e et

SRR

" EC Certificate TﬁVRheinlaF?d
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60078828 0001

‘Report No.: 12018179 001

‘Manufacturer: Olympus Medical Systems Corp.

e L 2951 Ishikawa-cho,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

ES

'Pl’O'dUCt_S: °  Aspects of Manufacture to secure and maintain Sterility of

: Sterile Endotherapy Devices used in conjunction with
Endogcopes, Sterile Non Active Instruments used in
conjunction with Ehdoscopes and Sterile Non Active
Instruments used in conjunction with Medical Ultrasound
Diagnostic Imaging Systems '
(see attachments for products and additional sites included)

Expiry Date: 2017-11-02
The Notified Body hereb‘i declares that the requirements of Annex V of the directive 93/42/EEC have
been. met for the listed products. The above named meanufacturer has established and applies a quality

j-'?as_'sur:_ancg system; “which -is -subject to -periodic surveillance, defined by Annex V, section 4 of the
~aforementioned directive. For placing on the market of class Ilb and class lll devices covered by this

'certlﬁcate an EC type-examination certificate according to Annex i is required.
/ j? sa~"

0. Masur

~ Effective Date: 2013-04-15

‘Date: 2013-04-15

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirberg

_ TUV Rheinland LGA Products GmbH 1is a Notified Body according to Directive 93/42/EEC
: : ccncernlng medical devices with the identification number 0197.
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"TUV Rheinland
LGA Products GmbH

‘Attachment to
‘Certificate ,
_.R_e{iQ’EStratiqn No.: DD 60078828 0001

“:Report No.: 12018179 001

- “Manufacturer: Olympus Medical Systems Corp.
' " 2951 Ishikawa-cho,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Additional sites included:

- Ishikawa Office -
2551 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan

“ " Monolith Office
shinjuku Monolith, 2-3-1 Nishishinjuku, Shinjuku-ku,
Tckyo 163-0914, Japan
-

. Central Procurement Center Kobaun |
527-1 Ohira, Odakura, Nishigo-mura, MNishishirakawa-gun,
Fukushima 961-8061, Japan -

Central Procurement Center Shirakawa
3~1 Okamiyama, Odakura, Nishigo-mura, Nishishirakawa-gumn,
Fukushima 961-8061, Japan

Central Procurement Center Aizu
500 Muranishi, Niidera, Monden-machi, Aizuwakamatsu-shi,
Fukushima 965-8520, Japan

TillystraBe 2, 90431 Nirnberg .

- ®
TUVRheinland

« Doc. 1/3, Rev

.0




- TUV Rhelnland ",
L LGA Products GmbH
T-illys—_t,rai?se 2, 90431 Niirnberg .

Doc.

' DD 60078828 0001
12018179 001

- Olympus Medical Systems Corp.
2951 Ishikawa-cho,.
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Additibnal sites included:

‘- Central Procurement Center Kawasaki
" .3-1 Tanabeshinden, Kawasaki- ku, Kawasak1 -ghi, Kanagawa

  210_§856, Japan

x.Productlon D1v1510n
248 1 Okkpnokl, Kur015h1 sha, Aomori 036-0357, Japan

Date:

& -
TUVRheiniand

2/3, Rev .0

12013-04-15
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-_,-'-.';-"LGA:*‘Products GmbH _,
Tlilystra&e' 2, -':90431 Nurnberg

-l\lna.m‘xféé_.tu;éf:} edical Systems Corp.
S 2951 ‘Ishikawa-cho,.
HACHIOJI-SHI,: TOKYO 192-8507

JAPAN

e -;--p'roducEé" included:

- Sterlle Non Actlve Instruments used in- conjunctlon with
Endoscopes . .

'-'Sterlle Non Active Instruments used in conjunctlon w1th

K 'Medlcal,Ultrasound Diagnostic Imaging: Systems =

gEndoﬁherapy‘Dev;c syused in conjunctlon w1th

;Endoscopes

20130415

.:,U'_V Rhelnland | WD"C

) _ ] f:f"i: ®
TOVRheinland

3/3, Rev..0
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- EC Certlflcate TUVRheinland
fiD:rectlve 93/42!EEC Annex |, excluding Section 4
' “Full Quallty Assurance System
Med:cal Devices

Registration No.: HD 60078827 0001

© Report No.. 12018179 001

. _iManuf'ﬁ:cwrer: ' Olympus ?Médicfal ‘Systems Corp.

‘2951 Ishikawa-cho,
: -‘-HACHIOJI SHI, TOKYO 192-8507
JAPAN .

fPI‘OdUCtS: . Design and Development, Manufacture of Medical Endoscopy

Systems, Diagnostic, Operation and Treatment Products
(see attachments for products and additional sites ingluded)

Replaces Approval, Registration No.: HD 60026867 0001

Explry Date 2017-11-02 -

The Notlﬁed'Body hereby daclares that the requlrements ‘of Annex #l, sxcluding section 4 of the directive
93/42/FEC have béen met for the listed products. The above named manufacturer has established

.-and. applies-a quality- assurance~system, ~whichis -subject-to periodic surveillance, defined by Annex Il,

section 5 of the aforementioned directive.-For placing on the market of class 1li devices covered by
this certificate an EC design-examination certificate according _to.Annex Il, section 4 is required.

LGA;&_,%
: "t; Notified Body

Effective Date: ~ 2013-04-15

Date: 2013-04-15

TOV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Nirnberg

TUV Rhelnland LGA Products GmbH is a Notified Body according to D|rectwa 93/42/EEC
concernmg ‘medical devices with the |dant|ﬁcat|on number 0197.
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. ®
TUVRheinland

TOV Rheinland T Pee A Rer
LGA Products GmbH .
TillystraRe 2, 90431 Niirnberg.-

: Attachment to

Certificate | L

ﬁé@iéfrafion No.: HD 60078827 0001

Report No.: ‘ 12018179 001

Manufacturer: ~ Olympus Medical Systems Corp.

2951 Ishikawa-cho,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Additional sites included:

Ishikawa Office
2951 Ishikawa-cho, Hachioji-shi, Tokyoc 192-85(7, Japan

Monolith Office
Shinjuku Monolith, 2-3-1 Nishishinjuku, Shinjuku-ku,
Tokyo 163-091i4, Japan

R, B . . .

Central Procurement Center Kobaun
527-1 Ohira, Odakura, Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-B06L, Japan

-

Central Procurement Center Shirakawa
3-T Okamiyama, Odakura, Nighigo-mura, Nishishirakawa-gqumn,
Fukushima 961-8061, Japan

Central Procurement Center Aizu
500 Muranighi, Niidera, Monden-machi, Aizuwakamatsu-shi,
¥Fukushima 965-8520, Japan

T R R A

b

o/ s

-':#ip!.-ln‘g. 0. Masur

c Date: 2013-04-15
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TUVRheinland

LGA Products GmbH
TillystraBe 2, 90431 Niimberg.

Attachment to

“Certificate e
Registration No.:  HD 60078827 0001
Report No.: 12018179 001
' -_f'__l\ﬂaﬁufacturer: _ Olympus Medical Systems Corp.

