IGALIOJIMAS
2016 m. sausio 7 d.

Olympus Sverige Aktiebolag, ribotos atsakomybés
ufdaroji akeciné bendrové, jkurta pagal Svedijos
jstatymus, kurios duomenys kaupiami ir saugomi
Svedijos jmoniy registracijos biure (Svedy kib.
Bolagsverket),  registracijos  Nr.  556189-2794,
registruotos buveinés adresu p/d 1816, 171 23 Solna,
Svedija (toliau - Imoné), atstovaujama Bendrovés
valdybos nariy Yonna Olsson ir Christiane Iwanoff,

Siuo jgalioja §j asmeni:
Olympus Sverige Aktiebolag Lietuvos filialo (Ukmerges

g. 369A, Vilnius, Lietuvos Respublika 304103972)
darbuotoja:

asmens kodas
Vilnius Lietuvos Respublika

Andriy Simonaiti.
adresas Sviliskiy g. -
(toliau — Jgaliotinis)

Imonés vardu ir naudai savo nuoZiiira atlikti §iuos
veiksmus:

a) sudaryti, keisti, patvirtinti, pasira8yti bei pateikti
perkandiosioms organizacijoms savo nuoZiura bet
kuriuos dokumentus, reikalingus dalyvavimui visuose
vie§uose pirkimuose organizuojamuose Lietuvos
Respublikos teritorijoje ir skelbiamuose CVP IS ir
sutaréiy sudarymui.

b) teikti pasifilymus ir kitus dokumentus CVP IS

sistemoje ir pasirayti sutartis su perkantigja
organizacija Imonés vardu;

c) atstovauti jmonés interesus santykiuose su
perkandiosiomis  organizacijomis, savo nuoZifira

sprendZiant dél bet kurio klausimo, susijusio su
dalyvavimu pirkime, ir gauti bet kokig su pirkimais
susijusia informacijg ir dokumentus;

d) atlikti bet kurinos kitus teisinius veiksmus,
susijusius su (a), (b) ir (¢) punkte auks¢iau nurodytais
dalykais, jskaitant teise pasirayti pasiiilymus, tiekejo
deklaracijas, priesaikos deklaracijas ar kitus su
pasiiilymu susijusius dokumentus, taip pat paslaugy
teikimo ar prekiy tiekimo sutartis ar jy pakeitimus
Imonés vardu. Sisjgaliojimas (toliau - Igaliojimas)
nejtakoja ir neriboja bet kuriy kity asmeny teisiy atlikti
teisinius veiksmus Jmonés vardu.

Sis [galiojimas galios, kol bus atSauktas arba po jo
suteikimo praeis 12 ménesiy.

POWER OF ATTORNEY
7 January 2016

Olympus Sverige Aktiebolag, private limited liability
company formed under the laws of Sweden, the data are
accumulated and kept with the Swedish Companies
Registration Office (Sw: Bolagsverket) under corp. reg.
no. 5561892794, registered address is at Box 1816, 171 23
Solna, Sweden (the Company), represented by the
members of the board of directors Yonna Olsson and
Christiane Iwanoff,

hereby authorises the following person:

the employee of Olympus Sverige Aktiebolag Lithuanian
branch (registered address at UAB Ukmerges str. 3694,
Vilnius, Lithuania, company’s code: 304103972):

Andrius Simonaitis, personal code .
address Sviligkiy str. Vilnius, Republic of
Lithuania (hereinafter, the Representative)

to take the following actions for and on behalf of the
Company at their discretion:

a) to conclude, approve, sign and submit
documents to the contracting authorities related to the
participation in any public procurement tenders
organized in the territory of Lithuania and published in
the public procurement system CVP IS as well as signing
the contracts;

b) to submit proposals and any other document via
CVP IS system and sign the contracts with the
contracting authority on behalf of the Company;

c) to represent the interests of the Company in
relationships with the contracting authorities and take
any decisions related to the participation in the public
procurement as well as receive all related information
and documents;

d) to perform any other legal actions relating to the
matters specified in paragraphs (a), (b) and (c) above,
including the right sign the tender proposals, supplier’s
declarations, declarations of oath or any other
documents related to the proposal, as well as agreements
related to service provision or supply of goods and
amendments thereof on behalf of the Enterprise.
This power of attorney (the Power of Attorney) shall
not affect or restrict the rights of any other persons to
perform legal actions on behalf of the Enterprise.

This Power of Attorney shall be valid until revoked and

shall otherwise expire after 12 months from the date
hereof.
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Igaliojimas sudarytas lietuviy ir angly kalbomis. Esant
prieStaravimy ar neatitikimy tarp Igaliojimo teksto
lietuviy ir angly kalbomis, vadovaujamasi [galiojimo
tekstu lietuviy kalba.

TAI PATVIRTINDAMI Zemiau pasirasé aukstiau

Jgaliojime nurodyta dieng.

Olympus Sverige Aktiebolag vardii/ On be

The Power of Attorney is formed in Lithuanian and
English. In case of any discrepancy or inconsistency
between the texts of this Power of Attorney in the
Lithuanian and English languages, the Lithuanian text of
the Power of Attorney shall prevail.

IN WITNESS WHEREOF signed below as of the date
specified in the Power of Attorney above.

If of Olympus Sverige Aktiebolag:

I

Chrisﬁ@o?fl
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- . EC Certificate
Directive 93/42/EEC Annex V

'Prbduc_ti¢n Quality Assurance
Medical Devices

k —_—
TUVRheinland

-

'_._L;Regustration No , DD :50073823 0001

T

Report No.: 12018179 001

Olympus Medical Systems Corp.
S s - 2951 Ishikawa-cho, '
sF L HACHIOJI-SHI, TOKYO 192-8507
-~ JAPAN -

Manifacturer:

-

Agpects of Manufacture to secure and maintain Sterility of
Sterile Endotherapy Devices used in conjunction with

* Endoscopes, Sterile Non Active Instruments used in
conjunction with Endoscopes and Sterile Non Active
Instruments used in conjunction with Medical Ultrasound
Diagnostic Imaging Systems
(see attachments for producte and additional sites includeéd)

-‘?rb’dut-:‘t,s:‘

V"E.E '::plrv Date.

