Certificate

Standard ISO 9001:2015
Certificate Registr. No. 01 100 080127

Certificate Holder: . ,

Olympus Europa SE & Co. KG

Amsinckstr. 63
20097 Hamburg
Germany

including the locations according to annex

Scope: Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of imaging and audio
products, endoscopy, microscopy and industry

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

First certification 2008

2020-06-23

nd TUV are registered trademarks. Utilisation and application requires prior approval.

o
(( DAKKS
www.tuv.com Wi Deutsche
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@
Digitally signed by Grabazei Alexandru D-ZM-16031-01-00

@_ate: 2023.08.31 22:51:47 EEST
Reason: MoldSign Signature
Location: Moldova

Validity: The certificate is valid from 2020-07-16 until 2023-07-15.
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CERTIFICAT

Standard ISO 9001:2015

Traducere din limba engleza

Nr. inregistrare certificat: 01 100 080127

Detinatorul certificatului:

Domeniu:

Valabili%ate:

www.tuv.com

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Inclusiv locatiile conform anexei

Marketing, comercializare si service pentru sisteme optice,
opto-digitale, electronice si mecanice precum si pentru
accesorii asociate si consumabile din domeniul imagisticii st
al produselor audio, endoscopie, microscopie si industrie.

S-a facut dovada indeplinirii cerintelor ISO 9001:2015 prin
intermediul unui audit.

Certificatul este valabil din 16-07-2020 pana in 15-07-2023.

23-06-2020
(semnatura indescifrabila)
TUV Rheinland Cert GmbH
Am Grauen Stein — 51105 K&ln

A_ TUVRheinland®

Precisely Right.

" TROMANIA
MINISTERUL JUSTITIE!

AUT. NR. 22089




. ®
EC Certificate TUVRheinland
Directive 93/42/EEC Annex 1l, excluding Section 4
Full Quality Assurance System
Medical Devices

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

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 included)
Replaces Approval, Registration No.: HD 60144066 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 directiva. For placing on the market of class Il devices covered by

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

Effective Dats: 2020-05-12

Date: 2020-05-12

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.

100204 0408 @  TUV, TUEV end TUV are regisiered irademarke. Unlisation and spplication raquires prior approval



. ®
TUVRheinland

TUV Rheinland poc. 1/1, Rev.o
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 Requlation/Control Units
Electrosurgical Egquipment

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

100203 04,08 &  TUV, TUEV and UV are registorcd Ladamarks. Ulisauon and agplicaion: caguires prior approval.



Traducere din limba engleza

A

R ®
TUVRheinland

CERTIFICAT CE
Directiva CE 93/42/CEE Anexa 11, excluzind Sectiunea 4
Sistem complet de asigurare a calitiii
Echipamente medicale

Nr. Inregistrare: HD 60149405 0001
Nr. Raport: 12018179 053

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

Produse: Proiectare si dezvoltare, productie de sisteme de endoscopie medicald, produse de
diagnostic, operatie si tratament.
(a se vedea atasamentele pentru produsele incluse)
Inlocuieste Aprobarea cu nr. de inregistrare: HD 60144066 0001

Data expirarii: 26.05.2024

Organismul Notificat declard prin prezenta ¢ au fost indeplinite cerintele Anexei 11, excluzind sectiunea
4 a directivei 93/42/CEE pentru produsele specificate. Producétorul mai sus mentionat a stabilit si aplica
un sistem de asigurare a calitiitii, care este supus unei supravegheri periodice, definiti Tn Anexa II,
sectiunea 5 a directivei mentionate anterior. Pentru comercializarea echipamentelor din clasa IIT acoperite
de acest certificat, este necesar un certificat CE de examinare proiectare in conformitate du Anexa II,
sectiunea 4.

Organism notificat

Stampila:

Data intrarii in vigoare: 12-05-2020 TUV Rheinland LGA Products GmbH
Zertifizierungsstelle
M.Sc. M. Aihara

Data: 12.05.2020 (semnaturi indescifrabild)

} TUV Rheinland LGA Products GmbH — Tillystrafie 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 numéaru! de identificare 0197

FUMANIA
MINISTERUL JUSTITIEY
MINA FANEA-IVANOVID!

TRADUCATOR AUTORI
ENGLEZA * FRAN
AUT. NF. 22089
TRl Q746421482 |




. ®
TUVRheinland

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

Certificat .
Nr. Inregistrare: HD 60149405 0001
Nr. Raport: 12018179 053
Producitor: 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 lumind
-Unitati de detectare pozitie
-Unitati de cauterizare electrotermici
-Sisteme endochirurgicale integrate
- Unitati de control/reglare endoscopice
- Echipamente electrochirurgicale
- Sonde si traductoare pentru litotriptoare cu ultrasunete
- Insuflatoare laparoscopice
- Echipamente chirurgicale cu ultrasunete
- Generator sistem chirurgical cu ultrasunete
- Traductor sistem chirurgical cu ultrasunete
- Suport/varf sistem chirurgical cu ultrasunete pentru tesut tare
- Unitati de sterilizare
- Sisteme si endoscoape capsuld
- Sisteme de imagistica pentru diagnostic cu ultrasunete

Organism notificat

Stampila:

TUV Rheinland LGA Products GmbH
Data: 12.05.2020 Zertifizierungsstelle

M.Sc. M. Aihara

(semnatura indescifrabila)

FUMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANDOVK]N

TRADUCATOR AUTORI
ENGLEZA * FRANCE
AUT. NR. 22089
TFl__0745421482




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

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

Manufacturer: Olympus Winter & Ibe 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 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 I,
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/%32
concerning medical devices with the identification number 0197.




TUV Rheinland
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
Deutschiand

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

, ®
TUVRheinland

Doc. 1/3, Rev.0




. ®
TUVRheinland

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

Attachment to

Certificate

Registration No.: HD 60151129 0001

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

Kuehnstr. 61
22045 Hamburg
Deutschiand

Products included:

- Working Elements and Inserts

- Bladder Syringes

- Washer-Disinfectors

- Adaptors for Washer-Disinfectors

- Pluid 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




TillystraBe 2, 90431 Niirnberg

Attachment to
Cortificate
Registration No.:
Report No.:

Manufacturer:

Sites included:

TUV Rheinland
LGA Products GmbH

HD 60151129 0001
21232416 020

Olympus Winter & Ibe GmbH
Kuehnstr. 61

22045 Hamburg

Deutschland

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

TUVRheinland

Doc. 3/3, Rev.0




VAL

TUVRheiniand

Traducere din limba englezd

Certificat CE
Directiva 93/42/CEE Anexa II, excluzind Sectiunea 4
Sistem complet de asigurare a calitatii
Dispozitive medicale

Nr. de inregistrare: HD 60151129 0001
Raport nr.: 21232416 020

Producitor: Olympus Winter & Ibe GmbH

Kuehnstr. 61
22045 Hamburg
Germania

Produse: sisteme de endoscopie medicald, chirurgicald, diagnostic i tratament

(vezi anexa pentru produsele si locatiile incluse)
inlocuieste Aprobarea, nr. de inregistrare: HD 60104211 0001

Data expirarii: 26.05.2024

Organismul notificat declard prin prezenta ci cerinfele Anexei II, excluzind secfiunea 4 din

Directiva 93/42/CEE au fost indeplinite pentru produsele enumerate, Producitorul mentionat

mai sus a stabilit si aplici un sistem de asigurare a calititii, care face obiectul supravegherii

periodice, definite prin Anexa II, sectiunea 5 din directiva men{ionatad mai sus. Pentru punerea

pe piatii a dispozitivelor din clasa III, acoperite de acest certificat, este necesar un certificat CE

de examinare a designului, conform Anexei II, sectiunea 4.

Data intririi in vigoare: 12.08.2020 Organism notificat,
Stampild oficiala

Data: 12.08.2020 Semndturd indescifrabild
Roland Gruber

TUV Rheinland LGA Products GmbH — Tillystrafie 2 — 90431 Niirnberg

TUV Rheinland LGA Products GmbH este un organism notificat conform Directivei 93/42/CEE
privind dispozitivele medicale cu numarul de identificare 0197.

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVIG)
TRADUCATOR A

ENGLEZA * FRAN
AUT. NR. 22069




VAL

TUVRheintand

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

Anexi la certificatul cu
Nr. de inregistrare: HD 60151129 0001
Raport nr.: 21232416 020

Producitor: Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg
Germania

Produse incluse:

- Telescoape, videoscoape si fibroscoape

- Instrumente electrochirurgicale

- Pensi electrochirurgicald

- Piese de ména electrochirurgicale

- Unitati electrochirurgicale

- Electrozi electrochirurgicali

- Cabluri i adaptoare, cabluri active electrochirurgicale

- Unitati pompe peristaltice

- Seturi tubulaturd peristaltica

- Dispozitive de acces invaziv (care ar include obturatoare, teci, trocare, punti si porturi de

,. irigare)

- Instrumente endoscopice (care ar include canule, ace de injectie, dilatatoare cu balon,
adaptoare, tuburi §i instrumente inactive)

Organism notificat,
Data: 12.08.2020 Stampild oficiald
Semndtura indescifrabild
Roland Gruber

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIdI




VAN

TUVRheinland

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

Anexi la certificatul cu
Nr. de inregistrare: HD 60151129 0001
Raport nr.: 21232416 020

Producitor: Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg
Germania

Produse incluse:

- Elemente de lucru si insertii

- Seringi pentru vezici

- Dispozitive de spilat — dezinfectat

- Adaptoare pentru dispozitive de spalat-dezinfectat

- Sisteme de management al fluidelor utilizate in endoscopie
- Surse de lumina

Pentru urmitoarele dispozitive medicale, aparatul optic acoperad doar aspectele producitorului privind
siguranta si mentinerea conditiilor sterile:

- Capace sterile

Organism notificat,

Data: 12.08.2020 Stampila oficiald
Semmndturd indescifrabild
Roland Gruber

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVISI




JAY

TUVRheinland

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

Anexi la certificatul cu
Nr. de inregistrare: HD 60151129 0001
Raport nr.: 21232416 020

Producitor: Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg
Germania

Locatii incluse:

Olympus Winter & Ibe GmbH
Rheinstr. 8

14513 Teltow

Germania

- Designul si dezvoltarea, fabricarea dispozitivelor medicale pentru electrochirurgie si pentru
aplicatiile endoscopice

Organism notificat,
Data: 12.08.2020 Stampild oficiald
Semndaturd indescifrabild
Roland Gruber

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVIQI




Certificate

. ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

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 arganization 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.

Report No.:
Effective date:
Expiry date:

[ssue date:

iffﬁ&?gj .
(( DAKKS
\%:iwfé . Deutsche

Akkreditierungsstelle
D-7ZM-14169-01-02

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

2022-03-07

1/4

WORd (408 @ TUV, TUEY andd TUV st registead ranomarks Untisation and Appication raquy s prof sppraval




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 21584451

Organization:
2951 [shikawa-cho
Hachioji-shi, Tokyo
192-8507 Japan

The scope of certification also covers the following:

No. Facility
101 c/o OLYMPUS MEDICAL SYSTEMS
CORP.
Ishikawa Office
2951 Ishikawa-cho,
Hachioji-shi, Tokyo
192-8507 Japan
/02 c/o OLYMPUS MEDICAL SYSTEMS
CORP.
Shinjuku Monolith Office
Shinjuku Monolith,
3-1 Nishishinjuku 2-chome,
Shinjuku-ku, Tokyo
163-0914 Japan
/03 c/o OLYMPUS MEDICAL SYSTEMS
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
P
(( | DAKKS
%é.%‘m s Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

. ®
TUVRheinland

OLYMPUS MEDICAL SYSTEMS CORP.

Scope

Design and Development, Service,
Administration, Management, Quality
Assurance, Regulatory Affairs, Planning,
Delivery support

Quality Assurance for domestic market

Service and Quality Assurance

214

T020d 0108 ® UV, TUEY and TUV wio regisiered Irademarks Utirsation and spple:alion /04 Mar spproval




Certificate

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

SX 21568445-1

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

CORP.
Aizu Facility

3-1-1 Niiderakita,
Aizuwakamatsu-shi, Fukushima
965-8520 Japan

Report No.:
Effective date:
Expiry date:

Issue date:

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

2022-03-07

. ®
TUVRheinland

ing N. C. Chang

e
((pAKKs

\’%« - . Deutsche

e Akkreditierungsstelle
D-ZM-14169-01-02

TUV Rheinland DGA Products GmbH

3/4

W00 G109 @  TUY, TUEV and TUY are rogistored radomarks. Usilisption and applicalin riquires phar appeoval




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 2158445-1

Organization:
2951 Ishikawa-cho

Hachioji-shi, Tokyo
192-8507 Japan

The scope of certification also covers the following:

105 c/o OLYMPUS MEDICAL SYSTEMS
CORP.
Aomori Facility
2-248-1 Okkonoki,
Kuroishi-shi, Aomori
036-0357 Japan

Report No.:
Effective date:
Expiry date:

Issue date:

((?itzii:
w&%w.—{;' Deutsche
33*:"3“ Akkreditierungsstelle
D-ZM-14169-01-02

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

2022-03-07

" ®
TUVRheinland

OLYMPUS MEDICAL SYSTEMS CORP.

Quality Assurance of Endoscopes, Endotherapy
devices, Light Sources, Imaging Praocessors,
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

i
Y

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

44
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Traducere din limba engleza

TUVRheinIar(?d

Certificat

Sistemul de management al calititii
EN ISO 13485:2016

Nr. inregistrare: SX 2158445-1

Organizatie:

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,

Hachioji-shi, Tokyo

"192-8507 Japonia

Domeniu de aplicabilitate :  Proiectare si dezvoltare, productie, distributie, service, asigurarca

calititii, reglementare, planificare si furnizare asistentd pentru endoscoape,
echipamente endoterapie, surse de lumind, procesoare de imagine, unitafi de detectare
a pozitiei endoscopului, unitdi de cauterizare electrotermica, sisteme endochirurgicale
integrate, unitdti de control/reglare endoscopice, capete camerd/pompe/sisteme
monitorizare/sisteme Inregistrare pentru endoscopie, echipamente electrochirurgicale,
endoscoape capsuld si sisteme, insuflatoare laparoscopice, sisteme de imagistica
pentru diagnostic ecografic, unititi dezinfectare, echipamente chirurgicale cu
ultrasunete, traductor pentru sistem chirurgical cu ultrasunete, suport/varf pentru
sistem chirurgical cu ultrasunete pentru tesuturi dure, sonde si traductoare pentru
litotriptoare cu ultrasunete, instrumente sterile inactive utilizate impreund cu
endoscoape, echipamente sterile pentru endoterapie utilizate impreund cu endoscoape,
echipamente sterile inactive utilizate impreuna cu sisteme medicale de imagistica
pentru diagnostic ecografic si recipiente apd, tuburi alimentare apid, supape api si
intrerupitoare de picior pentru pompe.