2951 Ishikawa-cho,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

additicnal sites included:

Central Procurement Center Kawasaki
3-1 Tanabeshinden, Kawasaki-ku, Kawasaki-ghi, Kanagawa
210-0886, Japan

Production Division

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

e et

’ Tﬁ\fﬁﬁeinlagj '
Date: 2013-04-15 ~;

TUV Rheinland v Dos. 2/3, Rev .0
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TUVRheinland

fUV' Rhe;nland | PoS 3 Rev b
B LGA. Products GmbH )
‘Tlllystral'Se 2, 90431 Nurnber'

‘.Certiflcate : g Coa
'Reglstratron: No HE 8827 '0001_
'Repqrt_ No.:+ °

Manufa urer: .- "Olympus ‘Medical Systems Corp.

i 2951 Ishlkawa—cho

T D T e

5
i

Products'included:

f~¥-Capsule Endoscopes and Systems
r_—fUltrasound Dlagnostlc Imaglng Systems

- Imaglng Prdcessors
.—WPumpskfor Endoscopy

u Electro erﬁal Cautery Unlts _
- Integrated Endosurgery Systems
—rEndoscoplcdRe“”latzon/Control Unlts

- Probes and ucers for Ultrasonlc thhotrlptors
- Laparoscoplc=Insufflators :' S :
4‘U1trasound Surglcal Equlpment

= DlSlnfectlng Unlts _f*
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Date: 20130415




- ®
TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Olympus Medical Systems Corp.
2951 Ishikawa-cho,
HACHIOJI SHI, TOKYO 192-8507

' JAPAN

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

Sea attachments for scope and additional sites

e 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.

R A LR

- Certificate Registration No.; SX 60073826 0001
e )
= An audit was performed. Report No.: 12018179 001
= This Certificate is valid until; 02.41.2017
_ , Certification Body
w‘i‘ “'ii’.*. Akkreditiert durch

Y Z%nwélstelnlider Lhnzoizr

; 1 Gesurdheitasch
"'?_ g‘ bei Arzneimitteln
W und Medizinprodukien

T g k™ ZLG-ZQ-995.00.01-46

(5 Jﬁzqa\/’

Dipl.-Ing. O. Masur

Date 15.04.2013

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.; +48 221 806-1371 Fax: +49°221 806-3035 e-maf:cert-valdity@de.tuv.com hiipiiwww.iuv.com/safety




. ®
TUVRheinland

TUV Rheinland poc. /38, Rev .0
- LGA Products GmbH -
TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.: SX 60078826 0001
Report No.: 12018179 001

Organization: Olympus Medica!l Systems Corp.
2951 Ishikawa-cho,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Scope: Design, Development, Manufacture and Servicing of
Endoscopes, Erndotherapy 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 Endoscopy Systems,.
Laparoscopic Insufflators, Ultrasound Diagnostic Imaging

- Systems, Disinfecting Units and Ultrasound Surgical

Equipment

=
&=
-
]
.
.
=
e

Degign, Development, Manufacture of Probes and Transducers
for Ultrasonic Lithotriptors

Servicing of Ultrascnic Lithotriptors

(to be centinued, Doc. 2/16)

w* ¥ Akkreditiert durch

o K etz

4 -, T

® %%%gl% bl bed Arzneimiltel

w 4 und Modizir;r:;gzkte:
T g ®™ ZLG-ZQ-995.00.0146

Date: 2013-04-15

\_jSLZ‘ld ~

Dipl.-Ing, O. Masur




- ®
TUVRheinland

TUV Rheinland Poc. 2/16, Rev .0
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to
Registration No.: $X 60078826 0001
Report No.: 12018179 001

Organization: Olympus Medical Systems Corp.
2951 Ishikawa-cho, .
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Scope: (continued from Doc. 1/16)

Design, Development, Manufacture of Sterile Non Rctive

Instruments used in conjunction with Endoscopes, Sterile

Endotherapy Devices used in conjunction with Endoscopes,

Sterile Non Active Devices used in conjunction with Medical

Ultrascund Diagnostic Imaging Systems and Water Container,

Water Supply Tube, Water Feeding Valve and Foot Switch for
- Pump

. W N5t Akkreditiert durch e ae
o} "o Zentralsietie der Lander 3o Geortification Body

w® ® :
Smgh TERSEE
W N .
F/ s

. und Medizinprodukien
¥k g %™ ZLG-ZQ-995.00.01-46
Dipl.-Ing.” 0. Masur
d »

Date: 2013-04-15




. ®
TUVRheinland

TOV Rheinland poc. 3/18. Rev .0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

1B Attachment to
Registration No.:  SX 60078826 0001
Report No.: 12018179 001

Organization: Olympus Medical Systems Corp.
2951 Ishikawa-cho,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Scope: Products and additional Sites included:

Ishikawa Office _
2951 Ishikawa-cho, Hachioji-shi, Tokyo, 182-8507, Japan

- Scope:

B Design and Developmeit, Quality Assurance, Planning of
%ﬁ Endoscopes, Endotherapy devices, Light Sources, Imaging
E “ Processors, Endoscope Position Detecting Units,

%% Electrothermal Cautery Units, Integrated Endosurgery

- Systems, Endoscopic Regulation/Control Units,

%% Caiera Heads/Pumps/Monitors/Recorders for Endoscopy,

%% Electrosurgical Equipment, Capsule Endoscopy Systems,

Laparoscopic Insufflators, Ultrasound Diagnostic Imaging
Systems, Disinfecting Units and Ultrasound Surgical
Equipment

Design and Development of Probes and Transducers for
Ultrascnic Lithotriptors, Servicing of Ultrasonic
Lithotriptors (to be continued, Doc. 4/16)

& ﬂw* Akkreditiert durch

= ¥ Zentraistelle der Landar
% * fir Gesundheitsschutz

——— bei Arznsimitieln
= ‘ii und Medizinprodukien

F g %™ ZLG-Z0-995.00.01-46

Date: 2013-04-15




- ®
TUVRheinland

TUV Rheinland Doc. #/16. Rev .0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to N
Registration No.: SX 60078826 0001
Report No.: 12018179 001

Organization: Olympus Medical Systems Corp.
2951 ishikawa-cho,
HACHIOJI-SHI, TOKYQO 192-8507
JAPAN

Scope: Products and additional Sites included:

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

Scope {contimued from Doc. 3/18)

Design and Development, Quality Assurance, Planning of Water
. Container, Water Supply Tube, Watexr Feeding Valve and Foot

Switch for Pump, Sterile Non Active Instruments used in

conjunction with Endoscopes, Sterile Endotherapy Devices

used in conjunction with Endoscopes and Sterile Non Active

Devices used in Medical Ultrasound Diagnostic Imaging
Systems

“,* **? Akkreditiert durch
; Zentrlis!etle dar Lander

4 | é f0r Gesundheitsschutz
* ‘bai Armnsimitieln
‘5? und Medizinprodukien

fal™ e & ZLG-ZQ-995.00.01-46

\GA Pr, Certification Body

Date: 2013-04-15

Sor

s D|pl -Ing* 0. Masur

T2 0509 B TUV. TVEV a0 1LY 300 repsiime] Sahra s, UTemeon wid spprscad o8 Thiuinis s sponavil




TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Nurnberg

Attachment to
Registration No.: SX 60078826 0001
Report No.: 12018179 001

Organization: Olympus Medical Systems Corp.
2951 Ishikawa-che,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Scope: Products and additional Sites included:

