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Certificate

_ The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Olympus Europa SE & Co. KG
Wendenstr. 14-18
20097 Hamburg
Germany

has established and applies a quality management system for medical devices
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
(Subsidiaries: see attachment)

Proof has been furnished that the requirements specified in

EN ISO 13485:2012
EN ISO 13485:2012/AC:2012

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

i . _0OA- Digitally signed by Grabazei Alexandru
Effective Date: 2017-06-21 Date: 2019.03.05 16:18:13 EET

Reason: MoldSign Signature
Certificate Registration No: SX 60119314 000 TLocation: Moldova

An audit was performed. Report No.: 21195136 008

This Certificate is valid until: 2019-03-30
Certification Body

(( pAKKs

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-06-21 Pipl.-Ing. I. Munklén

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
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TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.:
Report No.:

Organization:

Subsidiary:

Scope:

(s

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

Date 2017-06-21

S§X 60119314 0001
21195136 008

Olympus Europa SE & Co. KG
Wendenstr. 14-18

20097 Hamburg

Germany

Olympus Deutschland GmbH
Wendenstr. 14-18

20097 Hamburg

Germany

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
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TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.:
Report No.:

Organization:

Subsidiary:

Scope:

Deutsche

" Akkreditierungsstelle
D-ZM-14169-01-02

(( DAKKS

Date 2017-06-21

S$X 60119314 0001
21195136 008

Olympus Europa SE & Co. KG
Wendenstr. 14-18

20097 Hamburg

Germany

Olympus |beria S.A.U.
PL. Europa, 29-31
L'Hospitalet de Llobregat
08908 Barcelona

Spain

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
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TUV Rheinland
LGA Products GmbH

TillystraRe 2, 90431 Niirnberg

Attachment to
Registration No.:
Report No.:

Organization:

Subsidiary:

Scope:

Dokt

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-06-21

S$X 60119314 0001
21195136 008

Olympus Europa SE & Co. KG
Wendenstr. 14-18

20097 Hamburg

Germany

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

Silic 165

94533 Rungis

France

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

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

TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.:
Report No.:

Organization:

Subsidiary:

Scope:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-06-21

SX 60119314 0001
21195136 008

Olympus Europa SE & Co. KG
Wendenstr. 14-18

20097 Hamburg

Germany

Olympus Czech Group, s.r.o., ¢len koncernu
Evropska ul. 176/16

160 41, Praha 6

Czech Republic

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

Certification Body

Dipl.-Ing. I. Munkle """n'i”‘.
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Registration No.: SX 60119314 0001
Report No.: 21195136 008
Organization: Olympus Europa SE & Co. KG

Wendenstr. 14-18
20097 Hamburg
Germany

Subsidiary: Olympus Austria GmbH
Shuttleworthstr. 25
1210 Vienna
Austria

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
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-06-21

2y s
Dipl.-Ing. I. Munkler ~“erungss"
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Registration No.: SX 60119314 0001

Report No.: 21195136 008

Organization: Olympus Europa SE & Co. KG
Wendenstr. 14-18
20097 Hamburg
Germany

Subsidiary: Olympus Nederland B.V.
Industrieweg 44
2382 NW Zoeterwoude
The 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
(( DAKKS

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

Date 2017-06-21
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Registration No.: SX 60119314 0001

Report No.: 21195136 008

Organization: Olympus Europa SE & Co. KG
Wendenstr. 14-18
20097 Hamburg
Germany

Subsidiary: Olympus Schweiz AG
Chriesbaumstr. 6
8604 Volketswil
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
Akkreditierungsstelle
D-ZM-14169-01-02

X — ﬂg.ﬁ’f

Date 2017-06-21 / :
Dipl.-Ing. I. Munkler”
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