices that
qualify as re-usable surgical instruments)

On behalf of the Notified Body

Cerumncanon wuuy

Table 1: Devices covered by this letter and for which the NB is also
responsible for appropriate surveillance of the corresponding devices under
the applicable Directive:

Device name or Basic MDR Device  ifthe MDR device ' MDD/AIMDD
_ UDI-DI (under MDR classification (as is a substitute Certificate
application} proposed hy the device, Referencel(s) of
manufacturer identification of the devices
and verified at the " under MDR
the pre- corresponding - application, and
- application MDD/AIMDD the NB
S stage) device . Identification
40427611102852 Ilb non- N/A . HD 60151129 0001 ‘
implantable | #0197 |
- 40427611105657 ilb non- CNiA T "' HD 60151129 0001
implantable #0197
40427611105759 “lbnons T N/A | HDB0151129'0001 |
implantable #0197 i
40427611106252 llb non- - N/A | HD 60151129 0001
implantable #0197
40427611106354 ~ lbnon- N/A - HD 60151129 000t |
implantable | #0197 |
| 40427611102954 lla N/A | HD 601561129 Goo1 |
#0197
40427611107459 ilb non- U NA 7 "HD 80151129 0001 |
implantable - #0197
40427611106456 b non- “N/A ~ HD 60161128 0001
" implantable . #0197
1 40427611106568 " Iib non- N/A - HD 60151128 0001
implantable #0197

MS-D048872, rew.1



Device name or Basic MDR Device If the MDR device = MDD/AIMDD
UDI-DI (under MDR classification (as is a substitute Certificate
application) proposed by the device, Reference(s) of
manufacturer identification of the devices
and verified at the under MDR
the pre- corresponding application, and
application MDD/AIMDD the NB
_ stage) _ device Identification
4042761110024G llb non- N/A HD 60151129 0001
implantable #0197
4042761110034J lla N/A HD 60151129 0001
#0197
40427611112755 lla A22091A " "HD 60151129 0001
A42091A #0197
40427611112959 [T N/A HD 60151129 0001
#0197
4042761111304S lla N/A HD 60151129 0001
#0197
4042761111314U lla N/A HD 60151129 0001
#0197
4042761111324W lla N/A HD 60151129 0001
#0197
4042761111334Y lla N/A HD 60151129 0001
#0197
40427611113452 ila N/A HD 60151129 0001
#0197
40427611113554 la N/A HD 60151129 0001
#0197
40427611113656 lla N/A HD 60151129 0001
#0197
| 4042761111395C lla N/A HD 60151129 0001
#0197
4042761111404V la N/A " HD 60151129 0001
#0197
4042761111414X lia A37025A HD 60151129 0001
#0197
40427611114242 Ila " A20919A HD 60151129 0001
A20918A #0197
40427611114557 lla A4760 HD 60151129 0001
A47610A #0197
A4761
A4770
A4771
A4T772
A4TT3
A4775
e ez A47T6 i
40427611114659 b N/A HD 60151129 0001
non-implantable i
4042761111475B Is N/A HD 60151129 0001

#0197

MS-0048822. rev.1



Device name or Basic
UDI-DI (under MDR

application)

4042761111485D

4042761111504Y
40427611115152

40427611115254

40427611115356

4042761111575E
4042761111585G
40427611116053
40427611116257

40427611116359

| 4042761111645B

4042761111675H
4042761111685K

4042761111695M

MS-0048822, rev.1

MDR Device
classification (as

| proposed by the

manufacturer
and verified at
the pre-
application
stage)

lla

lla
llb non-

implantable

lIb non-
implantable

Ilb non-
implantable

Is
lla

lla

lla

lla

| lla

Ir

Ir

llb non-
implantable

If the MDR device

is a substitute
device,
identification of
the
corresponding
MDD/AIMDD

__device

A37022A
A37025A
WA33038A

WA33037A

N/A
N/A

AB294
AB292
AB299
AB293
WAS0004W
WA90004C
WA90004
N/A

00102.1
N/A

WA22810A
WA22850A

A70950A
A70970A
WA7093S0A
WA70992A
A70951A
A70971A
WA70991A
WA70993A
A70951A
AT70950A
A70971A
A70970A
WAT70991A
WA70990A
WA70993A
WA70992A
N/A