Organismul de certificare al TUV Rheinland LGA Products GmbH certifica prin prezenta faptul ca
organizatia a implementat gi aplica un sistem de management al calitatii pentru dispozitive medicale.
S-a furnizat dovada faptului ca au fost indeplinite cerintele specificate in standardul mentionat mai
sus. Sistemul de management al calititii este supus unei supravegheri anuale.

Nr. raport: 150242490-301
Data intrarii in vigoare: 07-03-2022
Data expirarii: 26-07-2024
Data emiterii: 07-03-2022
, Ning N.C. Chang
(ﬁ\ q Kl (Semnéturd indescifrabild si stampila TOV
S Deutsche . Rheinland LGA Products GmbH)
M" Akkreditierungsstelle Tillystrafle 2 — 90431 Nuernberg — Germania

D-ZM-14169-01-02

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANODVI)

1/4




Certificat

Sistemul de management al calitagii
EN ISO 13485:2016

Nr. inregistrare: SX 2158445-1

Organizatie:

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

OLYMPUS MEDICAL SYSTEMS CORP.

Domeniul de aplicabilitate al certificirii acopera de asemenea urmatoarele:

Nr.

/01

102

/03

Centru de productie

¢/o OLYMPUS MEDICAL SYSTEMS CORP.

Ishikawa Office
2951 Ishikawa-cho
Hachioji-shi, Tokyo
192-8507 Japonia

¢/o OLYMPUS MEDICAL SYSTEMS CORP.

Shinjuku Monolith Office
Shinjuku Monolith

3-1 Nishishinjuku 2-chome
Shinjuku-ku, Tokyo
163-0914 Japonia

¢/o OLYMPUS MEDICAL SYSTEMS CORP.

Shirakawa Facility
3-1 Okamiyama, Odakura, Nishigomura
Nishishiecakawa-gun, Fukushima

© 691-8061 Japonia

Nr. raport: 150242490-301
Data intrdrii in vigoare: 07-03-2022
Data expirarii: 26-07-2024
Data emiterii: 07-03-2022
(DAsds
. .. Deutsch
\\1‘:""’*’ A:krednferungsstelte

D-ZM-14168-01-02

2/4

Domeniu de aplicabilitate

Proiectare si dezvoltare, service,
administrare, management, asigurarea
calitatii, reglementare, planificare si
furnizare asistenta

Asigurarea calitdtii pentru piaga interna

Service si asigurarea calitatii

Ning N.C. Chang

(Semnaturd indescifrabili si stampila TOV
Rheinland LGA Products GmbH)
TillystraBe 2 — 90431 Nuernberg — Germania

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANDVIdI
TRADUCATOR AUTORIZAL-
ENGLEZA * FRANC
AUT. NR. 22089




Certificat

Sistemul de management al calititii
EN ISO 13485:2016

Nr. inregistrare: SX 2158445-1

Organizatie: OLYMPUS MEDICAL SYSTEMS CORP.

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

Domeniul de aplicabilitate al certificdrii acoperd de asemenea urmdtoarele:

Nr. Centru de productie

Domeniu de aplicabilitate

/04 c/o OLYMPUS MEDICAL SYSTEMS CORP. Asigurarea calitatii

Ishikawa Office

Aizu Facility

3-1-1 Niiderakita
Aizuwakamatsu-shi, Fukushima
965-8520 Japonia

Fe.

Nr. raport: 150242490-301
Data intrarii in vigoare: 07-03-2022
Data expirarii: 26-07-2024
Data emitertii: 07-03-2022
=
((DAKKS

o Deutsthe
M Akkreditierungsstelle
D-ZM-14168-01-02

Ning N.C. Chang

(Semniturs indescifrabil si stampila TUV
Rheinland LGA Products GmbH)
Tillystrale 2 — 90431 Nuernberg — Germania

3/4 e
ROMANIA

MINISTERUL JUSTITIEI
MINA FANEA-IVANOVII
TRADUCATOR AUTORY,

ENGLEZA * FRANC
AUT. NR. 22089




Certificat

Sistemul de management al calititii

ENISO 134

Nr. inregistrare:
Organizatie:

85:2016

SX 2158445-1
OLYMPUS MEDICAL SYSTEMS CORP.

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

Domeniul de aplicabilitate al certificirii acoperi de asemenea urmitoarele:

Nr. Centru de productie

/05  c/o OLYMPUS-MEDICAL SYSTEMS

CORP.
Ishikawa Office

Aom

ori Facility

2-248-1 Okkonoki

Kuroishi-shi, Aomori

036-0357 Japonia

Nr. raport:

Data intrarii in vigoare:
Data expirarii:
Data emiterii:

=

((( DAKKS

S

Deutsche
Akkreditierungsstelle
D-IM-14169-01-02

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

Domeniu de aplicabilitate

Asigurarea calitatii pentru endoscoape,
echipamente endoterapie, surse de lumin,
procesoare de imagine, unitifi de detectare a
pozitiei endoscopului, unitati de cauterizare
electrotermica, sisteme endochirurgicale integrate,
unitdti de control/reglare endoscopice, capete
camerd/pompe/sisteme monitorizare/sisteme
inregistrare  pentru  endoscopie, echipamente
electrochirurgicale, endoscoape capsula si sisteme,
insuflatoare laparoscopice, sisteme de imagistica
pentru diagnostic ecografic, unitati 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 Tmpreund cu endoscoape, echipamente
sterile inactive utilizate impreund cu sisteme
medicale de imagistica pentru diagnostic ecografic
si recipiente apd, tuburi alimentare apd, supape apa
si Intrerupdtoare de picior pentru pompe.

Proiectare si dezvoltare echipamente pentru
endoterapie, echipamente sterile pentru endoterapie
utilizate impreuna cu endoscoape

Ning N.C. Chang

(Semnituri indescifrabili si stampila TUV
Rheinland LGA Products GmbH)
Tillystrae 2 — 90431 Nuernberg — Germania

AOMANIA
MINISTERUL JUSTITIE!
MINA FANEA- IVANOVI I
4/4 TRADUCATOR AUTOR)
ENGLEZA * FRANCE
AUT. NR. 22089




Certificate

EN I1SO 13485:2016

Registration No.:

Organization:

Scope:

Report No.:
Effective date:
Expiry date:
Issue date:

({ DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

. ®
TUVRheinland

Quality Management System

SX 1845129-1

Olympus Winter & Ibe GmbH
Kuehnstr, 61

22045 Hamburg

Germany

Design and development, manufacture, distribution and servicing of
medical endoscopy, diagnostic, surgical and treatment systems

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)
Products included:

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 furnished that the requirements specified in the abovemenfioned standard are fulfilled. The quality

management system is subject to yearly surveillance.

3347764-50
2021-08-26
2024-08-25
2021-08-18

TUV Rheinland LGA Products GmbH
Tiilystralle 2 - 90431 Nurnberg - Germany

173

10/02Gh MOE ® TUV, TUEY and TUV are registercd tradomarka. Uiilisation ane applicaticn equires priar spproval




Ce rtificate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1845129-1

Organization: Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg
Germany

Products included:

- Working Elements and Inserts

- Bladder Syringes

- Washer-Disinfectors

- Adaptors for Washer-Disinfectors

- Fluid Management Systems used in Endoscopy

- Light Sources
- LG-Cables
- Sterile Caps
Report No.: 3347764-50
Effective date; 2021-08-26
Expiry date: 2024-08-25
Issue date: 2021-08-18 4/ Doy g
' Dipl.-Ing. (FH) D> Wiedémuth
: TUV Rheinland LGA Products GmbH
« DAKKS Tillystrale 2 - 90431 Nurnberg - Germany
Deutsche
Akkreditierungsstelte 2/3

D-ZM-14169-01-02

WOk 408 @ TUY, TUEY and TUV are registered trademarks. Utitisation and application requires pror approval



Certificate

Quality Management System
EN ISO 13485:2016

Germany

No. Facility

Kuehnstr. 61
22045 Hamburg
Germany

Rheinstr. 8

14513 Teltow

Germany
Report No.: 3347764-50
Effective date: 2021-08-26
Expiry date; 2024-08-25
issue date: 2021-08-18
(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Registration No.: SX 1845129-1

Organization: Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg

The scope of certification also covers the following:

101 c/o Olympus Winter & Ibe GmbH

102 c/o Olympus Winter & Ibe GmbH

- ®
TUVRheinland

Scope

Design and development, manufacture,
distribution and servicing of medical
endoscopy, diagnostic, surgical and
treatment systems

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

) =

Dipl.-Ing. (FH) D. Wiedemuth
TUV Rheinland LGA Products GmbH
Tillystraie 2 - 90431 Nurnberg - Germany

3/3

10020h 0408 ®  TOV TUEV and TLV are registored krademarks Urilisation and application requites priot approvel.




Traducere din limba englezd

. ®
TUVRheinland
Certificat

Sistemul de management al calititii
EN ISO 13485:2016

Nr. inregistrare: SX 1845129-1

Organizatie: Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg
Germania

-

Scop: Design si dezvoltare, fabricare, distributie si service pentru sisteme medicale
endoscopice, de diagnosticare, chirurgicale si de tratament

Produse incluse:

- Telescoape, videoscoape si fibroscoape

~  Instrumente electrochirurgicale

- Pensi electrochirurgicald

- Piese de ména electrochirurgicale

- Unitati electrochirurgicale

- Electrozi electrochirurgicali

- Cabluri si adaptoare, cabluri active electrochirurgicale

- Unitati pompe peristaltice

- Seturi tubulatur peristalticd

- Dispozitive de acces invaziv (care ar include obturatoare, teci, trocare, punti si porturi
de irigare)

- Instrumente endoscopice (care ar include canule, ace de injectie, dilatatoare cu balon,
adaptoare, tuburi si instrumente inactive)

- Sisteme valve intra-bronhiale (sistem valve Spiration®)

Produse incluse:
Organismul de certificare al TUV Rheinland LGA Products GmbH certifica prin prezenta faptul c@
organizatia a implementat gi aplica un sistem de management al calitdtii pentru dispozitive medicale.
S-a furnizat dovada faptului ca au fost indeplinite cerintele specificate in standardul mentionat mai sus.
Sistemul de management al calitatii este supus unei supravegheri anuale.

Nr. raport: 3347764-50
Data intrarii in vigoare: 26.08.2021
Data expirdrii: 25.08.2024
Data emiterii: 18.08.2021
Dipl.-Ing.(FH) D. Wiedemuth
(Semnitura indescifrabila si stampila)
«( DAkkS TOV Rheinland LGA Products GmbH
Deutsche
,, Akkredit erungsstelle Tillystrale 2 - 90431 E‘Sﬁ;ﬁﬁ Germania

D-ZM-141€9-01-02

MINISTERUL JUSTITIE!




Certificat
Sistemul de management al calititii
EN ISO 13485:2016

Nr. inregistrare: SX 1845129-1

Organizatie: Olympus Winter & Ibe GmbH

Kuehnstr. 61

22045 Hamburg

Germania

*Produse incluse:

- Elemente de [ucru si insertii
- Seringi pentru vezica
- Dispozitive de spilat — dezinfectat

.. ®
TUVRheinland

- Adaptoare pentru dispozitive de spilat-dezinfectat
- Sisteme de management al fluidelor utilizate in endoscopie

- Surse de lumini

- Cabluri LG

- Capace sterile

Nr. raport: 3347764-50

Data intr#rii in vigoare: 26.08.2021

Data expirérii: 25.08.2024

Data emiterii: 18.08.2021
P

((DAKKS

% Deutsche

Akkraditierungsstelle
D-ZM-14169-01-02

Dipl.-Ing.(FH) D. Wiedemuth

(Semnitura indescifrabila si stampild)

TUV Rheinland LGA Products GmbH
Tillystraie 2 — 90431 Nuernberg — Germania

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIGD)3
TRADUCATOR AUTORY,
ENGLEZA * FRANC
AUT. NR. 220869




) ®
TUVRheinland
Certificat

Sistemul de management al cali¢itii
EN ISO 13485:2016

Nr. inregistrare: SX 1845129-1

Organizatie: Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg

Germania

Scopul certificarii include gi urmétoarele:

Nr. Facilitate Scop
/01 ¢/o Olympus Winter & Ibe GmbH Designul si dezvoltarea, fabricarea, distributia si
Kuehnstr. 61 service-ul pentru sisteme medicale endoscopice,
22045 Hamburg de diagnosticare, chirurgicale si de tratament
Germania
/02 ¢/0 Olympus Winter & Ibe GmbH Designul si dezvoltarea, fabricarea dispozitivelor
Rheinstr. 8 medicale pentru electrochirurgie si  pentru
114513 Teltow aplicatiile endoscopice
Germania P p
Nr. raport: 3347764-50
Data intrdrii In vigoare: 26.08.2021
Data expirarii: 25.08.2024
Data emiterii: 18.08.2021
f?ﬁ‘ Dipl.-Ing.(FH) D. Wiedemuth
7 (Semnitura indescifrabild si stampild)
( { DAKKS TUV Rheinland LGA Products GmbH
... Deutsche ; ;
w Akkreditierungsstelle TillystraBe 2 — 90431 Nuernberg — Germania

D-IM-14165-01-02

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANDVI(
TRADUCATOR AUTORIZA
ENGLEZA * FRANCEZXN
AUT. NR. 22089

i
J

2547 1.454




. ®
TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Olympus Europa SE & Co. KG
Amsinckstr. 63
20097 Hamburg

Deutschland

for the following scope:

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of
endoscopy and microscopy

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: 2020-06-21
Certificate Registration No.: SX 60148788 0001
An audit was performed. Report No.: 60319405 001
This Certificate is valid until: 2023-06-20

Certification Body

((DAKKS
\;@ Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2020-04-29

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

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

Page 8 of 83




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

- ®
TUVRheinland

TOV Rheinland poc. 1/13. Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

Scope:

P
({ DAKS

- Deutsche
%"/1 Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

20097 Hamburg S
Deutschland

Subsidiary:

Olympus Europa SE & Co. KG
Albert-Schweitzer-Ring 24-26
22045 Hamburg

Germany

Scope:

Servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories
in the field of endoscopy

Certification Body

Dipl.-Ing. 1. Munkler
Page 9 of 83




. ®
TUVRheinland

TUV Rheinland boc. 2/13. Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60148788 0001
Report No.: 60319405 001
Organization: Olympus Europa SE & Co. KG
Amsinckstr. 63
20097 Hamburg o T
Deutschland
Scope: Subsidiary:
Olympus Deutschland GmbH
Albert-Schweitzer-Ring 35
22045 Hamburg
Germany
Scope:
Servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories
in the field of endoscopy
Certification Body
2N

((DAKKS

Sn.. - Deutsche
"g’:ﬁ’} Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29




. ®
TUVRheinland

TUV Rheinland Doc. 3/13. Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60148788 0001
Report No.: 60319405 001
Organization: Olympus Europa SE & Co. KG
~____ Amsinckstr. 63
20097 Hamburg -
Deutschland
Scope: Subsidiary:

Olympus Deutschland GmbH
Amsinckstr. 63

20097 Hamburg

Germany

Scope:

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy
and microscopy

Certification Body

R

(( ((DAKKS
‘\../ Deutsche

" Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

Dipl.-1 . Munkler
Page 11 of A) ng.