‘Monolith office
Shinjuku Monolith 2-3-1, Nishishinjuku,
Tokyo 1€63-0%14, Japan

Scope:
. Activities related to Delivery Support,

and Ultrasound Surgical Bgquipment
’ (to be continued; Doc. 6/16})
W *i* Akkreditiert durch

1}* Zentralstelle der Lnder

w
o ] fir Gesundhelsschudz
" ===L=€ w Dk Arznwimittein
ﬁi W und Medizinprodukien

3 g &% ZLG-ZQ-995,00,01-46

Date: 2013-04-15

- ®
TUVRheinland

Doc. 5/16, Rev .0

Shinjuku-ku,

Vigilance for

Domestic Market, Maintenance of Infrastructure,

Servicing (except single-use devices) and Customer
Communication of Endoscopes, Endotherapy devices, Light
Sources, Imaging Processors, Endoscope Position Detecting
Units, Electrothermal Cautery Units, Integrated Endosurgery
Systems, Endoscopic Regulatien/Contrel Units,

Camera Heads/Pumps/Monitors/Recorders for Endoscopy,
Electrosurgical Equipment, Ultrasonic Lithotriptors,
Capsule Endoscopy Systems, Laparoscopic Insufflators,
Ultrasound Diagnostic Imaging Systems, Disinfecting Units

) Ftaser
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- ®
TUVRheinland

TUV Rheinland Doc. 6/16, Rev .0
LGA Products GmbH
Tillystrae 2, 90431 Niirnberg

Attachment to
Registration No.: SX 60078826 0001
Report No.: 12018179 001

Organization: Olympus Medical Systems Corp.
2951 Ishikawa-cho, o
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Scope: Products and additional Sites included:

Monolith Office
Shinjuku Menolith 2-3-1, Nishishinjuku, Shinjuku-ku,
Tokyo 163-0914,; Japan

Scope {continued from Doc. 5/16):
Acotivities xelated to Delivery Support, Vigilance for

* Domestic Market, Maintenance of Infrastructure, Servicing
{except single-use devices) and Customer Communication of
Water Container, Water Supply Tube, Water Feeding Valve and
Foot Switch for Pump, Sterile  Non Active Instruments used in
conjunction with Endoscopes, Sterile Endotherapy Devices
used in conjunction with Endoscopes and Sterile Non Active
Devices used in conjunction with Medical Ultrasound
Diagnostic Imaging Systems

) &% ﬁ'fl{( Akkreditiert durch

w e Z;]niraisielle der Linder
A r Gasundheitsschuty

® %%@ w® "bel Arzneimillein
h R und Medizinproditkien

ot s> ZLG-ZQ-995.00,01-46

Date: 2013-04-15

5 UM CAE @B LY, TUEY ot TV we mgrsieced Votponarl g, Hiiiss
o) ot ot
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. ®
TUVRheinland

TUV Rheinland Doc. 7/16, Rev .0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.: S$X 60078826 0001
Report No.: 12018179 001

Organization: Olympus Medical Systems Corp.
2951 Ishikawa-cho,
HACHIOJI-SHI, TOKYOD 192-8507
JAPAN

Scope: Products and additional Sites included:

Service Operatichn Center
3-9 Okamiyama, Odakura Nishigo-mura, Nisghishirakawa-gun,
Fukushima 961-8061, Japan

Scope:

Servicing 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; Ultrasonic Lithotriptors,

Capsule Endoscopy Systems, Laparoscopic Insufflators,
Ultrasound Diagrnostic Imaging Systems, Disginfecting Units
and Ultrasound Surgical Equipment

o

§

= . KRFH Akkreditiert durch i :

- <& . 2ol dar inde Certification Body

% : w E% w b Arzneimilteln

e w- # wnd Medizinprodikten

i R g ®™ ZLG-ZQ-995.00.01-46

- c GO v
= Date: 2013-04-15 '
- Dipl.-ing+*0. .Masur

=

-




- ®
TUVRheinland

TUV Rheinland Doc. 8/16, Rev .0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.: SX 60078826 0001
Report No.: 12018179 001

Organization: Olympus Medical Systems Corp.
2951 ishikawa-cho,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Scope: Products and additional Sites included:

Central Procurement Cehter Kobaun
527-1 Ohira Odakura Nighigeo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japan

; Scope:

Activities related to Administration of Purchasing
Department, Purchasing and Receiving of Purchased Parts,
Storage and Distribution of Parts of Endoscopes, Endotherapy
Devices, Light Scurces, Imaging Processors, Endoscope
Position Detecting Units, Eleectrothermal Cautery Units,
Integrated Endosurgery Systems, Endoscopic
Regulation/Control Units, Camera Heads/Pumps/Monitors/

: Recorders for Endoscopy, Electrosurgical Equipment,

; Ultrasonic Lithotriptors, Capsule Endoscopy Systems,
Laparoscopic Insufflators, Ultrasound Diagnostic Imaging
Systems, Disinfecting Units and Ultrasound Surgical
Equipment (tc be continued, Doc. 9/16)

_ﬁﬁ*iﬁ Akkreditiert durch

g%ga'gf“ o Arznesmiotn
w und Madizinprodukden
st g w™ ZLG-ZQ-995.00.0146

Date: 2013-04-15

2 % %
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- ®
TUVRheinland

TOV Rheinland boc. 9/16, Rev .0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to _
Registration No.: SX 60078826 0001
Report No.: 12018179 001

Organization: Olympus Medical Systems Corp.
2951 Ishikawa-cho, ,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Scope: Products and additional Sites included:

Central Procurement Center Kobaun
'527-1 Ohira Odakura Nishigo-mura, Nishishirakawa-gum,
Fukushima 961-8061, Japan

Scope (continued from Doc. B/16):

Activities related to Administration of Purchasing
Department, Purchasing and Receiving of Purchased Parts,
Storage and Distribution of Parts of Water Container, Water
Supply Tube, Water Feeding Valve and Foot Switch for Pump,
Sterile Non Active Instruments-used in conjunction with
Endoscopes, Sterile Endotherapy Devices used in conjunction
with Endoscopes and Sterile Non Active Devices used in
conjunction with Medical Ultrasound Diagnostic Imaging
Systems

LW W Akkreditiert durch

Koy g e dn Lk
ar SEJ Bl

{?; %é@ W bei Aizneimitieln

w W und Medizinprodukien

Fox g &% ZLG-2Q-995.00.01-46

Date: 2013-04-15 o
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- ®
TUVRheinland

TUV Rheinland Doc. 10/16, Rev .0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

'R‘e_g'istration No.: S$X 60078826 0001
Report No.: 12018179 001
Organization: Olympus Medical Systems Corp.
21 2951 Ishikawa-cho; _
= HACHIOJI-SHI, TOKYO 192-8507
: JAPAN
Scope: Products and additional Sites included:

Central Procurement Center Shirakawa )
) 3-1 Okamiyama, Odakura Nishigo-mura, Nishishirakawa-gun,
£ Fukushima 961-8061, Japan

Scope:

. Storage and Distribution of Parts of Endoscopes, Endotherapy
Devices, Light Sources, Imaging Processors, Endogcope
Pogition Detecting Units, Electrothermal Cautery Units,
Integrated Endosurgery Systems, Endoscopic Regulation/
Control Units, Camera Heads/Pumps/Monitors/Recorders for
Endoscopy, Electrosurgical Eguipment, Ultrasonic
Lithotriptors, Capsule Endoscopy Systems, Laparoscopic
Insufflators, Ultrasocund Diagnostic Imaging Systems,
Dizinfecting Units and Ultrasound Surgical Equipment
(to be condinued, Doc. 11/16)

