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ZERTIFIKAT ¢ CERTIFICATE ¢

EC certificate Product Service

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD}, Annex Il excluding (4)
(Devices in Class lla, lib or lli)

No. G1 1506 21697 017

Manufacturer: EnviteC - Wismar GmbH
Alter Holzhafen 18
23966 Wismar
GERMANY

Facility(ies): EnviteC - Wismar GmbH

Alter Holzhafen 18, 23966 Wismar, GERMANY

Product Oxygen Saturation Sensors and Monitors,

Category(ies); Sensors and Control Units for Monitoring of
Respiratory Parameters and Gas Exchange,
Non-invasive Blood Pressure Euipment,
Temperature Sensors

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex |l (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713063594
Valid from: 2015-09-02
Valid until: 2020-09-01

#-&

Date, 2015-08-28
Hans-Heiner Junker

Digitally signed by Grabazei 4

Date: 2019.07.23 14:02: (i\]lEtg
Reason: MoldSign Sign: ure.

Location: Moldova R
€aso!

TUV SUD Product Service GmbH is Notified Body with identification no. 0123 Locati

Page 1 of 1

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany oV
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ZERTIFIKAT ¢ CERTIFICATE &

CERTIFICATE

No. Q517 1221697 018

Holder of Certificate: EnviteC - Wismar GmbH
Alter Holzhafen 18

23966 Wismar
GERMANY

Facility(ies):

EnviteC - Wismar GmbH

Alter Holzhafen 18, 23966 Wismar, GERMANY

Certification Mark:

B ENISO 13435 /4

tuv-sud.com/ps-cert

Product Service

Scope of Certificate: Design and development, production and distribution
of sensors and control units for monitoring of vital
physiological parameters, sensors and control units
for monitoring of respiratory mechanics parameters
and gas exchange, measurement devices and sensors
for alcohol blood concentration

Applied EN ISO 13485:2016

Standard(s):

Medical devices - Quality management systems -

Requirements for regulatory purposes
(1SO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713119332
Valid from: 2018-02-06
Valid until: 2021-01-30

Date, 2018-02-06
Stefan Preil}

Page 1 of 1

TOV SUD Product Service GmbH - Zertifizierstelle -

[ o

RidlerstralRe 65 - 80339 Miinchen -

(( DAKKS

Deutsche
Akkreditierungsstel
D-ZM-11321-01-00

Germany 18V

lle
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Oxygen Sensor OOM110

Use the advantages:
e Compliant with European MDD (CE certification)
e Meets ISO 80601-2-55

e Designed and manufactured according to EN ISO 13485

e Accurate and reliable response
* Resistantto N,O

e Excellent signal stability

e High product quality

e  Short delivery times

e Technical support

¢ Made in Germany

e FDA cleared

From standard sensors to customized sensors

Experienced EnviteC engineers analyze customer require-
ments. This input is used for different standard and OEM ap-
plications, and ongoing support is provided right up to the final
integraton in the solution. EnviteC designs customized sensors
characterized by a maximum possible degree of precision, for
example with different signal levels or temperature compensa-
tion elements.

Intendend use

The EnviteC Medical Oxygen Sensors are intended as oxygen-
sensing component of an oxygen analyzer that measures oxy-
gen concentration in breathing gas mixtures in the following
applications:

Sensing device for oxygen in
e control device of oxygen concentrators
e medical ventilators
® anaesthesia equipment
* incubators.

The use is limited to system monitoring. The sensors are not sui-

ted for breath by breath analysis of breath gases. Please refer
to the Instructions for Use! If the sensor is intended to replace
the original oxygen-sensing component of an oxygen analyzer,
consult the EnviteC XRL Cross Reference List for selecting the
appropriate sensor.
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Sample

Mechanical drawing (All dimension in mm)

@53

2| ¢ . >.
5
| I
|
i
40,9
Modular Jack 6P4C
13,5
I
[e0]

no connection no connection
bridge (-) (+)

General tolerances I1SO 2768-c

Additional information

The Instructions for Use as well as the EnviteC XRL Cross Re-
ference List are available under www.EnviteC.com and in the
Apple App Store under EnviteC XRL as free download.

For more information please contact us!

