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Device

All Others

Digital Capture 9372HD

VERSA System

G-EYE® System

Medical Monitors and
PENTAX ZeroWire

Trolleys

PENTAX Medical USB
Camera

Endo Stratus™
Endoscopic Irrigation Pump
and CO, Insufflator

ARC PLUS, ARC 400,
ENDO PLUS, ENDO ARC
Units, Basic Accessories
and Consumables

Senator 30 Suction Pump

PlasmaTYPHOON and
PlasmaBAG

ENDO PLUS and ARC PLUS
filter set

Distributors

EMEA Headquarters
Germany

PENTAX Europe GmbH
Julius-Vosseler-StralRe 104
22527 Hamburg

T +4940/56192-0

F +4940/5604213
info.emea@pentaxmedical.com

Italy

PENTAX Italia S.r.|

Via Dione Cassio, 15

20138 Milano

T +39/02509958 1

F +39/025099 58 60
marketing.lifecare@pentaxitalia.it

Manufacturer u

HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku
Tokyo 160-0023, Japan

PENTAX of America, Inc.
3 Paragon Drive, Montvale
NJ 07645, USA

PENTAX-Aohua Medical Technologies Co. Ltd.
East of 3rd Floor, Block C, Building 1,

No.5 Shenwang Road, Minhang District,
201108 Shanghai, PR. China

Smart Medical Systems Ltd.
5 HaNofar St.
Ra'anana 4366404, Israel

NDS Surgical Imaging LLC
5750 Hellyer Avenue
San Jose, California 95138, USA

ITD GmbH
Sportplatzstrale 3
84381 Johanniskirchen, Germany

SOPRO
ZAC Athélia IV, Avenue des Genévriers
13705 La Ciotat, Cedex, France

Medivators Inc.
14605 28th Ave N, Minneapolis
MN 55447 USA

BOWA-electronic GmbH & Co. KG
Heinrich-Hertz-Strasse 4-10
72810 Gomaringen, Germany

Ardo medical AG
Gewerbestrale 19
6314 Unterageri, Switzerland

PLASMABIOTICS SAS
116 Quai de Bezons
95106 Argenteuil Cedex, France

Pall Medical - A Division of Pall International
Sarl

Avenue de Tivoli 3, CH-1700 Fribourg,
Switzerland

Spain

SIMMEDICA - Sistemas Integrales
de Medicina, S.A.

Avenida del Sistema Solar 25
28830 San Fernando de Henares
Madrid

T +3491/3016240

F +3491/7513115
sim@simmedica.com

United Kingdom

PENTAX U K. Limited

PENTAX House

Heron Drive, Langley

Slough SL3 8PN

T +441753/792733

F +441753/7927 94
medical.uk@pentaxmedical.com

PENTAX Europe GmbH
Julius-Vosseler-Str. 104
22527 Hamburg, Germany

PENTAX Europe GmbH
Julius-Vosseler-Str. 104
22527 Hamburg, Germany

PENTAX Europe GmbH
Julius-Vosseler-Str. 104
22527 Hamburg, Germany

MedNet GmbH
BorkstraR3e 10
48163 Mnster, Germany

Novanta Europe GmbH
Parkring 57-59,
85748 Garching, Germany

Cantel Medical (ltaly) S.r.l.,
Vai Laurentina, 169,
00040 Pomezia (RM), Italy

Ardo medical GmbH
Argelsrieder Feld 10

82234 Oberpfaffenhofen, Germany

Pall Genedisc Technologies

1 Rue du Courtil

Centre d'Affaires Cicea - Bat 1
35170 Bruz, France

France

PENTAX France Life Care S.A.S.

116 quai de Bezons

B.P. 204

95106 ARGENTEUIL CEDEX
T +331/30257575

F +331/30257445
clients.fr@pentaxmedical.com

Russia
Moscow Representative office

of PENTAX Europe GmbH (Germany)
1-ya Tverskaya-Yamskaya ulitsa, 25,

stroenie 1, 6th floor
125047, Moscow
T +74959951091

F +7 495995 10 91 (fax ext. 234)

These products must be used only by healthcare professionals. Before usage and for detailed product
specifications, please refer to the instructions for use. In the interest of technical process, specifications

may change without notice.
Latest update: July 2021

www.pentaxmedical.com

Notified Body (if applicable) and
Medical Device classes

TUV Siid CE0123
Medical Device classes |, Is, Ila, and llb

Medical Device class |

TUV Rheinland CE0197
Medical Device classes | and lla

MEDCERT CE0482
Medical Device classes | and lla

Medical Device class |

Medical Device class |

Medical Device class |

NSAI CE0050
Medical Device class lla

TOV Stid CE0123
Medical Device classes | and llb

TOV siid CE0123
Medical Device class lla

Medical Device class |

ECM CE1282
Medical Device class lla

Turkey

PENTAX Turkey

Veko Giz Plaza, Meydan Sokak
No:3/43 343396

Maslak - Istanbul

T +90212/7050526

F +90212/705050

Netherlands

PENTAX Nederland B.V.
Edisonring 6

6669NB Dodewaard

T +3188/5303030

F +3188/5303040
info.nl@pentaxmedical.com

PENTAX

MEDICAL
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PENTAX & ContactUs & Search

MEDICAL Home » Products » Accessories » 0S-A85 HD-SDI CABLE
Gastroenterology > . .
Accessories List
Endoscopic Ultrasound > :
Sl No Accessory Image Accessory Title Linked Pro
Pulmonology > Colonoscopes

« 10 Series Video Colonoscopes

« UltraSlim EC-2990i Video Colonoscope
ENT & Speech 2 OE-C12 WATER JET P
CHECK VALVE Gastroscopes
ADAPTER S o
Urology > « MagniView EG-2990Zi Video Gastroscope
« 10 Series Video Gastroscopes
Advanced Imaging > More...

Colonoscopes

« UltraSlim EC-2990i Video Colonoscope
Accessories & Peripherals > OF-B118 WATER
2 JET CONNECTOR Gastroscopes
CAP
+ MagniView EG-2990Zi Video Gastroscope

Accessories
« 110 Series Video Gastroscopes

Video Equipment > + 10 Series Video Colonoscopes

More...
0S-A43H WHITE Video Processors
3 %mQ&ER + EPK-i5000 High-Definition Video Processor
0S-13 IMAGE Video Processors
4 CAPTURE
SOFTWARE « EPK-i5000 High-Definition Video Processor
ENDOIMAGE2
Duodenoscopes
+ 90K Series Video Duodenoscopes
5 . gﬁ_-zﬂ SILICONE Portable Fiber Ureteroscope
., + FUR-9RBS Portable Fiber Ureteroscope
More...
Duodenoscopes
+ 90K Series Video Duodenoscopes
Gastroscopes
6 OF-Z5 BITE BLOCK
« MagniView EG-2990Zi Video Gastroscope
« Transnasal EG16-K10 Video Gastroscope
More...
Portable Fiber Ureteroscope
+ FUR-9RBS Portable Fiber Ureteroscope
7 (0;;}?6 EYEPIECE Portable Fiber Bronchoscopes
+ RBS Series Portable Fiber Bronchoscopes
More...
Fiber Bronchoscopes
8 OF-D1 EYEPIECE
CAP « V Series Fiber Bronchoscopes
Fiber Bronchoscopes
9 OF-D3 EYESHIELD « V Series Fiber Bronchoscopes
0S-H4 WATER Video Processors
10 1. 2gggh%|_y + EPK-i5000 High-Definition Video Processor

Products Services Training News & Events Careers About Us Social Media

Gastroenterology Our Customer Local Training Events Current Openings World of Intelligence mm

Endoscopic Commitment Forward Program News Worldwide Locations

Ultrasound Why PENTAX Our Mission

Pulmonology Medical Service PENTAX Medical

ENT & Speech Service Programs Overview

Urology Consulting & HOYA, Parent Imprint

Advanced Imaging Analytics Company Privacy Policy

Video Equipment Support Center Message from Global Site Map

Accessories & President Use of Software

Peripherals Company History Social Media Policy
Sustainability Terms & Conditions

Cookie Policy
my PENTAX upl
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The MagniView
endoscopes.