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

. ®
TUVRheinland

TUV Rheinland Doc. 4/13, Rev.o
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

Scope:

=
(DAKKS

%-j;,,r Deutsche

-~ Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

20097 Hamburg T o T

Deutschland

Subsidiary:

Olympus France S.A.S.
65 Rue de Monthléry
94533 Rungis

France

Scope:

Servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories in
the field of endoscopy

Certification Body

rsenred Tatemancs. ULESIBOR And 3R Sakan (Bues 07 01 airraval




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

Amsinckstr. 63

Doc.

) ®
TUVRheinland

5/13, Rev.0

Scope:

(( pAKKS

\\Lu// . Deutsche

" Akkreditierungsstelle
D-ZM-14169-01-02

Date:

2020-04-29

20097 Hamburg
Deutschland

Subsidiary:

CLYMPUS IBERIA S.A.U.
PL. Europa 29-31

08908 L'Hospitalet de Llobregat

Barcelona
Spain

Scope:

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy

microscopy

Certification Body

W20 h 0GR &

TV TUEV and TUY 21€ teg:Stere s Tradem s s LOESanas and 2opcatot 2ot et Brar ap 1ol




Attachment to
Certificate

Report No.:

Organization:

Registration No.:

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

Amsinckstr. 63

boc.

. ®
TUVRheinland

6/13, Rev.0

20097 Hamburg
Deutschland

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy

Scope: Subsidiary:
Olympus France S.A.S.
19 rue d'Arcueil
94150 Rungis
France
Scope:
and microscopy
((ff,ﬁ-ﬁb-
*\-5_-/

.. Deutsche
%:“.’j’ Akkreditierungsstelle

D-ZM-14169-01-02

Date: 2020-04-29

Certification Body

0020 nm M08 ®  TUY, TUEY and TUV ar 18Gisteted Tranemarks UIAsAbon and ancheat.on @aares oner approval




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

Doc.

. ®
TUVRheinland

7/13, Rev.0

20097 Hamburg

Deutschland
Scope: Subsidiary:
Olympus Czech Group, s.r.o.
Evropska ul. 176/16
160 41 Praha 6
Czech Republic
Scope:
Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy
and microscopy
Certification Body
P
( ..., Deutsche
M' Akkreditierungsstelle
D-ZM-14169-01-02
Date: 2020-04-29

o
Dagg 15 of 83

l.-Ing. I. Munkler

W20 020 &

TUV TUEV ard TUV 36 teqistared Tageman s ULNSAton and pphaiton 1eaitss ptor seTinval




- ®
TUVRheinland

TUV Rheinland boc. 8/13, Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60148788 0001

Report No.: 60319405 001

Organization: Olympus Europa SE & Co. KG
Amsinckstr. 63
20097 Hamburg - )
Deutschland

Scope: Subsidiary:

Olympus Czech Group, s. r.o.
clen koncernu

Telickova 457/29

751 24 Prerov-Predmosti
Czech Republic

Scope:

Servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories
in the field of endoscopy

Certification Body

PN
(pAKKS

-, . Deutsche
-
\\b:‘;*/ Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

00K 0108 &

TUY, TUEY and TUY are reqistered wademanks Gt saken and Joplailion 1emares Bnee 3enrave




. ®
TUVRheinland

TUV Rheinland Doc. $/13, Rev.o
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60148788 0001

Report No.: 60319405 001

Organization: Olympus Europa SE & Co. KG
Amsinckstr. 63

e ————— e 7_2.0.0.9.7.‘.. -Hambu rg

Deutschland

Scope: Subsidiary:

Olympus Service Facility Portugal
Tecnologies Opticas e Digitais, Lda.
Rua de Alcorredores 43 A

3020-923 Torre de Vilela (Coimbra)
Portugal

Scope:

In-house servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories in the
field of endosccpy

Certification Body

((DAKKS
%, Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

100208 048 B Tuv TWEY and TUY are regrstered trademarks Undisaizn and apglc aman (eaumes 0o Aporewal



- ®
TUVRheinland

TUV Rheinland Doc. 10/13, Rev.0
LGA Products GmbH
TillystraBRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60148788 0001
Report No.: 60319405 001

Organization: Olympus Europa SE & Co. KG
Amsinckstr. 63

Deutschland

Scope: Subsidiary:

Olympus Austria GmbH
Shuttleworthstr. 25
1210 Vienna

Austrxia

Scope:

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy
and microscopy

Certification Body

((e DAKKS

K Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

Dipl.-Ing. I. Munkler

A b e e -
20097 Hamburg :

I} 10 £ O
10200 0108 &  TUY, TUEY and TUY ate rzg.stered tadertaks UbhSIi0R Tnd SCRNCANOR 182N 26 DI SOTORd maye TO U OJ



Attachment to
Certificate

Registration No.:

Report No.:

Organization:

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

AINNOTT-L)

Doc.

- ®
TUVRheinland

11/13, Rev.0

Scope:

((( DAKKS

Deutsche
’ Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

20097 Hamburyg
Deutschland

Subsidiary:

Olympus Nederland B.V.
Simon Smitweg 18

2353 GA Leiderdorp
Netherlands

Scope:

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy

and microscopy

Certification Body

qﬁn. lﬁﬁp
Dipl.-Ing. 1. Munkler

100200 QuR ® TUY, TUEV and TUY are iegstered tadzmans Uhsancn ana apracabon regukes £1:07 anpiaval




“ ®
TUVRheinland

Tuv Rheinland Doc. 12/13, Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60148788 0001
Report No.: 60319405 001

Organization: Olympus Europa SE & Co. KG
Amsinckstr. 63

Deutschland

Scope: Subsidiary:

Olympus Schweiz AG
Chriesbaumstr. 6
8604 Volketswil
Switzerland

Scope:

Servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories
in the field of endoscopy

Certification Body

=
((€ DAKKS

., Deutsche
\..f/ Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

.-Ing. 1. Munkler

Ao D2aA & Tuv, TUEY aed TV are reaistores wadernarks LDDSanmn and 30chealon 1@qres oo aperoval



. ®
TUVRheinland

TUV Rheinland Doc. 13/13, Rev.O
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate
Registration No.: SX 60148788 0001
Report No.: 60319405 001
Organization: Olympus Europa SE & Co. KG
Amsinckstr. 63 B
— - —— 20097 Hamburg
Deutschland
Scope: Subsidiary:

Olympus Schweiz AG
Richtiring 30

8304 Wallisellen
Switzerland

Scope:

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy
and microscopy

Certification Body

((DAKKS

-. , Deutsche
\11\-;::{/ Akkreditierungsstelle
D-ZM-14165-01-02

Date: 2020-04-29

1000200 G10E &  TUv TUEV ang TV are mgistared tademarks Unisalon ard apphrabicn 620 es prar aeproval



Traducere din limba engleza

A

. ®
TUVRheinland

Certificat

Organismul de certificare al TUV Rheinland LGA Products GmbH

certifici prin prezenta faptul cd organizatia

OLYMPUS EUROPA SE & Co. KG
Amsinckstr. 63
20097 Hamburg
Germania

a implementat si aplicd un sistem de management al calitatii pentru dispozivite
medicale pentru urméatoarele domenii:

Marketing, distributie si service pentru sisteme optice, opto-digitale, electronice si mecanice

1] b bJ bl

precum si pentru accesoriile corespunzitoare si consumabilele din domeniul endoscopiei si
microscopiei

S-a furnizat dovada faptului ci au fost indeplinte cerinfele specificate in

EN ISO 13485:2016

Sistemul de management al calitétii este supus unei supravegheri anuale.
Data intririi in vigoare: 21.06.2020

Nr. inregistrare certificat: SX 60148788 0001

A fost efectuat auditul, raport nr. 60319405 001

Acest certificat este valabil pana la 20.06.2023.

Organism de certificare
(Semniturd indescifrabila si stampild TUV

(( DAkkS Rheinland L.GA Products GmbH)

Deutsche Dipl. Ing. I. Munkler
Akkreditisrungsstelle
D-ZM-14169-01-02

Data, 29.04.2020

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

MINISTERUL JUSTITIEI

MINA FANEA-IVANOVId

TRADUCATOR AUTOD

ENGLEZA * FRANC

AUT. NR. 22063
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Atagament la Certificat
Nr. de Inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland
LGA Products GmbH
TillystraBle 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

Amsinckstr. 63
20097 Hamburg
Germania

Filiald
Olympus Europa SE & Co. KG
Albert-Schweitzer-Ring 24-26

22045 Hamburg
Germania

Domeniul de aplicabilitate:

A

TUvnhanmﬁh
Doc. 1/13 Rev. 0

Service pentru sisteme optice, opto-digitale, electronice §i mecanice,
precum s§i pentru accesoriile corespunzitoare §i consumabilele din

domeniul endoscopiei

Organism de certificare

(Semniturd indescifrabila si stampilda TUV

Akkreditterungsstetle
D-ZM-14169-01-02

Data, 29.04.2020

Page 23 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA- IVAND\III




Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutschae

TUV Rheinland
LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

‘Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala
Olympus Deutschland GmbH
Albert-Schweitzer-Ring 35

22045 Hamburg
Germania

Domeniul de aplicabilitate:

A

- ®
TUVRheintand
Doc. 2/13 Rev. 0

Service pentru sisteme optice, opto-digitale, electronice §i mecanice,
precum s§i pentru accesoriile corespunzatoare s§i consumabilele din

domeniul endoscopiei

Organism de certificare

(Semnaturd indescifrabila si stampild TUV

Akkreditierungsstelie
0-ZM-14169-01-02

Data, 29.04.2020

Page 24 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA—IVANDVI [




Atasament la Certificat
Nr. de Inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

Deutsche

( DAKKS

TUV Rheinland
LGA Products GmbH
Tillystrafle 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

‘Amsinckstr. 63

20097 Hamburg
Germania

Filiala
Olympus Deutschltand GmbH
Amsinckstr. 63

20097 Hamburg
Germania

Domeniul de aplicabilitate:

A

TUVRheinIag}d
Doc. 3/13 Rev. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice §i mecanice, precum §i pentru accesoriile corespunzitoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semnituri indescifrabili si stampilda TUV

Akkreditierungsstaile
D-ZM-14169-01-02

Data, 29.04.2020

Page 25 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIE




Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

Deutsche

(( DAkkS

TUV Rheinland
LGA Products GmbH
Tillystrafle 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus France S.A.S.
65 Rue de Monthléry
94533 Rungis

Franta

Domeniul de aplicabilitate:

A

, ®
TUVRheinland
Doc. 4/13 Rev. 0

Service pentru sisteme optice, opto-digitale, electronice si mecanice
3 y
precum s§i pentru accesoriile corespunzitoare §i consumabilele din

domeniul endoscopiei

Organism de certificare

(Semnituri indescifrabila si stampila TUV

Aklgreditierungsstelle
D-ZM-14169.01-02

Data, 29.04.2020

Page 26 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVID)




Atasament la Certificat
Nr. de Inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKs

el Deutsche

TUV Rheinland
LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

‘Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus Iberia S.A.U.

PL. Europa, 29-31

08908 1.’Hospitalet de Llobregat
Barcelona

Spania

Domeniul de aplicabilitate:

A

TOVRheinland
Doc. 5/13 Rev. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice §i mecanice, precum §i pentru accesoriile corespunzitoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semnéturs indescifrabild si stampild TOV

Aklreditierungsstetle
0-2M-14169-D1-02

Data, 29.04.2020

Page 27 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVIdI




Atasament Ia Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland
LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001

60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus France S.A.S.
19 rue d’Arcueil

94150 Rungis

Franta

Domeniul de aplicabilitate;

A

Tl'Jvnheinlar?d
Doc. 6/13 Rev. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice si mecanice, precum §i pentru accesoriile corespunzatoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semnatura indescifrabila si stampilda TUV

Akkreditierungsstelle
D-ZM-14169-01-02

Data, 29.04.2020

Page 28 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA- IVANDVI |




Atagament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(D_Akks

Deutsche

TUV Rheinland
L.GA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

>

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus Czech Group, s.r.0.
Evropska ul. 176/16

160 41, Praga 6

Republica Ceha

Domentul de aplicabilitate:

A

- ®
TUVRheinland
Doc. 7713 Rev. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice si mecanice, precum §i pentru accesoriile corespunzitoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semnituri indescifrabili si stampilda TUV

Akkreditierungsstelle
P-ZM-14165-01-02

Data, 29.04.2020

Page 29 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA- IVANDVI i




Atagament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

((';DAkks

s Deutsche

TUV Rheinland

LGA Products GmbH

A

TﬂVRheinlar?d
Doc. 813 Rev. 0

Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
‘Amsinckstr. 63

20097 Hamburg

Germania

Filiald

Olympus Czech Group, s.r.0.
clen koncernu

Telickova 457/29

751 24 Prerov-Predmostt
Republica Ceha

Domeniul de aplicabilitate:

Service pentru sisteme optice, opto-digitale, electronice §i mecanice,

precum §i pentru accesoriile
domeniul endoscopiei

Aklqeditierungsstetle
D-ZM-14169-01-02

Data, 29.04.2020

Page 30 of 83

corespunzitoare si consumabilele din

Organism de certificare

(Semmnitura indescifrabili si stampila TUV
Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IWANOVI
TRADUCATOR AUTO
ENGLEZA * FRANCEZA
AUT. NR. 22089

454




Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( ;DARRS

Deutsche

TUV Rheinland
L.GA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
‘Amsinckstr. 63

20097 Hamburg

Germania

Filiald

Olympus Service Facility Portugal
Tecnologias Optica e Digitais, Lda.
Rua de Alcorredores, 43 A

3020-923 Torre de Vilela (Coimbra)
Portugalia

Domeniul de aplicabilitate:

A

" ®
TUVRheinland
Doc. 9/13 Rev. 0

Service intern pentru sisteme optice, opto-digitale, electronice si mecanice
precum §i accesorii corespunzitoare din domeniul endoscopiei.