X%, Akkreditiert durch

* Zentraistelle dar Linder
g tir Gesundheitsschutz
bei Arzneimilten

und Medizinprodukien

Fiox f-'* ZLG-ZQ-995.00.01-46

Date: 2013-04-15

ﬂ'

4

Dipl.-Ing. O. Masur

SEAOEE ARG & TN, TULY and TUV ecé rogisternd Ladeerieis uwmrswnwwu;wwwd N
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- ®
TUVRheinland

11/16, Rev .0

TUV Rheinland boc-
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

ttachment to |
Registration No.:  SX 60078826 0001
Report No.: 12018179 001

Organization:. Olympus Maedical 'Sirstems Corp.
2951 Ishikawa-cho,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Scope: Products and additional Sites included:

Central Procurement Center Shirakawa _
3-1 Okamiyama, Odakura Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japan

» Scope (continued from Dec. 10/16)
Storage and Distribution of Parts of Water Container,
Water Supply Tube, Water reeding Valve and Foot Switch for
Pump, Sterile Non Active Instruments used in conjunction
with Endoscopes, Sterile Endotherapy Devices used in
conjunction with Endoscopes and Sterile Non Active Devices
used in conjunction with Medical Ultrascund Diagnostic
Imaging Systems

LR ¥, Akkreditiert durch
' Zentraistelle der Lander

® *®

A fiir Gegundhedsschutz

w g%gﬁ‘s AR e
W, 'St und Medizinprodukien
T v ZLG-ZQ-995.00.01-45

Date: 2013-04-15

ertification Body

o[ Jtesn

ipl.-Ing.»0. Masur
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Won No.:

S R A T AT

- ®
TUVRheinland

Doc. 12/16, Rev .0

TUV Rheiniand
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

SX 60078826 0001
12018179 001

Olympus Medical Systems Corp.
2951 Ishikawa-cho,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Products and additional Sites included:

Central Procurement Center Aizu
500 Muranishi, Niidera, Monden-machi, Aizuwakamatsu-shi,
Fukushima, 965-8520 Japan

Scope:

Storage and Distribution of Parts of Endoscopes, Endotherapy
Devices, Light Seurces, Imaging Processors, Endoscope
Position Detecting Units, Electrothermal Cautery Units,
Integrated Endosurgery Systems, Endoscopic Regulation/
Controcl Units, Camera Heads/Pomps/Monitors/Reccrders for
Endescopy, Electrosurgical Equipment, Ultrasonic
Lithotriptors, Capsule Endosctpy Systems, Laparoscopic
Insufflators, Ultrasound Diagnostic Imaging Systems,
Disinfecting Units and Ultrasound Surgical Equipment

{£o be continued, Doc. 13/16)
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TUVRheinland

TOV Rheinland Doc. 13/16, eV -9
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60078826 0001
12018179 001

Olympus Medical Systems Corp.
2951 Ishikawa-cho, ~ ,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Products and additional Sites included:

Central Procurement Center Aizu
500 Muranishi, Niidera, Monden-machi , Aizuwakamatsu=shi,
Fukushima, 265-8520 Japan

Scope {continued from Doc. 12/16):

Storage and pistribution of Parts of Water Container, Water
Supply Tube, Water Feeding Valve and Foot Switch for Fump,
Sterile Non Active Instruments used in conjunction with
Endoscopes, Sterile Endotherapy Devices used in conjunction
with Endoscopes and Sterile Non Active Devices used in
conjunction with Medical Ultrascound Diagnostic Imaging

Systems
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TOV Rheinland Doc. 14/16, Rev .Q
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

No.:  SX 60078826 0001
12018179 001

Olympus Medical Systems Corp.
2951 iIshikawa-cho, -
HACHIOJI-SHI, TOKYQO 192-8507
JAPAN

Products and additional Sites included:

Central Procurement Center Kawasaki
3-1 Tanabeshinden, Kawasaki-ku, Kawasaki-shi, Kanagawa
210-0856,Japan

Scope:

" Storage and Distribution of Parts of Endoscopes, Endotherapy
devices, Light Sources, Imaging Processors, Endoscope
Position Detecting Units, Electrothermal Cautery Units,
Integrated Endosufgery Systems, Endoscopic Requlation/
Control Units, Camera Heads/Pumps/Monitors/Recorders for
Endoscopy, EBlectrosurgical Equipment, Ultrasonic
Lithotriptors, Capsule Endoscopy Systems, Laparoscopic
Insufflators, Ultrasound Diagnostic Imaging Systems,
Disinfecting Units and Ultrasound Surgical Eguipment
{to be continued, Doc. 15/16)
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TOV Rheinland Doc. 15/16, Rev .0
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

SX 60078826 0001
12018179 001

Olympus Medical Systems Corp.
2951 Ishikawa-cho, ..
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Products and additional Sites included:

Central Procurement Center Kawasaki
3-1 Tanabeshinden, Kawasaki-ku, Rawasaki-shi, Kanagawa
210-0856,Japan

Scope (continued from Doc. 14/16):

Storage and Distribiition of Parts of Water Container, Water
Supply Tube, Water Feeding Valve and Foot Switch for Pump,
Sterile Non Active Instruments used in cenjunction with
Endoscopes, Sterile Endotherapy Devices used in eonjunction
with Endoscopes and Sterile Nomr Active Devices used in
conjunction with Medical Ultrasound Diagnostic Imaging
Systems
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Doc. 16/16, Rev .0

TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

$X 60078826 0001
12018179 001

Olympus Medical Systems Corp.
2951 Ishikawa-cho, * -
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Products and additional Sites included:

Production Division _
2-24B-1 Okkonoki, Kuroishi-shi . Bomori 036-0357, Japan

‘Scope :
Production ‘Transfer Support
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Vertimas is angly kalbos
[..TUV Rheinland®* logotipas]
EB atitikties sertifikatas

Tarybos direktyva 93/42/EEB, V priedas
Gaminio kokybés uztikrinimas
Medicinos prietaisai

Registravimo Nr. DD 60078828 0001
Ataskaitos Nr. 12018179 001

Gamintojas:

.Olympus Medical Systems Corp.”,
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIIA

Produktai:

Gamybos aspektai, skirti uztikrinti ir iSlaikyti iy prietaisy steriluma: endoskopinio gydymo prietaisy,
naudojamy kartu su endoskopais, steriliy neaktyviy prietaisy, naudojamy kartu su endoskopais, ir steriliy
neaktyviy prietaisy, naudojamu kartu su medicinos diagnostinémis ultragarso vaizdo sistemomis (Zr.
jtrauktus produktus ir papildomas vietas prieduose).

Galioja iki 2017-11-02

Notifikuotoji istaiga patvirtina. kad nurodyti produktai tenkina Direktyvos 93/42/EEB V priedo
reikalavimus. Nurodytas gamintojas yra jdieges ir taiko kokybés uitikrinimo sistema, kuri yra periodidkai
prizilirima. kaip apibrézta minétos direktyvos V priedo 4 skirsnyje. Norint rinkai tiekti 1Ib ir 11 klasés
prietaisus, kuriems taikomas iis sertifikatas, yra reikalingas EB tipinio pavyzdzio patikrinimo sertifikatas,
nurodytas 111 priede.

