DoC No.: MDR-R03-001

PENTAX

MEDICAL

EU DECLARATION OF CONFORMITY

We ; HOYA Corporation Signature Not Verified
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo @p
160-0023, Japan (SRN: JP-MF-000005227), 3?3%%0230 J;'Z13:51:59
Powdd: Zatwigrdzam dokument
whose Authorized Representative in the European Union is :
PENTAX Europe GmbH, Julius Vosseler StraBe 104, 22527 Hamburg, Germany
(SRN: DE-AR-000000006),

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

below:
Product Category . Endoscopes, video processors and accessories
Model Name . See Attached
General Name . See Attached
Basic UDI-DI . See Attached

Risk Classification .
conform(s) to;

1) the conformity assessment procedure in Annex Il and Il in accordance with the
provisions of Regulation (EU) 2017/745 (EU-MDR).

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

Place: Signature: Date:

Tokyo Japan m > December 27, 2022

IKEDA Takahiro

Vice President

Global Quality Assurance &
Regulatory Affairs

PENTAX Lifecare Division
HOYA Corporation

PENTAX Life Care Division
Form Number: RT-TD-007-FormQ5
Form Revision: RO4
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