A step forward in characterisation.

The PENTAX Medical MagniView endoscopes join the outstanding HD+ image
series with an optical zoom function. In combination with i-scan, the MagniView
endoscopes provides a new standard for daily practice, supporting enhanced
characterisation in a wide range of procedures, with its 136 times magnified image.

Advanced ergonomics and graduated flexibility of the insertion tube, increases
both patient and physician comfort.



MagniView: HD+ and Optical Zoom
technology combined.

HD+, Optical Zoom technology and i-scan - the perfect
combination for improved characterisation.

(— Powerful magnification
e The optical zoom technology magnifies the image
136 times, allowing for detailed surface structure
Optical Zoom observation and supporting enhanced characterisation.
-/

(7 \ Excellent imaging capabilities
e The combination of i-scan, HD+ and magnification

Ry in a standard endoscope provides state-of-the-art
P— technology in detection and characterisation in daily
Ma"agﬂ clinical routine. Magnified endoscopic image

Fully functional endoscope

* Designed to have the same working channel and
equivalent outer diameter as a standard diagnostic
endoscope, with optical magnification capabilities.
Easy to position, easy control of magnification and
advanced ergonomic design.

Magnified endoscopic image

MagniView VIDEO ENDOSCOPES

Product Insertion Distal end  Instrument Working Field Tip deflection Tip deflection Remarks
tube channel length of view up/down right/left
[o mm] [6 mm] [o mm] [mm] [mm] [°] [°]
Gastroscope EG-2990Zi 9.8 10.6 2.8 1,050 140 210/120 120/120 HD+, MagniView,

Water Jet System

Colonoscopes EC-3890LZi 13.2 13.0 3.8 1,700 140 180/180 160/160 HD+, MagniView, GDF,
Water Jet System

EC-3890FZi 13.2 13.0 3.8 1,500 140 180/180 160/160 HD+, MagniView, GDF,
Water Jet System

EC-3890MZi 13.2 13.0 3.8 1,300 140 180/180 160/160 HD+, MagniView, GDF,
Water Jet System

* Distal Rubber Hood: OE-A58 compatible with EG-2990Zi, OE-A59 compatible with EC-3890Zi series

PENTAX doesn "t take any liability for the accuracy of the content as laid out in this brochure. In the interest
of technical progress specifications are subject to change without notice. Details concerning the compatibility
with other medical devices are to be found within the corresponding Instructions for Use.

PENTAX Europe GmbH pE NTAX

Julius-Vosseler-Strae 104 - 22527 Hamburg - Tel.: +4940/56192 -0
Fax: +49 40 / 5 60 42 13 - www.pentaxmedical.com M EDICAL

LCM/01/06/13/320168/02
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ZERTIFIKAT & CERTIFICATE

$¢ Wy,  Benannt durch/Designated b
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‘5‘(? Y‘ﬁi’ Medizinprodukten
W e K ZLG-BS-244.10.08

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or III)

No. G2 044963 0035 Rev. 01

Manufacturer: Fazzini s.r.l.
SS Padana Superiore 317
20090 Vimodrone (M)

ITALY
Product Suction pumps, Powered nebulisers, diaphragm, piston and
Category(ies)' ultrasonic, Rebreathing bags and anesthesia masks,

Reanimation bags and face masks, Nasal cannula and
connecting tubes for oxygen and aerosol therapy

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class IlIb and Ill devices an additional Annex Il certificate is mandatory. 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?q=cert:G2 044963 0035 Rev. 01

Report No.: ITA1466063
Valid from: 2021-03-29
Valid until: 2024-05-26
Date, 2021-03-29

T OETIN
Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrae 65 » 80339 Munich + Germany
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- - —_LARATION OF CONFORMITY

We ; HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo
160-0023, Japan

declare under our sole responsibility that PENTAX or PENTAX Medical
brand product:

Product Category : Endoscopes, video processors and accessories
Model Name . See attached
Meets;

of Medical Devices Directive 93/42/EEC. The classification and rules applied to

each model are described in the attachment.

l Ihis declaration 1s based on EC qudlity system approved by
[ TOV SUD Product Service GmbH (No.0123), RidlerstraBe 65, 80339 Minchen,

Germany

| 2) the provisions of RoHS Directive 2011/65/EU.

Tokyo, May 25, 2021 7@0&4‘&: M

J Kazunori Shimada
| Manager
Regulatory Affairs Department

PENTAX Lifecare Division
HOYA Corporation

Authorized Representative in the European Union :
PENTAX Europe GmbH, Julius Vosseler StraBe 104, 22527 Hamburg, Germany

1) the conformity assessment procedure in Annex Il In accordance with the provisions

PENTAX Life Care Division
Form Number: ET-TR-010-Form51
Form Revision: R04
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List of products labeled with CE marking
Category : Endoscopes, video processors and accessories
MDD ClassTa&I b / RoHS

