ER-QL-183

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 : Endoscopes, their related equipment
and accessories as per attached list

MDD Classification : as per attached list

Applied Rule : as per attached list
meet the provisions of Medical Devices Directive 93/42/EEC.
This declaration is made on the basis of EC quality system
approved by TUV SUD Product Service GmbH No. 0123 in accordance

with AnnexIl of this Directive.

Tokyo, June 16, 2009 / /Vn““ ///9\ :

Keiji ITO
HOYA Corporation

European Representative :
PENTAX Europe GmbH
Julius Vosseler Strasse 104, 22527 Hamburg, Germany

R0
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List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

Category : Endoscopes, their related equipment and accessories

ER-QL-183

Date : 2009/06/16

Initial date of declaration

Model Number MDDClass| Rule N Serial/l.ot Number Remarks
of conformity

EB-1570 Oa 5 2009.04.10 J110072—
EB-1970 Ma 5 2009.04.10 J110085-
EB-1530T3 Ha 5 2009.04.10 G131184-
EB-1830T3 Da 5 2009.04.10 G110745-
EB-1170K Na 5 2009.04.10 G120113-
EB-1570AK Da 5 2009.04.10 G120042-G120044-
EB-1570K Ta 5 2009.04.10 G121282~
EB-1570K-J Da 5 2009.04.10 G120029-
EB-1970AK Oa 5 2009.04.10 G120230-
EB-1970K Da 5 2009.04.10 G120024-
EB-1970K-J Da 5 2009.04.10 G120019-
EB-1970TK Da 5 2009.04.10 G120040-
EC-3430F Oa 5 2009.04.10 E110115-
EC-3430L Oa 5 2009.04.10 E110905-
EC-3430M Oa 5 2009.04.10 E110033-
EC-3440F Oa 5 2009.04.10 E110194-
EC-3440L Oa 5 2009.04.10 E110135-
EG-3831F Da 5 2009.04.10 E110303-
EC-3831F2 Da 5 2009.04.10 E110171-
EC-3832L Ha 5 2009.04.10 E110188-
EC-3840F Ha 5 2009.04.10 F110968-
EC-3840F2 Oa 5 2009.04.10 F110422-
EC-3840L Oa 5 2009.04.10 F131065—
EC-3870F Oa 5 2009.04.10 A110014-
EC-3870F2 Oa 5 2009.04.10 A110012-
EC-3870L Oa 5 2009.04.10 A110025-
EC-3870M la 5 2009.04.10 A110012-
EC-3870M2 Ma 5 2009.04.10 A110011-
EC-3870S2 Ma 5 2009.04.10 A110011-
EC-3885F Ma 5 2009.04.10 A110088-
EC-3885F2 Ma 5 2009.04.10 A110021-
EC-3885L Ma 5 2009.04.10 A110146-
EC-3832TL Ma 5 2009.04.10 E110057-
EC—-3840TF Ma 5 2009.04.10 F110028-
EC—-3840TL Ma 5 2009.04.10 F110363-
EC-3430LZ Ma 5 2009.04.10 A110014-
EC-3830FZ Ma 5 2009.04.10 E110049-
EC-3830LZ Ia 5 2009.04.10 E110127-
EC-3830MZ Ma 5 2009.04.10 E110027-
EC-3490Fi Da 5 2009.04.10 A110092-
EC-3490Li Da 5 2009.04.10 A110395—
EC-3490Mi Oa 5 2009.04.10 A110052-
EC-3890Fi Oa 5 2009.04.10 A110287-
EC-3890Fi2 Oa 5 2009.04.10 A110624-A110640-A110645-
EC-3890Li Ma 5 2009.04.10 A111684—
EC-3890Mi Ha 5 2009.04.10 A110099—
EC-3890Mi2 Da 5 2009.04.10 A110073-
EC-3430FK Da 5 2009.04.10 E120061-
EC-3470FK Oa 5 2009.04.10 A120154—
EC-3470LK Oa 5 2009.04.10 A120081-
EC-3470MK Da 5 2009.04.10 A120017-
EC-3485FK Da 5 2009.04.10 A120097-
EC-3485LK Ta 5 2009.04.10 A120040-
EC-3490FK Ma 5 2009.04.10 A120023-
EC-3490LK Da 5 2009.04.10 A120031-
EC-3490MK Ma 5 2009.04.10 A120011-
EC-3830FK Ma 5 2009.04.10 E121355-
EC—3830FK2 Ta 5 2009.04.10 E121178-
EC—-3830MK Ma 5 2009.04.10 E120256-
EC-3831FK Da 5 2009.04.10 E120026-
EC-3831FK2 Ha 5 2009.04.10 E120225-
EC-3870CIFK Oa 5 2009.04.10 A120103-
EC-3870CIFK2 Ha 5 2009.04.10 A120034-
EC-3870CILK Da 5 2009.04.10 A120052-
EC-3870CIMK Oa 5 2009.04.10 A120031-
EC-3870CIMK2 Ia 5 2009.04.10 A120031-
EC-3870FK Da 5 2009.04.10 A120506-
EC-3870FK2 Da 5 2009.04.10 A121146-
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List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE—Mark)
Category : Endoscopes, their related equipment and accessories

