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PEHTAX
MEDICAL

EU DECLARATION OF CONFORMITY

We ; HOYA Corporotion

6-l 0-1 Nishi-shinjuku, Shinjuku-ku, Tokyo

160-0023, Jopon

declore under our sole responsibility thot PENTAX or pENTAX Medicqt
brond product:

Product cotegory : Endoscopes, video processors ond occessories
Model Nome : See ottqched

Meets;

I ) the conformity ossessment procedure in Annex ll in occordonce with the provisions

of MedlcolDevices Directive 93/42/EEC.The clossificolion ond rules opplied to

eoch model ore described in the otiochment.

This declorotion is bosed on EC quolity system opproved by

TUV suD Product Service GmbH (No.0123), RidlerstroBe 65, g0339 Munchen,

Germony

2l the provisions of RoHS Directive 2Ot I /65/EU.

Tokvo.Moy25.2o2r lW llil
Monoger
Reguloiory Affoirs Deporf ment
PENTAX Lifecqre Division
HOYA Corporotion

Authorized Representotive in the Europeon Union , / /
PENTAX Europe GmbH, Jutius vosseler stroBe 104, 22s27 Homburg,

PENTAX Life Core Division
Form Number: ET-TR-O1 0-Form5 I
Form Revision: R04
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M EDICAL

List of products labeled with cE marking
Category : Endoscopes, video processors and accessories
MDD Class II a& II b / RoHS

ER-QL-193
Date: 2027/5/25

Model Name General Name
MDD

Class
Rule

Initial date of declaration
of conformity

Remarks

DN-D27188 Electro-Surgical Knife IIb 9 2016.06.01
DN-D27228 Electro-Surgical Knife IIb 9 2U 1 b. Ub.0 1
D()-D2618 Snare Iib 9 2016.08.29
DO-D2622 5nare IIb 9 2UL6.04.29
DP-D25 1B Electro-Surgical Knife IIb 9 2016.08.29
DP-D2622 Electro-Su rg ical Kn ife l1 b 9 2016.08.29
EB- 1 1 70K vrcleo Bronchqscope IIa 5 20t7.t2.2s
tr6I 5-J IU Video Bronchoscope IIa 5 20 1 6.06.01
EB- 197OTK Video Bronchoscope la 5 2017.t2.25
EB-1990i vrcleo Bronchoscope IIa 2017.12.25
EB19-J 10 Video Bronchoscope IIa 2016.06.01
EB1 10 Video Bronchoscope IIa 5 2019.04.05
EBl 1 -S0 1 Video Bronchoscope IIa 5 2021.o5.25 20210525 added
EB1 5-S0 1 Video Bronchoscope Ia 5 2021.o5.25 20210525 added
trL-Zy9ULl Video Colonoscope IIa 5 2|JL / .t2.25
EL-J49UFI ytdeo colonoscope IIa 5 20t /.t2.25
tU-J49OLK Video Colonoscope lIa 5 zUI/,LZ,25
IL.JZ+9UIVIK Video Colonoscope lla 5 20t7.t2.25
EL-J4gU I FI Video Colonoscope IIA 2077.12.25
:L-J49U I Ll vrdeo colonoscofe IIa 20t / .12.25
EL.J49U I MI Video Colonoscope IIa zuL/.Lt.t5
ECJ4-r 1 0F Vidgo Colonoscope Ia 5 tur/.lz.25
trLJ4-IIUI. Video Colonoscope lla 2t)L /.L2,25
trLJ4-IlUIY Video Colonoscope IIA 5 2Ut /.L2.25
EC34-i lONL vtdeo colonoscqpe IIa 5 20t9.o7.o5
EC34-i10NF Video Colonoscope ,I1a 5 2U L9,U / ,U5
tUJ4-r 1 0T Video Colonoscope lIa 5 2077 .09.t5
EC34-i lOTL Video Colonoscope IIA 5 2Ut / .O9.7
EC34.i1OTM Vrdeo Colonoscope IIa 5 2077 .O9,t
tuJS-l 1 0cL Video qolonoscope lIa 5 zuld.o / .L9
EC38-i 10cF Video Colonoscope IIA 5 2018.07.19
EC38-i 10cF2 vrdeo colonoscope IIa 5 2018.10.25
EC38-i10cM Video Co]onoscope lIa 5 ZU I6.U / .L9
ECJ4-I lOCL Vldeo Colonoscope lIa 5 a)ta.o /.19
trLJ4-[.UCF vr0eo colonoscope IIa 5 2018.07.19
EC34-i 10cM Yrdeo Colgnoscope lIa 5 2U LU,,U / ,19
EC-3B9OFi y'ideo Colonoscope lIa 5 zol / .12,25

-3890Fi2 y'ideo Colonoscope IIa 5 2017.t2.25
L-JU9UI-I( vrdeo colonoscope IIa 5 2t)t7.t2.25

tL-JU9UI-K2 vtcleo colonoscope ua 5 zur /,12.25
:U-J89Ul-Zr Video Colonoscope lIa 2017.1.2.25
a(_-3it90t Video Colonoscope IIA 20r /.t2.25
EL-JU9ULK Video Colonoscope lIa 5 tuI/.Il.t5
EC-389012i Video Colonoscope lla 5 2017.L2.25
:L-JUYUIVIK Video Colonoscope IIa 5 2t)77.12.25

EL-JU9UIVIZI vrdeo colonoscqpe lIa 5 zUr/.t2.25
EC-389OTLK Video Colonoscope lla 5 tt)L /.t2.25

13B-i10F Video Colonoscope IIa 5 2U1 /.12.25
EC38-i 10F2

Vrdeo Colonoscope lla 5 zuL/.12,25
Video Colonoscope lta 5 2019.o7.o2

FC3n-i Video Cqlonoscope Ia 5 2017.72.25
c38-i10rY Video Colonoscope 1la 2IJL /.t2.25

-i10M2 Video Colonoscope IIa 2t)t /.L2.25
EC38.i lONF vrdeo colonoscopq IIa zol 6.06.01
EC38-i lONL Video Colonoscope lIa 5 2016.06.01
EUY- 15 /5K Video Cystoscope lla 5 2077.72.2s
xD-3+9U I Video Duodenoscope! IIa 5 2t)t7.t2.25
ED34-i107 Yrdeo Duodenoscope ,lla 5 tu L / .L2.25
HJJ4-t10T2 r'ideo Duodenoscope lla 5 zJI /.t)b.23
3E-A63 Singlq Use Sterile Distal fni Cap wth E-iEvator la 5 2U20.O3.24
ED32-i 1 0 Video Duodenoscope IIa 5 2019.08.23
f,E-A65 SingleuseSfe@ lIa 5 2020.03.24 /t t//

lIa 5 20t9.06.t2 il l,/
:G 1b-K10 ideo Upper GI Scope IIa 5 TD:D:8 -r7

)per br Scope IIa 5 20t9.06.12
EG-1690K ideo Upper GI Scope IIa 5 2018.02.16
EG-2490K ideo Upper GI Scbpe IIa 5 2017.12.25
EG-2790K /ideo Upper GI Scope IIa 5 2017.1225 t/ I

lDef Gl :rcone IIa 5 2017.1.28 tuJ
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List of products labeled with CE marking
Category : Endoscopes, video processors and accessories
MDD Class II a& II b / RoHS

ER-QL-193
Date:202U5125
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