2017-11~02

The Notlﬁed Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
“been.met for the Jisted products. The above hamed manufacturer has established and applies a quality
- -fassuranca system;which - -is-subject-to -periodic -surveiliance, -defined by Annex V, section 4 of the

o ~nfmamentioned dfrect[ve For placlng on ‘the market of class lIb and class Il devices covered by this

Hi is required.
/ j-z “J‘/

Dipl.-lng. . Masur

_ Effective Date: - 2013-04-15

' Date V 2oi3-o4—1s
TUV Rheintand LGA Products GmbH - TillystraBe 2 - 90431 Niirmnberg

) TCIV Rheinland . I.GA Products GmbH is a Notified Body sccording to Directive 93/42/EEC
: " concerning medical devices with ‘the identification nurnber 0197.
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TUVRheinland !

“TUV Rheinland s Doc. 1/3, Rev .0

| LGA Products GmbH - :

TillystraRe 2, 90431 Niirnberg. ) e

Attachmeit to “
Certificate s L _ 5
tration No.: DD 60078828 0001 | L A

“No.: 12018179 001

“! ‘Manufacturer: 'Olympus Medical Systems Corp.
© 2951 Ishikawa-chq,
HACHIOJI-SHI, TOKYO 192-8507

JAPAN
Additional sites included:
sh:.ka.wa Office 3
2951 Ishikawa cho, Hachioji-shi, Tokyo 192-8507, Japan i

Monolith Office :
Shinjuku Monolith, 2-3- :L Nishishinjuku, Shlnjuku-ku, e
Tokyo 163- 0914, Japan

Centr;lﬂP,\:ociifer'nent Center Kobaun
' 527-1 Ohira, Odakura, Nishigo-mura, Hmh:.shlrakawa. gun,
Fukushima 961-8061, Japan -

Central Procurement Center Shirakawa
3-1 Okamiyama, Odakura, Nishigo-mura, Nishishirakawa-gun,
: Fuku;lhima 961-8061, Japan b

Céntral Procurement Center Aizu B

500 Muranishi, Niidera, Monden-machi, Aizuwakamatsu-shi,
Fukushima 965-8520, Japan

‘Date: 2013-04-15
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Tl’]VRheiniau?d

TUV Rhamland R Yk e 1
LGA Products GmbH  ~* © L
ystraBe 2 90431 Nurnberg .

" Db 60078828 0001
12018179 001

'q;.;-OIyrnpus Medlcal Systems Corp.

12951 Ishikawa-cho,.
HACHIOJI-SHI, TOKYO 192- 8507
JAPAN

. Aqditional sites included:

‘- Central Procurement Center Kawasa}u
-_-,3-1 'I‘anabeah:.nden, Kawasak:l. ku, Ka.wasakl -ghi, Kanagawa

210- 356, Japa.n

Production D:.visa.on aw oy S B e _ A
‘-2'248 1 Okkpnok_x, Kurolsh:l.—sh:., ‘Aomori 036-0357, Japan
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-Manufacturer:

Endosc_:opéa wt 2

[Jata. W

'7 ot.ifig__g_i_,, Body. . ;

"%fDOC}Ziji,Tﬁg

- ster:r.le on Active Instruments uaed in- conjunctlon with

- TUV Rhefnland

G R e

S

B

o

T

e

i

FET
i

R A

IpEN.
I '}:)5"5:'?&!

RRUREN

Ll

T P
LilR

it

] ekl

iy

TR

1

ERETT

st

YR A B

i3
ol
it

b
g

AT
5

o

st



" gam s % vl ‘ : i .
. .. EC Certificate TUVRheinland
Directive 92 142/EEC .Annex Il, excluding Section 4
7 Full Quality Assurance System
" Medical Devices

-

0go1

Registration No.: HD 60078827
" ‘Report.No.: 12018179 001

¢ ._; | OlympusMedlcaI ‘Systems Corp.
2951 ishikawa-cho,
. _HACHIOJI:SHI, TOKYO 192-8507

.

\':JTPI’QdUCt'S: - Design and Development, Manufacture of Medical Endoscopy
1 i ' o e Systems, Diagnostic, Operation and Treatment Products

(see attachments for products and additional sites included)

Replaces Approval, Registration No.: HD 60026867 0001

f,-;%"EXpi['\]"D‘a'th: 2017-11-02 .

" The Notified Body ‘hereby ‘declares that' the fequirements ‘of Annex If, excluding section 4 of the directive
93/42/EEC have béen met for the listed products. The above named manufacturer has established

---‘-and--n@p_!ies-;a)-:'cfaudi'_ity#a:ssis_rmeg%s_'v'_s_tém;;whlc'h-:‘»i'saw‘subjéct»to--p‘eribd'lé-‘surveillance, defined by Annex Ii;

. gection 5 -of 1_h‘e'-aforie'rneﬁ‘tid:iadf-:d‘rr‘ecﬁw.‘*F,or'ptaclng on-the market of class Il devites covered by

this certificate an EC design-examination certificate according_to.Annex [l, section 4 is required.

'~ Effective Date: © 2013-04-15

Date: - 2013-04-15

‘ -Tﬂy,-':ﬁheiniahd LGA Pmdut_:t;s GmbH is a Notified Body according to Directive 83/42/EEC
concerning medical devices with the identification number. 0197.
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TUV Rheinland .
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg-

4

it to

HD 60078827 0001
12018179 001

Registration No.:
Report No.:

-~ Manufacturer: Olympus Maedical Systems Corp.
SR, 2951 Ishikawa-cho, _
E 5 HACHIOJI-SHI, TOKYO 192-8507
' ’ JAPAN

Additional sites included:

Ighikawa Office
2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan
Monolith Office B '
Shinjuku Monolith, 2-3-1 Nishishinjuku, Shinjuku-ku,
Tokyo 163-09214,; Japan

e AW m ol cmn S 3 W E SREROTEES § %
Central Procurement . Center Kobaun
.527-1 Chira, Odakura, Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japan .
Central Procurement Center Shirakawa
3-1 “Okamiyama, Odakura, Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japan

Central Procurement Center Aizu

500 Muranishi, Niidera, Monden-machi, Aizuwakamatsu-shi,
¥ukusghima 965-8520, Japan

Date: 2013-04-15

; -
TUVRheinland

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

Attachment t6 "

Registration No.:  HD 60078827 0001 , :
Report No.: 12018179 001 '

W -;f'jjfi_ﬁ\,li,a_r;ufat,:turer: . - Olympus: Medical Systems Corp.