Organism de certificare

(Semnituri indescifrabila si stampild TUV

Akkreditierungsstelle
D-ZM-14169-01-02

Data, 29.04.2020

Page 31 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVII




Atagament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

Deutscha

(( DAkkS

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

Amsinckstr. 63
20097 Hamburg
Germania

Filiala
Olympus Austria GmbH
Shuttleworthstr. 25

1210 Viena
Austria

Domeniul de aplicabilitate:

JAN

- ®
TUVRheinland
Doc. 10/13 Rev. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice §si mecanice, precum si pentru accesoriile corespunzitoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semniturd indescifrabili si gtampila TUV

Akleeditierungssteile
0-2M-14165-01-02

Data, 29.04.2020

Page 32 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. 1. Munkler

~ ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANDVI




Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

{{ DAk

Deutsche

TUV Rheinland
LGA Products GmbH
TillystraBle 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

‘Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus Nederland B.V.
Simon Smitweg 18

2353 GA Leiderdorp

Tarile de Jos

Domeniul de aplicabilitate:

JAN

- ®
TUVRheinland
Doc. 11/13 Rev. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice si mecanice, precum si pentru accesoriile corespunzitoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semnituri indescifrabild si stampilda TOV

Akkreditierungsstelle
D-ZM-14169-01-02

Data, 29.04.2020

Page 33 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. 1. Munkler

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVI
TRADUCATOR AUTDRIZA]
ENGLEZA * FRANCEZN
AUT. NR. 22089
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Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(f(ﬁ_DAkks

Dautscho

TUV Rheinland
LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiald

Olympus Schweiz AG
Chriesbaumstr. 6
8604 Volketswil
Elvefia

Domeniul de aplicabilitate:

A

- ®
TUVRheinland
Doc. 12/13 Rev. 0

Service pentru sisteme optice, opto-digitale, electronice §i mecanice
b b 9
precum si pentru accesoriile corespunzitoare si consumabilele din

domeniul endoscopiei

Organism de certificare

(Semnitura indescifrabila si stampila TUV

Akloreditierungssielle
D-2M-14169-01-02

Data, 29.04.2020

Page 34 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

" ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVId)




Atagament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

{{ DAKLs

Peutsche

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

Amsinckstr. 63
20097 Hamburg
Germania

Filiala

Olympus Schweiz AG
Richtiring 30

8304 Wallisellen
Elvetia

Domeniul de aplicabilitate:

A

w ®
TUVRheinland
Doc. 13/13 Rev. 0

Marketing, distributie i service pentru sisteme optice, opte-digitale,
electronice §i mecanice, precum si pentru accesoriile corespunzitoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semniturd indescifrabili si stampild TUV

Akioreditierungsstelle
D-ZM-14169-01-02

Data, 29.04.2020

Page 35 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

AOMANIA
MINISTERUL JUSTITIE!
MINA FANEA- IVANDVI [




Certficate JP19/071613

The management syslsm of by
Olympus Group

Headquarters Shinjuku Monolith, 2-3-1 Nishi-Shinjuku, Shinjuku-ku,

Tokyo Japan

1SO 14001:2015

For the followmg acfivites
The scope of regi stréﬁpn 'ap‘pﬁear,s‘ on page 2 of this certificate.

This certificate is valid from 19 August2020 until 19 August 2023 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 10 July 2023, Issue 2

Orgamzaiion certified since 15 February 1998 and
fo flrst cemf ed by SGS on 16 December 2019

. Thisisamulti-site certification.
S detazls,are hsted on the subsequent. pagés
- ‘and Site scope nictification.

§BS United Klngdcmlm :
Rossmore Businem Park Ellesimere Port Cheshire CHE5 3 ENUK

t+44 (D)151 350-6666 £ +44 (0)151 250-5600 www, sgs.com

HSGS HONI2015 018 -
Page ot 14




COPY

Certificate JP19/071613, continued

Olympus Group
1ISO 14001:2015

Issue 2

Detailed scope

Medical business: Design, development, manufacturs, sales and incidental services
(repair, maintenance and customer training) for gastrointestinal endoscopes,
surgical andoscopes, endoscopic instruments,

uttrasomc endoscopes and accessories

Science business: Design, development, manufacture, sales and incidental services
(repair, maintenance and customer nmg) for biological microscopes,

industrial microscopes, Industrial endoscopes,

‘non- destructive inspectlon equipment and accessories

Imaging Business Deslgn ~d'

mahufacturing and Incidental services
(repair and maintenance) relat ~

eras, recorders and accessories

| zdevelopment and manufacture of
ificial bone, artificial skin and accessories

L Additional faciltes

Olympus Corporation Shinjuku Monolith 2-3-1 Nighi-Shinjuku, Shinjuku-ku,

Headquarters Tokyo Japan
Otympus Corporation Daiwa Sasazuka Tower1 50-1 Sasazuka, Shibuya-ku,
Sasazuka Facility Tokyo Japan

Page2 ol 14




COPY

Olympus Corporation

Ishikawa Faclility

Olympus Medical Systems Corporation
Ishikawa Facility

Olympus Corporation

Utsugi Facility

Olympus Medical Systems Corporation
Utsugt Facility

Olympus Corporation

Takakura Facility

Certificate JP19/071613, continued

Olympus Group
ISO 14001:2015

Issue 2

2951 Ishikawa-machi, Hachioji-shi,
Tokyo Japan

2951 Ishikawa-machi, Hachioji-shi,
Tokyo Japan

2-3 Kuboyama-cho, Hachioji-shi,
Tokyo Japan

2-3 Kuboyama-cho, Hachioji-shi,
Tokyo Japan

' §7-4 Takakura-machi, Hachioji-shi,

Tokyo Japan

Pagedolid

UKAS

MANAGEMENT
SYSTEMS

0005




COPY

Centificate JP18/071613, continued

Olympus Group

ISO 14001:2015

Issue 2

Olympus Corporation 6666 Inatomi, Ooaza, Tatsuno-machi, Kamiina-gun,
Nagano Facility Tatsuno . , Nagano-ken Japan

Olympus Corporation 5128 Nishi-machi, Ina-shi, Nagano-ken Japan
Nagano Facility Ina-site T

Pagad of 14




COPY

Certificate JP19/071613, continued

Olympus Group
ISO 14001:2015

Issue 2

Shirakawa Olympus Co,, Ltd.  3-1 Okamlyama, Odalmra, Nishigou-mura, Nishi-Shirakawa-gun,

; Fukushima-ken Japan

Shirakawa Olympus Co,, Ltd.  3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun,
Repair Department ; Fukushima-ken Japan
Olympus Comporation  3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun,
Procurement : Shirakawa Fukushima-ken Japan

Page’5 of 14
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COPY

Certificate JP19/071613, continued

Olympus Group

ISO 14001:2015

Issue 2

Aizu Olympus Co, Lid. 500 Muranishi, Niidera, Monden-machi, Azawakamatsu-shi

Aizu Factory - Fukushima-ken Japan

Aizu Olympus Co,, Ltd. 1:95 Mamiyashinmachikita, Atzuwakamatsu-shi,

Kita Aizu Factory ‘ Fukushima-ken Japan

Olympus Corporation 500 Muranishi, Niidera, Monden-machi, Aizuwakarmatsu-shi,
Procurement ; Aizu Fukushima-ken Japan
Olympus Corporation 97 Tatebori, Omogawa, Monden-machi, Alzuwakamatsu-shi,
Procurement : Atzu-Monden Fukushima-ken Japan

~. ,‘//
(A

NITion aeRAN

PageGoitd




Aomori-Olympus Corporation
Aomori-plant

Olympus Corporation
Research and Development
Endo Therapy Products
Olympus Corporation
Procurement : Aomori
Aomori-Olympus Corporation
Hirosaki-Operation

Olympus Corporation

Procurement : Hirosaki

Certificate JP19/071613, continued

Olympus Group
1ISO 14001:2015

Issue 2

2-248-1 Okkonoki, Kurolshi-shi, Aomoriken Japan

2-248-1 Okkonoki, Kuroishi-shi, Aomori-ken Japan

2-248-1 Okkonoki, Kuroishi-shi, Aomori-ken Japan
1-1-5 Ohgi-machi, Hirosaki-shi, Aomori-ken Japan

115 thiimachi, Hirosaki-shi, Aomori-ken Japan

Paga? of 14




COPY

Olympus Medical Systems Corporation

Hinode Plant

Certificate JP19/071613, continued.

Olympus Group
1ISO 14001:2015

Issue 2

343 Hyirai,«Hinode-machi, Nishitama-gun,
Tokyo Japan

Page8.of 14




COPY

Certificate JP19/071613, continued

Olympus Group

ISO 14001:2015

Issue 2

Olympus Terumo-Bio Material corporation 4541 Higashino, Nagaizumi-cho, Surttou-gun,
Mishima-plant ‘ Shizuoka-ken Japan

Olympus Terumo-Bio Material corporation  1002-1 Shimonagakubo, Nagatzumi-cho, Suntou-gun,
R&D Center Shizuoka-ken Japan

sl
. s
I\ ’l()"
TIoN ARRAY

Page® ol 14




COPY

Certificate JP19/071613, continued

Olympus Group
ISO 14001:2015

Issue 2

Olympus Logitecs Corporation  DPL Sagamihara, 1-13-1 Asamizodsal, Minamiku, Sagamihara-shi,
Sagamihara Facility Kanagawa-ken Japan

Page 10 of 14
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COPY

Certificate JP19/071613, continued

Olympus Group
ISO 14001:2015

Issue 2
Olympus Medical Science Sales Corporation
Head-office 3.20-2 Nishishinjyuku , Shinjyuku-ku, Tokyo Japan
Hirosaki Sales Office 5310 Joto-Chuo, Hirosaki-shi, Aomorkken Japan
Hachinohe Sales Office ishikata Bdg., Jyusannichi-machi, Hachinohe-shi, Aomori-ken Japan
Morioka Sales Office 4-19:28 Motomiya, Morioka-shi, wate-ken Japan
Akita Sales Office 2:315 Higashi-dori, Akita-shi, Akita-ken Japan R 0F MUt
SendaiBranch  Forest Sencai Bldg, 1-245 Kashiwagi, Aoba-, Sendai-shi, Miyagi-ken Japan ‘@‘ e
Yamagata Sales Office  Yamagaka Tokamachi Bidg, 132 Tokamach, Yamagatashi, Yamagrtaden Japan l A F
Koriyama Sales Office 5-9-3 Kaisal, Koriyama-shi, Fukushimadken Japan *\ S
Iaki Sales Office hwaki Fukoku SelmaiBIdg.,Z-sKolamtmachTalm, waki-shi, O T AR RO
Fukushim-ken Japan

Maebashi Sales Office r
Kawagoe Sales Office .jBldg,23-1Waldtahondlo
 Kawagoe-shi, Saitama-ken Japan
Chiba Sales Office ‘ 'Miharm—ku, Chiba-shl Chiha&nJapan
Tokyo Branch ) Bidg., 2-6-8 Kandasarugakucho,
Chiyoda-a, Tokyo Japan @
Fuchu Sales Office Hulic Fuchu toweeroBldg.,‘l -1 Nikocho, Fudw-shf, Tokyo Japan
Yokohama Branch Shin-Yokohama Square Bidg. 2:3-12 Shinyokohama, Kohoku-ku,
" Yokohama-shi, Kanagawa-ken Japan UKAS
Atsugi Sales Office LG Bkig., 2-7-6 Nakmadu Atsugi-shl, Kanagawa-ken Japan MANAGEMENT
Tsukuba Sales Office  TsukubaCitia More Bldg, 5-20-2 Key MK ,Tamtmmm SYSTEMS
Shizuoka Sales Office Taiju Seimei Shm:olmElamaeBldg., ‘-7 Kuroganecho, Aciku, 0005
Shizuoka-shi, Shizuoka-ken Japan

Nagoya Sales Office Nagoya Marubeni Bidg,, ZZZMmem
OsakaBranch  ShinOsakaBrick Bidg, 161 Miyahara, Yodogawerk, Osaka-hi, Osdka Japen
Namba Sales Office Maruito Bidg., 1-2-3 Minatomachl, lewa~h1, Osaka-shi, Osaka Japan
Nara Sales Office MTmmpmmszmmmmm
zumisano Sales Office Rinku Elga Bldg., 2-2 Rinku-orai-minami, Eumisano-shi, Osaka Japan
Kyoto Sales Office Yasaka Gojo Bldg., 186 Nishiiri Higashl-Kagariya-cho,
Gojodori-muromachi, Shimokyo-ku, Kyoto-shi, Kyoto Japan
Hiroshima Sales Office NTT Credo Hakushima Bidg, 14-15 Higashi-Hakushimacho, Nakarkuy, .
Hiroshima-shi, wmsmmmapm: SR

Fuluoka Sales Office Fukuoka Fukoku Seimei Bldg., 3-6-11 Watanabedoni, Chuo-kit, -~
Fukuoka-shi, Fuhxoka-ken.lapm“ L
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Certificate JP19/071513, continued

Olympus Group
ISO 14001:2015

{ssue 2

Olympus Vietnam Co., Ltd. 8 Street, Long Than:h‘lndustrial Zone, Tam An Commune,
Vietnam Plant Long Thanh District, Dong Nai Province, Viet Nam
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Olympus Group
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Issue 2

Olympus (GuangZhou) Industrial Co, Ltd.  No.3 PanShan Bulkding, NO.537 Northem PanYu Averiue,
GuangZhousite ‘ Paryu District, Guangzhou, China
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Certificate JP19/071613, continued

Olympus Group
ISO 14001:2015

Issue 2
Olympus Trading (Shanghai) Limited Part EF,G 3rd Floor, No.185 Taigu Road,
Head-office China (Shanghai) Pilot Free Trade Zone, China
Otympus Trading (Shanghal) Limited o Part B, 1st Floor, 185 Talgu Road,
Bonded Warehouse China (Shanghai) Pilot Free Trade Zone, China
Olympus Trading (Shanghal) Limited Part ABCD, 2nd Fioor, Building B, No. 56, Lane 251,
Warehouse Shendong Road, Pudong New District, Shanghai, China R,
Olympus Trading (Shanghai) Limited 35/F, Building 2, No.183 Chuangye Road, g l ' A : F \
Tangzhen Branch - Pudong New District, Shanghai, China . B
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COPIE

Certificat JP19/071613
Sistemul de management al

Olympus Group

Cu sediul principal la: Shinjuku Monolith, 2-3-1 Nishi-Shinjuku,
Shinjuku-ku, Tokyo, Japonia

a fost evaluat si certificat ca indeplineste cerintele

ISO 14001:2015

Pentru urméatoarele activitati

Domeniul de aplicabilitate al inregistrarii apare in pagina 2 a
prezentului certificat.

Acest certificat este valabil de la 19 august 2020 pand la 19 august 2023 si
rimane valabil sub rezerva satisfacerii auditurilor de supraveghere.

Audit recertificare scadent Tnainte de 10 iulie 2023. Editia 2.

Organizatie certificatd din 15 februarie 1998 iar prima certificare de catre
SGS aavut loc la 16 decembrie 2019.

Aceasta este o certificare pentru mai multe locatii.

Detaliile locatiilor suplimentare se regasesc in paginile urmitoare si pe
notificarea domeniului locatiei.

