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KeyMed (Medical & lndustrial Equipment) Ltd.
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Notified Body Ref. No:

Device orAccessory?

Bp-Si$e1qd to EN lSo 9001,
EN-46001 and Annex ll of
the Medical Device Directive.
Certificate Nos FM 20993
and EG 0424.

Directive, Ref: 9A424EEC

Declaration Ref. No:

Device Part No:

Description:

Classification: Class lla

I declare that on the basis of the above information, the given numbers of the device/accessory detailed above are in
compliancewiththerequirementsofAnnexllofDirectiveg3l42lEEC. Thisdeclarationwillbekeptatthedisposalof
the authorities ftr a minimum of five years after the last sale of the above device/accessory.

Signed:

Name:

DECLAMTION OF CONFORIVIITY
to Annex ll of the Medical Device

, . _ pc/M41109/033

72q6,,!891266146

SSU-2 Suction pqmp _
086

Device

Quality Manager Date: 8 June'1998

M Skelt

Declaration:

This device/accessory has peg1fesigned, manufactured and inspected under apptication of the quatity
system approved to Annex ll of Directive 93l42lEEC and meets the provisions of thi Directive wfrictr'appl'
to it.

Ghecklist reference ER 003 lssue 3 dated 1/5/99 refers.

Applicability:

O.n the blsis of an appropriate rqyiew of 1-n11 approved changes to the design of this device/accessory, the
above referenced checklist applies to all devices/accessories with the a6ove part no. identified Uy ttre
following range of serial numberc and/or batch (lot) numbers:

Serial number range: From

Batch number range: From

98 05210 to

to

lf the "to" numbers above are not entered, it indicates that cunent production of the device/accessory is
covered by this declaration.

Should any approved changes to the design of the product affect the validity of information contained in
the above referenced checklist, the ihecklist wilt be upissued and reverification that the device/accessory
ryeels the,requirements of Directive 93/42IEEC carried out and recorded on a slrperseding declaration. A1
the time of implemetation of the design change into the product, the serial/batch numbers-of the last items
manufactured to the previous design will be entered in the "to" section above, thus recording the full range
of items to which this declaration refers.

Empowered to sign on behalf of KeyMed (Medical & Industrial Equipment) Ltd.
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l. Manufacturer

2. Address

3. Model

4. Name of product

5. Serial or Lot No.

6. Classification

OLYMPUS MEDICAL SYSTEMS CORP.

oBvl9tH

TIIGH DEI'INITION LCD MOMTOR

from SN7500024 to

Class I

7. Authorized representatives in EU

Wendenstr. 14-18 20097 Hamburs.Germanv

Olympus Winter & Ibe GmbH
Xu"no

KeyMed House,stock Roadrsouthend-on Sea, Essex SS2 saH,
UK

Management Representative, Medical Systems Group

2005/94/06tyyyy.mm.oo) 
_

I Name
Address

tr Name
Address

I Name
Address

We herewith declare that the rbove mentioned product complies with the requirements of
EC Directiveg3 | 42lEF;C (l\4DD).

This declaration is based on : MDD, Annex VII

Place

Signature

Name

Title

Date

IN-OIS D28001 Appendix 2l
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oLyMPus
DECLARATTON OF CONFORMITY(MDD)

OLYMPUS MEDICAL SYSTEMS CORP.

295 1 Ishikawa-cho, Hachioji-shi, Tolcyo, Japan

OLYMPUS GIT TYPE FQ26OZ

1. Manufacturer

2. Address

3. Model

4. Name of product

5. Serial or Lot No.

6. Classification

EVIS LUCERA GASTROINTESTINAL VIDEOSCOPE

from 2600021 to

Class IIa

7. Authorized representatives in EU

t Name
Address

Olympus Medical Svstems Europa GmbH
Wendenstr. 14-18 2Q097 Hamburg,Germany

Olympus Winter & Ibe GmbHn Nane
Address Kuehnstr. 61 220 45 llamburg,Germany

t Name
Address

KeyMed Medical & Industrial Equipment) Ltd.
KeyMed House,stock RoadoSouthend-on Sea, Essex SS2 sQHr UK

We herewith declare that the above mentioned product complies with the requirements of EC
Directive 931 42 / EEC (MDD).

