i ®
EC Certificate Lotk
Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

Registration No.: DD 60144068 0001
Report No.: 12018179 052

wfacturer: OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,
Hachioji-shi, Tokyo
192-8507 Japan

lucts: Sterile Endotherapy Devices used in conjunction with
Endoscopes, Sterile Non Active Instruments used in
conjunction with Endoscopes and Sterile Non Active
Instruments used in conjunction with Medical Ultrasound
Diagnostic Imaging Systems
Replaces Approval, Registration No.: DD 60123877 0001

ry Date: 2024-05-26

Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
met for the listed products. The above named manufacturer has established and applies a quality
ance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the

mentioned directive. For placing on the market of class
icate an EC type-examination certificate according to

tive Date: 2019-10~-31

2019-10-31

M.Sc. M. Aihara

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




Vertimas is angly kalbos

/logotipas: ,, TUV Rheinland*/

EB pazyméjimas
Direktyva 93/42/EEB, V priedas
Produkto kokybés uZtikrinimas
Medicininés paskirties prietaisai

Registracijos Nr.: DD 60144068 0001

Ataskaitos Nr.: 12018179 052

Gamintojas: »OLYMPUS MEDICAL SYSTEMS CORP.“
2951 Ishikawa-cho,
Hachioji-shi, Tokijas
192-8507 Japonija

Produktai: Sterilis endoterapijos prietaisai, skirti naudoti su endoskopais, sterilts
neaktyvils instrumentai, skirti naudoti su endoskopais ir steriliis neaktyvis
instrumentai, skirti naudoti su medicininémis ultragarsinémis diagnostinémis
vaizdo perteikimo sistemomis

Siuo pakeitiamas patvirtinimas, kurio registracijos Nr. DD 60123877 0001
Galiojimo pabaigos data: 2024-05-26
Notifikuotoji institucija $iuo parei3kia, kad i§vardinti produktai atitinka Direktyvos 93/42/EEB V priedo reikalavimus.
AukiCiau nurodytas gamintojas yra jdieges ir taiko kokybés uZtikrinimo sistema, kuri nuolat tikrinama kaip numatyta
auk3¢iau paminétos Direktyvos V priedo 4 dalies reikalavimais. Norint paleisti j rinkg IIb ir III klasés prietaisus,
kuriems galioja §is pazyméjimas, biitina gauti III priedu numatyta EB tipo patikrinimo pazZyméjimg.
Notifikuotoji institucija

Isigaliojimo data: 2019-10-31 /Parasas/

Data: 2019-10-31 M. mag. M. Aihara

/antspaudas: ,, TUV Rheinland"/

,TUV Rheinland LGA Products GmbH* — Tillystrasse 2 — 90431 Niurnbergas
Remiantis Direktyva 93/42/EEB, ,,TUV Rheinland LGA Products GmbH* yra notifikuotoji institucija, kurios kodas 0197,

10/020d 04.08 ® TUV, TUEV ir TUV yra registruoti prekyZenkliai. Be i3ankstinio leidimo juos naudoti ir taikyti draudziama. /

UZDAROJI AKCINE BENDROVE
,LISNORA* \3

Vertimy biuras / Translation Agency WRE

5-102, Lukiskiu St.. Vilnius, Lithuania