N/A

N/A

MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
Identification
HD 60151129 0001
#0197

HD 60151129 0001
#0197

| HD 60151129 0001

#0197
HD 60151129 0001
#0197

HD 80151129 0001
#0197
HD 60151129 0001
#0197

HD 60151129 0001

#0197
'HD 60151129 0001

#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

'HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197



Device name or Basic
UDI-DI (under MDR

application)

40427611117158
4042761111765J
4042761111775L
4042761111775L
40427681108589
4042768110868B
4042768111017E
4042768111027G
4042761110044L
4042761110184X
4042761110274Y
4042761110304M
4042761110314P
4042761110334T

4042761110344V

40427611103855

40427611103957
4042761110404Q
4042761110414S
4042761110424U

4042761110434W

MS-0048822, rev.1

MDR Device
classification (as
proposed hy the
manufacturer
and verified at
the pre-
application
stage)

Ir

lla

Ir

1la

lIb non-
implantable

lIb non-
implantable

llb non-
implantable
llb non-
implantable

llb non-
implantable
lIb non-
implantable
lla

Ir
lIb non-
implantable

Ir

Ir

b non-

implantable
Ir

lla

llb non-
implantable

llb non-
implantable

lla

If the MDR device
is a substitute

| device,

identification of
the
corresponding
MDD/AIMDD
device

N/A
A3551
A3552
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

N/A

N/A

NIA

N/A
N/A
N/A
N/A
N/A
N/A
N/A

N/A

| MDD/AIMDD

Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
Identification
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197
HD 60151129 0001
#0197
HD 60151129 0001
#0197
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151128 0001
#0197

HD 60151129 0001
#0197

| HD 60151129 0001

#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197



Device name or Basic
UDI-Di (under MDR

application)

4042761110444
4042761111234V
40427611114353
40427611104552
4042761110495A
4042761110504T
4042761110514V
4042761110524X
40427611105342
40427611105453
4042761110585B
4042761110595D
4042761110604W
4042761110614Y
4042761110675C
40427611107255
40427611107357
4042761110755B
4042761110845C
4042761110875J

4042761110925

MS-0048822, rav. 1

MDR Device
classification (as
proposed by the
manufacturer
and verified at
the pre-
application
stage)

lla

lla
lla
lla
lla
lla
lla
la
lta
lla
lIb non-

implantable

IIb non-
implantable

lIb non-
implantable

" llb non-

implantable
llb non-
implantable
lIb non-
implantable
llb non-
implantable
llb non-
implantable
llb non-
implantable
llb non-
implantable
llb non-
implantable

If the MDR device
is a substitute
device,
identification of
the
corresponding
MDD/AIMDD
device

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A
N/A
N/A
N/A
N/A
N/A

N/A

N/A

N/A
N/A

N/A

N/A

N/A

MDD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
Identification
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

'HD 60151129 0001

#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 601511289 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

| HD 60151129 0001

#0197
HD 60151129 0001
#0197

'HD 60151129 0001

#0197
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001

#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197



Device name or Basic
UDI-DI (under MDR

application)

4042761110935D
4042761110945F
4042761110965K
4042761110975M
4042761110985P
40427611111854
4042761110995R
4042761111004H
4042761111034P
4042761111044R
4042761111054T
4042761111074X
4042761111084Z
40427611110953
4042761111104L
4042761111114N
4042761111124Q
4042761111134S
4042761111144V
4042761111752

40427611111956

MS-0048822, rev.1

MDR Device
classification (as
proposed by the
manufacturer
and verified at
the pre-
application
stage)

lla

lla

llb non-
implantable
Ilb non-
implantable

lIb non-
implantable

lla

llb non-
implantable

llb non-
implantable

b non-
implantable

lIb non-
implantable

lIb non-
implantable

Ilb non-
implantable

lIb non-
implantable
llb non-
implantable

IIb non-
implantable

Ir

lIb non-
implantable

lIb non-
implantable

llb non-
implantable
llb non-
implantable
lla

If the MDR device
is a substitute
device,
identification of
the
corresponding
MDD/AIMDD

| device

N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

N/A

- N/A

N/A
N/A
N/A
N/A
N/A
N/A
N/A

N/A

| MDD/AIMDD

Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
Identification
HD 60151129 0001
#0197