This declaration is based on : MDD, Annex II

8. Certification of a quality system : Issued by TUV Rheinland Product Safefy GmbH (0197)

Place

Signature

Name

Title

Date

2951 Ishikaw Hachio To

Ilisao Ya

IN-OIS D28001 Appendix 3l

i-sh

General Manager,
Regulatory A,ffairs & Quality Assurance Department

200 6 | fi | Ag(yryy.mm. dd)
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OL:TMPUS
DECLARATTON OF CONFORMTTY(MDD)

OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan

OLYMPUS CV-26OSL

1. Manufacturer

2. Address

3. Model

4. Name of product

5. Serial or Lot No.

6. Classification

EVIS LUCERA VIDEO SYSTEM CENTER

from 7600082 to

Class I

7. Authorized representatives in EU

Olympus \4edical Systems Europa GmbH
Wendenstr. 14-18 20097 Hamburg,Germany

I Name
Address

tr Name
Address

I Name
Address

Olympus Winter & Ibe GmbH
Kuehnstr. 61 22045 Hamburs"Germa

KeyMed (Medical & Industrial Equipment) Ltd.
KeyMed House,Stock Road,Southend-on Sea, Essex SS2 sQH, UK

We herewith declare that the above mentioned product complies with the requirements of EC
Directive 93 I 42 / EEC (MDD).

This declaration is based on : MDD" Annex VII

2951 Ishikawa-cho, Hachio i-shi, Tokyo, Ja

Hisao Yabe

General Manager,
Regulatory Affairs & Quality Assurance Department

q
Place

Signature

Name

TitIE

Date 200 6 I 0 6 I A7 (yyyy. mm. dd)

IN-OIS D28001 Appendix 2l



ot-yMPUs
DTCLARATrON OF CONFORMTTY(MDD)
ANNEX (RELATED ITEM LIST) page 1 of L
The conformity in accordance with the EC directive g3l42nnc (MDD) annex I
is declared herewith also for the follwing related item/s that is/are provided together, as a part of the
declaration of conformity of ;
(model and name of the medical device) OLYMPUS CV-260SL EVIS LUCERA VIDEO SYSTEM
CENTER

Model and Name of the related item Class Serial or Lot No.

MAJ-1587(HDTV MONITOR CABLE) I from 7 June 2006 to
MAJ-1536(KEYBOARD) from 7 June 2006 to

Signature

Name

Title

Date

General Managero
Regulatory Affairs & Quality Assurance Department

2006106l07gsy.mm.dd)

IN-OIS D28001 Appendix 6l



oLyMPUs
DECLARATTON OF CONTORMTTY(MDD)

OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho, Hachioji-shi, Tokyoo Japan

OLYMPUS CLV.26OSL

1.. Manufacturer

2. Address

3. Model

4. Name of product

5. Serial or Lot No.

6. Classification

EVIS LUCERA XENON LIGHT SOURCE

from 7600074 to

Class IIa

7. Authorized representatives in EU

I Name
Address

Olympus Medical Systems Europa GmbH
Wendenstr. 14-18 20097 Hamburg,Germany

n Name
Address

Olympus Winter & Ibe GmbH
Kuehnstr. 61 22045 Hamburg,Germany

I Name
Address

KeyMed (Medical & Industrial Equipment) Ltd.
KeyMed House,Stock Road,Southend-on Sea, Essex SS2 sQH, UK

We herewith declare that the above mentioned product complies with the requirements of EC
Directive 93 | 42 / EEC (MDD).

This declaration is based on : MDD, Annex II

8. Certification of a quality system : Issued by TUV Rheinland Product Safety GmbH (0197)

2951 Ishikawa-cho, Hachioji-shi, Tokyo, JapanPlace

Signature

Name

Title

Date

General Manager,
Regulatory Affairs & Qualify Assurance Department

2006106107 $ny.mm.dd)

IN-OIS D28001 Appendix 3l



()L:TMPUS
DECLARATION OF CONFORMITY(MDD)
ANNEX (RELATED ITEM LIST) page I of I

The conformity in accordance with the EC directive 93l42nEC (MDD) annex I
is declared herewith also for the follwing related item/s that is/are provided together, as a part of the
declaration of conformity of ;
(model and name of the medical device) OLYMPUS CLV-260SL EVIS LUCERA XENON LIGIil
SOURCE

Model and Name of the related item CIass Serial or Lot No:

MAJ-1530(LTGHT SOURCE CABLE) from 7 June 2006 to

Signature

Name

Title

Date

Hisao Y

General Manager,
Regulatory Affairs & Quality Assurance Department

200 6 | 06 I 07 (yyyy. mm. dd)
IN-OIS D28001 Appendix 6l
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