Autorizat de
(semnaturd indescifrabild)

SGS United Kingtom Ltd Certificare sisteme si servicii
Rossmore Business Park Ellesmere Port Cheshire CH65 3 EN UK
t+44 (0) 151 350-6666 f+44 (0) 151 350-6600 www.sgs.com

HC SGS 14001 20150118
Pagina 1 din 14

Traducere din limba engleza
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Acest document este emis de catre Companie si este supus Conditiilor sale Generale pentru Servicii de Certificare ce
pot fi accesate la http://www.sgs.com/terms and conditions.htm. Se atrage atentia asupra limitarii raspunderii i a
problemelor jurisdictionale si de acordare de despagubiri, stabilite in acesta. Autenticitatea acestui document poate fi
verificatd la http://www.sgs.com/en/certified-clients-and-products/certified-client-directory. Orice modificare sau

falsificare a continutului sau a aspectului acestui document este ilegald iar contravenientii pot fi urmiriti penal

conform legii.

FiLMIANIA
MINISTERUL JUSTITIEL,
MINA FANEA-IVANOVE)
TRADUCATOR AUTORI
ENGLEZA * FRANCE

AUT. NR. 22089
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Certificat JP19/071613 |
continuare

Olympus Group

ISO 14001:2015

Editia 2

Domeniul de aplicabilitate detaliat:

Activititi medicale: Proiectare, dezvoltare, fabricare, vinziri si servicii
secundare (reparatii, intretinere si instruire pentru clienti) pentru
endoscoape gastrointestinale, endoscoape chirurgicale, instrumente
endoscopice, endoscoape cu ultrasunete si accesorii

Activititi stiintifice: Proiectare, dezvoltare, fabricatie, vinzari si servicii
secundare (reparatii, intretinere si instruire a clientilor) pentru
microscoape biologice, microscoape industriale, endoscoape industriale,

Membru al acordului

echipamente si accesorii de inspectie fira distrugere multilateral de recunoastere
Activitiiti de imagistici: Proiectare, dezvoltare, fabricatie si servicii
accidentale (reparatii si intretinere) legate de camere digitale, @

echipamente de inregistrare si accesorii

Activitatea privind biomateriale: proiectarea, dezvoltarea si fabricarea

oase artificiala, piele artificiald si accesorii UKAS
MANAGEMENT
Locatii aditionale: 0005

Sediul principal Olympus Corporation:
Shinjuku Monolith, 2-3-1 Nishi-Shinjuku, Shinjuku-ku, Tokyo, Japonia

Olympus Corporation - Locatia Sasazuka:
Daiwa Sasazuka Tower 1-50-1 Sasazuka, Shibuya-ku, Tokyo, Japonia

Pagina 2 din 14

Acest document este emis de citre Companie $i este supus Conditiilor sale Generale pentru Servicii de Certificare ce
pot fi accesate la http://www.sgs.com/terms_and_conditions.htm. Se atrage atentia asupra limitarii raspunderii si a
problemelor jurisdiciionale gi de acordare de despagubiri, stabilite in acesta. Autenticitatea acestui document poate fi
verificatd la http://www.sgs.com/en/certified-clients-and-products/certified-client-directory. Orice modificare sau
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Certificat JP19/071613
continuare

Olympus Group

ISO 14001:2015

Editia 2

Olympus Corporation - Locatia Ishikawa:
2951 Ishikawa-machi, Hachioji-shi, Tokyo, Japonia

Olympus Medical Systems Corporation - Locatia Ishikawa:
2951 Ishikawa-machi, Hachioji-shi, Tokye, Japonia

Olympus Corporation - Locatia Utsugi:
2-3 Kuboyama-cho, Hachioji-shi, Tokyo, Japonia

Olympus Medical Systems Corporation - Locatia Utsugi:
2-3 Kuboyama-cho, Hachioji-shi, Tokyo, Japonia

Olympus Corporation - Locatia Takakura:
67-4 Takakura-machi, Hachioji-shi, Tokyo, Japonia
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Acest document este emis de catre Companie si este supus Conditiilor sale Generale pentru Servicii de Certificare ce
pot fi accesate la http://www.sgs.com/terms_and_conditions.htm. Se atrage atentia asupra limitarii raspunderii gi a
problemelor jurisdictionale si de acordare de despagubiri, stabilite in acesta. Autenticitatea acestui document poate fi
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Olympus Group

ISO 14001:2015

Editia 2

Olympus Corporation - Locatia Nagano - Tatsuno:
6666 Inatomi, Qoaza, Tatsuno-machi, Kamiina-gun, Nagano-ken,
Japonia

Olympus Corporation - Locatia Nagano — Ina-site:
5128 Nishi-machi, Ina-shi, Nagano-ken, Japonia

Membru al acordului
multilateral de recunoagtere
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UKAS
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Editia 2

Shirakawa Olympus Co., Ltd.:
3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun,
Fukushima-ken, Japonia

Shirakawa Olympus Co., Ltd. - Departamentul de reparatii:
3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun,
Fukushima-ken, Japonia

Olympus Corporation — Achizitii: Shirakawa:
3-1 Okamiyama, Odakura, Nishigou-mura, Nishi-Shirakawa-gun, Membru al acordului
Fukushima-ken, Japonia multilateral de recunoastere

a2

UKAS

SYSTEMS

Pagina 5 din 14
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Olympus Group

ISO 14001:2015

Editia 2

Aizu Olympus Co., Ltd — Fabrica Aizu:
500 Muranishi, Niidera, Monden-machi, Aizauwakamatsu-Shi,
Fukushima-ken, Japonia

Aizu Olympus Co., Ltd. — Fabrica Kita Aizu:
1-95 Mamiyashinmachikita, Aizuwakamatsu-shi,
Fukushima-ken, Japonia

Olympus Corporation — Achizitii: Aizu:
500 Muranishi, Niidera, Monden-machi, Aizuwakamatsu-Shi,
Fukushima-ken, Japonia

Olympus Corporation — Achizitii: Aizu-Monden:

97 Tatebori, Omogawa, Monden-machi, Aizuwakamatsu-Shi,
Fukushima-ken, Japonia

Pagina 6 din 14
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Editia 2

Aomori-Olympus Corporation — Uzina Aomori:
2-248-1 Okkonoki, Kuroishi-shi, Aomori-ken, Japonia

Olympus Corporation — Cercetare si dezvoltare produse terapii
endoscopice:
2-248-1 Okkonoki, Kuroishi-shi, Aomori-ken, Japonia

Olympus Corporation — Achizitii: Aomori:
2-248-1 Okkonoki, Kuroishi-shi, Aomori-ken, Japonia

Aomori-Olympus Corporation — Operatiuni Hirosaki: Membru al acordului
1-1-5 Ohgi-machi, Hirosachi-shi, Aomori-ken, Japonia multilateral de recunoastere

Olympus Corporation — Achizitii: Hirosachi:
1-1-5 Ohgi-machi, Hirosachi-shi, Aomori-ken, Japonia m
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Olympus Group
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Editia 2

Olympus Medical Systems Corporation — Uzina Hinode:
34-3 Hirai, Hinode-machi, Nishitama-gun, Tokyo, Japan
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Membru al acordului
multilateral de recunoastere
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Editia 2

Olympus Terumo — Bio Materials corporation — uzina Mishima:
454-1 Higashino, Nagaizumi-cho, Suntou-gun, Sizouka-ken, Japonia

Olympus Terumo — Bio Materials corporation — Centrul de cercetare si
dezvoltare:

1002-1 Shimonagakubo, Nagaizumi-cho, Suntou-gun, Shizouka-ken,
Japonia

Membru al acordului
multilateral de recunoagstere
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Editia 2

Olympus Logitecs Corporation — Locatia Sagamihara:
DPL Sagamihara, 1-13-1 Asamizodai, Minami-ku, Sagamihara-shi,
Kanagawa-ken, Japonia

Membru al acordului
multilateral de recunoastere
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Editia 2
Olympus Medical Science Sales Corporation
Sediul principal: 3-20-2 Nishishinjyuku , Shinjyuku-ku, Tokyoe, Japonia
Biroul vinziri Hirosaki: 5-3-10 Joto-Chuo, Hirosaki-shi, Aomori-ken, Japonia
Biroul vanziri Hachino: Ishikata Bldg., Jyusannichi-machi, Hachinohe-shi, Aomori-ken, Japonia
Biroul vinziri Morioka: 4-19-28 Motomiya, Morioka-shi Iwate-ken, Japonia
Biroul vinziri Akita: 2-3-15 Higash-idori, AKita-shi, Akita-ken Japonia
Filiala Sendai: Forest Sendai Bldg, 1-2-45 Kashiwagi, Aoba-ku, Sendai-shi, Miyagi-ken, Japonia
Biroul vinziri Yamagata: Yamahata Tokamachi Bldg, 1-3-29 Tokamachi, Yamagata-shi,
Yamagata-ken, Japonia
Biroul vinziri Koriyama: 5-9.3 Kaisei, Koriyama-shi, Fukushima-ken, Japonia
Biroul vanziri lwaki: Iwaki Fukoku Seimei Bldg., 2-6 Kotarou-machi,Taira, lwaki-shi, m
Fukushima-ken Japonia
Biroul vinziri Maebashi: Maebashi Center Bldg., 2-13-11 Hinmachi, Maebashi-shi, Gunma-ken,
Japonia
Biroul vinziri Utsunooiya: 6-10-11 Motoimaizum Utsunoiiya-shi, Tochigi-ken, Japonia
Filiala Saitama: Marukyu Bldg., 4-262-16 Kishiki-cho, Omiya-ku, Saitama-shi, Saitama-ken,
Japonia
Biroul vanziri Kawagoe: Sumitomo Seimei Kawagoe Higashikan Bldg,. 23-1 Wakitahoncho,

Kawagoe-shi, Saitama-ken Japonia
Biroul vinziri Chiba: WBG Mulbwest, 2-6-1 Nakase, Mihama-ku, Chiba-shi, Chiba-ken Japonia
Biroul vinziri Kashiwa: Kashiwa Daiichiseimei Bldg., 7-3 Suehirocho, Kashiwa-shi,Chiba-ken,
Japonia
FilialaTokyo: Sumitomo Fudosan Sarugakucho Bldg,.2-8-8 Kandasarugakucho, Chiyoda-ku, Membru al acordului
Tokyo, Japonia
Biroul vinziri Fuchu: Hulic Fuchu tower Koso Bldg., 1-1 Nikkocho, Fuchu-shi, Tokyo, Japonia
FilialaYokohama: Shin-Yokohama Square Bldg,. 2-3-12 Shinyokohama, Kohoku-ku, Yokohama-shi,

multilateral de recunoagtere

Kanagawa-ken, Japonia

Biroul vinziri Atsugi: LG Bldg., 2-7-6 Nakamachi, Atsugi-shi, Kanagawa-ken, Japonia
Biroul vinziri Tsukuba: Tsukuba Citia More Bldg., 5-20-2 kenkyugakuen, Tsukuba-shi,
Ibaraki-ken, Japonia

Biroul vAnziri Shizuoka: Taiju Seimei Shizuoka Ekimae Bldg., 11-7 Kuroganecho, Aoi-ku,

Shizuoka-shi, Shizuoka-ken, Japonia
Biroul vinziri Nagoya:  Nagoya, Marubeni Bldg., 2-2-2 Nishiki, Naka-ku, Nagoya-shi, Aichi-ken,

Japonia U K A S

FilialaOsaka: Shin-Osaka Brick Bldg., 1-6-1 Miyahara, Yodogawa-ku, Osaka-shi, Osaka, Japonia MANAGEMENT

Biroul vinziri Namba: Maruito Bldg., 1-2-3 Minatomachi, Naniwa-ku, Osaka-shi, Osaka, Japonia SYSTEMS

Biroul vinziri Nara: Nara Tokyo Kaijo Nichido Bldg.,6-2-19 Orniyacho, Nara-shi, Nara-ken, 0005
Japonia

Biroul vinziri lIzumisano: Rinku Elga Bldg., 2-2 Rinku-orai-minami, Izumisano-shi, Osaka, Japonia
Biroul vanziri Kyoto: Yasaka Gojo Bldg., 186 Nishiiri Higashi-Kagariya-cho, Gojodori-muromachi,
Shimokyo-ku, Kyoto-shi, Kyoto, Japonia
Biroul vinziri Hiroshima: NTT Credo Hakushima Bldg,.14-15 Higashi-Hakushimacho, Naka-ku,
Hiroshima-shi, Hiroshima-ken, Japonia
Biroul vinziri Fukuoka: Fukuoka Fukoku Seimei Bldg., 3-6-11 Watanabedori, Chuo-ku,
Fukuoka-shi, Fukuoka-ken Japonia
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Editia 2

Olympus Vietnam Co., Ltd. — Uzina Vietnam:
8 Street, Long Thanh Industrial Zone, Tam An Commune, Long Thanh
District, Dong Nai Province, Viet Nam

Membru al acordului
multilateral de recunoagtere
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Editia 2

Olympus (GuangZhou) Industrial Co., Ltd. Amplasamentul GunagZhou:
No.3 PanShan Building, No.537 Northern PanYu Avenue, Panyu District,
Guangzhou, China

Membru al acordului
multilateral de recunoagtere
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pot fi accesate la http://www.sgs.com/terms_and_conditions.htm. Se atrage atentia asupra limitérii rispunderii si a
problemelor jurisdictionale si de acordare de despdgubiri, stabilite in acesta. Autenticitatea acestui document poate fi
verificata la http://www.sgs.com/en/certified-clients-and-products/certified-client-directory. Orice modificare sau
falsificare a confinutului sau a aspectului acestui document este ilegala iar contravenientii pot fi urmiriti penal
conform legii.
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COPIE

Certificat JP19/071613
continuare

Olympus Group

ISO 14001:2015

Editia 2

Olympus Trading (Shanghai) Limited - Sediul principal:
Part E,F,G 3rd Floor, No.185 Taigu Road, China (Shanghai) Pilot Free
Trade Zone, China

Olympus Trading (Shanghai) Limited — Depozit vamal:
Part B, 1st Floor, 185 Taigu Road, China (Shanghai) Pilot Free
Trade Zone, China

Olympus Trading (Shanghai) Limited — Depozit:
Part ABCD, 2nd Floor, Building B, No.5-6, Lane 251, Shendong Road,
Pudong New District, Shanghai, China

Olympus Trading (Shanghai) Limited — Filiala Tangzhen:

3-5/F, Building 2, No.183 Chuangye Road, Pudong New District,
Shanghai, China
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Membru al acordului
multilateral de recunoagstere

Acest document este emis de citre Companie i este supus Conditiilor sale Generale pentru Servicii de Certificare ce
pot fi accesate la http://www.sgs.com/terms_and conditions.htm. Se atrage atentia asupra limitarii rispunderii si a
problemelor jurisdictionale si de acordare de despagubiri, stabilite in acesta. Autenticitatea acestui document poate fi
verificatd la http://www.sgs.com/en/certified-clients-and-products/certified-client-directory. Orice modificare sau

falsificare a continutului sau a aspectului acestui document este ilegald iar contravenientii pot fi urmariti penal
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

el

By Royal Charter

This is to certify that: KeyMed (Medical and Industrial
Equipment) Ltd
KeyMed House
Stock Road
Southend-on-Sea
SS2 5QH
United Kingdom

Facility ID Number: F000254

Holds Certificate No: MDSAP 689076

Statement of Conformity: The company listed on this certificate has been audited to and found to conform with the
following criteria: ISO 13485:2016 and Australia - Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule
3 Part 1 (excluding Part 1.6) - Full Quality Assurance Procedure; Brasil - RDC ANVISA n. 16/2013, RDC ANVISA n.
23/2012, RDC ANVISA n. 67/2009; Canada - Medical Devices Regulations - Part 1 - SOR 98/282; Japan - MHLW
Ministerial Ordinance 169, Article 4 to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -

Subparts Ato D

The Design, Development and Manufacture of Endoscopic and Ultrasound equipment and
accessories, including sterile products.