We look forward to asswtmg you either on the ph e
Digitally signed by Grabaze1 Alexandru I

a personal talk. Date: 2019.07.22 11:48:47 EEST
Reason: MoldSign Signature
Location: Moldova



Technical Specifications OOM110

Measurement range

0 % ... 100 % oxygen (at atmospheric pressure)

Nominal sensor lifetime

> 1 000 000 % volume oxygen hours

Output in ambient air

10mV..12mV

Electrical interface

Modular Jack 6P4C

Accuracy

meets ISO 80601-2-55 requirements

Repeatability

< 1% volume O, at constant temperature and pressure

Linearity error

< 3 % relative

Response time

< 12 st0 90 % of final value

Zero offset voltage

< 200 pV in 100 % nitrogen, applied for 5 min

Cross interference

meets ISO 80601-2-55 requirements

Influence of humidity

-0.03 % rel. per % RH at 25 °C

Pressure range

0.6 bar ... 2 bar (ppO, 0 ... 1250 mbar O,)

Influence of pressure

proportional to change in oxygen partial pressure

Influence of mechanical shock

< 1 % relative after a fall from 1 m

Operating temperature

0°C..+50°C

Temperature compensation

built-in NTC compensation

Effect of temperature compensation (steady
state)

between +25 °C and +40 °C: 3 % relative error
between 0 °C and +50 °C: 8 % relative error

Operating humidity

0 % ... 99 % RH non-condensing

Long term output drift

< 1 % volume oxygen per month
typically < -15 % relative over lifetime

Storage temperature -20°C ... 450 °C
Recommended storage +5°C ... +15°C
Recommended load > 10 kOhms

Warm-up time

< 30 minutes, after replacement of sensor

Weight

approximately 50 grams

Part number

01-00-0098

EnviteC-Wismar GmbH

a Honeywell Company

Alter Holzhafen 18, 23966 Wismar, Germany
Phone: +49 (0)3841-360-1

Phone: +49 (0)3841-360-200

Fax:  +49 (0)3841-360-222

Internet: www.envitec.com

Email: info@envitec.com

All specifications are applicable at standard conditions:
1013 hPa, 25 °C dry ambient air

For suitable accessories and sensors please refer to the EnviteC Cross Refe-
rence List under www.EnviteC.com and in the Apple App Store unter EnviteC
XRL as free download.

Doc. No. 001-33-Datasheet_OOM110-0
March 2016

Technical information is subject

to change without notice!

© 2016 Honeywell International Inc.

EnviteC by Honeywell reserves the EN ‘ 7 I' I \ I ‘:
right to make changes in product
specifications and adjust its production

at any time and without notice. by Honeywell
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EC Certificate Full Quality Assurance System: CN13/20558

The management system of

Micro-Tech (Nanjing) Co., Ltd.

No. 10 Gaoke Third Road, Nanjing National Hi-Tech, Industrial Development Zone,
Nanjing 210032, Jiangsu Province, P.R. China

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex |l (excluding Section 4)

For the following products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 5 January 2017 until 9 September 2021
And remains valid subject to satisfactory surveillance audits.

Re certification audit due before 4 September 2019

Issue 10, Certified since 26 September 2013

Certification is based on reports numbered CN/SZH ~ 8403MDD

This is a multi-site certification.
Additional site details are listed on the subsequent page.

Authorised by

s : g igi igned by Grabazei Alexandru
SGS United Kingdom Ltd, Notified Body k2155515 bo-aross et
SGS United Kingdom Ltd Systems & Services CR&ASQRn MoldSign Signature

2028 Waorle Parkway, Weston-super-Mare, BS2 tigp: Moldova
t+44 (0)1934 522917 f +44 (0)1934 522137 www.sgs.com

SGS CE 02 0315 M2

Page 10f 2

e sl
e ;:;gg}sgé%‘%ﬂ&

This document is issued by the Company subject to its General Conditions of

Certification Services accessible at www.sgs.
Attention is drawn to the limitations of liability, indemnification and j
issues established therein. The authenticity of this document may be verified at
hitp:/fwww.sgs.comven/Our-Company/Certified-Clent-Drectonies/Certified-Clent-
Directories.aspy. Any unauthorized alteration, forgery or falsffication of the
content of app of this s unlawful and off may be
prosecuted to the fuliest extent of the law.

itians. ntm,




EC Certificate Full Quality Assurance System: CN13/20558, continued

Micro-Tech (Nanjing) Co., Ltd.

