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PE}ITAX
MEDICAL

EU DECLARATION OF CONFORMITY

We ; HOYA Corporotion
6-l 0-l Nishi-shinjuku, Shinjuku-ku, Tokyo

I 60-0023, Jopon (SRN: JP-MF-000005227),

whose Authorized Representoiive in the Europeon Union is :

P ENTAX Europe G mbH, Julius-Vosseler-Siro Be 1 0 4, 22527 H omburg. Germony
(SRN : DE-AR-000000006),

declore under our sole responsibility thot PENTAX or PENTAX Medicol brond produci(s)
below:

: Endoscopes, Video Processors ond its occessories

: See Attoched

: See Attoched

: See Aitoched
Risk Clossificotion : llo

conform(s) to;

l) fhe conformity ossessment procedure in Annex lX in occordonce with the provisions of
Regulotion (EU) 20171745 on Medicol Devices (EU-MDR) which is bosed on EU eMS
Certificote (MDR) issued by TUV SUD Product Service GmbH (No.0123), Ridlerstrosse 55,
80339 Muenchen, Germony (Certificote No.: G10 068352 O03l) ond the provisions of
RoHS Directive 2011/65/EU omended by Directive (EU) 2O15/863.

2) opplicoble common Specificotion(s): Not ovoiloble os it hqs not been issued

Ploce:

Tokyo Jopon

Globol Quolity Assuronce &
Regulotory Affoirs
PENTAX Lifecore Division
HOYA Corporotion

Product Cotegory

Model Nome

Generol Nome

Bosic UDI-Dl

Signoture:

IKEDA Tokohiro
Vice President

PENTAX Life Core Division

1/2

Jonuory 13,2023
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