(onn C_Raclc

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2018-10-26  Effective Date: 2021-03-25 Expiry Date: 2024-03-24
Page: 1 of 2
) A
MEDICAL DEVICE SINGLE AT PROGRAM A i
851 Group America Inc. is an MDSAP authorized auditing organization __.mak|ng exce”ence a hab|t‘

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.



Certificate No: MDSAP 689076

Location Registered Activities

KeyMed (Medical and Industrial Administrative activities
Equipment) Ltd

KeyMed House

Stock Road

Southend-on-Sea

SS2 5QH

United Kingdom

Facility ID Number: F000254

KeyMed (Medical & Industrial The Design, Development and Manufacture of Endoscopic
Equipment) Ltd and Ultrasound equipment and accessories, including sterile
Medical Device Manufacture Centre products. This includes CNC machining; Metal fabrication;

Journeyman's Way Powder coat painting process; and Screen printing.

Temple Farm Industrial Estate
Southend on Sea

Essex

SS2 5TF

United Kingdom

Facility ID Number: F000254

KeyMed (Medical & Industrial Equipment) The Design, Development and Manufacture of Endoscopic
KeyMed KLM Building and Ultrasound equipment and accessories, including sterile
The Cordwainers products. This includes Managment (regulatory affairs) &

Temple Farm Industrial Estate Warehouse activities.

Southend-on-Sea

Essex

SS2 5RU

United Kingdom

Facility ID Number: F000254

Original Registration Date: 2018-10-26  Effective Date: 2021-03-25 Expiry Date: 2024-03-24

Page: 2 of 2

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.



Traducere din limba engleza

Logo:bsi. Blazon
By Royal Charter

Certificat de inregistrare
SISTEMUL DE MANAGEMENT AL CALITATII - ISO 13485:2016

Prin prezentul document se certifica faptul ca:
KeyMed (Medical and Industrial Equipment) Ltd
KeyMed House
Stock Road
Southend-on-Sea
SS2 5QH
Marea Britanie

Numar identificare facilitate de productie: F000254
Detine certificatul numarul: MDSAP 689076

Declaratie de conformitate: Compania mengionatd pe acest certificat a fost auditata si s-a constatat ca este
conformd cu urmitoarele criterii: ISO 13485: 2016 si Australia — Regulamentul privind Produsele
terapeutice (Dispozitive medicale), 2002, Anexa 3, Partea 1 (exclusiv Partea 1.6) — Procedura Completa
de Asigurare a Calititii; Brazilia — RDC ANVISA n. 16/2013, RDC ANVISA n. 23/2012, RDC ANVISA
n. 67/2009; Canada — Regulamentul privind dispozitivele medicale — Partea 1-SOR 98/282; Japonia —
MHLW Ordonanta Ministeriald 169, Articolele 4-68, Legea PMD; SUA — 21 CFR 803, 21 CFR 806, 21
CFR 807 — Subpartile de la AlaD

Proiectarea, dezvoltarea si fabricarea echipamentelor §i accesoriilor endoscopice §i ecografice,
inclusiv a produselor sterile.

Pentru si in numele BSI: Semndturd indescifrabild
Gary E. Slack, Vicepresedinte senior — Dispozitive Medicale

Data inregistrarii initiale: 26.10.2018 Data intrérii in vigoare: 25-03-2021
Data expirdrii: 24.03.2024
Pagina 1 din 2
Logo: bsi.
Logo: MDSAP ...making from excellence a habit™
PROGRAM DE AUDIT UNIC PENTRU DISPOZITIVE MEDICALE
BSI Group America Inc. este o organizatie de audit autorizati MDSAP

Prezentul certificat rdmane proprietatea BSI si va fi returnat imediat la cerere.

Un certificat electronic poate fi autentificat online. Copiile tipdrite pot fi validate la
www.bsigroup.com/ClientDirectory

A se citi impreuni cu domeniul de aplicabilitate de mai sus sau anexa atasat.

Sediul central America: BSI Group America Inc., 12950 Worldgate Drive, S ﬁe@&?@%‘fﬁ%ﬁﬁa

20170-6007 SUA : .. MINA FANEA-IVANOVIO!
Membru al Grupului de Companii BSI. TRADUCATOR AUTDRIZAY
ENGLEZA » FRANCEZA/
AUT. NF. 22069
TEl Q745421482




Certificat nr.: MDSAP 689076

Locatie Activitdfi inregistrate

KeyMed (Medical and Industrial Equipment) Ltd Activitdti administrative
KeyMed House

Stock Road

Southend-on-Sea

SS2 SQH

Marea Britanie

Numdr identificare facilitate de productie: F000254

KeyMed (Medical and Industrial Equipment) Ltd Proiectarea, dezvoltarea si fabricarea
Centrul de Fabricare a Dispozitivelor Medicale echipamentelor si accesoriilor endoscopice si
Journeyman’s Way ecografice, inclusiv a produselor sterile. Acestea
Temple Farm Industrial Estate includ prelucrarea CNC; fabricarea metalelor;
Southend on Sea procesul de vopsire electrostatica; imprimare
Essex serigrafic.

SS2 STF

Marea Britanie
Numdr identificare facilitate de productie: F000254

KeyMed (Medical and Industrial Equipment) Proiectarea, dezvoltarea si fabricarea
KeyMed KLM Building echipamentelor si accesoriilor endoscopice si
The Cordwainers ecografice, inclusiv a produselor sterile. Aceasta
Temple Farm Industrial Estate include acitivitatile de management (afaceri de
Southend-on-Sea reglementare) si depozitare

Essex

SS2 SRU

Numir identificare locatie productie: F000254

Data inregistrarii inifiale: 26.10.2018 Data intrarii in vigoare: 25-03-2021
Data expirarii: 24.03.2024
Pagina 2 din 2

Prezentul certificat riméane proprietatea BSI si va fi returnat imediat la cerere.

Un certificat electronic poate fi autentificat online. Copiile tipdrite pot fi validate la
www.bsigroup.com/ClientDirectory

A se citi impreund cu domeniul de aplicabilitate de mai sus sau anexa atasati.

Sediul central America: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA
20170-6007 SUA
Membru al Grupului de Companii BSI.

T RUMANIA
MINISTERUL JUSTITIEL

MINA FANEA-IVANOVICH
TRADUCATOR AUTORI }

ENGLEZA * FRANCE
TEl - Q748421462

AUT. NR. 22089




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 00424

Issued To: KeyMed (Medical & Industrial
Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex
SS2 5QH
United Kingdom

In respect of:

The design, development and manufacture of suction pumps, lavage pumps for endoscopic
and electrosurgery applications, sterile flushing pump tubing and endoscope disinfection
systems.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Coru CRaelc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 1995-01-09 Date: 2019-12-16 Expiry Date: 2024-05-26

..making excellence a habit”
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSIL.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi. i
EC Certificate - Full Quality Assurance SyB/ythyel%t

Supplementary Information to CE 00424

Issued To: KeyMed (Medical & Industrial
Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex
S$S2 5QH
United Kingdom

NBOG Code Device Name Intended purpose per IFU
Class ITb
MD 1107 Disinfection system The Olympus TD-20 Manual Disinfector

has been designed to facilitate the
cleaning and disinfection of compatible
Olympus endoscopes and their
accessories in accordance with their
instruction for use.

Class IIa

MD 1104 Suction Pump N/A

MD 1104 Flushing Pump N/A

MD 0101 Tubing set for Suction Pump N/A
(single use)

MD 0101 Tubing set for Suction Pump N/A
(reusable)

MD 0101 Tubing set for Flushing Pump N/A
(single use)

MD 0101 Instrument Channel Adaptor N/A

First Issued: 1995-01-09 Date: 2019-12-16 Expiry Date: 2024-05-26

..making excellence a habit’
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00424
Date: 2019-12-16
Issued To: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex

S$S2 5QH

United Kingdom

Subcontractor: Service(s) supplied

Algram Group Ltd Manufacture
Eastern Wood Road

Langage Industrial Estate

Plympton

Plymouth

PL7 S5ET

United Kingdom

Ivor Shaw Limited trading as Pennine Healthcare Manufacture
300 City Gate

London Road

Derby

DE24 8WY

United Kingdom

RAUMEDIC AG Manufacture
Hermann-Staudinger-Strasse 2

Helmbrechts

95233

Germany

..making excellence a habit”

Page 1 of 4

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00424
Date: 2019-12-16
Issued To: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex

SS2 5QH

United Kingdom

Subcontractor: Service(s) supplied
Riverside Medical Packaging Company Ltd. Packaging
Newmarket Drive

Derby

DE24 8SW

United Kingdom

Sterigenics UK Limited Gamma Sterilization
Seymour Link Road

Woodthorpe, Mastin Moor

Chesterfield

$43 3FG

United Kingdom

Sterigenics UK Ltd ETO Sterilization
Cotes Park Lane

Somercotes

Alfreton

DE55 4N]

United Kingdom

..making excellence a habit’

Page 2 of 4

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00424
Date: 2019-12-16
Issued To: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex

S§S2 5QH

United Kingdom

Subcontractor: Service(s) supplied

Synergy Health Radeberg GmbH E Beam Sterilization
Juri-Gagarin-Strasse 15 Gamma Sterilization
Radeberg

01454

Germany

Synergy Health Sterilisation UK Ltd E Beam Sterilization
Brunel Close Gamma Sterilization
Drayton Fields Industrial Estate

Daventry

NN11 8RB

United Kingdom

Synergy Health Sterilisation UK Ltd Gamma Sterilization
Roydsadale Way

Euroway Industrial Estate

Bradford

BD4 6SE

United Kingdom

..making excellence a habit”

Page 3 of 4

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance SyB/ysF;tye'?nt

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00424
Date: 2019-12-16
Issued To: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex

SS2 5QH

United Kingdom

Subcontractor: Service(s) supplied

Synergy Health Sterilisation UK Ltd Gamma Sterilization
Marcus Close

Tilehurst

Reading

RG30 4EA

United Kingdom

..making excellence a habit”

Page 4 of 4

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 00424
Date: 2019-12-16
Issued To: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House

Stock Road
Southend-on-Sea
Essex
SS2 5QH
United Kingdom
Ref
Date eterence Action
Number
09 January 1995 Initial Issue.
21 July 2003 Name of manufacturer on certificate changed.
11 August 1998 Addition of Keymed Manufacturing Division in Sutton Road
Southend-on-Sea as a separate site.
17 May 2000 Addition of Endoscopic insufflators and endoscopic lavage
pumps to the scope of certification.
17 December 2003 Addition of electrosurgery footswitches to the scope of
certification and renewal of certificate.
04 January 2005 Certificate Renewal.
07 January 2010 7296944 Certificate Renewal.
January 2010 7480033 Addition of sterile flushing pump tubing to the scope, and
addition of Riverside Medical Packaging Ltd, Riverside House,
Newmarket Drive, Derby DE24 8SW, Isotron Ltd, Brunel Close,
Drayton Fields Industrial Estate, Daventry, NN11 8RB and
Pennine Healthcare/Ivor Shaw Ltd, City Gate, London Road,
Derby, Derbyshire DE24 8WY as subcontractors.

..making excellence a habit”
Page 1 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company

named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V, registered in The Netherlands under 33264284,
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 00424
Date: 2019-12-16
Issued To: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House

Stock Road
Southend-on-Sea
Essex
$S2 5QH
United Kingdom
Reference .
Date Number Action
20 July 2012 7867371 Scope extended to include ‘endoscope disinfection systems’
Change of subcontractor name from ‘Isotron’ to ‘Synergy
Health'.
Change of subcontractor name from "Riverside Medical
Packaging Ltd" to "Riverside Medical Packaging Co Ltd".
Correction to the company name Pennine Healthcare,
"Healthcare" changed to "Healthcare".
19 December 2013 | 8083335 Addition of “Algram Group Ltd"” as subcontractor for
manufacture.
24 December 2014 | 8242351 Certificate Renewal, Scope reduction to remove Endoscopic
insufflators.
06 April 2016 8504450 Scope extended to include "electrosurgery applications” for
lavage pumps.
22 March 2019 7778863 Administrative Subcontractor Service wording update from
'Sterilization’ to ‘Gamma Sterilization, E-Beam Sterilization,
ETO Sterilization & Moist Heat Sterilization’ for Synergy Health
Sterilization UK Ltd, Daventry NN11 8RB, UK.
Traceable to NB 0086.

..making excellence a habit”
Page 2 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company

named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 00424
Date: 2019-12-16
Issued To: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex

SS2 5QH

United Kingdom

Date Reference Action
Number
22 March 2019 3000174 Addition of: Synergy Health Sterilisation UK Ltd (Synergy

Health — AST — Bradford), Roydsdale Way, Euroway Industrial
Estate, Bradford, BD4 6SE, UK; Synergy Health Sterilisation UK
Ltd (Synergy Health — AST — Reading), Marcus Close,
Tilehurst, Reading, Berkshire, RG30 4EA, UK; Synergy Health
Radeberg GmbH, Juri-Gagarin-Strasse 15, 01454 Radeberg,
Germany; Sterigenics UK Ltd, Cotes Park Lane, Somercotes,
Alfreton, DE55 4NJ, UK; Sterigenics UK Limited, Plot 13a,
Seymour Link Road, Markham Vale, Chesterfield, S43 3FG, UK;
RAUMEDIC AG, Hermann-Staudinger-Strasse 2, Helmbrechts,
95233, Germany. Addition of product table.

Current 9768656 Certificate Renewal. Changes to subcontractor address and
services for: Algram Group Ltd, Ivor Shaw Limited trading as
Pennine Healthcare, Riverside Medical Packaging Company
Ltd., Sterigenics UK Limited- Chesterfield, Sterigenics UK Ltd-

Alfreton, Synergy Health Rademberg GmbH, Synergy Health
Sterilisation UK Ltd- Daventry, Synergy Health Sterilisation UK-
Bradford, Synergy Health Sterilisation UK- Berkshire.

