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EC Certificate TUVRAeImano
Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

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

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

Products: 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

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class |lb-and.class Il devices covered by this

Effective Date: 2019-10-31

Date: 2019-10-31

M.Sc. M. Aihara

TOV 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,




EC Certificate TOVRheinland

Directive 93/42/EEC Annex ll, excluding Section 4

Products:

Expiry Date:

Effective Date:

Date:

Manufacturer:

Full Quality Assurance System
Medical Devices

Registration No.: HD 60149405 0001
Report No.: 12018179 053

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,

Hachioji-shi, Tokyo

192-8507 Japan

Design and Development, Manufacture of Medical Endoscopy
Systems, Diagnostic, Operation and Treatment Products

(see attachments for products included)

Replaces Approval, Registration No.: HD 60144066 0001

2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex II,
section 5 of the aforementioned .directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

2020-05-12

2020-05-12

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.

W20 0408 @ TUV, TUEV and TUV are reqiatned ingamarks. Uriisation and apphcation 16auras pro spproval
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TUVRheinland

TUV Rheinland R Rl
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60149405 0001

Report No.: 12018179 053

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho,
Hachioji-shi, Tokyo
192-8507 Japan

Products included:

Medical Endoscopy Systems:

-Endoscopes

-Endotherapy Devices

-Imaging Processors

-Pumps for Endoscopy

-Light Sources

-Position Detecting Units

-Electrothermal Cautery Units

-Integrated Endosurgery Systems

-Endoscopic Regulation/Control Units
Electrosurgical Eguipment

Probes and Transducers for Ultrasonic Lithotriptors
Laparoscopic Insufflators

Ultrasound Surgical Equipment

Ultrasonic Surgical System generator

Ultrasonic Surgical System transducer

Hard-tissue ultrasonic surgical system holder/tip
Disinfecting Units

Capsule Endoscopes and Systems

Ultrasound Diagnostic Imaging Systems

Notified Body

Date: 2020-05-12

M.Sc. M. Aihara

100200 04.08 @

TUV, TUEV and TUV are regesterod tademarks. Utiksation and application requires prior approval,




Vertimas i§ angly kalbos

/,TUV Rheinland* logotipas/
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: Sterillis endoterapijos prietaisai, skirti naudoti su endoskopais, sterilts
neaktyvis instrumentai, skirti naudoti su endoskopais ir sterillis neaktyvis
instrumentai, skirti naudoti su medicininémis ultragarsinémis diagnostinemis
vaizdo perteikimo sistemomis
Siuo pakeiiamas patvirtinimas, kurio registracijos Nr. DD 60123877 0001

Galiojimo pabaigos data: 2024-05-26
Notifikuotoji institucija Siuo parei$kia, kad i$vardinti produktai atitinka Direktyvos 93/42/EEB V priedo
reikalavimus. Auks¢iau nurodytas gamintojas yra jdieges ir taiko kokybés uztikrinimo sistema, kuri nuolat
tikrinama kaip numatyta auk$éiau paminétos Direktyvos V priedo 4 dalies reikalavimais. Norint paleisti j rinka
lb ir il klases prietaisus, kuriems galioja $is pazyméjimas, batina gauti Ill priedu numatyta EB tipo
patikrinimo pazyméjima.

Notifikuotoji institucija
Isigaliojimo data: 2019-10-31 /parasas/
Data: 2019-10-31 M. mag. M. Aihara

/,TUV Rheinland“ antspaudas vokiediy kalba/

»TUV Rheinland LGA Products GmbH* — Tillystrasse 2 — 90431 Niurnbergas
Remiantis medicininés paskirties prietaisy Direktyva 93/42/EEB, , TUV Rheinland LGA Products GmbH" yra notifikuotoji
institucija, kurios kodas 0197.
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10/020 d 04.08 ® TUV, TUEV ir TUV yra registruoti prekyZenkliai. Be i$ankstinio leidimo juos naudoti ir taikyti draudiiama//v K¥R

UZDAROJI AKCINE BENDROVE i [ TSNORA';
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Vertimy biuras Translation Agency \G NI
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Vertimas i§ angly kalbos