Directive 93/42/EEC

on medical devices, Annex Il (excluding section 4)

Issue 10

Detailed scope

Sterile Non-Vascular Stent (Biliary Stent, Esophageal Stent, Intestinal
Stent, Tracheal Stent and Prostatic Stent), Sterile Medical devices used for
clinical endoscopic procedure including Dilation Balloon (Disposable
Dilation Balloon, Disposable Multistage Dilation Balloon Catheter),
Disposable Hot Biopsy Forceps, Injection Needle, Nasal Biliary Drainage
Set, Snare, Stone Extraction Basket, Cold Snare, Hydro Slide Guidewire,
Biliary Drainage Catheter, Biliary Drainage Catheter Introducer System,
Biliary Drainage Catheter with Introducer System, Biliary Stone Retrieval
Balloon Catheter, Repositionable Hemostasis Clipping Device,
Pancreatic Pseudocyst Stent with Delivery System, Sphincterotome,
Non-sterile OXY CO, Bite Block.

Annex Il (Sterility aspects only-Restricted to the aspects of manufacture
concerned with securing and maintaining sterile condition): Sterile Spray
Catheter, Sterile Cytology Brush, Sterile Fixed Wire Balloon (ABC
Dilatation Balloon Catheter, Rapide™ Multistage Dilatation

Balloon Catheter)

Where the above scope includes class Il medical device(s), a valid EC Design Examination Certificate
according to Annex Il (Section 4) is a mandatory requirement for each device in addition to this
certificate to place that device on the market

Additional facilities

No. 199 Medicine Valley Avenue, Nanjing National Hi-Tech, Industrial
Development Zone, Nanjing 210032, Jiangsu Province, P.R. China

Page 2 of 2
This document is issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.comierms_and_conditions. htm.

Attention is drawn to the limitations of kabillty, indemnification and jurisdictional
issues established therein. The authenticty of this may be verified at
hittp:/fwww. sgs. comien/Our-CompanyiCertified-Client-Directories/Certfied-Client-

Drectories.aspx. Any unauthorized ateration, forgery or falsffication of the
content or appearance of this document is unlawful and offenders may be
prosecuted to the fullest extent of the law.
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Digitally signed by Grabazei Alexandru
Date: 2019.06.19 17:04:52 EEST
Reason: MoldSign Signature

Location: Moldova

CERTIFICATE

No. Q518 0148850 038

Product Service

Holder of Certificate: Micro-Tech (Nanjing) Co., Ltd.

NO.10 Gaoke Third Road
Nanjing National Hi-Tech Industrial Development Zone

210032 Nanjing, Jiangsu Province
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

. ENISO 13485 /28

tuv-sud.com/ps-cert

Scope of Certificate: Production and Distribution of
Ovum Pick-up Needle
Design and Development,
Production and Distribution of
Single-Use Biopsy Forceps,
Grasping Forceps,
Multiple Band Ligator Set,
Retrieve Net, Endoscopic
Ultrasound Aspiration Needle,
Single Use Electrosurgical Knife,
Disposable Balloon Inflation Device
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1821723
Valid from: 2018-06-01
Valid until: 2021-05-31

Date, 2018-04-30 MV%

Stefan Preil}
Page 1 of 2 (( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

®

ZERTIFIKAT @ CERTIFICATE ¢

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TV
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ZERTIFIKAT & CERTIFICATE & :255:

CERTIFICATE

Product Service

No. Q518 01 48850 038

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1SO 13485:2016)

DIN EN ISO 13485:2016

Micro-Tech (Nanjing) Co., Ltd.

NO.10 Gaoke Third Road, Nanjing National Hi-Tech
Industrial Development Zone, 210032 Nanjing,
Jiangsu Province, PEOPLE'S REPUBLIC OF CHINA

Micro-Tech (Nanjing) Co., Ltd.

