EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60123877 0001

Report No.: 12018179 022

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 60116725 0001

Expiry Date: 2022-11-02

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 llb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2017-11-03

] @l'.Sc. M. Aihara
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»"I/’/ o

Ny

I g
~Reryngssts

TUV Rheinland LGA Products GmbH - TillystraRe 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 TUVRheinland

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

Manufacturer:

Products:

Expiry Date:

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive

Full Quality Assurance System
Medical Devices

Registration No.: HD 60123878 0001

Report No.: 12018179 022

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 and additional sites included)

Replaces Approval, Registration No.: HD 60078827 0001

2022-11-02

93/42/EEC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance systermn, which is subject to periodic surveillance, defined by Annex II,
section 5 of the aforementioned directive. For placing on the market of class !l devices covered by
this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

Effective Date:

Date:

2017-11-03

2017~10-12
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TUV Rhefland 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.




TUVRheinland

TUV Rheinland e L, Sewg
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60123878 0001

Report No.: 12018179 022

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 Egquipment

Probes and Transducers for Ultrasonic Lithotriptors
Laparoscopic Insufflators

Ultrasound Surgical Equipment
Disinfecting Units

Capsule Endoscopes and Systems
Ultrasound Diagnostic Imaging Systems
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Vertimas is angly kalbos

/TUV Rheinland logotipas/

EB pazyméjimas
Direktyvos 93/42/EEB V priedas
Produkcijos kokybés uZztikrinimas
Medicininés paskirties prietaisai

Registracijos Nr.: DD 60123877 0001
Ataskaitos Nr.: 12018179 022

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

Produktai: Su endoskopais naudojami steril@is endoterapijos prietaisai, su endoskopais
naudojami sterilils neaktyvis instrumentai ir su medicininémis ultragarsinémis
diagnostinemis vaizdo perteikimo sistemomis naudojami sterills neaktyvus

instrumentai
Patvirtinimo registracijos Nr. DD 60116725 0001 pakeitimas

Galiojimo pabaigos data: 2022-11-02

Notifikuotoji institucija $iuo skelbia, kad iSvardinti produktai atitinka Direktyvos 93/42/EEB V priedo reikalavimus.
Auk3tiau nurodytas gamintojas yra sukiires ir taiko kokybés uZtiKrinimo sistema, kuri periodiskai tikrinama pagal
anks&iau nurodytos Direktyvos V priedo 4 skyriaus reikalavimus. Norint paleisti j rinka IIb ir III klasés prietaisus,
kuriems galioja §is pazyméjimas, batinas I1I priedu numatytas EB tipo patikrinimo paZzyméjimas.

Isigaliojimo data: 2017-11-03 Notifikuotoji institucija

/apskritasis antspaudas: ,, TUV Rheinland LGA Products GmbH* * TUV Rheinland * Sertifikuojantis organas/

Data: 2017-10-12 /Parasas/
Magistras M. Aihara

, 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 identifikavimo numeris 0197.



Vertimas is angly kalbos

/TUV Rheinland logotipas/

EB pazyméjimas
Direktyvos 93/42/EEB 11 priedas, iSskyrus 4 skyriy
Visuotinio kokybés uztikrinimo sistema
Medicininés paskirties prietaisai

Registracijos Nr.: HD 60123878 0001
Ataskaitos Nr.: 12018179 022
Gamintojas: »OLYMPUS MEDICAL SYSTEMS CORP.*

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

Produktai: Medicininiy endoskopijos sistemy, diagnostikos, operacijy ir gydymo produkty
projektavimas, tobulinimas ir gamyba

(produkty ir papildomy viety sgrasa zr. priede)
Patvirtinimo registracijos Nr. HD 60078827 0001 pakeitimas

Galiojimo pabaigos data: 2022-11-02

Notifikuotoji institucija $iuo skelbia, kad i§vardinti produktai atitinka Direktyvos 93/42/EEB II priedo (i$skyrus 4
skyriy) reikalavimus. Anks¢iau nurodytas gamintojas yra sukres ir taiko kokybés uZtikrinimo sistemg, kuri
periodi¥kai tikrinama pagal anks¢iau nurodytos Direktyvos II Spriedo skyriaus reikalavimus. Norint paleisti j rinka
111 klasés prietaisus, kuriems galioja Sis pazyméjimas, butinas I priedo 4 skyriumi numatytas EB tipo patikrinimo
pazyméjimas.