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

Additiocnal sites included:

Central Procurement Center Kawasaki

* 3-1 Tanabeshinden; Kawasaki-ku, Kawasaki-shi, Kanagawa

210-0856, Japan

Production Division

2-248-1 Okkonoki, FRuroishi-ghi, Acmori 036-0357, Japan
5

Date: 2013-04-15

TUVRheinland

\ i PP

=




Attachment 16
Certificate

9

--'Integrated Endosurgery ‘Systems -

L T T L A e G T O L R el
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TOVRheinland

v ﬁhéiﬁl’aﬁd |

G 3(3, Rev .0-

T

g Oly ipus Medical. Systems (.‘.orp
: 1 Ishikawa-cho,. -
_CHIOJ! SHI -TOKYO 192-8507
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N ®
TUVRheinland

Certiﬂcate

_ The Certification. Body of
TOV 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:

See attachments for scope and additional sites

a Proof has been furnishied that the requirements specified in

"EN I1SO _13485:2012 |
EN ISO 13485:2012/AC:2012

are fulfiled. The quality anagement system s subject to yearly surveiliance.

Certificate Registration No.; SX 60078826 0001
An audit was performed. Report No.: 12018179 001
This Certificate is valid until; 02.11.2017

Certification Body

H* KKy Akreditiert durch
% Zemuisielie der Linder

4
; Gesundheitaschutz
'&. “ ® o bel Arznaimitiein
w e “R und Medizinprodisden
Ti g K ZLG-ZQ-995.00.01-46

Date 15.04.2013

TOV Rheinland LGA Products GmbH - Tillystrafe 3 - 90431 Niirnberg

Tel: 449 221 B06-1371 Fax: +49'221 806-3935 s-mai:cert-valdity@dea.tuv.com hitpi/hew. tuy.com/safety
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TOVRheinland

TUV Rheinland Doc. 1/16, Rev .0
ER Praucie GG T T T
TillystraBe 2, 90431 Niirnberg

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

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

-

-

z Scope: Design, Development, Mamufacture and Servicing of

%g Endoscopés, Erdotherapy devices, Light Scuzces, Imaging

: ‘Processotrs, Endoscope ‘Position Detectxng Unikts,

: 'Electrnthermal Cautery Units, Intégrated Endosurgery
Systems, Endoscopic RegulatlonJCGntrol Units, Camera

%% Heads/Pumps/Monitors/Recorders for Endoscopy,
Blectrosurgical Equipment, Capsule Endoscopy Systems,

= Laparoscopic Insufflators, Ultrasocund Diagnostic Imaging

%% » Systems, Disinfecting Units and Ultrasound Surgical

% Equipment

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

Servicing of Ultrasonic Lithotriptors

(te be continued, Doc. 2/18)

- GR R, Akkreditiert durch

e

ﬁ’lﬂ:‘!ﬁ i tlobemiind
= 1} " unde:il:::uM 4
2 5 @“‘ ZLG-ZQ-995.00.01-46
= ,
e Date: 2013-04-15
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TUVRheinland

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

1 Attachment to
: " Registration No.: SX 60078826 0001
Report No.: 12018179 001
B
= Organization: Olympus Medical Systems Corp.

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

i

)
i

il

i

i
il

Scope: {continued from Doc. 1/16)

Design, Development, Manufacture of Sterile Non Active
Instruments used in conjunction with Endoscopes, Sterile
Endotherapy Devices used in conjunction with Endoscopes,
Sterile Nop Active Devices used in conjunction with Medical
Ultrasound Diagnostic Imaging Systems and Water Container,
Water Supply Tube, Water Feeding Valve and Foot Switch for
E Pump

T

bﬁ‘-.ﬂ;i :
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Hix

a® *st* Akkreditiert durch
thmbblll der Ldnder

* &G ® bai Azreimitain

'5:? und Mldi:inpmduimn
‘ﬂ’ #™ ZLG-ZR-995.00.01-46

Date: 2013-04-15
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TUVRheinland

TUV Rheinland D, By e <
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:

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

Scope:

Design and Devélopment, Quality Assurance, Planning of
Bridoscopes, Endotherapy devices, Light Sources, Imaging
Processors, Endoscope Position Detecting Units,
Electrothermal Cautery Units, Integrated Endosurgexy’
Systems, Endoscopic Regulation/Control Units,

Ccamera Heads/Pumps/Monitors/Recorders for Endoscopy,
Electrosurgical Egquipment, Capsule Endoscopy Systems,
Laparoscopic Insufflators, Ultrasound Diagnostic Imaging
Systems, Disinfecting Units and Ultrasound Surgical
Equipment

s T

frajis
&

IR

3‘;..:,‘

= Design and Development of Probes and Transducers for
ﬁ Ultrasonic Lithotriptors, Servicing of Ultrasonic

g2 Lithotriptors (to be continued, Doc. 4/16)

Xl . %Rw,  Akkreditiertdurch :

= el 2evsle dor L ertification Body

£ = W@ » VOt Aanemieln

E w. *'k und Medizinprodukien

. R o k¥ ZLGZQBI5.00.01-46 / JZ

= Date: 2013-04-15 g Y

= 7 Dipl.-ings 0., Masur

g et
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TUVRheinland

TUV Rh&ifﬂaﬂd Doc. 4/16, Rev .0
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

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

Organization: ympus Medical Systems Corp.
2951 Ishikawa-cho,

= HACHIOJI-SHI, TOKYQ 192-8507
% JAPAN

1
§

R

= Scope: Products and additional Sites included:
= Ishikawa Office
E

3951 Ishikawa-cho, Hachioji-shi, Tokyo, 192- 8507, Japan

lﬂc

Scope (continued from Doc. 3/1s)

-Design and Development, Quallty Assurance, Planning of Water
Container, Water Supply Tube, Water Feeding Valve and Foot
Switch for Pump, Sterile Non Active Instruments used in
con:;unct:.on with Endoscopes, Sterile Endotherapy Devices
used in conjunction with Endoscopes and Sterile Ron Active
Devices used in Medical Ultrasound Diagnostic Imaging
Systenis

e

3

a® w{, Akkraditiert durch
Sy ﬁ- Zanfhmlaulm

w

» ERE xR A enemiein
" N *1-?- und Medlzinproduktan
ft*:‘k ZLG-ZQ-995.00.01-46

Date: 2013-04-15

VBA "m% Certification Body

E)50./ Tt

\ e.,%m#" Dipl.-Ing? 0. :Masur
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Alﬁachmem to
Registration No.:
Report No.:

Organization:

Scope:

**Wﬂ‘* Akkreditiert durch
2 %  Zentraistelle der Lander

W
A 10r Gesundhelsuchutz
% m el bef Aczneinitieln

Date: 2013-04-15

A ®
TUVRheinland

Doc. 5/16, Rev .0

TOV Rheinland
LQA 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:

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

Scope:
Activities related to Delivery Support, Vigilance for
Domestic Market, Maintenance of Infrastructure,

servicing (except single-use devices) and Customer
communication of Endoscopes, Endotherapy devices, Light
Sources, Imaging Processors, Endosccpe Pogition Detecting
Units, Electrothermal Cautery Units, Integrated BEndosurgery
Systems, Endoscopic Regulation/Control Units,

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

{to be continued; Doc. 6!16)
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TUVRheinland

TUV Rheinland HoR SR, Moy £

LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

1 Attachment to _
3t Registration No.: §X 60078826 0001

Report No.: 12018179 001

eI

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

Scope: - Products and additiénal Sites included:

Monolith Office .
Shinjuku Menelith 2-3-1, WNishishinjuku, Shinjuku-ku,
TQk}i’b 163-0914, Japan

Scopé {cortiniued from Déc. 5/16):
Activities related 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 Imstruments used in
conjunction with Bndoscopes, Sterile Endotherapy Devices
used in conjunction with Endoscopes and Sterile Non Active
Devices uged in conjunction with Medical Ultrasound
Diagnostic Imaging Systems

it
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e
b

f¥Xwy  Alkraditiert durch
% % Zgniraisile der Liceler
ﬁﬁ und Medizinprodisden

iy ™ ZLG-ZQ-995.00,01-46

Date: 2013-04-15
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TUVRheinland

TUV Rheinland T TfERg R
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

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

Organization: Olympus Medical Systems Corp.
2951 Ishikawa-chog, .
HACHIOJI-SHI, TOKYO 182-8507
JAPAN

Scope: Products and additional Sites included:

Service Operation Center
‘3+9 Okamiyvama, Odakura Nighigo-mura, Nishishirakawa-gun,
Fukighima 961-8061, Japan

e R S

Hisby

Scope:

Servicing of Endoscopes, Endotherapy devices, Light Sources,
Imaging Processors, Endoscope Position Detecting Units,
Electrothermal Cautery Units, Integrated Endosurgery
gystems, Endoscopic Regulation/Control Units,

Camera Heade /Pumps /Monitors/Recorders for Endoscopy,
Electrosurgical Equipment, Ultrasonic Lithotriptors,

Capsule Endoscopy Systems, Lapargscopic Insufflators,
Ultrascund Diagrostic Imaging Systems, Disinfecting Units
and Ultrascund Surgical Equipment

itihl

xXR#y  Akkreditiert durch
¥ Zenimistelie der Lindec

« BLEx oo
w, ﬁ* und Medizinprodulden
® R ZLG-ZQ-995.00.01-46

Certification Body

(58 / Jews

-

Date: 2013-04-15




TUVRheinland

TOV Rheinland Doc. 8/16, Rev .0
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

{. Attachment to ) :
5 Registration No.:  SX 60078826 0001

* Report No.: 12018179 001
Organization: Olympus Medical Systems Corp.
2951 Ishikawa-cho, !
HACHIOJI-SHI, TOKYO 192-8507 i
JAPAN
Scope: ‘Products and additional Sites included:

Central Procurement Center Kobaun
527-1 Ohira Odakura Nishigo-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, Endeotherapy
Devices, Light Sources, Imaging Processors, Endoscope
Position Detecting Units, Electrothermal Cautery Units,
Integrated Endogurgery Systems, Endoscopic
Regulation/Control Unite, Camera Heads/Pumps/Monitors/
Recorders for Endoscopy, Electrosurgical Equipment,
Ulitrasonic Lithotriptors, Capsule Endoscopy Systems,
Laparoscopic Insufflators, Ultrasound Diagnostic Imaging
Systems, Disinfecting Units and Ultrascund Surgical
Equipment (to be continued, Doc. 9/16)

deateitie

ﬁ,x "’Hrﬂ, Akkreditiert durch

‘ II zﬁ:"'é'-“u%ﬁ‘:’nw.m"‘
r

! h’ ‘ by ung M-dxzmpmdm

" 1&* 71.6.2Q-995.00.01-46

Date: 2013-04-15




o ®
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TUV Rheinland B iy ew 40
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to _
‘Registration No.: 8X 80078826 0001

Report No.: 120181798 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
‘529-1 Ohira Odakura Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japan

‘Scope (continued from Doc. B/LE):

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 ) P

* =1 'Fr';rw Akkreditlert durch
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ﬁit und Medizinprodukian
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Date: 2013-04-15
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TUVRheinland

TOV Rheinland Bo;; Rfilk Rav B
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

A%ta“chfn‘ént to
Roglstratmn No.: $X 60078826 0001
Report No.: 12018179 001

Organization: Olympus Medical Systems Corp.
2951 ishikawa-cho}

§ : HACHIOJI-SHI, TOKYO 192-8507
JAPAN

g

%

2 &

g

e Scope: Products and additional Sites included:

% Central Procurement Center Shirakawa

-1 Okamiyama, Odakura Nishigo-mura, Nashishlrakawa ~gun,
Fukushlma 961-8061, Japan

Scope:

& Storage and Distribution of Parts of Endoscopes, Endotherapy
Devices, Light Sources, Imaging Processors, Endosgcope
Position Detecting Units, Electrothermal Cautery Units,
Integrated Endosurgery Systems, Endoscopic Regulation/
Control Units, Camera Heada/Pumps/Monltors/Recorders for
Endoscopy, Electrosurgical Eguipment, Ultrasonic
Lithotriptors, Capsule Endoscopy Systems, Laparoscopic
Insufflators, Ultrasound Diagnostic Imaging Systems,
Disinfecting Units and Ultrasound Surgical Equipment
(to be condinued, Doc. 11/16)
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TUVRheinland

Doc. 11/16, Rev .0

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Nurnberg

SX 60078826 0001
12018179 001

Organization:. Olympus Medical Systems Corp.