Model Number MDDClass| Rule Initial date of de<.:|arat|on Serial/Lot Number Remarks
of conformity
EC-3870LK Da 5 2009.04.10 A120649-
EC—-3870MK Da 5 2009.04.10 A120049-
EC—-3870MK2 Da 5 2009.04.10 A120112-
EC—-3870SK2 Ta 5 2009.04.10 A120011-
EC—3880FK2 Ia 5 2009.04.10 A120186-
EC—-3881FK Ta 5 2009.04.10 A120087-
EC—3881FK2 Ia 5 2009.04.10 A120115-
EC—-3881LK Oa 5 2009.04.10 A120081-
EC—-3885FK Oa 5 2009.04.10 A120584-A120586—
EC-3885FK2 Oa 5 2009.04.10 A120292-
EC-3885LK ODa 5 2009.04.10 A120338-
EC-3885MK Ha 5 2009.04.10 A120040-
EC-3885MK2 Oa 5 2009.04.10 A120087-
EC-3890FK Oa 5 2009.04.10 A120058-
EC-3890FK2 Oa 5 2009.04.10 A120124~
EC-3890LK Oa 5 2009.04.10 A120078-
EC-3890MK Oa 5 2009.04.10 A120015-
EC-3890MK2 Oa 5 2009.04.10 A120019-
EC-3870TFK Ia 5 2009.04.10 A120038-
EC-3870TLK Ia 5 2009.04.10 A120043-
EC-3870TMK Da 5 2009.04.10 A120011-
EC-3885TFK Ia 5 2009.04.10 A120078-
EC-3885TLK Oa 5 2009.04.10 A120035-
EC-3890TFK Ia 5 2009.04.10 A120013-
EC-3890TLK Ha 5 2009.04.10 A120015-
EC-3890TMK Ma 5 2009.04.10 A110011-
EC-3870FZK Ha 5 2009.04.10 A120069-
EC-3870LZK IDa 5 2009.04.10 A120033-
EC-380FK2p Ia 5 2009.04.10 G121371-
EC-380FKp Ia 5 2009.04.10 G120463-
EC-380LKp Oa 5 2009.04.10 G120657-
EC-380MK2p Ma 5 2009.04.10 G120159-
EC-381FK2p Da 5 2009.05.20 P120001-,A120001-
EGC-381FKp a 5 2009.05.20 P120001-,A120001-
EC-381LKp Ma 5 2009.05.20 P120001-,A120001-
EC-381MK2p Na 5 2009.05.20 P120001-,A120001-
EC-381MKp Ia 5 2009.05.20 P120001-,A120001-
ECN-1530 Oa 5 2009.04.10 G110151-
ECY-1530 Oa 5 2009.04.10 G110369-
ECY-1570 Da 5 2009.04.10 J110133-
ECY-1570K Oa 5 2009.04.10 G120166-G120173-
ECY-1570K-J Oa 5 2009.04.10 G120029-
ED-3230 Oa 5 2009.04.10 A110154-
ED-3240 Oa 5 2009.04.10 A110052-
ED-3430 Ia 5 2009.04.10 A110074~
ED-3440 Ha 5 2009.04.10 A110139-
ED-3430T Ha 5 2009.04.10 A110652-
ED-3440T Oa 5 2009.04.10 A110999-
ED-3485T Ia 5 2009.04.10 A110084-
ED-3630T Ia 5 2009.04.10 A110079-
ED-3240K Oa 5 2009.04.10 E120038-
ED-3270K - Da 5 2009.04.10 A120015-
ED-3280K Oa 5 2009.04.10 A120030-
ED—-3430K Ta 5 2009.04.10 E120337-
ED-3430TK Ma 5 2009.04.10 E120170-
ED-3470TK Da 5 2009.04.10 A120385-
ED-3480TK Ma 5 2009.04.10 A120498-
ED—-3490TK Oa 5 2009.04.10 A120034-
ED-3670TK Ia 5 2009.04.10 A120044-
ED-3680TK Ia 5 2009.04.10 A120212-
EE-1540 Da 5 2009.04.10 E110169-
EE-1580K Da 5 2009.04.10 A120043-
EG-1540 Oa 5 2009.04.10 E110141-
EG-1840 Oa 5 2009.04.10 E110636—
EG-2530 Oa 5 2009.04.10 E110291-
EG-2540 Da 5 2009.04.10 E110265-
EG-2731 Da 5 2009.04.10 E131747-
EG-2931 Ia 5 2009.04.10 E131669—