Isigaliojimo data: 2013-04-15
Data; 2013-04-15

Notifikuotoji jstaiga
/Spaudas/
/Paralas/
InZinierius O, Masur

.TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

.TUV Rheinland LGA Products GmbH* yra notifikuotoji {staiga pagal Direktyva 93/42/EEB dél medicinos prietaisu.
identifikavimo numeris 0197,



[.TOV Rheinland®* logotipas]
Dok. 1/3, versija .0
. TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

Sertifikato priedas
Registravimo Nr. DD 60078828 0001
Ataskaitos Nr. 12018179 001

Gamintojas:

.Olympus Medical Systems Corp.”,
20951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIIA

Itraukti papildomi centrai:

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

Monolith biuras
Shinjuku Monolith, 2-3-1 Nishishinjuku, Shinjuku-ku
Tokijas 163-0914, Japonija

Centrinis pirkimy centras Kobaun
527-1 Ohira, Odakura, Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japonija

Centrinis pirkimy centras Shirakawa
3-1 Okamiyama, Odakura, Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japonija

Centrinis pirkimy centras Aizu
500 Muranishi, Niidera Monden-machi, Aizuwakamatsu-shi,
Fukushima 965-8520. Japonija

Data: 2013-04-15

Notifikuotoji jstaiga
/Spaudas/

{Parasas/

InZinierius O, Masur



[..TOV Rheinland®* logotipas]
Dok. 2/3, versija .0
,.T[j\" Rheinland LGA Products GmbH®, Tillystrafle 2, 90431 Niurnbergas

Sertifikato priedas
Registravimo Nr. DD 60078828 0001
Ataskaitos Nr. 12018179 001

Gamintojas:

LOlympus Medical Systems Corp.”,
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKLIAS 192-8507
JAPONIJA

[traukti papildomi centrai:

Centrinis pirkimy centras Kawasaki®
3-1 Tanabeshinden, Kawasaki-ku, Kawasaki-shi, Kanagawa
210-0856, Japonija

Gamybos padalinys
2-248-1 Okkonoki, Kuroishi-shi, Aomori 036-0357, Japonija

Data: 2013-04-15

MNotifikuotoji jstaiga
/Spaudas/

{Para%as/

Inzinierius O. Masur



[,,TUV Rheinland®* logotipas]
Dok. 3/3, versija .0
~TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

Sertifikato priedas
Registravimo Nr. DD 60078828 0001
Ataskaitos Nr. 12018179 (01

Gamintojas:

LOlympus Medical Systems Corp.”,
2951 Ishikawa-cho,

HACHIOIJI-SHI, TOKIJAS 192-8507
JAPONLIA

Itraukti produktai:

- kartu su endoskopais naudojami sterillis neaktyvis prietaisai:
- kartu su medicinos diagnostinémis ultragarso vaizdo sistemomis naudojami steriliis neaktyviis prietaisai;
- kartu su endoskopais naudojami steriliis endoskopinio gydymo prietaisai.

Data: 2013-04-15

Notifikuotoji jstaiga
{Spaudas/
/Para3as/

InZinierius O, Masur



Vertimas is angly kalbhos

[,.TUV Rheinland®* logotipas]
EB atitikties sertifikatas

Tarybos direktyva 93/42/EEB. 11 priedas, iSskyrus 4 skirsnj
Visisko kokybés uitikrinimo sistema
Medicinos prietaisai

Registravimo Nr. HD 60078827 0001
Ataskaitos Nr. 12018179 001

Gamintojas:

LOlympus Medical Systems Corp.”,
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONLA

Produktai:
Medicinos endoskopiniy sistemuy, diagnostiniy. chirurginiy ir gydymo produkty projektavimas ir vystymas
bei gamyba (Zr. jtrauktus produktus ir papildomas vietas prieduose).

PakeiCia patvirtinima. kurio registravimo Nr. HD 60026867 0001.
Galioja iki 2017-11-02

Notifikuotoji jstaiga patvirtina, kad nurodyti produktai tenkina Direktyvos 93/42/EEB 11 priedo, idskyrus 4
skirsnj, reikalavimus. Nurodytas gamintojas yra jdieges ir taiko kokybeés uztikrinimo sistema, kuri yra
periodiskai priZidrima, kaip apibréZta minétos direktyvos 11 priedo 5 skirsnyje. Norint rinkai tiekti 111 klasés
prietaisus, kuriems taikomas Sis sertifikatas, yra reikalingas EB tipinio pavyzdZzio patikrinimo sertifikatas,
nurodytas II priedo 4 skirsnyje.

|sigaliojimo data: 2013-04-15
Data:; 2013-04-15

Notifikuotoji jstaiga
/Spaudas/

{Parasas/

Inzinierius O. Masur

~TUV Rheinland LGA Products GmbH*, TillystraBie 2, 90431 Niurnbergas

~TUV Rheinland LGA Products GmbH* yra notifikuotoji istaiga pagal Direktyva 93/42/EEB dél medicinos prietaisu,
identifikavimo numeris 0197,



[.TUV Rheinland®* logotipas]
Dok. 1/3, versija .0

.TOUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

Sertifikato priedas
Registravimo Nr. HD 60078827 0001
Ataskaitos Nr. 12018179 001

Gamintojas:

LOlympus Medical Systems Corp.*,
2951 Ishikawa-cho,

HACHIOJI-SHI, TOK1JAS 192-8507
JAPONLIA

Itraukti papildomi centrai:

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

Monolith biuras
Shinjuku Monolith, 2-3-1 Nishishinjuku, Shinjuku-ku
Tokijas 163-0914, Japonija

Centrinis pirkimy centras Kobaun
527-1 Ohira, Odakura, Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japonija

Centrinis pirkimy centras Shirakawa
3-1 Okamiyama, Odakura, Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japonija

Centrinis pirkimy centras Aizu
500 Muranishi, Niidera Monden-machi, Aizuwakamatsu-shi,
Fukushima 965-8520, Japonija

Data: 2013-04-15

Motifikuotoji jstaiga
/Spaudas/

{Paralas/

Inzinierius O. Masur



[.TUV Rheinland®* logotipas]
Dok. 2/3, versija .0
.TUV Rheinland LGA Products GmbH", TillystraBe 2, 90431 Niurnbergas

Sertifikato priedas
Registravimo Nr. HD 60078827 0001
Ataskaitos Nr. 12018179 001

Gamintojas:

-Olympus Medical Systems Corp.*,
2951 Ishikawa-cho,

HACHIOIJI-SHI, TOKIJAS 192-8507
JAPONIJA

Itraukti papildomi centrai:

Centrinis pirkimy centras Kawasaki
3-1 Tanabeshinden, Kawasaki-ku, Kawasaki-shi, Kanagawa
210-0856, Japonija

Gamybos padalinys
2-248-1 Okkonoki, Kuroishi-shi, Aomori 036-0357, Japonija

Data: 2013-04-15

Notifikuotoji jstaiga
/Spaudas/

(ParaSas/

InZinierius O. Masur



[..TUV Rheinland®* logotipas]
Dok. 3/3, versija .0

.TUV Rheinland LGA Products GmbH®, TillystraBe 2, 90431 Niurnbergas

Sertifikato priedas
Registravimo Nr. HD 60078827 0001
Ataskaitos Nr. 12018179 001

Gamintojas:

»Olympus Medical Systems Corp.”,
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIJA

Itraukti produktai:

- kapsuliniai endoskopai ir sistemos;
- diagnostinés ultragarso vaizdo sistemos;
- medicinos endoskopinés sistemos:
- endoskopai;
- endoskopinio gydymo prietaisai;
- vaizdo apdorojimo jranga;
- pompos endoskopijai;
- Sviesos Saltiniai;
- padéties nustatymo prietaisai;
- elektriniai Siluminio prideginimo prietaisai;
- integruotos endochirurginés sistemos;
Endoskopinio reguliavimo / kontrolés prietaisai.
- elektrochirurgijos jranga;
- zondai ir keitikliai ultragarsiniams litotriptoriams;
- laparoskopiniai dujy jpitimo prietaisai;
- ultragarsiné chirurginé jranga;
- dezinfekavimo prietaisai.