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

Scope: proai;ccs and additional Sites included:

. Central Procurement Centex Shirakawa .
i 3-1 Okamiyama, Odakura Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-806%, Japan

. Scope (continued from Doc. 10/16) :
Storage and Distribution of Parts of Water Containex,
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 Ultrasocund Diagrostic
Imaging Systems
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TUVRheinland

Tl"JV Rheinland Doc. 12/16, Rev .0
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 Sources, Imaging Processors, Endoscope '
Position Detectihg Units, RBlectrothermal Cautery Units,
Integrated Endosurgery Systems, Endoscopic Regulation/
Control Units, Camera Heads/Pumps/Monitors/Recorders for
Endoscopy, Electrosurgical Egquipment, Ultrasonic
Lithotriptors, Capsule Endoscopy Systems, Laparoscopic
Insufflators, Ultrasound Diagnostic Imaging Systems,
Disinfecting Units and Ultrasound Surgical Equipment

{to be continued, Doc. 13/16)
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Doc. 13/16, Rev .0 ,

TOV Rheinland
* LGA Products GmbH
TillystraBe 2, 90431 Nurnberg

$X 60078826 0001
12018179 001

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

pProducts and additicnal gites ingluded:

central Procurement Center Aizu
500 Muranishi, Niidera, Monden-machi, Aizuwakamatsu- ghi,

Fukushima, 965-8520 Japan

44 J b

Scope {continued from poc. 12/186):

Storage and Distribution of Parts of Water Container, Water
Supply Tube, Water Feeding Valve and Foot gwitch for Pump, :
Sterile Non Active Imstruments 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

%Ry, Akkreditiert durch
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TUVRheinland

TUV Rheinland Doc. 14/16, Rev .0
‘ 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 Procirement Center Kawasaki
3-1 Tanabeshinden, Kawasaki-ku, Kawasaki-shi, Kanagawa
210-0856,Japan

Scope:

& Storage and Distribution of Parts &f Endoscopés, Endotherapy
devices; Light Sources, Imaging Processors, Endoscope
Pogition Detecting Units, Electrothermal Cautery Units,
Integrated Endosurgery Systems, Endoscopic Requlation/
Control Units, Camerd Headaf?umps/Monltorslnecordzrs for
Endogcopy, Electrosurgical Equipment, Ultrasonic
Lithotriptors, Capsule Endoscopy Systems, Laparoscopic
Insufflators, Ultrasound Diagnostic Imaging Systems,
pDisinfecting Units and Ultrasound Surgical Equipment

{to be continued, Doc. 15/16)
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TUVRheinland

TOV Rheinland Do L5/36y RN 40
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

ation No.:  SX 60078826 0001
' 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 Xawasaki
3-1 Tadabeshinden, Kawasaki-ku; Kawasaki-shi, Kanagawa
210-0856,Japan

Scope (continued from Doc. 14/16):

Storage and Distribiition o¢f Parts of Water Container, Water
Supply Tube, Witer 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 Norf Active Devices used in
conjunction with Medical Ultrasound Diagnostic Imaging
Systems

SWR%,  Akkreditiert durch

& 4r Zanjralstelle der Lindar
& WG x Copmen:
"W, W und Medizinprodukten

K g w™ ZLG-ZQ-995.00.01-46
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TOV Rheinland va Ryey EE
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

S$X 60078826 0001
12018179 001

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

Scope: Products and additional Sites included:

Production Division _
2-248-1 Okkonoki, Kuroishi-shi, Romori 036-0357, Japan

‘Scope:
Production Transfer Support

% ﬁ'\‘z* Akkreditiert durch
%* Y Zontruislells dor Liinder
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Date: 2013-04-15




Vertimas is angly katbos

{.TOV Rheinfand®" logotipas)
ER atitikties sertifikatas

Tarybos direktyva 93/42/EERB, V priedas
Gaminio kokybés uztikrinimas
Medicinos prictaisai

Registravimo Nr. DD 60078828 0001
Ataskaitos Nr. 12018179 001

Gamintojas:

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

HACHIOJI-SHI, TOKLIAS 192-8507
JAPONIIA

Produkiai:

Gamybos aspektai, skirti utikrinti ir ilaikyti $iy prietaisy sterilumg: endoskopinio gydymo prietaisy,
naudojamy kartu su endoskopais, steriliy neaktyviy prietaisy. naudojamy kartu su endoskopais, ir sterifig
neaktyviy prietaisy, paudojamy kartw su medicinos diagnostinémis ultragarso vaizdo sistemomis (2r.
jtrauktus produktus ir papildomas vietas prieduose).

Galigja iki 2017-11-02

Notifikuotoji jstaiga patvirtina, kad nurodyti produkizi tenkina Dircktyvos 93/42/EEB V priedo
reikalavimus. Nurodytas gamintojas yra jdieges ir taiko kokybeés uZtikrinimo sistema, kuri yra periodiskai
prizidirima, kaip apibréZta minétos direktyvos V priedo 4 skirsnyje. Norint rinkai tickti Hb ir 111 Klases
prietaisus, kuriems taikomas &is sertifikatas, yra reikalingas EB tipinio pavyzdZio patikrinimo sertifikatas,
nurodytas H priede.

{sigaliojimo data: 20113-04-15
Data; 2013-04-15

Notifikuotoji {staiga
/Spaudas/

/Paradas/

Inzinierius O, Masur

.TUV Rheinland LGA Products GmbH*™, TillystraBe 2, 90431 Niurmnbergas

STUV Bheiland LGA Products GmbH” yra notifikuotoii jstaiga pagal Direktyva 93/42/EEB dél medicinos prietaisuy,
identifikavimo numeris 0197,



[.TUV Rheinland®* logotipas)
Dok. 1/3, versija .0
LTUV Rheinland LGA Products GmbH™, TillystraBe 2, 90431 Niumbergas

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

Gamintojas;

LOlympus Medical Systems Corp.”,
2651 Ishikawa-che,

HACHIOJI-SHL, TOKUAS 192-8507
JAPONUA

ftraukti papildomi centrai:

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

Monolith biuras
Shinjuku Monolith, 2-3-1 Nishishinjuku, Shinjuku-ku
Tokijas 1630914, Japonija

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

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

Notifikuotojt jstaiga
/Spaudas/
/Paradas’
InZinterius O. Masur



[..TOV Rheinland®* logotipas)
Dok, 2/3, versija .0
TOV Rheintand LGA Products GmbH", Tillystrafie 2, 90431 Niurnbergas

Sertifikato priedas
Registravimo Nr. DD 60078828 0001
Ataskaitos Nr. 12018179 0G1

Gamintojas:

~Olyvmpus Medical Systems Corp.™,
2951 Ishikawa-cho.