HD 60151129 0001
#0197
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151128 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197
HD 60151129 0001
#0197
HD 60151129 0001
#0197
HD 60151129 0001
#0197
HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151129 0001
#0197

HD 60151128 0001
#0197



Device name or Basic

UDI-DI (under MDR

application)

4042761111204P

4042761111224T

40427611112653

MDD/AIMDD
Certificate
Reference(s) of

- the devices

under MDR

| application, and

MDR Device If the MDR device

classification (as is a substitute

proposed by the  device,

manufacturer identification of

and verified at the

the pre- corresponding

application MDD/AIMDD

stage) device

lla N/A

lla WA22018A
WA22019A
A22021A
A22022A
A22023A
A22026A
A22027A
A42021A

lla A22051A
A22053A
A22054A

the NB
Identification

HD 60151129 0001

#0197

| HD 60151129 0001

#0197

HD 60151129 0001

#0197

Table 2: Devices covered by this letter and for which the NB is NOT
responsible for appropriate surveillance of the corresponding devices under
the applicable Directive:

Device name or
Basic UDI-DI
(under MDR
application)

40427611114353

40427611114455

4042761111495F

40427611115458

4042761111555A

4042761111565C

4042761111595J

40427611116155

MS-D048822, rev 1

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)
lla

lla

lla

lla

lla

lla

lla

lla

If the MDR device
is a substitute
device,

identification of the

corresponding

MDD/AIMDD device

WA33039A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

MDD/AIMDD
Certificate

Reference(s) of the
devices under MDR
application, and the

NB Identification
Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

' Notified body

involvement not
required pursuant to
MDD

| Notified body

involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
MDD

Notified body
involvement not
required pursuant to
0
Notified body
involvement not



Device name or
Basic UDI-DI
{under MDR

application)

MDR Device
classification (as
proposed by the

- manufacturer and

verified at the pre-

. application stage)

4042761111656D

40427611117056

4042761111725A

4042761111745E

© 4042761111755G

4042761111785N

4042761110364X

| 40427611103763

- 4042761111234V

Ir

r

la

fla

i

I

4027611111854

4042761111254Z

404776111124dX

"4042761110324R

4042761111214R

MS-D048822, rev. 1

Ila

lla

la

If the MDR device
is a substitute
device,
identification of the
corresponding
MDD/AIMDD device

N/A

N/A

N/A

N/A

CN/A

ADZ908A

N/A

N/A

" N/A

N/A

CNA

N/A

' N/A

MDD/AIMDD
Certificate
Reference(s) of the
devices under MDR
application, and the .
_ NB Identification
" required pursuant to
" Notified body
. involvement not
© required pursuant to
MDD
Notified body
involvement not
required pursuant to
Moo o
Notified body
involvement not
required pursuant to

MDD

Notified body
involvement not
required pursuant to
MDD

| Notified hody

" involvement not

- required pursuant to

MDD
MNotified body
involvement not
required pursuant to

MDD
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Manufacturer:

Hersteller:

Olympus Winter & Ibe GmbH

Kuehnstr. 61 /22045 Hamburg / Germany
P.O. Box 70 17 09/ 22017 Hamburg / Germany
Phone: +49 (40) 6 69 66-0/ Fax: +49 (40) 6 69 66-2109

Single Registration Number from

the Manufacture
Einmalige Registriemummer des Herstellers

DE-MF-000006729

Place of issue of the declaration
Ort der Ausstellung der Erklarung

Hamburg

The manufacturer declares for the products described in Attachment 1 (List of related articles) the
compliance with the requirements of following European Regulations and Directives:

Der Hersteller erkléart fiir die in Anhang 1 (Liste der zugehdrigen Artikel) beschriebenen Produkte die Erfillung der Anforderungen der
folgenden Européischen Richtlinien und Verordnungen:

< REGULATION (EU) | Medical Device Regulation
= 2017/745 Medizinprodukte Verordnung
= DIRECTIVE RoHS Directive
2011/65/EU RoHS Richtlinie
0 DIRECTIVE Radio Equipment Directive
2014/53/EU Funkaniagenrichtlinie
0 DIRECTIVE Machinery Directive
2006/42/EC Maschinenrichtlinie
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