ER-QL-190

PENTAX

EC DECLARATION OF CONFORMITY

We ; HOYA Corporation
2-7-5, Naka—Ochiai, Shinjuku—ku, Tokyo
161-8525 JAPAN

declare under our sole responsibility that the product:

Product Name : PENTAX Endosopic Accessories
Model Number : as per attached list

MDD Classification: 1
Applied Rule : as per attached list

meets the provisions of Medical Devices Directive 93/42/EEC.

Tokyo, June 16, 2009 W’%’

Keiji ITO
HOYA Corporation

European Representative :
PENTAX Europe GmbH
Julius Vosseler Strasse 104, 22527 Hamburg, Germany
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ER-QL-190
Date : 2009/06/16

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

Initial date of declaration
Model Number Rule of conformity Serial/Lot Number Remarks

AC-ECA 12 2009.04.10 11018-
AC-0CG 12 2009.04.10 11113-
AC-VCA 12 2009.04.10 11107-

AE-P1 1 2009.04.10 11087-
AH-OF1 1 2009.04.10 to be fixed later
AH-OW2 1 2009.04.10 11117-
AH-OW3 1 2009.04.10 11107-

AL-AL 1 2009.04.10 11048~
AL-MF3 1 2009.04.10 11048-

AL-ML 1 2009.04.10 11038-
AL-ML3 1 2009.04.10 11048-
AL-OF5 1 2009.04.10 11117-
AL-OL10 1 2009.04.10 21028-
AL-OL11 1 2009.04.10 11048~
AL-OL7 1 2009.04.10 11028

AL-0OL8 1 2009.04.10 11124-
AL-OL9 1 2009.04.10 11117~
AL-OLG11 1 2009.04.10 11107-
AL-OLG12 1 2009.04.10 11107-
AL-OLG13 1 2009.04.10 11107-
AL-OLG9 1 2009.04.10 11018—
AL-OR3 1 2009.04.10 11048

AL-SF2 1 2009.04.10 11048~

AL-SL 1 2009.04.10 21018-
AL-WAL 1 2009.04.10 to be fixed later
AL-WL 1 2009.04.10 11028~
AL-WL2 1 2009.04.10 11068-

AP-0OV1 1 2009.04.10 11058—

AP-PV1 1 2009.04.10 11018~

AP-PV1 1 2009.04.10 11018—
AP-PV2 1 2009.04.10 to be fixed later
AP-RV1 1 2009.04.10 11117
AP-RV2 1 2009.04.10 11048
AP-VM12 1 2009.04.10 11048-
AP-VM12R 1 2009.04.10 11048- :
AP-VM9 1 2009.04.10 to be fixed later
AP-VMIR 1 2009.04.10 11048—
AT-0T2 1 2009.04.10 11087
AT-0T3 1 2009.04.10 to be fixed later
AT-ST2 1 2009.04.10 11038-
AT-UR2 1 2009.04.10 11057

BS-B1 1 2009.04.10 71038-

BS-H1 1 2009.04.10 11038-

BS-H2 1 2009.04.10 51038-

BS-LC1 1 2009.04.10 to be fixed later
CS3010S 1 2009.04.10 21018-
CS30258 1 2009.04.10 21018-
CS3030S 1 2009.04.10 21018-

CS3045 1 2009.04.10 11107-
CS6002SN 1 2009.04.10 21018-
CS6015ST 1 2009.04.10 21018-
CS6021SN 1 2009.04.10 21018-
CS6021T 1 2009.04.10 11097~
CS6030SN 1 2009.04.10 21018-
CS-C2S 1 2009.04.10 51087-
CS-C3S8 1 2009.04.10 51087
CS-C5S 1 2009.04.10 51087-
CS-C8S 1 2009.04.10 51087-
CS-C9S 1 2009.04.10 51087~
GB1122L1 5 2009.04.10 11048-
GB1807M1 5 2009.04.10 11087-
GB1807S1 5 2009.04.10 11087-
GB1807S2 5 2009.04.10 11087-
GB1807S3 5 2009.04.10 11087-
GB1907L1 5 2009.04.10 11028
GB1907M1 5 2009.04.10 11028-
GB1911L1 5 2009.04.10 11028-
GB1911M1 5 2009.04.10 11028~
GB2211L1 5 2009.04.10 11048—
GB2218L1 5 2009.04.10 11048—
GB2222L1 5 2009.04.10 11048
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List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