Model Name General Name MbD Rule Initial date of decl:larat|on Remarks
Class of conformity
DN-D2718B Electro-Surgical Knife Ib 9 2016.06.01
DN-D2722B Electro-Surgical Knife Ib | 9 2016.06.01
DO-D2618 Snare Ib [ 9 2016.08.29
DO-D2622 Snare Ib | 9 2016.08.29
DP-D2518 Electro-Surgical Knife Ib 9 2016.08.29
DP-D2622 Electro-Surgical Knife Ib 9 2016.08.29
EB-1170K Video Bronchoscope Ta 5 2017.12.25
EB15-J10 Video Bronchoscope Ta 5 2016.06.01
EB-1970TK Video Bronchoscope Ia 5 2017.12.25
EB-1990i Video Bronchoscope Ta 5 2017.12.25
EB19-J10 Video Bronchoscope Ta 5 2016.06.01
EB11-J10 Video Bronchoscope Ta 5 2019.04.05
EB11-S01 Video Bronchoscope Ta 5 2021.05.25 20210525 added
EB15-S01 Video Bronchoscope Ta 5 2021.05.25 20210525 added
EC-2990Li Video Colonoscope Ia 5 2017.12.25
EC-3490FK Video Colonoscope Ta 5 2017.12.25
EC-3490LK Video Colonoscope Ta 5 2017.12.25
EC-3490MK Video Colonoscope Ta 5 2017.12.25
EC-3490TFi Video Colonoscope Ta 5 2017.12.25
EC-3490TLi Video Colonoscope Ta 5 2017.12.25
EC-3490TMi Video Colonoscope Ta 5 2017.12.25
EC34-i10F Video Colonoscope Ta 5 2017.12.25
EC34-i10L Video Colonoscope Ta 5 2017.12.25
EC34-i10M Video Colonoscope Ia 5 2017.12.25
EC34-i10NL Video Colonoscope Ta 5 2019.07.05
EC34-i10NF Video Colonoscope Ta 5 2019.07.05
EC34-i10TF Video Colonoscope Ta 5 2017.09.15
EC34-i10TL Video Colonoscope Ta 5 2017.09.15
EC34-i10TM Video Colonoscope Ta 5 2017.09.15
EC38-i10cL Video Colonoscope Ta 5 2018.07.19
EC38-i10cF Video Colonoscope Ia 5 2018.07.19
EC38-i10cF2 Video Colonoscope Ta 5 2018.10.25
EC38-i10cM Video Colonoscope Ta 5 2018.07.19
EC34-i10cL Video Colonoscope Ta 5 2018.07.19
EC34-i10cF Video Colonoscope Ta 5 2018.07.19
EC34-i10cM Video Colonoscope Ta 5 2018.07.19
EC-3890Fi Video Colonoscope Ta 5 2017.12.25
EC-3890Fi2 Video Colonoscope Ta 5 2017.12.25
EC-3890FK Video Colonoscope Ta 5 2017.12.25
EC-3890FK2 Video Colonoscope Ia 5 2017.12.25
EC-3890FZi Video Colonoscope Ta 5 2017.12.25
EC-3890Li Video Colonoscope Ta 5 2017.12.25
EC-3890LK Video Colonoscope Ta 5 2017.12.25
EC-3890LZi Video Colonoscope Ta 5 2017.12.25
EC-3890MK Video Colonoscope Ta 5 2017.12.25
EC-3890MZi Video Colonoscope Ta 5 2017.12.25
EC-3890TLK Video Colonoscope Ta 5 2017.12.25
EC38-i10F Video Colonoscope Ta 5 2017.12.25
. Video Colonoscope ITa 5 2017.12.25
EC38-i110F2 Video Colonoscope Ta | 5 2019.07.02
EC38-i10L Video Colonoscope Ta 5 2017.12.25
EC38-i10M Video Colonoscope Ta 5 2017.12.25
EC38-i10M2 Video Colonoscope Ta 5 2017.12.25
EC38-i10NF Video Colonoscope Ta 5 2016.06.01
EC38-i10NL Video Colonoscope Ta 5 2016.06.01
ECY-1575K Video Cystoscope Ta 5 2017.12.25
ED-3490TK Video Duodenoscope Ta 5 2017.12.25
ED34-i10T Video Duodenoscope Ia 5 2017.12.25
ED34-i10T2 Video Duodenoscope Ta 5 2017.06.23
OE-A63 Single Use Sterile Distal End Cap with Elevator | Ia 5 2020.03.24
ED32-i10 Video Duodenoscope Ta 5 2019.08.23
OE-A65 Single Use Sterile Distal End Cap with Elevator | Ta 5 2020.03.24
EE17-]J10 Video Esophagoscope Ta 5 2019.06.12
EG16-K10 Video Upper GI Scope Ia 5 2017.12.25
EG17-]J10 Video Upper GI Scope Ta 5 2019.06.12
EG-1690K Video Upper GI Scope Ta 5 2018.02.16
EG-2490K Video Upper GI Scope Ta 5 2017.12.25
EG-2790K Video Upper GI Scope Ta 5 2017.12.25
EG27-i10 Video Upper GI Scope Ta 5 2017.12.25




ER-QL-193
Date : 2021/5/25

PENTAX
MEDICAL

List of products labeled with CE marking
Category : Endoscopes, video processors and accessories

MDD ClassI a&Ilb / RoHS

Model Name General Name MbD Rule Initial date of decl:larat|on Remarks
Class of conformity
EG-2990i Video Upper GI Scope Ta 5 2017.12.25
EG-2990K Video Upper GI Scope Ta 5 2017.12.25
EG-2990Zi Video Upper GI Scope Ta 5 2017.12.25
EG29-i10 Video Upper GI Scope Ta 5 2017.12.25
EG29-i10N Video Upper GI Scope Ta 5 2018.02.16
EG29-i10c Video Upper GI Scope Ta 5 2018.07.19
EG-3490K Video Upper GI Scope Ta 5 2017.12.25
EG34-i10 Video Upper GI Scope Ia 5 2017.09.08
EG-3890TK Video Upper GI Scope Ta 5 2017.12.25
EPK-3000 Video Processor Ia | 2 2016.06.01
EPK-i5000 Video Processor Ta [ 2 2017.12.25
EPK-i5500c Video Processor Ta 2 2018.07.19
EPK-i7010 Video Processor Ta | 2 2016.06.01
FB-10V Broncho Fiberscope Ta 5 2017.12.25
FB-15RBS Broncho Fiberscope Ia 5 2017.12.25
FB-15V Broncho Fiberscope Ta 5 2017.12.25
FB-18RBS Broncho Fiberscope Ia 5 2017.12.25
FB-18V Broncho Fiberscope Ta 5 2017.12.25
FB-19TV Broncho Fiberscope Ta 5 2017.12.25
FB-8V Broncho Fiberscope ITa 5 2017.12.25
FC-38FV GI Fiberscope Ta 5 2017.12.25
FC-38LV GI Fiberscope Ta 5 2017.12.25
FCN-15X Choledocho-Nephro Fiberscope Ta 5 2017.12.25
FCP-9P Peroral Choledocho Fiberscope Ta 5 2017.12.25
FCY-15RBS Portable Cystoscope Ta 5 2017.12.25
FD-34V2 GI Fiberscope Ia 5 2017.12.25
FG-16V GI Fiberscope Ta 5 2017.12.25
FG-24V GI Fiberscope Ta 5 2017.12.25
FG-29V GI Fiberscope Ta 5 2017.12.25
FHY-10RBS Portable Hysteroscope Ta 5 2017.12.25
FHY-15RBS Portable Hysteroscope Ta 5 2017.12.25
FI-10RBS Portable Intubation Scope Ta 5 2017.12.25
FI-13RBS Portable Intubation Scope Ta 5 2017.12.25
FI-16RBS Portable Intubation Scope Ta 5 2017.12.25
FI-7RBS Portable Intubation Scope Ta 5 2017.12.25
FI-9RBS Portable Intubation Scope Ta 5 2017.12.25
FNL-10RBS Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
FNL-10RP3 Naso-Pharyngo-Laryngoscope Ta 5 2017.12.25
FNL-15RP3 Naso-Pharyngo-Laryngoscope Ta 5 2017.12.25
FNL-7RP3 Naso-Pharyngo-Laryngoscope Ta 5 2017.12.25
FS-34V GI Fiberscope Ta 5 2017.12.25
FUR-9RBS Portable Ureterorenoscope Ta 5 2017.12.25
HS-D2618 Hot Hemostasis Forceps Ib 9 2016.06.01
HS-D2622 Hot Hemostasis Forceps Ib 9 2016.06.01
LH-150PC Halogen Light Source Ia 2 2017.12.25
OF-B130 Single Use Suction Control Valve Ta 5 2020.04.06
OF-B194 Single Use Suction Control Valve Ta 5 2020.04.06
OF-B205 Single Use Suction Control Valve Ta 5 2016.06.01
OF-G11 Single Use Suction Control Valve Ta 5 2020.04.06
0S-H4 Water Bottle Assembly Ta 2 2016.06.01
0S-H5 Water Bottle Assembly Ta 2 2016.06.01
VNL-1190STK Video Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
VNL-1070STK Video Naso-Pharyngo-Laryngoscope Ta 5 2018.02.15
VNL-1570STK Video Naso-Pharyngo-Laryngoscope ITa 5 2018.02.15
VNL11-J10 Video Naso-Pharyngo-Laryngoscope Ta 5 2016.06.01
VNL-1590STi Video Naso-Pharyngo-Laryngoscope Ta 5 2017.12.25
VNL15-J10 Video Naso-Pharyngo-Laryngoscope Ta 5 2016.06.01
VNL8-J10 Video Naso-Pharyngo-Laryngoscope Ta 5 2016.06.01
VSB-2990i Video Small Bowel Enteroscope Ta 5 2017.12.25
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lla, llb or |lI)