Data: 2013-04-15

Notifikuotoji jstaiga
/Spaudas/
/Parasas/
InZinierius O. Masur



Vertimas i§ angly kalbos
[,.,TOV Rheinland®* logotipas]

Sertifikatas

.TUV Rheinland LGA Products GmbH*
sertifikavimo jstaiga

patvirtina, kad

~Olympus Medical Systems Corp.”,
2051 Ishikawa-cho,
HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIIA,

yra jdiegusi ir taiko medicinos prietaisy kokybés vadybos sistema, apimancia:
zr. apimt] ir papildomus centrus prieduose.

Pateikti jrodymai patvirtina, kad EN 1S0 13485:2012 ir EN 1SO 13485:2012/AC:2012 reikalavimai yra
tenkinami. Kokybés vadybos sistemos priezilira vvkdoma kasmet.

Sertifikato registravimo Nr. SX 60078826 0001
Auditas atliktas. Ataskaitos Nr. 12018179 001
Sertifikatas galioja iki 2017-11-02

Sertifikavimo jstaiga
/Spaudas/
/ParaSas/
Inzinierius O. Masur

Data: 2013-04-15

.TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niummbergas
Tel. +49221806-1371, faks. +49221806-3935, el. pastas: cert-validity(@de.tuv.com, hitp://'www tuv.com/safety



[..TUV Rheinland®* logotipas]
Dak. 1/16, versija .0
»TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

.Olympus Medical Systems Corp.”
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIJA

Apimtis:

Endoskopy, endoskopinio gydymo prietaisy, Sviesos Saltiniy, vaizdo apdorojimo jrangos, endoskopo padéties
nustatymo  prietaisy, elektriniy Siluminio prideginimo  prietaisy. integruoty endochirurginiy  sistemuy,
endoskopiniy reguliavimo / kontrolés prietaisy, endoskopijos kamery / pompy / monitoriy / leistuvy,
elektrochirurgijos jrangos, kapsulinés endoskopijos sistemy, laparoskopiniy dujy jpitimo  aparaty,
diagnostiniy ultragarso vaizdo aparaty, dezinfekavimo prietaisy ir ultragarsinés chirurgijos jrangos
projektavimas, vystymas, gamyba ir aptarnavimas.

Ultragarsiniy litotriptoriy zondy ir keitikliy projektavimas, vystymas ir gamyba,
Ultragarsiniy litotriptoriy aptarmavimas.

(Tesinys Dok. 2/16)

Sertifikavimo jstaiga

/Spaudas/

/Parasas/

InzZinierius O, Masur

Data: 2013-04-15



[,.,TOV Rheinland®* logotipas]
Dok. 2/16, versija .0

.TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

~Olympus Medical Systems Corp.*
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONLIA

Apimtis: (Dok. 1/16 tesinys)

Steriliy neaktyviy prietaisy, naudojamy kartu su endoskopais, steriliy endoskopinio gydymo prietaisy.
naudojamy kartu su endoskopais, steriliy neaktyviy prietaisy, naudojamy karu su medicinos diagnostinémis
ultragarso vaizdo sistemomis, ir vandens talpos, vandens tiekimo vamzdelio, vandens pumpavimo voituvo ir
pompos kojinio pedalo projektavimas, vystymas ir gamyba.

Sertifikavimo jstaiga
/Spaudas/

(Parasas/

Inzinierius O, Masur

Data: 2013-04-15



[,TUV Rheinland®" logotipas]
Dok. 3/16, versija .0

~TUV Rheinland LGA Products GmbH*, Tillystrabe 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

.Olympus Medical Systems Corp.”
2951 Ishikawa-cho,

HACHIOJI-SHIL, TOKIJAS 192-8507
JAPONIJA

Apimtis: Jtraukiami produktai ir papildomi centrai

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

Apimtis:

Endoskopy, endoskopinio gydymo prietaisy, $viesos altiniy, vaizdo apdorojimo jrangos, endoskopo padéties
nustatymo prietaisy, elektriniy Siluminio prideginimo prietaisy, integruoty endochirurginiy sistemuy.
endoskopiniy reguliavimo / kontrolés prietaisy, endoskopijos kamery / pompy / monitoriy / leistuvy,
elektrochirurgijos jrangos, kapsulinés endoskopijos sistemy, laparoskopiniy dujy jpitimo aparaty,
diagnostiniy ultragarso vaizdo aparaty, dezinfekavimo prietaisy ir ultragarsinés chirurgijos jrangos
projektavimas ir vystymas, kokybeés uztikrinimas ir planavimas.

Ultragarsiniy litotriptoriu zondy ir keitikliy projektavimas ir vystymas.

Ultragarsiniy litotriptoriy aptaravimas (tgsinys Dok. 4/16).

Sertifikavimo jstaiga
/Spaudas/

(Parasas/

Inzinierius O, Masur

Data: 2013-04-15



[.TUV Rheinland®* logotipas]
Dok. 4/16, versija .0
.TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

Priedas
Registravimo Nr, SX 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

.Olympus Medical Systems Corp.”
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIJA

Apimtis: [traukti produktai ir papildomi centrai

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

Apimtis (Dok. 3/16 tgsinys)

Vandens talpos, vandens tiekimo vamzdelio. vandens pumpavimo voZtuvo ir pompos kojinio pedalo, steriliy
neaktyviy prietaisy, naudojamy kartu su endoskopais, steriliy endoskopinio gydymo prietaisy. naudojamy
kartu su endoskopais, ir steriliy neaktyviy prietaisy, naudojamy karu su medicinos diagnostinémis ultragarso
vaizdo sistemomis, projektavimas ir vystymas, kokybés uZtikrinimas ir planavimas.