HACHIOJI-SHI, TOKIJAS 152-8507
JAPONIIA

Jtraukti papildomi centrai:

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

Gamyhos padalinys
2.248-1 Okkonoki, Kuroishi-shi, Aomori 036-0337, Japonija

Data: 2013-04-15

Notifikuotoji jstaiga
/Spaudas/

/Parasas/

InZzinierius O, Masur



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

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

Gamintojas:

LOlympus Medical Systems Corp.™,
24951 tshikawa-cho,
HACHIOM-SHL TOKIJAS 192-8507
JAPONLIA

[traukti produktai:

- kartu su endoskopais naudojami steriliis neaktyvis prietaisai:
- kattu su medicinos diagnostinemis ultragarso vaizdo sistemomis naudojami steritis neaktyvis prietaisai;
- kartu su endoskopais naudojami sterilits endoskopinio gydymo prietaisai.

Data: 2013-04-15

Notifikuetoli jstaiga
/Spandas/

/Paralas’

Inzimerius O, Masur



Vertimas 13 angly kalbos
[.TUV Rheinland®" logotipas]
EB atitiktics sertifikatas

Taryhos dircktyva 93/42/EEB, Il priedas, isskyrus 4 skirsnj
Visisko kokybes uztikrinimo sistema
Medicinos prietaisai

Registravimo Nr. HD 60078827 000)
Ataskaitos Nr. 12018179 00}

Gantintojas:

LHympus Medical Systems Corp.©,
2951 Ishikawa-cho,
HACHEOII-SHE, TOKHIAS 192-8507
JAPONUA

Produktai:
Medicinos endoskopiniy sistemuy, diagnostiniy, chirurginiy ir gvdymo produkty projektavimas ir vystymas
bei gamyba (7r. jtrauktus produkius ir papiidomas vietas prieduose}.

Pakeitia patvirtinima, kurio registravimo Nr. HD 66026867 0001,
Galioga iki 2017-11-02

Notifikuotoji staiga patvirtina, kad nurodyti produktai tenkina Direktyvos 93/42/EEB I priedo, isskyrus 4
skirsnj, reikalavimus. Nurodytas gamintojas yra jdieges ir taiko kokybés uZtikrinimo sistema. kuri yra
periodiSkai prizidrima, kaip apibré2ta minétos direktyvos 1 priedo S skirsnyje. Norint rinkai tiekti 111 Klasés
prietaisus, kuriems tatkomas 3is seniifikatas, yra reikalingas EB tipinio pavyzdzio patikrinimo sertifikatas.
nurodyias Il priedo 4 skirsnyje.

{sigaliojimo data: 2013-04-15
Data: 2013-64-15

Notifikuotof: jstaiga
{Spaudas/

/Paradas/’

Inzinterius O. Masur

TUV Rheintand LGA Products GmbH*, Tillystrabe 2, 96431 Niumbergas

_TUV Rheinfand LGA Products GmbH™ yra notifikuotoji istaiga pagat Direkryva 93/42/EEB del medicinos prietaisy,
identifikavimo numeris 0197,



(.. TOV Rheinland®* logotipas]
Dok. 1/3, versija .0
LTUV 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,

HACHION-SHI, TOKIJAS 192-8507
JAPONUA

hraukti 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 961-806 1, laponija

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

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

Data: 2013-04-15

Notifikuatoji jstaiga
/Spaudas/
/Paralas/
InFinierius O. Masur



[,. YUV Rheinland®~ logotipas]
Dok, 2/3, versija .0
TOV Rheinland LGA Products GmbH™, TifiystraBe 2. 90431 Niurnbergas

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

Gamintojas:

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

HACHION-SHI, TOKIIAS 192-8507
JAPONDA

ltraukii papildomi centrat

Cenirinis 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/

/Paralas/

InZzinierius O, Masur



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

Sertifikato priedas
Registravimo Nr. HD 60078827 (04
Ataskaitos Nr. 12018179 001

Gamintogas:

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

HACHION-SHI, TOKUAS 192-8307
JAPONIIA

{traukti produktai:

- kapsuliniai endoskopat ir sistemos;
- diagnostinés uitragarso vaizdo sistemos;
- medicinos endoskopings sistemos:
- endoskopai:
- endoskopinio gydymo prietaisai;
- vaizdo apdorojimo jranga;
- pompos endoskopijai;
- Sviesos Saltinial;
- padéties nustatymo prietaisai;
- elektrinial Siluminio prideginimo prietaisai;
- infegruotos endochirurgings sistemos:
Endoskopinio reguliavimo / kontrolés prietaisai.
- elektrochirurgijos jranga;
- zondai ir keitikliai ultragarsiniams litotriptoriams,
- laparoskopiniai dujy iplitimo prietaisai;
- ulragarsiné chirwrging jranga:
- dezinfekavimo prietaisai.

Data: 201 30415

Notifikuotoi jstaipa
/Spaudas/

{Parasas/

Inzinterius €3 Masur



Vertimas i3 angly kalbos
(.. TOV Rheinland®* logotipas)
Sertifikatas

JTOV Rheinland LGA Products GmbH™
sertifikavino jstaiga

patvirting. kad

LOlympus Medical Systems Corp.”,
2951 1shikawa-cho,
HACHIOJ-SHI, TOKIAS 192-8507
JAPONLIA,

yra jdicgusi ir taiko medicinos prietaisy kokybés vadybos sistema, apimandia;
#r. apimt] ir papildomus centrus prieducse.

Pateikii jrodymai patvirtina, kad EN 1SO 13485:2012 ir EN 1SO 13485:201 2/AC:2012 reikalavimai yra
tenkinami. Kokybés vadyhos sistemos priezitra vikdoma kasmet.