No. G1 068357 0028 Rev. 00

cilitv(i . HOYA Corporation PENTAX Miyagi Factory
Fa ty(les) 30-2 Okada, Aza-Shimomiyano, Tsukidate,
Kurihara-shi, Miyagi, 987-2203 JAPAN

HOYA Corporation PENTAX Yamagata Factory
4-1 Hinode-cho, Nagai-shi, Yamagata, 993-0012
JAPAN

HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo,
160-0023 JAPAN

HOYA Corporation PENTAX Lifecare Division
Showanomori Technology Center

1-1-110 Tsutsujigaoka, Akishima-shi, Tokyo,
196-0012 JAPAN

HOYA Corporation PENTAX Lifecare Division
Production Technology Center / Ogawa Factory

395 Oaza-kakuyama, Ogawa-machi, Hiki-gun,
Saitama, 355-0316 JAPAN

e

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrafie 65 « 80339 Munich « Germany

Product Service
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, I1b or I1)

No. G1 068357 0028 Rev. 00

Manufacturer: HOYA Corporation
' 6-10-1 Nishi-shinjuku
Shinjuku-ku
Tokyo
160-0023 JAPAN

EC-Representative: PENTAX Europe GmbH
Julius-Vosseler-Str. 104,
22527 Hamburg,
GERMANY

Product Category( ies): Endoscopes, Ultrasound Endoscopes,
their Related Equipment and Accessories (lla, lib)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for des ign, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical

surveillance. For marketing of class |1l devices an additional Annex Il (4) certificate is mandatory. See

also notes overleaf,

Report No.: JAQ235034630
Valid from: 2019-02-01
Valid until: 2024-01-31

Date, 2018-12-12 / W

Stefan Preift

Page 1 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body - Ridlerstrafie 65 « 80339 Munich « Germany
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN

This public document

2. hasbeensignedbyM |Ch [akl Sato
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bearstheseal/stampof \lichiaki Sato Notary
Certified

5. at Tokyo 6. AU G, 2 ] 2019

7. by the Ministry of Foreign Affairs 5

8. 1-N2 065483

9. Seal/stamp: 10. Signature
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{. tANAKA

Toshle TANAKA

For the Minister for Foreign Affairs




NOTARIAL CERTIFICATE

This is to certify that the attached copy of the document exactly

corresponds with the seen original.

Dated this 21°t day of August, 2019.

Tokyo LEGAL AFFARS BUREAU Michiaki Sato
NGEADY |

\ N0.9-2], 5-CHOME, SIBAZAKICHO,

e ‘””/ NOTARY

9-21, 3-CHOME, SHIBAZAKICHO
TACHIKAWA, TOKYO, JAPAN

TOKYO LEGAL AFFAIRS BUREAU



I[TepeBo ¢ ATOHCKOTO U AHIIAHCKOTO S3bIKOB HA PYCCKHIA

Jlorotun: [ZLG] VYnonHoMoYeHO Jlororwr:
LleHTpaabHLIM BETOMCTBOM 3eMeTh [0 OXpaHe [TUV
3[I0pPOBBA B 00JACTH JIEKAPCTBEHHBIX CPENCTB H SUD
MeIHLITHCKOH [POAYKLHK Product Service]
Z1.G-BS-244.10.08

www.zlg.de

CEPTU®HUKAT EC

KommniexcHas cucreMa MeHeDKMEHTA Ka4eCTBa PO TyKITHH

Hupextusa 93/42/EEC o memuumuckux usnemsx (MDD), IMpuioxerne 11, nexmouas 4)
(Uznenua Knacca Ila, IIb uu III)

Ne: G1 068357 0028 Bepc. 00

Ipoussoncrsennpiii(e)  XOSI Kopnopeiimn ®aépuxa IIEHTAKC Musiru
00bexT(bI) 30-2 Okapga, Aza-Illumovmsino, Iyxkunare, Kypuxapa-Iiln,
Musirn, 987-2203, SINOHUST

XOsI Kopnopeiimn ®abpuxa IIEHTAKC SImarara
4 — 1 Xunojae-40, Harau-mu, SImarara, 993-0012 SIIOHU S

XO51 Kopnopeiimn
6-10-1 Hucu-cunmioky, Cunmsioky-ky, Toxuo, 160-0023,
SAnonun

XOsI Kopnopeiimn Ioppasaenenne IEHTAKC Jlaiid Keap
Texnonornuecknii nearp lMlopanomopu

1-1-110 Oyuyxxuraoka, Axkamumva-mu, Toxuo, 196-0012
ANTOHUS

XOs1 Kopuopeiimn Ioapasaenenne IIEHTAKC Jlaiid Keap
IIpon3BoacTBeHHO-TeXHO 0T HIecKHii nenTp/@abpuxa Orasa
395 Oasa-Kakysma, OraBa-maun, Xuxn-ryn, Cairama 355-
0316 SAMIOHUA

Crpannua 2 n3 2
TUV SUD Product Service GmbH SBIISeTcs YIOIHOMOYEHHBIM OpraHoM, HMEIOIIHM
nnenTHGUKanuonHbI HomMep 0123,

TUV SUD Product Service GmbH-Cepruukaumonssiii oprau - Puiiepirpacce 65 - 80339 r.Mronxen-I'epmanmus

TUV®



JloroTum: |ZLG]  YTIOTHOMOYEHO Jlororu:

LleHTpaIbHBIM BELOMCTEO.