Initial date of declaration

Model Number Rule of conformity Serial/Lot Number Remarks
GV1811S 5 2009.04.10 11127—
GV1815S 5 2009.04.10 11127-
GV2211S 5 2009.04.10 11127-
GV2215S 5 2009.04.10 11127-
GV2222S 5 2009.04.10 11127-
GV24151 5 2009.04.10 11017-
GV24221 5 2009.04.10 11017-
HN-D1194 5 2009.06.16 0011019-
HN-D1434 5 2009.06.16 0011019-
KA1806S 6 2009.04.10 11018~
KA1811S 6 2009.04.10 21028-
KA1815S 6 2009.04.10 11038-
KA2215S 6 2009.04.10 11058-
KA2218CS 6 2009.04.10 to be fixed later
KA2411S 6 2009.04.10 21028-
KA2415S 6 2009.04.10 41018-
KA2422S 6 2009.04.10 11048—
KH2211S 6 2009.04.10 to be fixed later
KH2215S 6 2009.04.10 11048~
KH2218CS 6 2009.04.10 11018—
KH2222S 6 2009.04.10 to be fixed later
KH2411S 6 2009.04.10 11127-
KH2415S 6 2009.04.10 11038—
KH2418CS 6 2009.04.10 11097-
KH2422S 6 2009.04.10 11018—
KH2430S 6 2009.04.10 11048—
KH3111S 6 2009.04.10 11117-
KH3115S 6 2009.04.10 11068-
KH3122S 6 2009.04.10 11127-
KS1011CS 6 2009.04.10 11038-
KS1022CS 6 2009.04.10 11028-
KW1511S 6 2009.04.10 11018—
KW1806S 6 2009.04.10 51028-
KW1811S 6 2009.04.10 131038-
KW1815S 6 2009.04.10 91038—
KW1818CS 6 2009.04.10 11107-
KW1818S 6 2009.04.10 11127
KW2211S 6 2009.04.10 11058-
KW2215S 6 2009.04.10 11048-
KW2218CS 6 2009.04.10 11028-
KW2411R 6 2009.04.10 31038-
KW2411S 6 2009.04.10 11038~
KW2415R 6 2009.04.10 11048-
KW2415S 6 2009.04.10 131038-
KW2418R 6 2009.04.10 21028~
KW2418S 6 2009.04.10 11058
KW2422R 6 2009.04.10 11048-
KW2422S 6 2009.04.10 11048-
KW2430R 6 2009.04.10 to be fixed later
KW2430S 6 2009.04.10 11018—
KW3111S 6 2009.04.10 11018—
KW3115S 6 2009.04.10 to be fixed later
KW3122S 6 2009.04.10 21038-
KW-R2415 6 2009.04.10 to be fixed later
KW-R2422 6 2009.04.10 to be fixed later
NS1618S-22M 6 2009.04.10 11078-
NS1810-2306 6 2009.04.10 to be fixed later
NS1810-2308 6 2009.04.10 to be fixed later
NS1810-2310 6 2009.04.10 11028-
NS1810-2313 6 2009.04.10 11018-
NS1818-2304 6 2009.04.10 11028-
NS2210-2306 6 2009.04.10 to be fixed later
NS2215-2304 6 2009.04.10 11018—
OD-B1 1 2009.04.10 11106—
OD-B2 1 2009.04.10 11106—
OD-D1 1 2009.04.10 41117-
0OD-D3 1 2009.04.10 41117-
OD-MA 1 2009.04.10 to be fixed later
OE-A10 5 2009.04.10 11127
OE-A13 5 2009.04.10 11117-
OE-A14 5 2009.04.10 11107-
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OE-A20 5 2009.04.10 11127-
OE-A21 5 2009.04.10 11107-
OE-A23 5 2009.04.10 11018~
OE-A25 5 2009.04.10 21028-
OE-A27 5 2009.04.10 21107-
OE-A28 5 2009.04.10 11117
OE-A32 5 2009.04.10 11107-
OE-A33 5 2009.04.10 11028-
OE-A36 5 2009.04.10 11038-
OE-A38 5 2009.04.10 to be fixed later
OE-A39 5 2009.04.10 11048-
OE-A41 5 2009.04.10 41018
OE-A42 5 2009.04.10 to be fixed later
OE-A45 5 2009.04.10 11038-
OE-A46 5 2009.04.10 31038-
OE-A48 5 2009.04.10 21028-
OE-A50 1 2009.04.10 to be fixed later
OE-A51 5 2009.04.10 11038-
OE-Ab2 5 2009.04.10 11058-
OE-A8 5 2009.04.10 51028-
OE-A9 5 2009.04.10 11038~
OE-B1 1 2009.04.10 11037
OE-B3 1 2009.04.10 11018-
OE-B4 1 2009.04.10 11087-
OE-Bb5 1 2009.04.10 11108-
OE-C12 1 2009.04.10 71038—
OE-C16 1 2009.04.10 to be fixed later
OE-C2 1 2009.04.10 31038-
OE-C21 1 2009.04.10 to be fixed later
OE-C23 1 2009.04.10 11088-
OE-C5 1 2009.04.10 41028~
OE-C7 1 2009.04.10 51038-
OE-C8 1 2009.04.10 81028-
OE-C9 1 2009.04.10 191038—
OE-U1 1 2009.04.10 31038-
OE-Z4 1 2009.04.10 11047-
OF-A26 5 2009.04.10 11116-
OF-A34