..making excellence a habit”
Page 3 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI,

This certificate was issued electronically and is bound by the canditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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Certificat CE — Sistem complet de asigurare a calitatii

Directiva 93/42/CEE privind echipamentele medicale, Anexa II excluzand Sectiunea 4

Nr. CE 00424

Eliberat pentru: KeyMed (Medical & Industrial
Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex
SS2 5QH
Marea Britanie

Cu privire la:

Proiectare, dezvoltare si productie de pompe de suctiune,pompe de lavaj
endoscopic, tubulatura sterila de spalare pompa si sisteme endoscopice
de dezinfectare.

pe baza examindrii noastre a sistemului de asigurare a calitatji conform cerintelor Directivei Consiliului
93/42/CEE, Anexa II excluzind anexa 4. Sistemul de asigurare a calitatii respectd cerintele directivei. Pentru
comercializarea produselor din clasa III este necesar un certificat Anexa II sectiunea 4.

Pnetru si in numele BSI, Organism Notificat pentru Directiva de mai sus (Organism notificat numar 2797):

Semndturd indescifrabild

Gary ESIack, Vicepresedinte Senior, Dispozitive Medicale

Prima emitere: 09.01.1995 Data: 16.12.2019 Data expirarii: 26.05.2024

..making excellence a habit”
Pagina 1 din 2

Valabilitatea acestui certificate depinde de mentinerea sistemului de calitate in conformitate cu cerintele Directivei, aga cum s-a demonstrate prin activitatile
de supraveghere obligatorii ale Organismului Notificat. Aceastd aprobare exclude toate produsele desemnate gi/sau produse de terti in numele companiei
mentionate pe acest certificat, cu exceptia situatiilor expres aprobate de BSI.

Acest certificate a fost eliberat electronic si este supus conditiilor din contract,

Informatii si Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amssterdam, Olanda. Tel: + 31 20 346 0780
Grupul BSI Olanda B.V. inregistrat in Olanda cu numdrul 33264284.
Membra a grupului de companii BSI.
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Certificat CE — Sistem complet de asigurare a calitatjii

Informatii suplimentare la CE 00424

Eliberat pentru: KeyMed (Medical & Industrial
Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex
S$S2 5QH
Marea Britanie

Cod NBOG Denumire dispozitiv Scopul utilizarii per IFU
Clasa IIb
MD 1107 Sistem dezinfectare Sistemul de dezinfectare

manual Olympus TD-20 a fost
conceput pentru a facilita
curatarea si dezinfectarea
endoscoapelor Olympus
compatibile si accesoriile
acestora in conformitate cu
instructiunea lor de utilizare.

Clasa I1a

MD 1104 Pompa aspiratie N/A

MD 1104 Pompa spdlare N/A

MD 0101 Set tubulatura pentru pompa N/A
de aspiratie (unica folosin{d)

MD 0101 Set tubulatura pentru pompa N/A
de aspiratie (reutilizabild)

MD 0101 Set tubulatura pentru pompa N/A

de spalare (unica folosintd)

..making excellence a habit’

26.05.2024
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Valabilitatea acestui certificate depinde de mentinerea sistemuiui de calitate in conformitate cu cerintele Directivei, aga cum s-a demonstrate prin activitdtile de
supraveghere obligatorii ale Organismului Notificat. Aceastd aprobare exclude toate produsele desemnate si/sau produse de terti in numele companiei
mentionate pe acest certificat, cu exceptia situatiilor expres aprobate de BSI.

Acest certificate a fost eliberat electronic si este supus conditjilor din contract.

Informatii 5i Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amssterdam, Olanda. Tel: + 31 20 346 0780
Grupul BSI Olanda B.V. inregistrat in Olanda cu numarul 33264284,
Membrd a grupului de companii BSI.
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Certificat CE — Sistem complet de asigurare aalitl;ii

Directiva 93/42/CEE privind Echipamentele Medicale, Anexa II excluzand sectiunea 4

Lista principalilor subcontractori

Recunoscuti ca fiind implicati in servicii ce tin de produs, acoperite de:

Certificat Nr: CE 00424
Data: 16.12.2019
Eliberat pentru: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex

S$S2 5QH

Marea Britanie

Subcontractor: Servicii oferite

Algram Group Ltd Productie
Eastern Wood Road

Langage Industrial Estate

Plympton,

Plymouth

PL7 5ET

Marea Britanie

Ivor Shaw Limited trading as Pennine Healthcare Productie
300 City Gate

London Road

Derby

DE24 8WY Marea Britanie

RAUMEDIC AG Productie
Hermann-Staudinger — Strasse 2
Helmbrechts
95233
Germania

..making excellence a habit
Pagina 1 din 4
Informatji si Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amssterdam, Olanda. Tel: + 31 20 346 0780

Grupul BSI Olanda B.V. inregistrat in Olanda cu numarul 33264284.
Membra a grupului de companii BSI.
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Certificat CE — Sistem complet de asigurare a célitétii

Directiva 93/42/CEE privind Echipamentele Medicale, Anexa II excluzand sectiunea 4

Lista principalilor subcontractori

Recunoscuti ca fiind implicati in servicii ce tin de produs, acoperite de:

Certificat Nr: CE 00424
Data: 16.12.2019
Efiberat pentru: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex

S$S2 5QH

Marea Britanie

Subcontractor: Servicii oferite

Riverside Medical Packaging Co Ltd
Newmarket Drive

Derby

DE24 85W

Marea Britanie

Ambalare

Sterigenics UK Limited Sterilizare gamma
Seymour Link Road

Woodthorpe, Mastin Moor
Chesterfield

S$43 3FG

Marea Britanie

Sterigenics UK Ltd N
Cotes Park Lane Sterilizare ETO

Somercotes
Alfreton

DES5 4N)
Marea Britanie

..making excellence a habit”

Pagina 2 din 4

Informatii si Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amssterdam, Olanda. Tel: + 31 20 346 0780
Grupul BSI Olanda B.V. inregistrat in Olanda cu numarul 33264284,
Membra a grupului de companii BSI.
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Certificat CE — Sistem complet de asigurare a calitatii

Directiva 93/42/CEE privind Echipamentele Medicale, Anexa II excluzand sectiunea 4

Lista principalilor subcontractori

Recunoscuti ca filnd implicati in servicii ce tin de produs, acoperite de:

Certificat Nr: CE 00424
Data: 16.12.2019
Eliberat pentru: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea

Essex
S$S2 5QH

Marea Britanie

Subcontractor:

Servicii oferite

Synergy Health Radeberg GmbH
Juri-Gagarin-Strasse 15
Radeberg

01454

Germania

Sterilizare fascicul E
Sterilizare gamma

Synergy Health Sterilisation UK Ltd.

Brunel Close

Drayton Fields Industrial Estate
Daventry

NN11 8RB

Marea Britanie

Sterilizare fascicul E
Sterilizare gamma

Synergy Health Sterilisation UK Ltd
Roydsadale Way

bsi.

Sterilizare gamma

..making excellence a habit”

Pagina 3 din 4

Informatii i Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amssterdam, Olanda. Tel: + 31 20 346 0780
Grupul BSI Olanda B.V. inregistrat in Olanda cu numdrul 33264284.

Membra a grupului de companii BSI.
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Certificat CE — Sistem complet de asigurare a calitatii

Directiva 93/42/CEE privind Echipamentele Medicale, Anexa II excluzand sectiunea 4

Lista principalilor subcontractori

Recunoscuti ca fiind implicati in servicii ce tin de produs, acoperite de:

Certificat Nr: CE 00424
Data: 16.12.2019
Eliberat pentru: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex

S$S2 5QH

Marea Britanie

Subcontractor: Servicii oferite

Synergy Health Sterilisation UK Ltd
Marcus Close

bsi.

Sterilizare gamma

.making excellence a habit”

Pagina 4 din 4

Informatii gi Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amssterdam, Olanda. Tel: + 31 20 346 0780
Grupul BSI Olanda B.V. inregistrat in Olanda cu numdrul 33264284,
Membra a grupului de companii BSI.
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Certificat CE — Sistem complet de asigurare a calitat;i
Istoric certificat

Certificat Nr: CE 00424
Data: 16.12.2019
Eliberat pentru: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House

Stock Road
Southend-on-Sea
Essex
$S2 5QH
Marea Britanie
Numar .
Data referinta Actiune
09 ian. 1995 Emitere initiala
21 iul. 2003 Schimbarea numelui producatorului pe certificat
11 aug. 1998 Addugarea Keymed Manufacturing Division in Sutton Road
Southend-on-sea ca sit separat
17 mai 2000 Addugarea de insuflatoare endoscopice si pompe de lavaj
endoscopic la aria de acoperire a certificatului
17 dec. 2003 Adaugarea de intrerupatoare pedala electrochirurgiela aria
de acoperire a certificatului si reinnoirea certificatului.
04 ian. 2005 Reinnoirea certificatului
07 ian. 2010 7296944 Reinnoirea certificatului
Ianuarie 2010 7480033 Adaugarea tubulaturii sterile de spélare a pompei la aria de
acoperire, addugarea Riverside Medical Packaging Ltd, Riverside
House, Newmarket Drive, Derby DE24 8SW, Isotron Ltd, Brunel
Close, Drayton Fields Industrial Estate, Daventry, NN11 8RB and
Pennine Healthcare/Ivor Shaw Ltd, City Gate, London Road, Derby,
Derbyshire DE24 8WY ca subcontractori.

..making excellence a habit”

Pagina 1 din 3

Valabilitatea acestui certificate depinde de mentinerea sistemului de calitate in conformitate cu cerintele Directivei, asa cum s-a demonstrate prin
activititile de supraveghere obligatorii ale Organismului Notificat. Aceastd aprobare exclude toate produsele desemnate si/sau produse de terti in
numele companiei mentionate pe acest certificat, cu exceptia situatiilor expres aprobate de BSI.

Acest certificate a fost eliberat electronic si este supus conditiilor din contract.

Informatii si Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amssterdam, Olanda. Tel: + 31 20 346 0780
Grupul BSI Olanda B.V. inregistrat in Olanda cu numarul 33264284.
Membra a grupului de companii BSI.
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Certificat CE — Sistem complet de asigurare a calitatii
Istoric certificat

Certificat Nr: CE 00424
Data: 16.12.2016
Eliberat pentru: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex

SS2 5QH

Marea Britanie

Numar .
Data referinta Actiune

20 iul. 2012 7867371 Aria extinsd, acoperind si ‘sisteme dezinfectie endoscoape’

Schimbare nume subcontractor din ‘Isotron’ in ‘Synergy
Health'.

Schimbare nume subcontractor din "Riverside Medical
Packaging Ltd" in "Riverside Medical Packaging Co Ltd"

Rectificare nume companie Pennine Healthcare,
"Healtcare" schimbat in"Healthcare"

19 dec. 2013 8083335 Addugare “Algram Group Ltd” ca subcontractor
pentru productie.

24 dec. 2014 8242351 Reinnoire certificat, diminuare arie de acoperire, prin
inldturarea insuflatoarelor endoscopice.

06 aprilie 2016 8504450 Scopul extins pentru a include ,aplicatiile
electrochirurgicale” pentru pompele de spalare.

22 martie 2019 7778863 Actualizare text subcontractant administrativ de la

~Sterilizare” la ,Sterilizare gamma, sterilizare fascicul E,
sterilizare ETO si Sterilizare prin cdldurd umeda” pentru
Synergy Health Sterilization UK Ltd., Daventry NN11 8RB,
Marea Britanie.

Trasabil pentru NB 0086.

..making excellence a habit”

Pagina 2 din 3

Valabilitatea acestui certificate depinde de mentinerea sistemului de calitate in conformitate cu cerintele Directivei, asa cum s-a demonstrate prin
activitatile de supraveghere obligatorii ale Organismului Notificat. Aceastd aprobare exclude toate produsele desemnate si/sau produse de terti in
numele companiei mentionate pe acest certificat, cu exceptia situatiilor expres aprobate de BSI.

Acest certificate a fost eliberat electronic si este supus conditiilor din contract.

Informatii gi Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amssterdam, Olanda. Tel: + 31 20 346 0780
Grupul BSI Olanda B.V. inregistrat in Olanda cu numarul 33264284.
Membra a grupului de companii BSI.
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Certificat CE — Sistem complet de asigurare a calitatii
Istoric certificat

Certificat Nr: CE 00424
Data: 16.12.2016
Eliberat pentru: KeyMed (Medical & Industrial

Equipment) Ltd.
Keymed House
Stock Road
Southend-on-Sea
Essex

S$S2 5QH

Marea Britanie

Numar
Data referinti Actiune
. Addugarea: Synergy Health Sterilisation UK Ltd (Synergy
22 martie 2019 3000174 Health — AST — Bradford), Roydsdale Way, Euroway Industrial
Estate, Bradford, BD4 6SE, UK; Synergy Health Sterilisation
UK Ltd (Synergy Health — AST — Reading), Marcus Close,
Tilehurst, Reading, Berkshire, RG30 4EA, Marea Britanie;
Synergy Health Radeberg GmbH, Juri-Gagarin-Strasse 15,
01454 Radeberg, Germania; Sterigenics UK Ltd, Cotes Park
Lane, Somercotes, Alfreton, DE55 4NJ, UK; Sterigenics UK
Limited, Plot 13a, Seymour Link Road, Markham Vale,
Chesterfield, S43 3FG, Marea Britanie;
RAUMEDIC AG, Hermann-Staudinger-Strasse 2, Helmbrechts,
95233, Germania. Addugarea tabelului de produse.

Reinnoire certificat. Modificdri ale adresei subcontractantului si
servicii pentru: Algram Group Ltd, Ivor Shaw Limited trading
as Pennine Healthcare, Riverside Medical Packaging Company
Ltd., Sterigenics UK Limited- Chesterfield, Sterigenics UK Ltd-
Alfreton, Synergy Health Rademberg GmbH, Synergy Health
Sterilisation UK Ltd- Daventry, Synergy Health Sterilisation
UKBradford, Synergy Health Sterilisation UK- Berkshire.

Curenta 9768656

.making excellence a habit”

Pagina 3 din 3

Valabilitatea acestui certificate depinde de mentinerea sistemului de calitate in conformitate cu cerintele Directivei, aga cum s-a demonstrate prin
activitatile de supraveghere obligatorii ale Organismului Notificat. Aceastd aprobare exclude toate produsele desemnate si/sau produse de terti in
numele companiei mentionate pe acest certificat, cu exceptia situatiilor expres aprobate de BSI.

Acest certificate a fost eliberat electronic si este supus conditiilor din contract.

Informatii si Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amssterdam, Olanda. Tel: + 31 20 346 0780
Grupul BSI Olanda B.V. inregistrat in Olanda cu numérul 33264284.
Membra a grupului de companii BSI.



‘ MEDICAL DEVICE SINGLE AUDIT PIOGRAM‘

CERTIFICATE

No. QS6 011634 0208 Rev. 02

America

Certificate Holder: Medela AG

medela 5 Lattichstrasse 4b
6340 Baar
SWITZERLAND

Certification Mark:

. 15013485

Scope of Certificate: Design and Development, Production, Distribution
and Service of Breast Pump Systems, Breastfeeding
Products, Body Fluid and Vacuum Aspirator Systems
and Vacuum Assisted Wound Closure Systems

Standard(s): ISO 13485:2016
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Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. See attached for listing of specific
regulatory requirements.