M 3eMeJlb TI0 OXpaHe [mrrpux-Ko7] [TUV

310POBREA B obnactu JIEKAPCTEEHHBIX CPEICTE H SUD

Me}lHuHHCKOﬁ NMpoIyKIHHA
Z1LG-BS-244.10.08
www.zlg.de

Product Service]

CEPTUPUKAT EC

KommexcHas cucteM

a MCHECIDKMCHTA Ka4yeCTBa IMIPOOYKIITHA

Hupextusa 93/42/EEC o meaununckux mspenusax (MDD), [Tpunoxernue 11, uckmodas (4)
(Mapenus Knacca Ila, IIb unu I11)
Ne: G1 068357 0028 Bepc. 00

Hpﬂ H3IBOJHTCHb:

IIpeacraBuTens
B EC:

Kareropns
n3aeams(ii):

Opran  cepTuduKaH

XOs1 Kopuopeiimn
(HOYA Corporation)
6-10-1 Hucu-cHHA3I0KY
Cunsioky-Ky

Tokuno

160-0023 sIIIOHM I

IIEHTAKC Eppona I'moX
(PENTAX Europe GmbH)
IOanyc-®occenep-lllTpacce 104,
22527 r. T'amOypr

T'EPMAHMWSI

IHA0CKONBI, YILTPA3BYKOBBIE JHI0CKONBI, HX COMYTCTBYIOIIEE
obopyaoBanue u npuHagie;kaocTH K HuM (I1a, ITb)

TOV SUD Product Service GmbH 3asemsier, 410  BBIICYKA3AHHBII
NPOM3BOAUTENb BHEAPH/I CUCTEMY MEHGIJKMEHTA KAYeCTBA B OTHOMIEHWH [POEKTHPOBAaHH,
NPOM3BOJICTBA W KOHTPOJIS COOTBETCTRYIOIIMX W3/ieNuii/kaTeropuii uzjenuii cornacuo Ipunoxenuro IT k
MDD. JlanHas cuctemMa MeHeJKMEHTA KauecTBAa COOTBETCTBYET MOMOKEHHAM YKa3aHHOU JIupekTuBsb u
MONIEXKHUT IepHoaudecKkoll mposepke. [na peanmzaumu Ha peiHke npoaykuun kiacca Il oGasaresnen

JononHuTenbHbli ceprudukar — no Ipunoskenwro 11 (4). Cm. Takske npumMeuanus Ha o6opore.

Homep oTuera:

JelicTBuTe IeH ¢:
JeiicTBuTeNIEH 10:

Jara, 12.12.2018

Crpannna 1 u3 2

JAQ235034630

01.02.2019

31.01.2024
[HTodnuce]
Iredan [paiic

TUV SUD Product Service GmbH sBsercs ynoaHOMOYEHHEIM OPTaHOM, HMEFOIITHM
uaeHTuuKanuonHeli Homep 0123.

TUV SUD Product Service GmbH-Cepruduxauuonnsiii opran - Pupnepmrpacce 65 - 80339 r.Mionxen-T'epmanus



[Teuars: Horapuyc Mutnaku Caro.
JlokyMmeHT 3aperucTpupoBan 3a HoMepoM: Ne «175» 3a «2019» TON
IogTBep:xkaenue

Hacrosmmum MOOTBEPIKOA0 TOT (bam*, YTO IIpWjaraeMasi KOoIusi HJOKYMEHTa B TOYHOCTH
COOTBETCTBYET TMpe/ICTaBIeHHOMY OpHruHamy. Ha ocHoBammH 49ero s MOATBEPKIA0
U3TI0KEHHBIE (PaKTHhL.

21 asrycra 2019 rozna

JoxyMeHT cocTaBieH B orce HOTapuyca,

r. Toxuo, Taruxasa, CuGacaxu-1é, 3-téme, 9-21

Horapuyc, noaeenomcTBeHHEH TokuiickoMy 0I0po 110 I0pUIMYECKHM BOITPOCAM

[Mewats: Hotapnyc Mutnaxu Caro.
Hotapuyc Murnaku Cato

CBH/IeTeILCTRO

BrinienpuBeieHHast 110/UTACE SBISETCA MOMJMHHON HOAMMCEI0 HOTAPUYCa, MOABEOMCTBEHHOTO
ToxumiickoMy 010pO 1O IOPHMYECKHAM BOIIpOCaM, KpOME TOTo, i nonTBepmam NOJITHHHOCTD
MPHJIOKCHHOM JTMIHOH TIeYaTH YIIOMSAHYTOTO JIMIIA.

21 aprycra 2019 rona

Jupexrop Toxkuiickoro 6ropo no ropuaungeckum sonpocam MBASIMA CUH/I3UA

MMevats: Jlupextop Tokmiickoro 610po 10 FOPHAHIECKHM BOIIPOCAM.

AIIOCTHIb

(Taarckas KOHBeHLMA OT 5 okTA0ps 1961 ropa)

1. Crpauna: SITTOHM A
HanHerii opULHaTEHEIA TOKYMEHT

2. nojpnucaH Murnaku Carto
3. BLICTYNAIOIMM B KadecTBe HoTapuyca Tokuiickoro 610po 1o 10pMAHYeCcKAM BOOPOcaM
4. 3apepen nevatsro/irtamnoM Murtnakn CaTo, HOTapuyca
YnocroBepeHo
5. Br. Tokuo 6.21 ABTYCTA 2019T.
7. MHHHCTEPCTBOM MHOCTPAHHBIX JEJI
8. 19-Neo 065483
9. Tlewars/mramin
T'ep6osas neuars: SIIMTOHUST. MUHUCTEPCTBO HHOCTPAHHBIX JIEJL
10. [Moanuce [Hlodnucs]
Tocu TAHAKA

Ot umMeH MUHHCTPA HHOCTPAHHbIX €1




HOTAPUAJIBHOE CBUJETEJILCTBO

Hacrosiinum ~ CBHIETEILCTBYETCA, YTO IIpHjaraeMasl KOIHA JOKYMEHTA B TOYHOCTH

COOTBETCTBYCT IIPEACTaBICHHOMY OPHIHHAILY.

Jaruposano 21 asrycra 2019 rona.
[Tloonucs]

Mutuaku Carto

HOTAPUYC

9-21, 3-TEME, CUBA3SAKUTE

TATHUKABA, TOKHO, ATTOHUA
TOKHUHCKOE BIOPO ITO IOPUIUYECKHUM
BOITPOCAM

[euars: TOKMHUCKOE BIOPO I10 IOPUJIMYECKHM BOITPOCAM. HOTAPHUYC.
9-21, 3-TEME, CUBA3AKUTE
TATUKABA, TOKHO, SITOHML.



Hepeeod 2«030 meKcma coeaan MHoil, nepecodunrom Anexceeesim Anexceem Anexcandpoeuuem.