Isigaliojimo data: 2017-11-03 Notifikuotoji institucija

/apskritasis antspaudas: ,, TUV Rheinland LGA Products GmbH " * TUV Rheinland * Sertifikuojantis organas/

Data: 2017-10-12 /Parasas/
Magistras M. Aihara

,TUV Rheinland LGA Products GmbH* - Tillystrasse 2 - 90431 Niurnbergas

Remiantis medjcininés paskirties prietaisy Direktyva 93/42/EEB, . TUV Rheinland LGA Products GmbH* yra
notifikuotoji institucija, kurios identifikavimo numeris 0197.



Pazyméjimo,
registracijos Nr.

priedas

Ataskaitos Nr.:

Organizacija:

Vertimas is angly kalbos

/TUV Rheinland logotipas/

Dok. 1/1, versija .0

,TUV Rheinland
LGA Products GmbH*
Tillystrasse 2, 90431 Niurnbergas

HD 60123878 0001

12018179 022

»OLYMPUS MEDICAL SYSTEMS CORP.*
2951 Ishikawa-cho,

Hachioji-shi, Tokijas 192-8507
Japonija

Produktai, kuriems galioja pazymeéjimas:

Medicininés endoskopijos sistemos:
- Endoskopai
- Endoterapijos prietaisai
- Vaizdo procesoriai
- Endoskopiniai siurbliai
- Sviesos %altiniai
- Vietos nustatymo jrenginiai
- Elektriniai termokauteriai
- Integruotos endochirurgijos sistemos
- Endoskopiniai reguliavimo/kontrolés jrenginiai

Elektrochirurgijos jranga

Ultragarsiniy litotriptoriy zondai ir davikliai

Laparoskopiniai oro piistuvai

Ultragarsine chirurgijos jranga

Dezinfekavimo jrenginiai

Kapsuliniai endoskopai ir sistemos

Ultragarsinés diagnostinés vaizdo perteikimo sistemos

Data: 2017-10-12

/apskritasis antspaudas: ,,

Notifikuotoji institucija

TUV Rheinland LGA Products GmbH* * TUV Rheinland * Sertifikuojantis organas/

/Parasas/
Magistras M. Aihara
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Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

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

has established and applies a quality management system for medical devices
for the following scope:

See attachments for scope

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-11-04
Certificate Registration No.; SX 60133824 0001
An audit was performed. Report No.: 12018179 027

This Certificate is-valid until: 2021-07-26
Certification Body
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=" M.Sc. M. Aihara

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com hitp:/www.tuv. com/safety




‘!"U;\IR;'w:ir'wlzaf.sri
TUV Rheinland

LGA Products GmbH

TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate
Registration No.: SX 60133824 0001
Report No.: 12018179 027
Organization: OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,
Hachioji-shi, Tokyo 192-8507
Japan
Scope: Design and Development, Manufacture, Distibution,

Service, Quality Assurance, Planning and Delivery support of
Endoscopes, Endotherapy devices, Light Sources,

Imaging Processors, Endoscope Position Detecting Units,
Electrothermal Cautery Units, Integrated Endosurgery
Systems, Endoscopic Regulation/Control Units,

Camera Heads/Pumps/Monitors/ Recorders for Endoscopy,
Electrosurgical Equipment, Capsule Endoscopes and Systems,
Laparoscopic Insufflators, Ultrasound Diagnostic Imaging
Systems, Disinfecting Units and Ultrasound Surgical
Equipment, Probes and Transducers for Ultrasonic
Lithotriptors, Sterile Non Active Instruments used in
conjunction with Endoscopes, Sterile Endotherapy Devices
used in conjunction with Endoscopes, Sterile Non Active
Devices used in conjunction with Medical Ultrasound
Diagnostic Imaging Systems and Water Container, Water Supply
Tube, Water Feeding valve and Foot Switch for Pump