Sertifikavimo jstaiga
/Spaudas/

/Parasas/

Inzinierius O. Masur

Data: 2013-04-15



[..TUV Rheinland®* logotipas]
Dok, 5/16, versija .0

. TUV Rheinland LGA Products GmbH*, Tillystralie 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

-Olympus Medical Systems Corp.*
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIIA

Apimtis: jtraukti produktai ir papildomi centrai

Monolith biuras
Shinjuku Monolith, 2-3-1 Nishishinjuku, Shinjuku-ku
Tokijas 163-0914, Japonija

Apimtis:

Pristatymo operacijy palaikymas, vietinés rinkos stebéjimo veikla, infrastruktiiros prieZiiira, aptarnavimas
(iskyrus vienkartinius prietaisus) ir klienty informavimas apie endoskopus, endoskopinio gydymo
prietaisus, Sviesos Saltinius, vaizdo apdorojimo jranga, endoskopo padéties nustatymo prietaisus, elektrinius
Siluminio prideginimo prietaisus, integruotas endochirurgines sistemas, endoskopinius reguliavimo /
kontrolés prietaisus, endoskopijos kameras / pompas / monitorius / leistuvus, elektrochirurgijos jranga.
kapsulines endoskopijos sistemas, laparoskopinius dujy jpiitimo aparatus, diagnostinius ultragarso vaizdo
aparatus, dezinfekavimo prietaisus ir ultragarsinés chirurgijos jranga (tesinys Dok. 6/16).

Sertifikavimo jstaiga
/Spaudas/

/ParaSas/

InZinierius O. Masur

Data: 2013-04-15



[.TUV Rheinland®* logotipas)

Dok. 6/16, versija .0

»TUV Rheinland LGA Products GmbH*, TillystraBie 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

+Olympus Medical Systems Corp.*
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONLIA

Apimtis: jtraukti produktai ir papildomi centrai

Monolith biuras
Shinjuku Monolith, 2-3-1 Nishishinjuku, Shinjuku-ku
Tokijas 163-0914, Japonija

Apimtis (Dok. 5/16 tesinys):

Pristatymo operacijy palaikymas, vietinés rinkos steb&jimo veikla, infrastruktiiros prieziiira, aptarnavimas
(i5skyrus vienkartinius prietaisus) ir klienty informavimas apie vandens talpa. vandens tiekimo vamzdelj.
vandens pumpavimo voZtuva ir pompos kojinj pedala, sterilius neaktyvius prietaisus, naudojamus kartu su
endoskopais, sterilius endoskopinio gydymo prietaisus, naudojamus kartu su endoskopais. ir sterilius
neaktyvius prietaisus, naudojamus karu su medicinos diagnostinémis ultragarso vaizdo sistemomis.

Sertifikavimo jstaiga
{Spaudas/

/Para3as/

InZinierius O. Masur

Data: 2013-04-15



[..TOV Rheinland®* logotipas)
Dok. 7/16, versija .0
. TUV Rheinland LGA Products GmbH*, TillystraBie 2, 90431 Niurnbergas

Priedas
Registravimo Nr, SX 60078826 0001
Adtaskaitos Nr. 12018179 001

Organizacija:

.Olympus Medical Systems Corp.*
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIJA

Aptarnavimo centras
3-9 Okamiyama, Odakura, Nishigo-mura
Nishishirakawa-gun, Fukushima 961-8061, Japonija

Apimtis:

Endoskopu, endoskopinio gydymo prietaisy, $viesos 3altiniy, vaizdo apdorojimo jrangos, endoskopo padéties
nustatymo prietaisy. elektriniy Siluminio prideginimo prietaisy, integruoty endochirurginiy sistemuy.
endoskopiniy reguliavimo / kontrolés prietaisy, endoskopijos kamery / pompy / monitoriy / leistuvy,
elektrochirurgijos jrangos, kapsulinés endoskopijos sistemy, laparoskopiniy dujy jpltimo aparaty.
diagnostiniy ultragarso vaizdo aparaty, dezinfekavimo prietaisy ir ultragarsinés chirurgijos jrangos
aptarnavimas.

Sertifikavimo jstaiga
/Spaudas/

{Parasas/

InZinierius O, Masur

Data: 2013-04-15



[,.,TUV Rheinland®* logotipas]
Dok. 8/16, koreguota .0

. TUV Rheinland LGA Products GmbH*, Tillystralie 2, 90431 Niurnbergas

Priedas

Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

LOlympus Medical Systems Corp.”
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIJA

Apimtis: jtraukti produktai ir papildomi centrai

Centrinis pirkimy centras Kobaun
527-1 Ohira, Odakura, Nishigo-mura
Nishishirakawa-gun, Fukushima 961-8061, Japonija

Apimtis:

Pirkimy skyriaus administravimo, pirkimo ir nupirkty daliy priémimo, daliy saugojimo ir platinimo veikla,
susijusi su endoskopais. endoskopinio gydymo prietaisais, Sviesos Saltiniais, vaizdo apdorojimo jranga,
endoskopo padeties nustatymo prietaisais, elektriniais Siluminio prideginimo prietaisais, integruotomis
endochirurginémis sistemomis, endoskopiniais reguliavimo / kontrolés prietaisais, endoskopijos kameromis /
pompomis / monitoriais [/ leistuvais, elektrochirurgijos jranga, kapsulinemis endoskopijos sistemomis,
laparoskopiniais duju jpitimo aparatais, diagnostiniais ultragarso vaizdo aparatais, dezinfekavimo prietaisais
ir ultragarsinés chirurgijos jranga (tgsinys Dok. 9/16).

Sertifikavimo jstaiga
/Spaudas/
/Parasas/
InZinierius O. Masur

Data: 2013-04-15



[.TUV Rheinland®* logotipas)
Dok. 9/16, versija .0

.TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

Priedas
Registravimo Nr, SX 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

.Olympus Medical Systems Corp.*
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONLIA

Apimtis: jtraukti produktai ir papildomi centrai

Centrinis pirkimy centras Kobaun
527-1 Ohira, Odakura, Nishigo-mura
Nishishirakawa-gun, Fukushima 961-8061, Japonija

Apimtis (Dok. 8/16 tgsinys):

Pirkimy skyriaus administravimo, pirkimo ir nupirkty daliy priémimo, daliy saugojimo ir platinimo veikla,
susijusi su vandens talpa, vandens tiekimo vamzdeliu, vandens pumpavimo voituvu ir pompos kojiniu
pedalu, steriliais neaktyviais prietaisais, naudojamais kartu su endoskopais, steriliais endoskopinio gydymo
prietaisais, naudojamais kartu su endoskopais, ir steriliais neaktyviais prietaisais, naudojamais karu su
medicinos diagnostinémis ultragarso vaizdo sistemomis.

Sertifikavimo jstaiga
/Spaudas/
/ParaSas/
InZinierius O, Masur

Data: 2013-04-15



[,TUV Rheinland®* logotipas]
Dok. 10/16, versija .0
TUV Rheinland LGA Products GmbH*, Tillystrabe 2, 90431 Niurnbergas

Priedas
Registravimo Nr. 8X 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

.Olympus Medical Systems Corp.”
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIJA

Apimtis: jtraukti produktai ir papildomi centrai

Centrinis pirkimy centras Shirakawa
3-1 Okamiyama, Odakura, Nishigo-mura
Nishishirakawa-gun, Fukushima 961-8061, Japonija

Apimtis:

Endoskopuy, endoskapinio gydymo prietaisy, $viesos Saltiniy, vaizdo apdorojimo jrangos, endoskopo padéties
nustatymo prietaisy, elektriniy Siluminio prideginimo prietaisy, integruoty endochirurginiy sistemuy,
endoskopiniy reguliavimo / kontrolés prietaisy, endoskopijos kamery / pompy / monitoriy / leistuvy.
elektrochirurgijos jrangos, kapsulinés endoskopijos sistemu, laparoskopiniy dujy jpitimo aparaty,
diagnostiniy ultragarso vaizdo aparaty, dezinfekavimo prietaisy ir ultragarsinés chirurgijos jrangos daliy
saugojimas ir platinimas (tgsinys Dok. 11/16).