P 3/5

ER-QL-183
Date : 2009/06/16

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)
Category : Endoscopes, their related equipment and accessories

Model Number MDDClass| Rule Initial date of dec.:laratmn Serial/Lot Number Remarks
of conformity

EG-2940 Ma 5 2009.04.10 F132869-—
EG-2970 Ma 5 2009.04.10 A110052-
EG-2985 Ma 5 2009.04.10 A110226-
EG-3431 Ma 5 2009.04.10 E110195-
EG-3470 Ma 5 2009.04.10 A110014-
EG-3485 Ma 5 2009.04.10 A110072-
EG-2930Q Ma 5 2009.04.10 E110042-
EG-3831T Ma 5 2009.04.10 E110126—
EG-3840T Ma 5 2009.04.10 E110219-
EG-3430Z Ta 5 2009.04.10 E110068-
EG-2790i Ia 5 2009.04.10 to be fixed later
EG-2990i Oa 5 2009.04.10 A112269-
EG-1580K Ma 5 2009.04.10 A120120-
EG-1690K Ma 5 2009.04.10 to be fixed later
EG-1870K Da 5 2009.04.10 A120482-A120483-A120488- A120495—
EG-2470K Ta 5 2009.04.10 A120274-
EG-2490K Da 5 2009.04.10 to be fixed later
EG-2730K Da 5 2009.04.10 E120104-
EG-2770K Da 5 2009.04.10 A120639-
EG-2790K Ma 5 2009.04.10 A120042-
EG-2931K Da 5 2009.04.10 E120322-
EG-2940K Da 5 2009.04.10 E121062—
EG—-2970K Da 5 2009.04.10 A122086-A122089-
EG-2980K Da 5 2009.04.10 A120590-
EG-2985K Da 5 2009.04.10 A121008-
EG-2990K Ha 5 2009.04.10 A120201-
EG-3470K Ia 5 2009.04.10 A120226-
EG-3480K Ha 5 2009.04.10 A120047-
EG-3485K Ha 5 2009.04.10 A120142-
EG-3490K Ha 5 2009.04.10 A120030-
EG-3870CIK Oa 5 2009.04.10 A120057-
EG-3830TK OHa 5 2009.04.10 E120023-
EG-3870TK Na 5 2009.04.10 A120089—
EG-3885TK Ia 5 2009.04.10 A120105-
EG-3890TK Oa 5 2009.04.10 to be fixed later
EG-3470ZK Ma 5 2009.04.10 A120032-A120035—
EG-290Kp Ma 5 2009.04.10 G122416-
EG-291Kp Ma 5 2009.05.20 P120001-,A120001~
EHY-1530 Ia 5 2009.04.10 G110106-
ES-3831 Ma 5 2009.04.10 E110391-
ES-3840 Ma 5 2009.04.10 F110228-
ES-3870K Ma 5 2009.04.10 A120059-
ES-3881K Ma 5 2009.04.10 A120030-
ES-3885K Ma 5 2009.04.10 A120104-
VNL-1130 Oa 5 2009.04.10 G110892-
VNL-1170 Oa 5 2009.04.10 J110031-
VNL-1570 Oa 5 2009.04.10 J110017-J110030-
VNL-1570STK Ia 5 2009.04.10 G120017-
VNL-1530T Oa 5 2009.04.10 G110453-
VNL-1170K Oa 5 2009.04.10 G120156-
VNL-1171K Ia 5 2009.04.10 to be fixed later
VNL-1070STK Oa 5 2009.04.10 G120029-
VSB-3430 Da 5 2009.04.10 E110116—
VSB-3440 Da 5 2009.04.10 E110093-
VSB-3430K Ia 5 2009.04.10 E120022-
VSB-3440K Oa 5 2009.04.10 E120056—
FB-15BS Oa 5 2009.04.10 G112297-
FB-15RBS Ma 5 2009.04.10 G110733-
FB-18BS Ma 5 2009.04.10 G111119-
FB-18RBS Ma 5 2009.04.10 G110442-
FB-15P Ma 5 2009.04.10 G113010-
FB-18P la 5 2009.04.10 G111809-
FB- 8V Ha 5 2009.04.10 G110341-
FB-10V Ta 5 2009.04.10 G110526-
FB-15V Ma 5 2009.04.10 G111835-
FB-18V Ma 5 2009.04.10 G111181-
FB-19TV Ia 5 2009.04.10 G110432-
FC-38FV Ia 5 2009.04.10 to be fixed later
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FC—38FV2 Ia 5 2009.04.10 to be fixed later