Certification Body

e Deutsche [ | \%
T Akkreditierungsstelle 154 . N
D-ZM-14169-01-02

Date: 2018-10-30
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Vertimas is angly kalpos

/TUV Rheinland logotipas/
A4 e © o
Pazymejimas
,,TUV Rheinland LGA Products GmbH*
Sertifikuojantis organas
giuo pazymi, kad organizacija
,OLYMPUS MEDICAL SYSTEMS CORP.“
2951 Ishikawa-cho,

Hachioji-shi, Tokijas 192-8507
Japonija

yra sukdrusi ir taiko toliau nurodytos apimties medicinines paskirties prietaisu
kokybés vadybos sistema:

Apimtis ir papildomos vietos nurodytos prieduose

Pateikta jrodymy, kad

EN ISO 13485:2016

nurodyti reikalavimai yra ispildyti. Kokybés vadybos sistema kasmet tikrinama.

[sigaliojimo data: 2018-11-04
PaZyméjimo registracijos Nr.: SX 60133824 0001
Atliktas auditas. Ataskaitos Nr.: 12018179 027
Pazyméjimas galioja iki: 2021-07-26
Sertifikuojantis organas
/logotipas: DAkkS Vokietijos Japskritasis antspaudas: ., TUV Rheinland LGA Products GmbH "™
akreditacijos jstaiga D-?M—]4]69—01—02/ * TUV Rheinland * Sertifikuojantis organas/
Data: 2018-10-30 /Parasas/

Magistras M. Aihara

,,TI"JV Rheinland LGA Products GmbH* - Tillystrasse 2 - 90431 Niurnbergas

Tel.: +49 221 806-1371 Faks.: +49 221 806-3935 El. p.: cert-validity@de.tuv.com hitp://www.tuv.com/safety

100020 4 04 08 B TOV, TUEY ir TUV yra registruoti preky7enkliai. Panaudottir pritaikyi galima ik gevus isanksting Jeiding



Vertimas i$ angly kalbos

/TUV Rheinland logotipas/
,TUV Rheinland
LGA Products GmbH*
Tillystrasse 2, 90431 Niurnbergas

Pazyméjimo,

registracijos Nr. SX 60133824 0001

priedas

Ataskaitos Nr.: 12018179 027

Organizacija: ,,OLYMPUS MEDICAL SYSTEMS CORP.*

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

Apimtis: Endoskopy, endoterapijos prietaisy, $viesos $altiniy, vaizdo procesoriy,

endoskopo vietos nustatymo jrenginiy, elektriniy termokauteriy, integruoty

endochirurgijos sistemy, endoskopiniy reguliavimo/kontrolés jrenginiy,
endoskopiniy kamery antgaliy, siurbliy, monitoriy, jraSymo jrenginiy,
elektrochirurgijos jrangos, kapsuliniy endoskopy ir sistemy, Japaroskopiniy oro
pUstuvy, ultragarsiniy diagnostiniy vaizdo perteikimo sistemu, dezinfekavimo
jrenginiy ir ultragarsines chirurgijos jrangos, ultragarsiniy litotriptoriy zondy ir
davikliy, steriliy neaktyviy su endoskopais naudojamy instrumenty, steriliy su
endoskopais naudojamy endoterapijos prietaisu, steriliy neaktyviy su medicininémis
ultragarsinemis diagnostinémis vaizdo perteikimo sistemomis naudojamy prietaisy,
vandens talpykly, vandens tiekimo vamzdeliy, vandens tiekimo sklendziy ir kojiniy
siurbliy perjungikliy projektavimas ir tobulinimas, gamyba, platinimas, priezilra,

kokybés uztikrinimas, planavimo ir pristatymo pagalba.

Sertifikuojantis organas

/logotipas: DAKkKS Vokietijos Japskritasis antspaudas: ., TUV Rheinland LGA Producis GmbH"
akreditacijos jstaiga D-7M-14169-01-02/ * TUV Rheinland * Sertifikuojantis organas’/
Data: 2018-10-30 /Parasas/

Magistras M. Aihara

106020 4 64 08 ® TOV, TUEY TUV yra registiuolt prekyzenkhia Panaudoti ir pritaikyti galima Gk gavus jeanksting leiding,
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