No. 199 Medicine Valley Avenue, Nanjing National
Hi-Tech Industrial Development Zone, 210032
Nanjing, Jiangsu Province, PEOPLE'S REPUBLIC
OF CHINA

(( DAKKS

Deutsche

Akkreditierungsstelle
D-ZM-11321-01-00

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany

TOV

®
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ZERTIFIKAT @ CERTIFICATE o

Product Service
EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or lil)

No. G118 03 84065 005

Manufacturer: Nuova GmbH
Lubecker Str. 17
23909 Ratzeburg
GERMANY

Facility(ies): Nuova GmbH |
Lubecker Str. 17, 23909 Ratzeburg, GERMANY

Product Oxygen sensors
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex I1. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex || (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713129331
Valid from: 2018-06-18
Valid until: 2023-06-17

Date, 2018-04-18 ;

Stefan Preill

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 1

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV



DAkkS CRT2/ 10.13

-
<<
(]
-
f—
(=
[S¥]
=]
L 4
(=
(an]
<<
o
™
o
==
(28]
(&}
2
—
<
x
=
©
=
[
o
(B8]
=
L 4

=

3

a

3

7]
o/ o

ZERTIFIKAT ¢ CERTIFICATE &

Product Service

CERTIFICATE

No. Q1N 16 04 84065 003

Holder of Certificate: Nuova GmbH
Lubecker Str. 17
23909 Ratzeburg
GERMANY

Facility(ies): Nuova GmbH
Lubecker Str. 17, 23909 Ratzeburg, GERMANY

Certification Mark:

EN SO 13485

Scope of Certificate: Design and development, production and
distribution of oxygen sensors, pulse oximetry
sensors, blood warmer and breathing tubes

Applied EN ISO 13485:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(I1SO 13485:2003 + Cor. 1:2009)
DIN EN I1SO 13485:2012

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713081659
Valid from: 2016-06-18
Valid until: 2019-06-17

Date, 2016-06-15 M

Stefan Preil}

Page 1 of 1 « DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

5 = )
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TUV



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

Registration No.: HD 60123878 0001

Report No.: 12018179 022

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

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

(see attachments for products and additional sites included)

Replaces Bpproval, Registration No.: HD 60078827 0001

Expiry Date: 2022-11-02

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 Il,
section 5 of the aforementioned directive. For placing on the market of class il devices covered by

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

ﬁ\; WGARN
W ’?q,\{otmed Body

(3

Effective Date: 2017-11-03 39)’/ \__‘.’;\:I ,
2 \ &) .
Date: 2017-10-12 \m\\_ St i j:ﬂ /vg
L5 M.Sc. M. Aihara
[/

Hiwi X
-~ “"'r_*ferun'gﬁ'b g

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

TOV 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 poc. /1. Rev.0
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

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 Unitcs
-Electrothermal Cautery Units
-Integrated Endosurgerv Systems
-Endoscopic Regulation/Control Units
Electrosurgical Equipment
Probes and Transducers for Ultrasonic Lithotr.ptors
Laparoscopic Insufflators
Ultrasound Surgical Equipment
Disinfecting Units
Capsule Endoscopes and Systems
Ultrasound Diagnostic Imaging Systems

Date: 2017-10-12




Traducere din limba engleza

TUVRheinland

APROBARE
Directiva CE 93/42/CEE Anexa I, excluzind Sectiunea 4
Sistem complet de asigurare a calitifii
Echipamente medicale

Nr. Inregistrare: HD 60123878 0001
Nr. Raport: 12018179 022

Producitor:  Olympus Medical Systems Corp.
2951 Ishikawa-cho
HACHIOJI-SHI, TOKIO 192-8507
JAPONIA

Produse: Proiectare si dezvoltare, productie de sisteme de endoscopie medicald, produse de
diagnostic, operatie $i tralament.
(a se vedea atasamentele pentru produse si1 locatii suplimentare incluse)
[nlocuieste Aprobarea cu nr. de inregistrare: HD 60078827 0001