FC-38LV Ia 5 2009.04.10 to be fixed later

FC—38FW Ma 5 2009.04.10 to be fixed later

FC—38FW2 Ma 5 2009.04.10 to be fixed later

FC-38LW Ma 5 2009.04.10 to be fixed later

FC—-38MW Ha 5 2009.04.10 to be fixed later

FC—-38MW2 Ia 5 2009.04.10 to be fixed later

FCN-15X Ta 5 2009.04.10 G110800-

FCP- 8P Ia 5 2009.04.10 G110053-

FCP- 9P Oa 5 2009.04.10 G110286—

FCY-15RBS Ma 5 2009.04.10 G110530-

FCY-15P2 Ma 5 2009.04.10 G111173-

FD—-34V2 Ta 5 2009.04.10 to be fixed later

FD—34W Da 5 2009.04.10 to be fixed later

FE-15W Ia 5 2009.04.10 to be fixed later

FG-16V Oa 5 2009.04.10 to be fixed later

FG-24V Ha 5 2009.04.10 to be fixed later

FG-29V IDa 5 2009.04.10 to be fixed later

FG-15W Ia 5 2009.04.10 to be fixed later

FG-24W Ia 5 2009.04.10 to be fixed later

FG—-29W Ia 5 2009.04.10 to be fixed later

FG-34W Ma 5 2009.04.10 to be fixed later

FHY-10RBS Da 5 2009.04.10 G110159-

FHY-15RBS Da 5 2009.04.10 G110129-

FI- 7BS Da 5 2009.04.10 G110175-

FI- 7RBS Oa 5 2009.04.10 G110119-

FI- 9BS Oa 5 2009.04.10 G110288-

FI- 9RBS Oa 5 2009.04.10 G110278-

FI-10BS Oa 5 2009.04.10 G111232-

FI-10RBS Da 5 2009.04.10 G110530-

FI-13BS la 5 2009.04.10 G110536-G110539—

FI-13RBS Ia 5 2009.04.10 G110211-

FI-16BS Ma 5 2009.04.10 G110801-

FI-16RBS Ma 5 2009.04.10 G110401-

FI- 7P Ma 5 2009.04.10 G110166-

FI-10P2 la 5 2009.04.10 G111530—

FI-13P Ma 5 2009.04.10 G110472-

FNL-10RBS Ma 5 2009.04.10 G112335-

FNL- 7RP3 Ma 5 2009.04.10 G112342-G112359-G112364—

FNL-10RAP Ia 5 2009.04.10 _ G110155—

FNL-10RP3 ITa 5 2009.04.10 G116341-G116373—

FNL-13RAP Ma 5 2009.04.10 G110159-

FNL-15RP3 Da 5 2009.04.10 G111214-

FS-34V Da 5 2009.04.10 to be fixed later

FS-34W Ha 5 2009.04.10 to be fixed later

FSB-18V Ia 5 2009.04.10 to be fixed later

FUR- 9RBS Oa 5 2009.04.10 G110055-

FUR- 9P Oa 5 2009.04.10 G110122—

EPK-1000 IOa 2 2009.04.10 ED013923—

EPK-100p Oa 2 2009.04.10 EB011455-

EPK-i Oa 2 2009.04.10 EE010984-

EPK-p(A) Ia 2 2009.04.10 to be fixed later

EPK-p(B) Ia 2 2009.04.10 EA010070-

EPK—p(C) Ta 2 2009.04.10 EA010015-

ISC-1000 Oa 10 2009.04.10 EA010060-EA010063-EA010064-
EA010068-EA010070-
EA010075-EA010078-
EA010081-EA010087-
EA010089-EA010093-EA010095-
EA010097-EA010099-EA010100-
EA010104-EA010105

LH-150PC Oa 2 2009.04.10 to be fixed later

LX-750P Da 2 2009.04.10 EA010177-

0S-H3 Ha 2 2009.04.10 0011059-

0S-H4 Da 2 2009.04.10 0171059-

SAFE-3000 Da 2 2009.04.10 EB010160—-

SA-P2 Ha 2 2009.04.10 EB010233-

DC-D2618 Ib 11 2009.04.10 to be fixed later