Sertifikato registravimo Nr. SX 60078826 0041
Auditas atliktas. Ataskaitos Nr. 12018179 001
Sertifikatas galioja iki 2017-11-02

Serufikavimo istaiga
/Spaudas/

/Parasas/

Tnzinierius O Masur

Data: 2013-04-15

_TOV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niumbergas
Tel. +49221806-1371, faks. +49221806-393%, el. pastas: cert-validity@de.tuv.com, http:/www.tuv.com/safety



[..TOV Rheinfand®* logotipas]
Dok. 1/16, versija 0
LTUV Rheinland LGA Products GmbH™, Tillystrabe 2, 90431 Niumnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 004

Organizacija;

~Olympus Medical Systems Corp™
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKUJAS 192-8507
JAPONIIA

Apimtis:

Endoskopy, endoskopinio gvdymo prietaisy, dviesos Saltiniy, vaizdo apdorajimo jrangos, endoskopo padeties
nustatymio  prietaisy, elektriniy Silwminio  prideginimo  prietaisy. integruoty  endochirurginiy  sistemy,
endoskopiniy reguliavimo / kontrolés prietaisy, endoskopijos kamery / pompy / monitorty / leistuvu,
elektrochirurgijos jrangos. kapsulings endoskopijos sistemy, lfaparoskopiniy dujy ipGtimo  aparaty,
diagnostiniy ultragarso vaizdo aparaty, dezinfekavimo prictaisy ir ultragarsinés chirurgijos jrangos
projekiavimas, vystymas, gamyba ir aptarmavimas.

Ultragarsiniy litotriptoriy; zondy ir keitikliy projektayimas, vystymas ir gamyba.
Ultragarsiniy litotriptoriy aptarnavimas.

{ Testnys Dok, 2716)

Sertifikavime jstaiga

fSpaudas’

Paradas/

InXinierius O. Masur

Data: 2013-04-15



[..TOV Rheinland®* logotipas)
Dok. 2716, versija .0
LTUV Rheinland LGA Products GmbH™, Tillystrae 2, 90431 Niurnbergas

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

Organizacija:

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

HACHIOI-SHI, TOKUJAS 192-8507
JAPONUA

Apimtis: {Dok. 1/16 tgsinys)

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

Sertifikavimo jstaiga
/Spaudas/

[Parasas/

InFinierius O. Masur

Data: 2013-04-15



[..TOV Rheinland®* logotipas)
Dok. 3/16, versija .0
LTUV Rheinland LGA Products GmbH®, TillystraBe 2, 9043t Niurnbergas

Priedas
Registravimo Nr. SX 60078826 (001
Ataskaitos Nr, 12818179 001

Organizacija;

LOlympus Medical Systems Corp.™
2951 Ishikawa-cha,

HACHIOJI-SHI, TOKLIAS 192-8507
JAPONHA

Apimtis: Jtraukiami produkiai ir papildomi centrai

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

Apimtis;

Endoskopuy, endoskopinio gvdymo prietaisy, Sviesos Saltiniy, vaizdo apdorojimo jrangos, endoskopo padéties
nustatymo  prictaisy, elekirimiy  Siluminio  prideginimo  prictaisy, inegruoty  endochirurginiy  sisten,
endoskopiniy reguliavimo / kontrolés prietaisy, endoskopijos kamery / pompy / monitoriy / leistuvy,
elekirochiruegijos jrangos, kapsulinés endoskopijos sistemy, laparoskopiniy dujy jpitimo aparaty,
diagnostiniy ultragarso vaizdo aparaty, dezinfekavimo prietaisy ir ultragarsinés chirargijos jrangos
projektavimas ir vvstvmas, kokybés uitikrinimas ir planavimas.

Ultragarsiniy litotriptoriy zondy ir Keitikiiy projektavimas ir vystymas,

Ultrngarsiniy ltotriptoriy aptamavimas (tegsinys 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 000}
Ataskaitos Nr. 12018179 001

Organizacija;

Olympus Medical Systems Comp.™
2951 Ishikawa-cho,

HACHIOMN-SHY, TOKIIAS [92-8507
JAPONHA

Apimiis: {traukts produktal ir papildomi centra

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

Apimtis (Dok. 3/16 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, naudojamg karu su medicinos diagnostinémis ultragarso
vaizdo sistemomis, projektavimas ir vystymas, kokybés urtikrinimas ir planavimas.

Sertifikavimo jstaiga
/Spaudas/

/Paraias’

InZinterius O, Masur

Prata: 2013-04-15



£.TUV Rheinland®* fogotipas)
Dok. 5/16, versija .0
. TUV Rheinland T.GA Products GmbH*, Tillystraie 2. 90431 Niumnbergas

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

Organizacija:

WOlympus Medical Systems Corp.™
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKIAS 192-8507
JAPONIA

Apimtis: jtraukti produktai ir papildomi centrai

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

Apimtis:

Pristatymo operacijy palaikvmas, vietinés rinkos stebéjimo veikla, infrastruktiiros prieZiira, aplarmavimas
(i8skyrus vienkartinius prietaisus) i klienty informavimas apie endoskopus, endoskopinio gydymo
prictaisus, Sviesos Saltinius, vaizdo apdorajimo jrangy. endoskopo padéties nustatymo prictaisus, elekirinius
Siluminio prideginimo prietaisus, integruotas endochirurgines sistemas, endoskopinius reguliavimo /
kontrolés prietaisus, endoskopijos kameras / pompas / monstorias / leistuvus, elektrochirurgijos jranga.
kapsulines endoskopijos sistemas, laparoskopinius dujy jpiitimo aparatys, diagnostinius ultragarso vaizdo
aparatus, dezinfekavimo prietaisus ir ultragarsines chirurgijos jranga (tgsiyvs Dok, 6/16).

Sertifikavimo jstaiga
/Spaudas/

/Paratas/

InZinigrius O, Masur

Pata: 2013-04-15



{..TUV Rheinland®" logotipas]
Dok. 6/16, versija .0
.TEV Rheinland LGA Products GmbH*, Tillystralle 2, 9043 | Niurnbergas

Priedas
Registravimo Nr. $X 60078826 0001
Ataskaitos Nr. 12018179 (01

Organizacija:

LOlympus Medical Systems Corp.™
2951 Ishikawa-cho,

HACHION-SHI, TOKIIAS 192-8507
JAPONUA

Apimtis: jtraukti produkiai ir papildomi centrai

Monalith biuras
Shinjuku Monolith. 2-3-1 Nishishinjuku, Shinjuku-ku
Tokijas 1630914, Japonija

Apimtis (Dok. 5/16 tgsinys):

Pristatymo operacijy palaikymas, vietinés rinkos stebéjimo veikla, infrastruktiivos prieZifira, aptarnayvimas
(iSskyrus vienkartinius prietaisus) ir klienty informavimas apic vandens talpa, vandens tickimo vamzdelj,
vandens pumpavimo voZtuv ir pompos kojinj pedaly, sterilius neaktyvius prictaisus, naudojamus kartu su
endoskopais, sterilius endoskopinio gydymo prietaisus, nasdojamus kartu su endoskopais, i sterilius
neaktyvius prictaisus, nsudojamus karu su medicinos diagnostinémis ultragarse vaizdo sistemomis.