Poccuiickaa ®Pedepanusn
Topoo Mockea
Headuams 60coM020 agzycma 06€ mulCA4U OeGAMHAOUAMOZ0 200a
A, Pebpuna Enena Juumpuesna, 6pemMentno uchomusiowas 06a3anHocmu Homapuyca
20poda Mocxkewt Axumosa I'neba Bopucosuua, ceudemenbcmeyio ROONUHHOCTb ROONUCY NePeEoOUKA
Anexceesa Anexcen Arexcandposua.
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BPHO nomapuyca




l} Sexclion 5
(4

\

F-60.00 / F-90.00 Wt L %m H 4o

== SUCTION PUAP
Mobile suction machine for professional use, with powerful double piston motor. ABS anfishock case. Four antistsic castors, fwo of which with brokes. Vacuum gauge for the control of vacuum.Vacuum regulafion. Two frs, 2

. capocty mode of Makrolon outoclovable. Each jor with doubl securty velve. Indipenden us of each jor. Suppled with disposable fier and sef of ubes.

ASPIRATEUR DE MUCOSITES
Aspiateur mobile avec puissant moteur & double piston. Bofter en ABS anfichoc avec quatre rouletes antistoigues, dont 2 ovec freins. Livé avec 2 bocaux Mokrolon aufoclovables de 2 fitre indépendants ef double valve de

reflux. Régulateur de depression avec vacuometie. Fourni avec fite jefable ef un jeu de fubes.

AVAILABLECONFGURATIONS / CONFGURATIONS DISPONILES TECHNICAL SPECFICHTONS / SPECFICHTONS TECHNIQUES 40 0
Jor / Bocaux 23005060tz 110V 60Hz Motor / Moteur Maintenanceree Oil ree piston pump  Maintenanceree 01 ree piston pump
ode e Weight /' Poids 12 \? kg
oo , k60 £40.20 Power supply / Alimentafion 2300750600z (0,2608) 2300/5040Hz 120VA 0,930
2x D vith fooswich / ave pédle FO/F FOO/EDD Power consumption / Puissance absorbée 60 200
%ﬁﬂwﬁhfootswitch / avec pédale Iiz%i Eggﬁfgo suon power Déé' 10 I{mm 90[V min
: P ' Max vacuum / Vide maximum 0,80 bar- 600 mmH%( J5kPa 0,80 hor-675 g
Jor / Bocaux 230V 50/60Hz 110V 60Kz Operafing cycle / Cycle d'opération 60min ON / 30 min OFF (ontinyous
wde wode Noisiness /" Niveau sonore 61,2 dB )
R Tay— e B
X Z 11 WITh Toorswirch /- avec pedale - “TU/T.
%ﬁ ;ﬁ vith footswitch / avec Eédule Fggﬁzt Fg%ﬁo . ie'ﬂ:gi?llgmfv[}lgsgﬁblﬁ e officioge dighol giﬂfgaeam generl surgery /
F60D /F90D /FX50D /100D BEJ( opérataire, cﬁirurgie géncrale

5.8



PENTAX

MEDICAL

Auto Leakage Tester SHA-P6

Better care for your scopes

L FPENTA X

By alerting you to existing leaks in your flexible endoscopes, the SHA-P6 Automatic
Leakage Tester helps to avoid costly repairs.



. SHan.

The SHA-P6 Auto Leakage Tester is specifically designed for use with PENTAX Medical flexible endoscopes to avoid costly service interventions.

Improved operational efficiency

Default pressure setting, automated pressurization cycle, and air release reduce the risk for human error and potential risky variability
within the reprocessing process.

Space saving and mobile

No need to have large space available in the reprocessing room, due to the handy format of SHA-P6. With the re-chargeable battery, the
automatic leakage tester is usable in several stations without power connection need.

Optimized economic outcomes

Lowers overall repair costs, improves scope utilization and prevents downtime as a result of the optimized, automated process capability.

PENTAX Medical Auto Leakage Tester SHA-P6 Specifications

Built - in packaged lithium battery Battery capacity 2,600 mAh

Operating Environment

Ambient temperature
Relative humidity
Air pressure

10 to 40 °C (50 to 104°F)
30 to 85% RH
700 to 1,060 hPa (10.2 to 15.4 psl)

Pressurization Automatic (air pump)

Displayed pressure range 0 to 40 kPa (0 to 5.80 psl)

Size 154mm (W) x 63.2mm (H) x 95.6mm (D)

(6.06in (W) x 2.49in (H) x 3.76in (D))

Electric shock protection
Degree of Electric schock protection

Internal power supply equipment and Class Il
Equipment Type BF (Body Floating)

IEC60601 -1 : 2005 + A1 : 2012

Electrical Safety

EMEA Headquarter

Germany
PENTAX Europe GmbH
Julius-Vosseler-StraRe 104 . 22527 Hamburg

Tel.: +4940/56192-0 . Fax: +4940/5 60 42 13 pENTAx
E-mail: info.emea@pentaxmedical.com . www.pentaxmedical.com

Medical device class: | » This product must be used only by healthcare professionals. IVI E D I CA L

Before use and for detailed product specifications, please refer to the instructions .
for use. In the interest of technical process, specifications may change without notice. Excellence in Focus

LCM/01/07/18/320461/02
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[Certificate No. Q5 068357 0027 Rev. 01

HOYA #h\ &4t

PENTAX 71 74 7 E ¥
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HAHAZT—YVa—a BEER #HE
W HEsh

March 2, 2022

To whom it may concern,

STATEMENT

We, HOYA Corporation (6-10-1 Nishi-shinjuku Shinjuku-ku, Tokyo 160-0023 Japan),
hereby certify that attached document listed in above is the copy of the original
document.

// /m—\
&
SA.K?I/Y asuhiro
Senidr General Manager

Customer Solution Development

Japan Research & Development Department

PENTAX Lifecare Division
HOYA Carnnratian
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 068357 0027 Rev. 01

Product Service

Holder of Certificate: @ HOYA Corporation
pENTAx 6-10-1 Nishi-shinjuku
Shinjuku-ku

MEDICAL Tokyo
160-0023 JAPAN

Certification Mark:

tuvsud.com/ps-cert

Scope of Certificate: = Design and Development, Production,
Distribution and Servicing of
Medical Endoscopes and Related Products

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?q=cert:Q5 068357 0027 Rev. 01

Report No.: JA1768298
Valid from: 2022-02-27
Valid until: 2025-02-26

c@:L\_/

Date, 2022-02-24 Christoph Dicks
Head of Certification/Notified Body

w7 ®
Page 10of 2 v
TUV SUD Product Service GmbH « Certification Body * RidlerstralRe 65 = 80339 Munich * Germany
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-2m-11321-01-00

Certificate

Product Service “

No. Q5 068357 0027 Rev. 01

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1SO 13485:2016)

DIN EN ISO 13485:2016

HOYA Corporation PENTAX Miyagi Factory
30-2 Okada, Aza-Shimomiyano, Tsukidate, Kurihara-shi,
Miyagi, 987-2203 JAPAN

Production and Distribution of Medical Endoscopes and Related
Products

HOYA Corporation PENTAX Yamagata Factory
4-1 Hinode-cho, Nagai-shi, Yamagata, 993-0012 JAPAN

Production of Medical Endoscopes and Related Products

HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo, 160-0023 JAPAN

Regulatory Affairs

HOYA Corporation PENTAX Lifecare Division Medical
Instrument SBU Japan Sales Headquarters
3-35-1 Shimo-renjaku, Mitaka-shi, Tokyo, 181-0013 JAPAN