Data expirarii: 02.11.2022

Organismul Notifical declarad prin prezenta ¢ au fost indeplinite cerinfele Anexel [I, excluzand secfiunca
4 a directivei 93/42/CEE pentru produsele specificate. Producdtorul mai sus mengionat a stabilit si aplica
un sistem de asigurare a calitdfii, care este supus unei supravegheri periodice, definitd Tn Anexa II,
secfiunea 5 a directivei mentionate anterior. Pentru comercializarea echipamentelor din clasa U1 acoperite
de acest certificat, este necesar un certificat CE de examinare proiectare in conformitate du Anexa I,
sectiunea 4.
Organism notificat
Stampila:
Data intrdrii In vigoare: 03-11-2017 TUV Rheinland LGA Products GmbH
Zertifizierungsstelle
M.Sc. M. Aihara
Data. 12.10.2017 (semndturd indescifrabila)

. TUV Rheinland LGA Products GmbH — Tillystrale 2 — 90431 Niirnberg
TUV Rheinland LGA Products GmbH este un Organism Notificat in conformitate cu Directiva
93/42/CEE cu privire la echipamentele medicale, cu numdrul de identificare 0197



&
AN
e eeTT TED, i
TUVRheinland
) Doc. /1 Rev. 0
TUV Rheinland

LGA Products GmbH

Tillystrafic 2, 90431 Niirnberg
Atasament la

Certificat

Nr. de inregistrare: HD 60123878 0001

Nr. raport: 12018179 022
Producator: Olympus Medical Systems Corp.

2951 Ishikawa-cho
HACHIOJI-SHI, TOKIO 192-8507
JAPONIA

Produse incluse:
- Sisteme medicale de endoscopie:
-Endoscoape
-Echipamente endoterapie
-Procesoare de imagine
-Pompe pentru endoscopie
-Surse de lumina
-Unitéti de detectare pozitie
-Unitati de cauterizare electrotermica
-Sisteme endochirurgicale integrate
- Unitati de control/reglare endoscopice
- Echipamente electrochirurgicale
- Sonde si traductoare pentru litotriptoare cu ultrasunete
- Insuflatoare faparoscopice
- Echipamente chirurgicale cu ultrasunete
- Unitati de sterilizare
- Sisteme si endoscoape capsula
- Sisterne de imagistica pentru diagnostic cu ultrasunete

Organism notifical
Stampild:
TUV Rheinland LGA Products GmbH
Data: 12.10.2012 Zertifizierungsstelle
M.Sc. M. Athara
(semnaturd indescifrabild)



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 conjuncrion with Medical Ulcrasound
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 IlI devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.
a0 LGA AN

/"0, Notified Body

Effective Date: 2017-11-03 [ &/

[== £ Sm———— T | &
|, TUVRRain . 2 v
Date: 2017-10-12 Yl b B, 2

K@ i
‘s,

B

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




Traducere din limba engleza
r'y

TUVRheinland

CERTIFICAT CE
Directiva CE 93/42/CEE Anexa V
Asigurarea calitiifii productiei
Echipamente medicale
Nr. Inregistrare; DD 60123877 0001
Nr. Raport; 12018179 022

Producitor:  Olympus Medical Systems Corp.
2951 Ishikawa-cho
HACHIOJI-SHI, TOKIO 192-8507
JAPONIA

Produse: Echipamentelor sterile pentru endoterapie, utilizate Impreuna cu endoscoape, instrumente
sterile non-active utilizate Tmpreund cu endoscoape i instrumente sterile non-active
utilizate impreund cu sisteme medicale de imagistica diagnostic cu ultrasunete,
Inlocuieste Aprobarea. nr. inregistrare: DD 60116725 0001

Data expirarii- 02,11.2022

Organismul Notificat declard prin prezenta c¢d au fost indeplinite cerintele Anexei V a directivei
93/42/CEL pentru produsele specificate. Producitorul mai sus mentionat a stabilit i aplicd un sistem de
asigurare a calitd{ii, care este supus unei supravegheri periodice, definitd in Anexa V, sectiunea 4 a
directivei mentionate anterior. Pentru comercializarea echipamentelor din clasa Ub si clasa I acoperite
de acest certificat, este necesar un certificat CE de examinare tip in conformitate du Anexa III.

