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EC Certificate TOVRheinlar(?d

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

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 ll, 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 ll, section 4 is required.

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.




TOV Rheinland
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 Equipment

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

Doc.

. ®
TUVRheinland

1/1, Rev.0

M.Sc. M. Aihara

100203 0408 ®  TUV, TUEV and UV are registered Uademarks. Ulilsauon and application tequires prior approval




EC Certificate TUVRheinland
Directive 93/42/EEC Annex Ill, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60151129 0001
Report No.: 21232416 020

Manufacturer: Olympus Winter & Ilbe GmbH
Kuehnstr. 61
22045 Hamburg
Deutschland

Products: medical endoscopy., surgical, diagnostic, and treatment
systems

(see attachment for products and sites included)

Replaces Approval, Registration No.: HD 60104211 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex I, 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 il
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.

Effective Date: 2020-08-12

Date: 2020-08-12

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/2 :
conceming medical devices with the identification number 0197.




. ®
TUVRheinland

TUV Rheinland Doc. 1/3, Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60151129 0001

Report No.: 21232416 020
Manufacturer: Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Deutschland

Products included:

- Telescopes, Videoscopes and Fiberscopes

- Electrosurgical Instruments

- Electrosurgical Forceps

- Electrosurgical Hand Pieces

- Electrosurgical Units

- Electrosurgical Electrodes

- Electrosurgical Cables and Adapters, Active Cords

- Peristaltic Pump Units

- Peristaltic Tubing Sets

- Invasive Access Devices -
{(which would encompass obturators, sheaths, trocars,
bridges and irrigation ports)

- Endoscopy Instruments
{which would encompass cannulas, injection needles, ballon
dilators, adaptors, tubes and non-active instruments)

Date: 2020-08-12




. ®
TUVRheintand

TUV Rheinland Doc. 2/3, Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60151129 0001

Report No.: 21232416 020
Manufacturer: Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Deutschland

Products included:

Working Elements and Inserts

Bladder Syringes

Washer-Disinfectors

Adaptors for Washer-Disinfectors

Fluid Management Systems used in Endoscopy
Light Sources

For the following medical devices the scope covers only
the aspects of manufacture concerned with securing
and maintaining sterile conditions:

- sterile Caps

Date: 2020-08-12




TUVRheinland

TUV Rheinland Doc. 3/3. Rev.o
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60151129 0001

Report No.: 21232416 020
Manufacturer: Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Deutschland

Sites included:

Olympus Winter & Ibe GmbH
Rheinstr. 8

14513 Teltow

Germany

- Design and development, manufacturing of medical devices
for electrosurgery and for endoscopic applications

Date: 2020-08-12




EN ISO 13485:2016

Registration No.:

Organization:

Scope:

Report No.:
Effective date:
Expiry date:

Issue date:

s
(( DAkkS

Deutsche
,« * Akkreditierungsstelle
D-ZM-14169-03-02

Certificate

Quality Management System

. ®
TUVRheinland

SX 2158445-1

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho

Hachioji-shi, Tokyo

192-8507 Japan

Design and Development, Manufacture, Distribution, Service, Quality
Assurance, Regulatory Affairs, Planning, 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, Ultrasound Surgical
Equipment, Ultrasonic surgical system generator, Ultrasonic surgical system
transducer, Hard-tissue ultrasonic surgical system holder/tip, 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

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

150242490-301
2022-03-07
2024-07-26

2022-03-07

na (%L&M«O

Niyig N. C. Chang
einland LGA Products GmbH

1/4

10200 0308 ® 10V, TUEV and TUV arn ragisterad trademarks Untisation and appication 10quues piat sppraval




Ce rtificate TOVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 21584451

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

The scope of certification also covers the following:

No. Facility Scope

/01 c/o OLYMPUS MEDICAL SYSTEMS Design and Development, Service,
CORP. Administration, Management, Quality
Ishikawa Office Assurance, Regulatory Affairs, Planning,
2951 Ishikawa-cho, Delivery support

Hachioji-shi, Tokyo
192-8507 Japan

102 c/o OLYMPUS MEDICAL SYSTEMS Quality Assurance for domestic market
CORP.
Shinjuku Monolith Office
Shinjuku Monolith,
3-1 Nishishinjuku 2-chome,
Shinjuku-ku, Tokyo
163-0914 Japan

/03 c/o OLYMPUS MEDICAL SYSTEMS Service and Quality Assurance
CORP.
Shirakawa Facility
3-1 Okamiyama, Odakura, Nishigo-
mura, Nishishirakawa-gun, Fukushima
961-8061 Japan

Report No.: 150242490-301
Effective date: 2022-03-07
Expiry date: 2024-07-26
Issue date: 2022-03-07

s iig N. C. Chang
S7 2 Aroducts GmbH
(( DAkkS lllystrafSe 2 - 90431 Nurnberg - Germany

., Deutsche
g\%" "~ Akkreditierungsstelle

D-ZM-14169-01-02 2/4
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Certificate

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

SX 2168445-1

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho

Hachioji-shi, Tokyo

192-8507 Japan

The scope of certification also covers the following:
104 c/o OLYMPUS MEDICAL SYSTEMS Quality Assurance

. ®
TUVRheinland

CORP.
Aizu Facility
3-1-1 Niiderakita,

Aizuwakamatsu-shi, Fukushima

965-8520 Japan

Report No.: 150242490-301
Effective date: 2022-03-07
Expiry date: 2024-07-26
Issue date: 2022-03-07
(( DAKKS

\ " . Deutsche
'“”“‘ - Akkreditierungsstelle
D-ZM-14169-01-02

. ing N. C. Chang
TUV Rheinland DGA Products GmbH

3/4
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Certificate

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

The scope of certification also covers the following:
105 c/o OLYMPUS MEDICAL SYSTEMS

CORP.
Aomori Facility

SX 2158445-1

" ®
TUVRheinland

OLYMPUS MEDICAL SYSTEMS CORP.

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

2-248-1 Okkonoki,
Kuroishi-shi, Aomori
036-0357 Japan

Report No.:
Effective date:
Expiry date:

Issue date:

PN

({

'DAKKS
. Deutsche

ST Akkreditierungsstelle
D-ZM-14169-01-02

150242490-301
2022-03-07
2024-07-26

2022-03-07

Quality Assurance of Endoscopes, Endotherapy
devices, Light Sources, Imaging Processors,
Endoscope Position Detecting Units,
Electrothermal Cautery Units, Integrated
Endosurgery Systems, Endoscapic 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

Design and Development of Endotherapy
Devices, Sterile Endotherapy Devices used in
conjunction with Endoscopes

) g N. C. Chang
TUV Rheinland LGA Products GmbH
TillystralRe 2 - 90431 Niimberg - Germany

4/4
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