OLYMPUS

EC — DECLARATION OF CONFORMITY
EG - KONFORMITATSERKLARUNG

Manufacturer: Olympus Surgical Technologies Europe
Hersteller: Olympus Winter & Ibe GmbH

Kuehnstr. 61 / 22045 Hamburg / Germany
P.O. Box 70 17 09 / 22017 Hamburg / Germany
Phone: +49 (40) 6 69 66-0 / Fax: +49 (40) 6 69 66-2109

Product designation: Video Teleskop

Produktbezeichnung: Video telescope

Article (REF) No. / Article name:  Siehe List of related items

Artikel (REF) Nr. / Artikelname: see list of related items

Beginning with Serial No. / Lot: Siehe List of related items

Beginnend mit Serien Nr. / Lot:

Product classification: Medical device class lla (Annex IX/ Rule 7) c € 01 97
Produktklassifizierung: Medizinprodukt der Klasse Ila (Anhang IX / Regel 7)

This declaration was made in solo responsibility of the manufacturer.

Diese Erkldrung wurde in alleiniger Verantwortung des Herstellers erstellt.

The stated product complies with the requirements of following European Directives:
Das angegebene Produkt erfiillt die Anforderungen der folgenden Européischen Richtlinien:

The declaration is based on: 93/42/EEC / Annex I Medical Device Directive
Die Erklérung bezieht sich auf: 93/42/EWG / Annex Il Medizinprodukterichtlinie
93/42/EEC | Annex Il Medical Device Directive
93/42/EWG / Annex Il Medizinprodukterichtlinie
Notified body TUV Rheinland LGA Products GmbH
fgr product‘-fS of;lass Is, Im, lla, Ilb: Tillystralle 2, 90431 Nirnberg, Germany
enannte Stelle : ;
fiir Produkte der Klasse: Is, Im, lla, I1b: Registration-No./Nr. 0197
Place, Date: Hamburg, 06.01.2017 /)
Ort, Datum: i " y, ——
e _ i 4 iy
Signature: iR Sl il Fea Py W :
Unterschrift: sl 4 o
Department Manager Regulatory Affairs
Jan-Michael Kriger
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OLYMPUS

ATTACHMENT 1
Anhang 1

The EC-Declaration of Conformity is valid for the following articles:
Die EG-Konformitétserkldrung ist gliltig fiir die folgenden Artikel:

Article (REF) No. Beginning with

Product designation | Article name Serial No. / Lot

Produktbezeichnung Artikel (REF) Nr. / Beginnend mit
Artikelname Serien Nr. / Lot

Video telescope, 10 mm, 0°, PAL, autoclavable A50000A 200071
Video telescope, 10 mm, 0°, NTSC, autoclavable A50001A 200039
Video telescope, 10 mm, 30°, PAL, autoclavable A50002A 200101
Video telescope, 10 mm, 30°, NTSC, autoclavable A50003A 300001
Video telescope, 5 mm, 0°, PAL, autoclavable A50020A 200081
Video telescope, 5 mm, 0°, NTSC, autoclavable A50021A 200048
Video telescope, 5 mm, 30°, PAL, autoclavable A50022A 300605
Video telescope, 10 mm, 30°, PAL, autoclavable, long WAS50002L 400401
Video telescope "EndoEYE", 10 mm, 0°, PAL, HD compatible, WAS50010A 600036
autoclavable
Video telescope "EndoEYE", 10 mm, 0°, NTSC, HD compati- WAS50011A 600001
ble, autoclavable
Video telescope "EndoEYE", 10 mm, 30°, PAL, HD compati- WAS50012A 600021
ble, autoclavable
Video telescope "EndoEYE", 10 mm, 30°, PAL, HD compati- WAS50012L 600476
ble, autoclavable, long
Video telescope "EndoEYE", 10 mm, 30°, 250 mm, PAL, HD WA50012T 605452
compatible, autoclavable
Video telescope "EndoEYE", 10 mm, 30°, NTSC, HD compati- WAS50013A 600014
ble, autoclavable
Video telescope "EndoEYE", 10 mm, 30°, NTSC, HD compati- WA50013L 600655
ble, autoclavable, long
Video telescope "EndoEYE", 10 mm, 30°, 250 mm, NTSC, HD WA50013T 605462
compatible, autoclavable
Video telescope "EndoEYE", 10 mm, 45°, PAL, HD compati- WAS50014L 600480
ble, autoclavable, long
Video telescope "EndoEYE", 10 mm, 45°, NTSC, HD compati- WA50015L 600454

ble, autoclavable, long
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Video telescope "EndoEYE", 5 mm, 0°, PAL, autoclavable
Video telescope "EndoEYE", 5 mm, 0°, NTSC, autoclavable
Video telescope "EndoEYE", 5 mm, 30°, PAL, autoclavable

Video telescope "EndoEYE", 5 mm, 30°, PAL, autoclavable,
short

Video telescope "EndoEYE", 5 mm, 30°, NTSC, autoclavable

Video telescope "EndoEYE", 5 mm, 30°, NTSC, autoclavable,
short

Video telescope "EndoEYE LS", 5 mm, 30°, PAL, autoclavable

Video telescope "EndoEYE LS", 5 mm, 30°, NTSC, autoclava-
ble

Video telescope "ENDOEYE HD 11", 10 mm, 0°, autoclavable

Video telescope "ENDOEYE HD 11", 10 mm, 30°, autoclavable

Video telescope "ENDOEYE HD IIY, 5.4 mm, 0°, autoclavable

Video telescope "ENDOEYE HD II", 5.4 mm, 30°, autoclavable
Video telescope "ENDOEYE 3D", 10 mm, 0°

| Video telescope "ENDOEYE 3D", 10 mm, 30°

OP video telescope, 10 mm, 5.2 mm channel, PAL, autoclava-
ble

OP video telescope, 10 mm, 0°, 5.2 mm channel, NTSC, auto-
clavable
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WAS0020B
WAS50021B
WAS50022B

WA50022S

WA50023B
WAS00235

WAS50024B

WAS50025B

WAS50040A
WAS0042A
WAS0050A
WAS0052A
WAS50080A
WAB0082A

WAS0120A

WAS0121A

615201
601256
601206
601210

601260

603029

608024

608232

613102
613107
613138
613132
627893
627823
500236

401776
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