=TI Ze=
acagER

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website www.tuvsud.com/ps-cert

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

REPs Facility ID: F001274
Effective Date: 2022-01-20
Expiry Date: 2025-01-03
Page 1 0of 3

Date of Issue: 2022-01-26

md\a@é@@mloﬁ&

{ Michael Ogunleye )
Manager, US Certification Body,
Medical and Health Services

ZERTIFIKAT e CERTIFICATE ¢

TUV®
TUV SUD America, Inc. » 401 Edgewater Place Suite #500 « Wakefield * MA 01880 « USA « www.tuvsud.com
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ZERTIFIKAT & CERTIFICATE & 2%

| MEDICAL DEVICE SINGLE AUDIT PROGRAM‘

CERTIFICATE

No. QS6 011634 0208 Rev. 02

Regulatory Requirements:

Facility(ies):

Page 2 of 3
Date of Issue: 2022-01-26

TUV SUD America, Inc. * 401 Edgewater Place Suite #500 « Wakefield « MA 01880 » USA » www.tuvsud.com

Audit/Certification Criteria

Australia

Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) — Full Quality
Assurance Procedure

Brazil

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Canada
- Medical Device Regulations — Part 1- SOR 98/282

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act

United States

-21 CFR Part 803

- 21 CFR Part 806

- 21 CFR Part 807 — Subparts Ato D
- 21 CFR Part 820

Medela AG
Lattichstrasse 4b, 6340 Baar, SWITZERLAND

Medela AG
Sennweidstrasse 30, 6312 Steinhausen, SWITZERLAND

Medela AG
Turmstrasse 30, 6312 Steinhausen, SWITZERLAND

Medela AG
Lattichstrasse 7, 6340 Baar, SWITZERLAND

m"\’/jﬂaa{@@ml%ﬂ,

( Michael Ogunleye )
Manager, US Certification Body,
Medical and Health Services

America

TUV®



< MEDICAL DEVICE SINGLE AUDIT PROGRAM
o
(1
[— America
-
oc
+# CERTIFICATE
© No. QS6 011634 0208 Rev. 02
L 2
Lo} -
P Facility Scopes: Medela AG
< Lattichstrasse 4b, 6340 Baar, SWITZERLAND
E Headquarters (Administration, Resource Management)
- Quality Management Department (CAPA, Document
— Control, Change Control, Regulatory, Post Market
(~ Surveillance), Design and Development
Lt REPs Facility ID: FO01274
()
L 2
- Medela AG
< Sennweidstrasse 30, 6312 Steinhausen, SWITZERLAND
< Manufacturing Site; Incoming Inspection, Packaging,
S Warehouse Components and Finished Goods, Logistic
© REPs Facility ID: F002183
=
(-
& Medela AG
(5] Turmstrasse 30, 6312 Steinhausen, SWITZERLAND
. 2 Manufacturing Site; Assembly of Health Care and
Breastfeeding Devices and Assembly of Accessories Kits
i REPs Facility ID: F002183
2
A1
Hod
E1]1=4
IIQ“;_: Medela AG
Lattichstrasse 7, 6340 Baar, SWITZERLAND
¢ Purchasing, Supplier Quality, Customer Service including
ki Service/ Repair
: REPs Facility ID: F0O01274
[
(T
=
(==
Ll
()
L 4
b Page 3 of 3
<L Date of Issue: 2022-01-26 )
= ick gy
= Y-
— ( Michael Ogunleye )
o Manager, US Certification Body,
Ll Medical and Health Services ®
N TUV

TOV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield « MA 01880 + USA - www.tuvsud.com
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ZERTIFIKAT o CERTIFICATE

Traducere din limba engleza

MDSAP

MEDICAL DEVICE SNGLE AUDHT PROGRAM

CERTIFICAT

Nr. QS6 011634 0208 Rev.02

Detinatorul certificatului: MEDELA AG
Lattichstrasse 4b
mEdela f’ 6340 Baar
ELVETIA

Marca certificatului:

Domeniul de aplicabilitate al certificatului: Proiectare si dezvoltare, productie, distributie si
service de sisteme pompe san, produse de aldptare, sisteme de aspirare cu vacuum a
fluidelor din corp si sisteme de inchidere asistatad cu vacuum a plagilor

Standarde: EN ISO 13485: 2016

Autoritidti de reglementare: Australia TGA, Brazilia ANVISA, Health Canada, SUA FDA,
MHLW / PMDA. A se vedea anexa pentru enumerarea cerintelor specifice de reglementare

Organismul de certificare al TUV SUD America Inc. certifica faptul ca sistemul de management
al calitatii al producatorului mai sus mentionat a fost auditat conform criteriilor enuntate si s-a
constatat cd este conform cu aceste criterii pentru domeniul de aplicabilitate al certificarii
enuntate. Valabilitatea acestui certificat poate fi obtinutd vizitdnd site-ul web
-https://www.tuvsud.com/ps-cert ;

TUV SUD America Inc. este o organizatie de audit recunoscutd MDSAP.

ID unitate RESp:  F001274
Valabil de la: 20.01.2022
Valabil panala:  03.01.2025

(semnatura indescifrabila)
Pagina 1din 3 (Michael Ogunleye)
Data emiterii: 26.01.2022 Manager, Organism Certificare SUA
Servicii medicale si de sdandtate

TUV SUD America Inc.-401 Edgewater Place Suite #500 — Wakefield — MA 01880 - SUA - www.tuvsud.com
UROMANE o
MINISTERUL JL TOV
MINA FANEA-IV,

TRADUCATOR AUTOD
ENGLEZA * FRANCE
AUT. NR. 22089
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ZERTIFIKAT & CERTIFICATE &

MDSAE

CERTIFICAT

Nr.QS6 011634 0208 Rev.02

Cerinte de reglementare:

Facilitdti de productie:

Pagina 2 din 3
Data emiterii: 26.01.2022

Criterii de audit/certificare
Australia
Regulamentul privind Produsele terapeutice (Dispozitive
medicale), 2002, Anexa 3, Partea 1 (Excluzand Partea 1.6) —
Procedura Asigurdrii Complete a Calitatii
Brazilia
-RDC ANVISA n. 16/2013
-RDC ANVISA n. 23/2012
-RDC ANVISA n. 67/2009
Canada
- Regulamentul privind dispozitivele medicatle SOR
98/282, Partea 1
Japonia
- MHLW Ordonanta Ministeriala 169, de la Articolul 4 |a
Articolul 68
- Legea PMD
Statele Unite
-21 CFR Partea 803
-21 CFR Partea 806
-21 CFR Partea 807 —Sub-pértiledela AlaD
-21 CFR Partea 820

MedelaAG :
Lattichstrasse 4b, 6340 Baar, ELVETIA
MedelaAG

Sennweidstrasse 30, 6312 Steinhausen, ELVETIA
MedelaAG

Turmstrasse 30, 6312 Steinhausen, ELVETIA
MedelaAG

Lattichstrasse 7, 6340 Baar, ELVETIA

(semnatura indescifrabila)
{Michael Ogunleye)
Manager, Organism Certificare SUA
Servicii medicale §i de sanatate

TUV SUD America Inc.-401 Edgewater Place Suite #500 — Wakefield — MA 01880 - SUA - www.tuvsud.com
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MINISTERUL JL TOV
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®
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= IIMDSAP
(&) MEDICAL DEVICE SINGLE AUDIT PROORAM
o n
.: America
oo
wl | CERTIFICAT
@ Nr. QS6 011634 0208 Rev.02
+
D . . e
= Domenlful f:'eva;.)lhc:bllltate Medela AG
< pentru facilitatile de Lattichstrasse 4b, 6340 Baar, ELVETIA
© productie:
T Sediul central (administratie, gestionarea resurselor)
[ Departamentul de management al calitatii (CAPA, controlul
5 documentelor, controlul modificarilor, reglementare,
o supraveghere post-vanzare), proiectare si dezvoltare
* ID unitate RESp: F001274
'-m
i Medela AG
< Sennweidstrasse 30, 6312 Steinhausen, ELVETIA
g Locatie de productie; Inspectie intrare, ambalare,
o componente de depozit si produse finite, logistica
33 ID unitate RESp: F002183
L
* Medela AG
. Turmstrasse 30, 6312 Steinhausen, ELVETIA
Th Locatie de productie; asamblare dispozitive medicale si de
o aldptare, asamblare kituri accesorii
L ID unitate RESp: F002183

)
L 4 Medela AG
': Lattichstrasse 7, 6340 Baar, ELVETIA
S Achizitii, calitate furnizori, relatii clienti, inclusiv
= service/reparatii
= ID unitate RESp: F001274
oc
w
o
‘ o u o
—_ (semnatura indescifrabila)
< Pagina 3 din 3 (Michael Ogunleye)
= Data emiterii: 26.01.2022 Manager, Organism Certificare SUA
= Servicii medicale si de san3tate
—
[
ﬁ TUV SUD America Inc.-401 Edgewater Place Suite #500 — Wakefield — MA 01880 - SUA - www.tuvsud.com
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ZERTIFIKAT o CERTIFICATE ¢

** ** * Benannt durch/Designated by
Zentralstelle der Lander

* |4 fiir Gesundheitssehutz
* === * bei Arzneimitteln und
* * Medizinprodukien

o * ** BS-MDR-099

www.2lg de

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Il
(Class lla and Class lIb Devices)

No. G10 011634 0235 Rev. 00

Manufacturer: Medela AG
Lattichstrasse 4b
6340 Baar
SWITZERLAND
SRN Manufacturer: CH-MF-000018913
Authorized Medela Medizintechnik GmbH & Co. Handels KG

. Georg-Kolimannsbergerstrasse 2, 85386 Eching, GERMANY
Representative:

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex IX Chapter | and il of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples.
All applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert.G10 011634 0235 Rev. 00

Report No.: 713181494
Valid from: 2022-01-17
Valid until: 2027-01-16
COD
Christoph Dicks
Issue date: 2022-01-17 Head of Certification/Notified Body
Page 1 0of 2
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ZERTIFIKAT & CERTIFICATE & 2

** ** %* Benannt durehDesignated by

* Zentralstelle der Lander
* tiir Gesundheitsschuiz

www.ze de

=Ee= bei Arzneimitieln und
* * Medizinpradukten

** * ** BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex |X Chapters | and llI
(Class lla and Class lib Devices)

No. G10 011634 0235 Rev. 00

Classification: lla
Device Group: Z12080303 - BREAST PUMPS
Intended Purpose: -

The validity of this certificate - none -
depends on conditions and/or
is limited to the following:

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 o
TUV SUD Product Service GmbH « Certification Body + Ridlerstrale 65 » 80339 Munich » Germany WV
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ZERTIFIKAT & CERTIFICATE ¢

** *** Benanat dureh Designated by Traducere dll’l ]imba engleZé
Zentralstelle der Linder

;k _-_._é ** Hir Gesundheitsschutz

bej Arzaeintinieln und
* Medizinprodukien

** e ** BS-MDR-099

www7lg.de

Product Service

Certificat sistem de management al calitatii UE (MDR)

Conform Reglementarii (EU) 2017/745 privind Dispozitivele Medicale, Anexa IX
Capitolele | si lll (Dispozitive din Clasa lla si Clasa Ilb)

Nr. G10 011634 0235 Rev. 00

T RovaNA
MINISTERUL JUSTITIEL,
Producator: Medela AG MINA FANEA—I\L/J/%S%/ |
Léattichstrasse 4b TRADUCATOR A 4y
6340 Baar ENGLEZA * FRANCE
AUT. NR. 22068
ELVETIA TEL. Q748471458 |
SRN Producator: CH-MF-000018913
Reprezentant Medela Medizintechnik GmbH & Co. Handels KG

. Georg-Kolimannsbergerstrasse 2, 85386 Eching, GERMANIA
autorizat:

Organismul de certificare al TUV SUD Product Service GmbH certifica faptul ca producéatorul a
stabilit, documentat si implementat un sistem de management al calitatii asa cum este descris in
Articolul 10 (9) din Reglementarea (UE) 2017/745 privind dispozitivele medicale. Detaliile privind
categoriile de dispozitive acoperite de sistemul de management al calitdtii sunt descrise pe
urmatoarea(ele) pagina(i).

Raportul mentionat mai jos rezuma rezultatul evaluarii si include referinta la standardele CS,
armonizate relevante si rapoartele de testare. Evaluarea conformitatii a fost efectuatd conform
Anexei IX Capitolul | i lll din aceasta reglementare cu un rezultat pozitiv.

Evaluarea sistemului de management al calitatii a fost insotitd de evaluarea documentatiei tehnice
pentru dispozitivele selectate pe baza reprezentativa.

Sistemul de management al calitatii certificat face obiectul supravegherii periodice de catre TUV
SUD Product Service GmbH. Evaluarea supravegherii va include si o evaluare a documentatiei
tehnice pentru dispozitivul sau dispozitivele in cauza pe baza esantioanelor reprezentative viitoare.
Toate cerintele aplicabile ale reglementarii privind testarea si certificarea Grupului TUV SUD
trebuie respectate.

Pentru detalii si validitatea certificatului vezi: www.tuvsud.com/ps-cert?g=cert:G10 011634 0235
Rev. 00

Nr. raport: 713181494
Valabil de la: 2022-01-17
Pana la: 2027-01-16

COu

Christoph Dicks

Data emiterii:2022-01-17 Directorul Departamentului de Certificare/ Organism Notificat
Pagina 1 din 2
TUV SUD Product Service GmbH este organism notificat cu nr. de identificare 0123 TUV®

TUV SUD Product Service GmbH » Organism de certificare » RidlerstraRe 65 « 80339 Munchen « Germania
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ZERTIFIKAT & CERTIFICATE ¢

* * * ** Benannt dugeh Designated by
Zenralstelle der Linder

** [ 4 . *'* fiir Gesundlieitsschutz
F———] bet Arzneimitieln und
* * Medizinprodukten

* ok * ** BS-MDR-099

waw 7lg de

Certificat sistem de management al calitatii UE (MDR)

Conform Reglementarii (EU) 2017/745 privind Dispozitivele Medicale, Anexa X
Capitolele | si lll (Dispozitive din Clasa lla si Clasa lIb)

Nr. G10 011634 0235 Rev. 00

Clasificare: lla
Grup dispozitive: Z12080303 - POMPE DE SAN
Scopul utilizarii: -

Valabilitatea acestui certificat - niciuna -
depinde de conditiile si/sau
este limitata la urmatoarele:

FIGMANIA
MINISTERUL JUSTITIEL
MINA FANEA-IVANOVIQI
TRADUCATOR AUTORIZA
ENGLEZA * FRANCEZA)
AUT. NR. 22069
TEL.. Q745421482 |

Page 2 of 2
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