Organism notificat

Stampila:
Data intrarii in vigoare; 03-11-2017 TUV Rheinland LGA Products GmbH
Zertifizierungsstelle
M.Sc. M. Aihara
Data: 12.10.2017 (semndturd indescifrabila)

. TUV Rheinland LGA Products GmbH — Tillystrafie 2 — 90431 Niirnberg
TUYV Rheinland LGA Products GmbH este un Organism Notificat in conformitate cu Directiva
93/42/CEE cu privire la echipamentele medicale, cu numarul de identificare 0197
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TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization |

OLYMPUS MEDICAL SYSTEMS CORP. |

2951 Ishikawa-cho, i

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

((DAtas

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-10-30

M.Sc. M. Aihara

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax +49 221 B08-3935 e-mail:cert-validity@de.tuv com http.//mww.tuv.com/safety
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TUVRheinland

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

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,

Date:

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

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

2018-10-30

M.Sc. M. Aihara




Traducere din limba engleza

A

TUVRheinland

Certificat

Organismul de certificare al TUV Rheinland LGA Products GmbH

certifica prin prezenta faptul ca organizatia

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

a implementat si aplica un sistem de management al calitatii pentru dispozitive
medicale pentru urmatoarele domenii:

A se vedea atasamentul pentru domeniul de aplicabilitate

S-a furnizat dovada faptului ca au fost indeplinte cerintele specificate in

EN ISO 13485:2016

LMVIANIA ]
Sistemul de management al calitafii este supus unei supravegheri anuale. MINISTERUL JUSTITIEL |
| MINA FAﬁNEA-lVANOVK !
Data intrérii in vigoare: 04.11.2018 TEQ?*H%; OR, éﬂ%é‘zz ET
Nr. inregistrare certificat: SX 60133824 0001 AUT. NR. 22088 ¢ |
A fost efectuat auditul, raport nr. 12018179 027 ! TEL Q745421452 |

Acest certificat este valabil pana la 26.07.2021

s Organism de certificare
[ Al (Semnaturd indescifrabild si stampilda TUV
((a D_ ﬁﬁ'xhe Rheinland LGA Products GmbH)
. Akkreditierungsstelle M.Sc.M. Aihara

D-ZM-14169-01-02
Data, 30.10.2018

TUV Rheinland LGA Products GmbH — TillystraBie 2 — 90431 Niirnberg
Tel: +49 221 806-1371 Fax: +49 221 806-3935 email: cert-validity(@de.tuv.com http://www .tuv.com/safety



Atasament la
Nr. inregistrare certificat
Nr. raport:

Organizatie:

Domeniul de aplicabilitate:

Deutsche

((DAkks

TfJVRheinla;d

TUV Rheinland
LGA Products GmbH
Tillystrafle 2, 90431 Niirnberg

SX 60133824 0001
12018179 027

Olympus Medical Systems Corp.
2951 Ishikawa-cho

Hachloji-shi, Tokyo 192-8507
Japonia

Proiectare si dezvoltare, productie, distributie, service, asigurarea
calititii, planificare si furnizare asistenti pentru endoscoape,
echipamente endoterapie, surse de lumina, procesoare de imagine, unititi
de detectare a pozifiei endoscopului, unititi de cauterizare electrotermica,
sisteme endochirurgicale integrate, unitati de control/reglare endoscopice,
capete camerid/pompe/sisteme monitorizare/sisteme inregistrare pentru
endoscopie, echipamente electrochirurgicale, endoscoape capsuli si
sisteme, insuflatoare laparoscopice, sisteme de imagistica pentru
diagnostic ecografic, unititi dezinfectare si echipamente chirurgicale cu
ultrasunete, sonde si traductoare pentru litotriptoare cu ultrasunete,
instrumente sterile inactive utilizate impreuni cu endoscoape,
echipamente sterile pentru endoterapie utilizate impreun: cu endoscoape,
echipamente sterile inactive ufilizate Tmpreuni cu sisteme medicale de
imagistica pentru diagnostic ecografic si recipiente api, tuburi alimentare
apd, supape api si intrerupétoare de picior pentru pompe.

Organism de certificare
(Semnatura indescifrabila si stampila TUV
Rheinland LGA Products GmbH)

Akkreditierungsstelle M.Sc.M. Aihara
D-ZM-14169-01-02

Data, 30.10.2018

- uiVIANIA
MINISTERUL JUSTITIE}, |
| MINA FANEA-IVANOVIO!
TRADUCATOR AUTORIZAT
ENGLEZA * FRANCEZA
AUT. NR. 22088 |
TEL_ 0748471458 |
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