Distribution of Medical Endoscopes and Related Products

HOYA Corporation PENTAX Lifecare Division Showanomori
Technology Center
1-1-110 Tsutsujigaoka, Akishima-shi, Tokyo, 196-0012 JAPAN

Design and Development and Distribution of Medical Endoscopes
and Related Products

HOYA Corporation PENTAX Lifecare Division Production
Technology Center / Ogawa Factory

395 Oaza-kakuyama, Ogawa-machi, Hiki-gun, Saitama,
355-0316 JAPAN

Production, Distribution and Servicing of Medical Endoscopes and
Related Products

TUV SUD Product Service GmbH - Certification Body - Ridlerstralie 65 - 80339 Munich - Germany

H)
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j (Convention de La Haye du 5 octobre 1961)

AR 4 EBW 56 B

BEA HOYAR R X £ PENTAX S A 24X 7HEL BMRKES BRESE
BERAE £ DRI T—VY)a—YavERE 8 RHFEEDL ORKEA

EAaN BA B, FA2EACHLRHFBRDLFIBMEIEFEOERICTDE, B S

L+t O THDHAELEERBLTLWLIEHEMBL £,

J:OT.-\ :ﬂ&%ﬁ%ﬂi#%a
40 4 4F S B rs0 H. ZABHEAEBIBVT
KEBINTHTEEM3ITEIR218

HOom % B R KR {:6
I N
Notary 1§ rP 7\ '-1"
WATAHIKI Yutaka
AlE i

FREA3. KEEERBANAOBAICHELZVWLDOTHN., o, TOMENIZ,
HEOLDTHLZI EREWNT S, :

GfMm4a%E 3 H 0 H

;—-':w—-""--"---;,i;t’i
F&;_j‘

R BB R OE 3 A B L iri:l N(U

STt
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APOSTILLE

. Country: JAPAN
This public document

- has been signed by WATAHIK| Yutaka
. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

. bears the seal/stamp of W'A‘Tﬁ‘ =1 K] YU taka Notary
Certified
6.

-

. at Tokyo

. by the Ministry of Foreign Affairs
. 222NO 042117

. Seal/stamp:

MAR. 10. 2022

w oo =1 W

10. Signature

e

For the Minister for Foreign Affairs
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Notary

WATAHRIKI Yutaka
ik i

LRZHE, RAEBRABAEADZBRAIIHELZVLDOTH Y, o, TOMAEZ,
HEDLDTHALILZAWT S,

aM4E S A sOH
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3 -
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document

2. has beensigned by \WATAHIK| Yutaka

3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

bears the seal/stamp of \[{/ A TA - Kl Yu taka Notary
Certified

at Tokyo 6.

by the Ministry of Foreign Affairs

22-NO 042117

Seal/stamp: 10. Signature

L

MAR. 10, 2022

S .

HAMAMOTO Hiroki

For the Minister for Foreign Affairs




‘T
¢

~-
y

e
N

NOTARIAL CERTIFICATE

This is to certify that HASEGAWA Hayato, an agent of SAKAI
Yasuhiro, Senior General Manager of HOYA Corporation PENTAX
Lifecare Division Japan Research & Development Department
Customer Solution Development has stated in my very presence
that said SAKAI Yasuhiro acknowledged himself to have signed to

the attached document.

Dated this 10™ day of March, 2022.

—

WATAHIKI Yutaka

NOTARY
9-21, 3 - CHOME, SHIBAZAKICHO
TACHIKAWA, TOKYO, JAPAN
TOKYO LEGAL AFFAIRS BUREAU



IlepeBo ¢ AIOHCKOTO U AHTJIHHCKOTO S3BIKOB HA PYCCKHI

PENTAX
MEDICAL

[Cepruduxar Ne Q5 068357 0027 Bepc. 01]

X0
[IEHTAKC

2 mapra 2022 rosia
[To Mecfy_TpéﬁoﬁaJ{HH.
HNOATBEPXK/JIEHUE

Msr, «XOS Kopropenmm», (6-10-1, Hucu- Cuamsioky, Cunisioky-ky, Tokuo, 160-0023,
SlnonMst), HACTOANIMM CBHICTCIBECTBYEM, YTO NpHJIAracMblil JOKYMEHT, yfcazaum:.lﬁ BEIIIIE,
SIBIISETCS KOIHEH OPHTHHATLHOTO ,I[OKYMCHTa.

[Hodnucw]

CAKAU Scyxupo _

(“rapimaii I'eHepanbHbI MeHELKEP

Opien pazpaboTKy KIMEHTCKIX penIeHH '
()1y1e uceneoBaHuA U pa3BUTHA SnoHun
| lonpazaenerne [IEHTAKC Jlaiig Keap
X0 Kopriope#inm
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. ‘:‘NO' QS 068357 0027 Bepc. 01

.",.e maTéJI‘l;ce TH( ﬁKﬁTa:j g o XOH Kopnopeumu (H()YA Corporatlon)
ep P ‘ o
PENTAX o .2—10 -1 Hucu-cnnusm[cy
eyl HHIBIOKY-KY =
MEDICAL L o Tokmo ‘
E S LT ‘-".160 002351HOHI/IH

i 'Cépiﬁ(]iﬁyc-éuﬁoyhslﬁl SHAK: “TUV SUD o
ALAki e B . BNISO 13485 _
 tuv-sud. com/ps cert o

S _:.:OﬁJIaCTL npnMeHeHuﬂ Lo HpoeKTnponaHHe n paspaﬁo’nca, npomnoncrno, .
CepTquKaTa' C oL+ peaiusanus M 00CTyKUBAHME. Me):[HIIIﬂ{(:KﬂX :
AR ’-'3H;(oc1conon 18 conyTCTnymumx mnennu P

" Opran cepraduxamus TUV SUD Product Service GmbH cBHeTENECTBYET, 4TO BHILISYKASAHHAT
. KOMITAHMA BHEJIPIITA ¥ TIOENEPIKUEACT CHCTEMY MEHE/UKMEHTA KAYECTBA, KOTOPas COOTBETCTEYET
- TpeGOEAHILIM YkasaHHBIX CTAHIAPTOB. Bee NpAMERTMble TpeGOBARMA PEraMeHTa HOTBITAHMH |
©-CePTHORKALHI OPraHA3aluH TUV SUD Product Service GmbH ssaromuorest. Ioapofasie CBEIEHHS U
. HHGOPMANHIO O eHCTRUTETBHOCTH HAHHQro oepmdamca'ra CM. 110, CORUTKS: WWW. tuvsud com/ps—‘ '
P cert‘?cl—Cert OS 068357 0027 Rev 0% = - ‘ ‘ C N

"'H{imé[i.iorlti.éfa; ) L 7 JA1768298 L

Conloo Jleterburememc: < - 27.02.2022
o7 NefiereaTened jo: - 26.02.2025

CJara, 24022022 - [Hoomucs]
o - Kpreetod Hyice! ‘ . :
PyroposuTens cemebm(aunormoro/HomtbHJ’mpoBaHHoro opraHa

A CTpaHHual H32

3 TUV SUD Product Servme GmbH Cep’m(bmcalmommm opra,ﬁ PI/IJIJ'IGPD'.[‘I‘paCCB 65 803 39 r. NIIOHXGH-F epMaHm o
: S . . TUV®
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- (IS0-13485:2016)
DINEN 10 13435: 2016
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. Product Servme]

EN 18O 13485 2016
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- TexsHoaormaeexuii Henrp IlloBamoMopH

2 _1-1-110 I.[yuynmuraorca, Armumma—mu, Ton:uo, 196 0012

HIIOI-[[/IH

‘ Hpoe!{mposame 1 paspaboTKa, a TakKe peannsaum Menuupmcxﬁx
BHIIOCKOI'IOB u COIIyTCTByH)H.II‘rIX I/IS,I[GHH_H ‘ ‘

- "XOH Kopnnpenmﬂ ]Ionpasneneﬂue ]IEHTAKC .Jlamb Keap ke

" IIpou3BoOICTBeHHO-TeXHOIOrAdecKHil nenTp/®adpuka Orana .