/,TUV Rheinland” logotipas/
EB pazyméjimas
Direktyva 93/42/EEB, |l priedas, iSskyrus 4 dalj
Visuotiné kokybés uztikrinimo sistema
Medicininés paskirties prietaisai

Registracijos Nr.: HD 60149405 0001

Ataskaitos Nr.: 12018179 053

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

Produktai: Medicininiy endoskopijos sistemy, diagnostikai, operacijoms ir priezidrai
skirty produkty projektavimas, tobulinimas ir gamyba

(produkty sarasg zr. prieduose)

Siuo pakeigiamas patvirtinimas, kurio registracijos Nr. HD 60144066 0001

Galiojimo pabaigos data: 2024-05-26

Notifikuotoji institucija $iuo pareiskia, kad iSvardinti produktai atitinka Direktyvos 93/42/EEB |l priedo
(i8skyrus 4 dalj) reikalavimus. Aukséiau nurodytas gamintojas yra jdieges ir taiko kokybés uztikrinimo
sistema, kuri nuolat tikrinama kaip numatyta auk$éiau paminétos Direktyvos Il priedo 5 dalies
reikalavimais. Norint paleisti j rinka Ill klasés prietaisus, kuriems galioja $is pazyméjimas, biitina gauti Il
priedo 4 dalimi numatyta EB modelio patikrinimo pazyméjima.

Notifikuotoji institucija
Isigaliojimo data: 2020-05-12 /parasas/
Data: 2020-05-12 M. mag. M. Aihara

/,TUV Rheinland“ antspaudas vokie&iy kalba/

»TUV Rheinland LGA Products GmbH* - Tillystrasse 2 — 90431 Niurnbergas
Remiantis medicininés paskirties prietaisy Direktyva 93/42/EEB, ,, TUV Rheinland LGA Products GmbH" yra
notifikuotoji institucija, kurios kodas 0197.

10/020 d_04.05® TOV, TUEV ir TUV yra registruoti prekyZenkliai. Be i$ankstinio leidimo juos naudoti ir taikyti drauc{!iia‘mg.: - V.‘. ,\i.
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Vertimas is angly kalbos

4, TUV Rheinland” logotipas/

. Dok. 1/1, versija 0
» TUV Rheinland

LGA Products GmbH*
Tillystrasse 2, 90431 Niurnbergas

Pazyméjimo priedas

Registracijos Nr.: HD 60149405 0001

Ataskaitos Nr.: 12018179 053

Gamintojas: »OLYMPUS MEDICAL SYSTEMS CORP.«

2951 Ishikawa-cho,
Hachioji-shi, Tokijas
192-8507 Japonija

Produktai, kuriems galioja paZymeéjimas:

Medicininés endoskopijos sistemos:

- Endoskopai

- Endoterapijos prietaisai

- Vaizdo perteikimo procesoriai

- Endoskopiniai siurbliai

- Sviesos 3altiniai

- Vietos aptikimo jrenginiai

- Elektroterminio prideginimo jrenginiai

- Integruotos endochirurgijos sistemos

- Endoskopiniai reguliavimo/valdymo jrenginiai
Elektrochirurgine jranga

Ultragarsiniy litotriptoriy zondai ir davikliai
Laparoskopiniai jpatimo prietaisai

Ultragarsine chirurging jranga

Ultragarsinés chirurginés sistemos generatorius
Ultragarsines chirurginés sistemos daviklis

Kietyjy audiniy ultragarsinés chirurginés sistemos laikiklis/antgalis
Dezinfekcijos jrenginiai

Kapsuliniai endoskopai ir sistemos

Ultragarsinés diagnostinés vaizdo perteikimo sistemos

Notifikuotoji institucija
Data: 2020-05-12 /parasas/

M. mag. M. Aihara

/,TUV Rheinland” antspaudas vokieciy kalba/

10/020 d 04.08 ® TUV, TUEV ir TUV yra registruoti prekyZenkliai. Be i$ankstinio leidimo juos naudoti ir taikyti drauﬁ@' & N\
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