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M E D I C A L Location: Moldova

' MOLDOVA EUROPEANA |

EU DECLARATION OF CONFORMITY

We ; HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo
160-0023, Japan (SRN: JP-MF-000005227),

whose Authorized Representative in the European Union is :
PENTAX Europe GmbH, Julius-Vosseler-StraBe 104, 22527 Hamburg, Germany
(SRN: DE-AR-000000004),

declare under our sole responsibility that PENTAX or PENTAX Medical brand product(s)
below:

Product Category . Endoscopes, Video Processors and its accessories
Model Name . See Atftached

General Name : See Attached

Basic UDI-DI . See Atftached

Risk Classification : lla

conform(s) to;

1) the conformity assessment procedure in Annex IX in accordance with the provisions of
Regulation (EU) 2017/745 on Medical Devices (EU-MDR) which is based on EU QMS
Certificate (MDR) issued by TUV SUD Product Service GmibbH (No.0123), Ridlerstrasse 65,
80339 Muenchen, Germany (Certificate No.: G10 068357 0031) and the provisions of
RoHS Directive 2011/65/EU amended by Directive (EU) 2015/863.

2) applicable common Specification(s): Not available as it has not been issued

Place: Signature: Date:

Tokyo Japan % j January 13, 2023
¢ A Zen
IKEDA Takahiro /& .
Vice President
Global Quality Assurance &
Regulatory Affairs \
PENTAX Lifecare Division , 7

HOYA Corporation /

PENTAX Life Care Division
Form Number: RT-TD-007-Form05
Form Revision: RO5




z/c

UOISIAIQ 10D 817 XVINId

S0Y (UOISIASY WO

§0Ulo4-/00-aL-1d JlequnNN uuod

Pappo g 10820 £20C ‘el uor DOXEOLOLOEEE 196V 8d0osouspoNn(g 08PIA [DJIPAW XVINId 212011-v£a3 8
pepp ¢t 10cz0e €¢0¢ ‘el'unr OXEOICLOEEE 961 8d0odsouspong OBPIA [OJIPSW XVINI 1001-yEdd /
pappL /2Z12202 20T ‘[To3d XYQLOL0EEE 196V 9d0o0s 5 18ddf OSPIA [DIIPSW X VINId 20¢-46293 9
pspp [ZT1220C ¢e0T ‘L2708 IXCOLOLOEEC 196V ©d0I50U0|0D) 08PIA IDJIPSW XVINId WOQZ-8£ 3 )
peppL /ZT12202 A4 AVAACER] IXC01010EEE 961 8doosou0[0D) OBPIA [ODJIPSW XVINId 490282203 14
p3{ppL /271720 ¢c0Z “[T°2eQ IXCOI0L0EEE 1961 8d0D50U0|0D) OBPIA |DIIPSW XVINId 12021-8€03 €
PepPL ¥1Z12202 20T ‘v1'08eq NXLOE010EEE 1961 10558201d O8PIA [OJIPSW XVINId 20C08-4d3 [4
2¢0C 'Tas4 OXIOLOI0EEE196Y ©d0oos0ydUOIg OBPIA [PJIPEW XVINId olr-rig3 l

3JON |  aiop DoQ [P Id-1an Jispg SWIDU [D1aUSS SWIDN |9pOW | ON

¢00-v0d-¥aW 'ON Dod




		2025-08-08T13:50:00+0300
	Moldova
	MoldSign Signature