Sertifikavimo jstaiga
/Spaudas/
{Parasas/
InZinierius O, Masur

Data: 2013-04-15



[.TUV Rheinland®* logotipas]
Dok. 11/16, versija .0

.TUV Rheinland LGA Products GmbH*, Tillystrabe 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Adtaskaitos Nr, 12018179 001

Organizacija:

-Olympus Medical Systems Corp.*
2951 Ishikawa-cho,

HACHIOJI-SHL, TOKIJAS 192-8507
JAPONIJA

Apimtis: jtraukti produktai ir papildomi centrai

Centrinis pirkimy centras Shirakawa
3-1 Okamiyama, Odakura, Nishigo-mura
Nishishirakawa-gun, Fukushima 961-8061, Japonija

Apimtis (Dok. 10/16 tesinys):

Vandens talpos, vandens tiekimo vamzdelio, vandens pumpavimo voZtuvo ir pompos kojinio pedalo, steriliy
neaktyviy prietaisy, naudojamy kartu su endoskopais, steriliy endoskopinio gydymo prietaisy, naudojamy
kartu su endoskopais, ir steriliy neaktyviy prietaisy, naudojamy karu su medicinos diagnostinémis ultragarso
vaizdo sistemomis daliy saugojimas ir platinimas.

Sertifikavimo jstaiga
/Spaudas/

/Parasas/
InZzinierius . Masur

Data: 2013-04-15



[.TUV Rheinland®* logotipas]
Dok. 12/16, versija .0
.TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

.Olympus Medical Systems Corp.™
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONIJA

Apimtis: jtraukti produktai ir papildomi centrai

Centrinis pirkimy centras Aizu
500 Muranishi, Niidera Monden-machi
Aizuwakamatsu-shi, Fukushima 965-8520, Japonija

Apimtis:

Endoskopy, endoskopinio gydymo prietaisy, $viesos Saltiniy, vaizdo apdorojimo jrangos, endoskopo padéties
nustatymo prietaisy, elektriniy Siluminio prideginimo prietaisy, integruoty endochirurginiy sistemy,
endoskopiniy reguliavimo [/ kontrolés prietaisy, endoskopijos kamery / pompy / monitoriy / leistuvy,
elektrochirurgijos irangos, kapsulinés endoskopijos sistemy, laparoskopiniy duju jpGtimo  aparaty,
diagnostiniy ultragarso vaizdo aparaty. dezinfekavimo prietaisy ir ultragarsinés chirurgijos jrangos daliy
saugojimas ir platinimas (tesinys Dok. 13/16).

Sertifikavimo jstaiga
/Spaudas/
/Parasas/
InZinierius O, Masur

Data: 2013-04-15



[.TUV Rheinland®* logotipas]
Dok. 13/16, versija .0

»TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr, 12018179 001

Organizacija:

Olympus Medical Systems Corp.*
2951 Ishikawa-cho,

HACHIOIJI-SHI, TOKIJAS 192-8507
JAPONIIA

Apimtis: jtraukti produktai ir papildomi centrai

Centrinis pirkimy centras Aizu
500 Muranishi, Niidera Monden-machi
Aizuwakamatsu-shi, Fukushima 965-8520, Japonija

Apimtis (Dok. 12/16 tgsinys):

Vandens talpos, vandens tickimo vamzdelio, vandens pumpavimo voztuvo ir pompos kojinio pedalo, steriliy
neaktyviy prietaisy, naudojamy kartu su endoskopais, steriliy endoskopinio gydymo prietaisy, naudojamy
kartu su endoskopais, ir steriliy neaktyviy prietaisy, naudojamy karu su medicinos diagnostinémis ultragarso
vaizdo sistemomis daliy saugojimas ir platinimas.

Sertifikavimo jstaiga
/Spaudas/

{Parasas/

Inzinierius O. Masur

Data: 2013-04-15



[,.,TOV Rheinland®* logotipas]
Dok. 14/16, versija .0

~TUV Rheinland LGA Products GmbH*, Tillystrabe 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

.Olympus Medical Systems Corp.”
2951 Ishikawa-cho,

HACHIOIJI-SHI, TOKIJIAS 192-8507
JAPONLIA

Apimtis: jtraukti produktai ir papildomi centrai

Centrinis pirkimy centras Kawasaki
3-1 Tanabeshinden, Kawasaki-ku, Kawasaki-shi,
Kanagawa 210-0856, Japonija

Apimtis:

Endoskopu. endoskopinio gydymo prietaisy, $viesos Saltiniy, vaizdo apdorojimo jrangos, endoskopo padéties
nustatymo prietaisy. elektriniy Siluminio prideginimo prietaisy. integruoty endochirurginiy sistemuy.
endoskopiniy reguliavimo / kontrolés prietaisy, endoskopijos kamery / pompy / monitoriy / leistuvy.
elektrochirurgijos jrangos. kapsulinés endoskopijos sistemy, laparoskopiniy dujy jpitimo aparaty,
diagnostiniy ultragarso vaizdo aparaty, dezinfekavimo prietaisy ir ultragarsinés chirurgijos jrangos daliy
saugojimas ir platinimas (tesinys Dok. 15/16).

Sertifikavimo jstaiga
/Spaudas/
(Para3as/
InZinierius O. Masur

Data: 2013-04-15



[..TUV Rheinland®* logotipas)
Dok. 15/16, versija .0
.TUV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niurnbergas

Priedas
Registravimo Nr. 5X 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

~Olympus Medical Systems Corp.”
2951 Ishikawa-cho,

HACHIOIJI-SHI, TOKIJAS 192-8507
JAPONIJA

Apimtis: jtraukti produktai ir papildomi centrai

Centrinis pirkimy centras Kawasaki
3-1 Tanabeshinden, Kawasaki-ku, Kawasaki-shi,
Kanagawa 210-0856. Japonija

Apimtis (Dok. 14/16 tesinys):

Vandens talpos, vandens tiekimo vamzdelio, vandens pumpavimo voZtuvo ir pompos kojinio pedalo, steriliy
neaktyviy prietaisy, naudojamy kartu su endoskopais, steriliu endoskopinio gydymo prietaisy. naudojamy
kartu su endoskopais, ir steriliy neaktyviy prietaisy, naudojamy karu su medicinos diagnostinémis ultragarso
vaizdo sistemomis daliy saugojimas ir platinimas.

Sertifikavimo jstaiga
/Spaudas/
/Para%as/
InZinierius O. Masur

Data: 2013-04-15



[, TOV Rheinland®* logotipas]
Dok. 16/16, versija .0

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

Priedas
Registravimo Nr. 5X 60078826 0001
Ataskaitos Nr. 12018179 001

Organizacija:

.Olympus Medical Systems Corp.”
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONLIA

Apimtis: jtraukti produktai ir papildomi centrai

Gamybos padalinys
2-248-1 Okkonoki, Kuroishi-shi, Aomori 036-0357, Japonija

Apimtis:
Produkcijos perdavimo palaikymo veikla

Sertifikavimo jstaiga
/Spaudas/
{Paraias/
Inzinierius O, Masur
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