395 Oasa-Kalcynma, OraBa -MaIH, Xmm—ryn, CanTaMa 355- 0316 '

‘ﬂ]:[OI-m;{

HpOHSBO,]ICTBO peanusaumx )4} Oﬁcﬂy)I(HBaHPIB MGJII/I[IHHGKHX i

L ‘BH,HOGKOIIOB 4} COHYTOTByIOI.LIHX I/IBI[GJII/II/I

C'xpamma 2 u3 2 |

TUV SUD Product Serv1ce GmbH Cepmzbmcau;nonnsm opraH Pmmepmrpacce 65 - 80339 . Mronxeml“epMaHm{

TUV®



ITeuatn: Hm‘apnyé IOraka Baraxuxu.
JIOKyMEHT 3aperiCTpHpOBaH 3a HoMepoM: Ne «56» 3a «2022» rojt
MoaTBep:xaenue

‘HacTosmumM OATBEpKIaio TOT dakt, uto Xacerasa Xasto, npezcrantens Caxan SICyxupo,
- Crapmero I'emepanpHoro Mememkepa, xommanus «Xos Kopnopedinmy, Iloxpasnenenue.
[IEHTAKC Jlaitdp Keap, oTjien mccnenoBanus W pa3BUTHS SINOHHM, pa3pabOTKH KIMCHTCKHX
peIIeH i, 3aBIII B MOEM IPHUCYTCTBUH O TOM, YTO yHnoMsaHyThlH Caxau Slcyxupo moarBepaui,
YTO OH MOAMHMCA HpuwiaraeMeiii fokymeHT. Ha ocHoBanuH 9ero s HOATBEPHKAAL0 U3JI0KEHHBIE
(baxThl.

10 mapra 2022 rona

JIOKYyMEHT cocTanJieH B oduce HOTapHyca,

r. Toxuo, Tarukasa, Cubazaxu-1é, 3-téme, 9-21

Hotapuyc, mogsenomMctBennbii Tokuickomy Gropo 110 JOPHIMHYECKHM BOTIPOCAM

I[Teuyars: Horapmyc BATAXHMKH IOraxa. _

Horapuyc - [TIoonucw] BATAXHKH IOT1axa

CBHAETeILCTBO

BelurenpuBeieHHas MOITACH SBISICTCA MOMTHHHOM MOUCHI0 HOTAPUYCa, IIOABEAOMCTBEHHOIO
Toxutickomy G10po 10 IOPHMIMICCKAM BOIPOCAM, KPOME TOTO, 5t nomsep}ma}o HO,E(JIHHHOCTB
TIPHIIOKEHHOM JITYHOM II€9aTH ynomuyl Oro JIHMA.
10 mapra 2022 rozna

. HHpeKTOP Toxwuitckoro 6:0po 1o IOpHH,H'-IGCKHM Bonpocam CAKAMOTO ECUTAHD

Heqa’rb: Jupexrop Tokuiickoro 610po 10 IPAANIECKHM BOIPOCAM.

ATIOCTIIb

(laarckas konBeHIus o1 5 ok1s6psa 1961 roga)

i i

Crpana: ATIOHUA
HaHHBIH O(HIMANBHEIH JOKYMEHT
noJnucaH BATAXHWKHU I0taka
BBICTYTAIONIHM B kauecTBe Horapuyca Toxuiickoro §10po mo 10puHUecKUM Bonpocam
sapepet neuarsio/iwramnom BATAXHKH IO0Taka, HoTapuyca

BN

Y ooctoBepeHo

5. Br. Tokno 6,10 MAPTA 2022T.
7. MUHHUCTEPCTBOM MHOCTPAHHLIX J€
8. 22-Ne 042117
9. Tleuars/wTaMn
["epOoBas neuars: SITTOHUST. MUHUCTEPCTBO MHOCTPAHHBIX ,JIEJ]
10. !"Io;mum, - [Modnucs]

XAMAMOTO Xupokn

Ot uMeny MUHHCTPA HHOCTPAHHBIX €T




HOTAPHAJIbHOE CBUJAETEJIbCTBO

I—laé‘romnam cnn,ue’renﬁCTBye’rcx, yto XACEI'ABA Xasro, npencrasurtens CAKAH Hbyxnpb,
Crapuwero I'eHepajibHOro MeHeIKeEpa, . KDMHaHmi «Xos Kopnoper‘it_un», Ilonpaznenenne
[NEHTAKC Jlaiidy Keap, otaen ﬁccHeJIOBaHHa u pasButus SImoHMH, pa3pabOTKH KIHEHTCKHX
PEIlCHHU, 3asB1I B MOEM TIPUCYTCTBHH O TOM, 9T0 ynoMsHyTeii Cakau flcyxupo moarsepami,

YTO OH ITOJIHcalt npnnar&thIﬁ JTOKYMEHT.

HaruposaHo ceromms, 10 Mapra 2022 ropa.

[Hodnucs]
BATAXWKH [Oraka
HOTAPUYC _
9-21, 3-TEME, CHBA3AKHTE
TATHUKABA, TOKHO, SITOHHMA

[levars: TOKHUICKOE BIOPO ITO FOPUJIMYECKUM BOITPOCAM. HOTAPHYC.

921, 3-TEME, CUBA3AKHTE
TATHUKABA, TOKHO, SITOHUSL.



ITepe6od danygzo njexcma somonnen nepeeoduuxom Komnsposvim Aumonom Heopesuuen.
" Poccuiickan @edepayusn

TI'opoo Mocrea :

OQ0uHHAOKAMO20 MAPMA 06 MBICAYI 06ROUAMD GIMOPOZO 2004

- A, Poouna Vavsna Anexceesna, Gpemenno UCROIHAIOWAA 06A3aGHHOCTIU Hamapuyca 2opoda Mocxkevt Kopcuxa

' Hezopesuua.

- Braoumupa Koacmanmuuosuqa ceudemeﬂacmsyro NOOMUHHOCI® NOONUCU NEPeBOIYUKA Komnsaposa Anmona

- Iodnuce coenana 6 Moem npucymcmsuu
ﬂuuuocmb ROONUCABUIEZ0 doxymenm ycmanosnena.
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