5 2009.04.10 to be fixed later
OF-A41

5 2009.04.10 to be fixed later
OF-A57 5 2009.04.10 11018—
OF-A58 5 2009.04.10 11048-
OF-A59 5 2009.04.10 21028-
OF-A60 5 2009.04.10 11127-
OF-A61 5 2009.04.10 11127-
OF-A64 5 2009.04.10 11108-
OF-A65 5 2009.04.10 11078-
OF-A67 5 2009.04.10 11028-
OF-B10 1 2009.04.10 11077-
OF-B103 1 2009.04.10 11038-
OF-B105 1 2009.04.10 11038-
OF-B107 1 2009.04.10 11097-
OF-B113 2 2009.04.10 41097~
OF-B115 1 2009.04.10 11127-
OF-B116 1 2009.04.10 21018
OF-B118 1 2009.04.10 11018-
OF-B119 1 2009.04.10 141038—
OF-B120 1 2009.04.10 111038-
OF-B121 1 2009.04.10 81038~
OF-B122 1 2009.04.10 11107-
OF-B123 1 2009.04.10 21028-
OF-B130 1 2009.04.10 to be fixed later
OF-B132 1 2009.04.10 11127-
OF-B133 1 2009.04.10 11028-
OF-B135 1 2009.04.10 21038—
OF-B136 1 2009.04.10 71038—
OF-B137 1 2009.04.10 11028-
OF-B140 1 2009.04.10 51038~
OF-B141 1 2009.04.10 41038-
OF-B147 1 2009.04.10 11029-
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OF-B151 1 2009.04.10 21028-
OF-B152 1 2009.04.10 31018~
OF-B153 1 2009.04.10 51097—
OF-B155 1 2009.04.10 71038
OF-B159 1 2009.04.10 21028-
OF-B160 1 2009.04.10 21018—
OF-B161 1 2009.04.10 41038-
OF-B162 1 2009.04.10 11127-
OF-B163 1 2009.04.10 21038
OF-B164 1 2009.04.10 21028-
OF-B166 1 2009.04.10 11038-
OF-B170 1 2009.04.10 11028-
OF-B171 1 2009.04.10 11028-
OF-B172 1 2009.04.10 11028—
OF-B173 1 2009.04.10 31038
OF-B177 1 2009.04.10 71038-
OF-B179 1 2009.04.10 81038-

OF-B18 1 2009.04.10 11035-
OF-B183 1 2009.04.10 101038
OF-B188 1 2009.04.10 11038-
OF-B190 1 2009.04.10 131028—
OF-B194 1 2009.04.10 to be fixed later
OF-B26 1 2009.04.10 to be fixed later
OF-B36 1 2009.04.10 11078-

OF-B38 1 2009.04.10 to be fixed later
OF-B53 1 2009.04.10 61028-

OF-B54 1 2009.04.10 to be fixed later
OF-B55 1 2009.04.10 11028-

OF-B56 1 2009.04.10 11107-

OF-B57 1 2009.04.10 11117-

OF-B58 1 2009.04.10 11048-

OF-B63 1 2009.04.10 11095-

OF-B64 1 2009.04.10 11107-

OF-B65 1 2009.04.10 11117-

OF-B67 1 2009.04.10 31028-

OF-B68 1 2009.04.10 41028—-

OF-B69 1 2009.04.10 to be fixed later
OF-B72 2 2009.04.10 31028-
OF-B75 1 2009.04.10 41028—

OF-B77 1 2009.04.10 11028~

OF-B82 1 2009.04.10 11028-

OF-B83 1 2009.04.10 to be fixed later
OF-B90 1 2009.04.10 11065—

OF-B91 1 2009.04.10 11047-

OF-B96 1 2009.04.10 11057-
OF-BG2 1 2009.04.10 11117-
OF-BG3 1 2009.04.10 11067-

OF-C3 1 2009.04.10 11018-

OF-C5 1 2009.04.10 101097
OF-D3 1 2009.04.10 21018-

OF-G1 1 2009.04.10 11038-

OF-G11 1 2009.04.10 11021-
OF-G12 1 2009.04.10 11047-
OF-G17 1 2009.04.10 61097-
OF-WA2 1 2009.04.10 21038—

OF-Z11 1 2009.04.10 171047-
OF-Z12 5 2009.04.10 to be fixed later
OF-Z13 5 2009.04.10 12098-

OF-Z14 1 2009.04.10 11028-

OF-Z5 5 2009.04.10 21028-

OF-29 5 2009.04.10 to be fixed later
OL-H1 1 2009.04.10 31118-

OL-H3 1 2009.04.10 11038—

OL-H4 1 2009.04.10 11048-

OL-H5 1 2009.04.10 11097-

OL-M2 1 2009.04.10 11127-
OL=X10 1 2009.04.10 21018—
OL—X13 1 2009.04.10 11117-

OL-X14 1 2009.04.10 to be fixed later
OL-X15 1 2009.04.10 31038-

OL-X17 1 2009.04.10 11048-