Sertifikavimo jstaiga
[Spaudas/

/Parasas/

InZzinierius O. Masor

Data: 2013-04-15



[ TOV Rheinfand®* logotipas]
Dok. 7/16, versija .0
~TUV Rheinland LGA Products GmbH™, Tillystrabe 2, 90431 Niurnbergas

Priedas
Registravime Nr. 8X 60078826 0041
Araskaitos Nr. 12018179 001

Organizacija:

LOlympus Medical Systems Corp.”
2651 Ishikawa-cha,

HACHIOM-SHI, TOKIJAS 192-8507
JAPONHIA

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

Apimtis:

Endoskopuy, endoskopinio gydymo prietaisy, Sviesos Saltiniy, vaizdo apdorojimo irangos, endoskopo padéties
nustatymo  prietaisy, elekiriniy Siluminio prideginimo prietaisy, integruoty endochirurginiy  sistemu,
endoskopiniy reguliavimo / kontrolés prictaisy, endoskopijos kamery / pompy / menitorig / leistuvy,
elektrochirurgijos jrangos, kapsulinés endoskoptjos sistemy. laparoskopimiy dujy pltimo aparaty,
diagnostiniy ultragarso vatado aparaty. dezinfekavimo prietaisy ir ultragarsinés chirurgijos jrangos
aplamavimas,

Sertifikavuno jstaiga
/Spaudas/

/Parasas/

Inzinierius O, Masur

Data: 2013-04-15



[,TOV Rheinland®* logotipas]
Dok. 816, koreguota 0

..TUV Rheinland LGA Products Gmbi*, Tiftystrabe 2, 90431 Niumbergas

Priedas
Registravimo Nr. $X 66078826 0001
Ataskaitos Nr. 12818179 G0

Organizacija:

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

HACHIOJI-SHI, TOKIJAS 192-8507
JAPONLIA

Apimtis: firaukei produktas 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 priemimo, daliy sangojima ir platinimo veikla,
susijusi su endoskopais, endoskopinio gydymo prietaisais, Sviesos Saltiniais, vaizdo apdorojimo jranga.
endoskopo padéties nustatymo prietaisais, clektriniais Siluminio prideginimo  prictaisais, integruotomis
endochirurginémis sistemomis, endoskopiniais reguliavimo / koutrolés prietaisais, endoskopijos kameromis /
pompomis / monitoriais / leistuvais, clekirochirurgijos jranga, kapsulinémis endoskopijos sistemomis,
laparoskopiniais dujy {piitimo aparatais, diagnostiniais ultragarso vaizde aparatais, dezinfekavime prietaisais
ir ultragarsinés chirurgijos jranga (tesinys Dok. 9/16).

Sertifikavimo istaiga
!Spaudas/

/Para%as/

Inzinierius O. Masur

Data: 2013-04-15



[,.TOV Rheintand®* logotipas)
Dok. 9/16, versija .0
- TOV Rheinland LGA Products GmbH*, TillystraBe 2, 90431 Niumbergas

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

Chrganizacija

SHympus Medical Systems Corp.”
2951 Ishikawa-cho,

HACHIOI-SHE, TOKHAS 192-8567
JAPONUA

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 wesinys)

Pirkimu skyvriaus administravimo, pirkimo ir nupirkiy daliy priémime, daliy saugojime ir platinimo veikla,
susijusi su vandens talpa, vandens tiekimo vamzdeliv, vandens pumpavimo voduvu ir pompos kujiniu
pedalu, steriliais neaktyviais prietaisals, naudojamais kartu su endoskopais, sterilials endoskopinio gvdvimo
prictaisais, naudojamais kartu su endoskopais. ir steriliais neaktyviais prictaisais, naudojamais karu su
medicinos diagnostinémis ultragarso vaizdo sistemomis.

Sertiftkavimo jstaiga
{Spaudas/

/Paralas/

Inztmierius O, Masur

Bata: 2013-04-15



[, TOV Rheinland®* togotipas|
Dok. 10/16, versija i
TUV Rheinland LGA Products GmbH*, TillystraBie 2, 90431 Niurnbergas

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

Organizacija:

Jympus Medical Sysiems Corp ™
2951 Ishikawa-cho,
HACHIOII-SHI, TOKIIAS 192-8507
JAPONIIA

Apimtis: jtraukti produkiasi ir papildomi centrai

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

Apimtis:

Endoskopy, endoskopinio gvdymo prietaisy. Sviesos Saltiniy, vaizdo apdorojimo jrangos, endoskopo padéties
nustatyme  prictaisy, elekiriniy Siluminio prideginimo prietaisy, integruoty endochirurginiy  sistemy,
endoskopiniy reguliavimo / kenirolés prietaisy, endoskopijos kamery / pompy / monitoriy / leistuvy,
elektrochirurgijos jrangos, kapsulinés endoskopijos sistemy, laparoskopiniy dujy jpitimo  aparaty,
diagnostiniy ultragarso vaizdo aparaty, dezinfekavimo prictaisy ir ultragarsines chirurgijos jrangos daliy
saugojimas ir platinimas (tgsinys Dok, 11/16).

Sertifikavime jstaiga
/Spaudas/
/Paraias/
Indimierivs O, Masur

Data: 201304415



[.TOV Rheinfand®* logotipas]
Dok. 11/16, versija .0
+TUV Rheinland LGA Products GmbH*™, TillystraBe 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 401

Organizacija:

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

HACHIOJ-SHL. TOKIJAS 192-8507
JAPONIIA

Apimtis: jtraukti produktai ir papildomi centrai

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

Apimtis (Dok. 10/16 tesinvs):

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 endoskaopais, ir sterihig neaktyviy prietaisy, naudojamy karu sy medicinos diagnostinemis ultragarso
vaizdo sistemomis daliy saugojimas ir platinimas.

Sertifikavime istaiza
/Spaudas/

/Paradas/

InZinterius O. Masur

Data: 2013-04-15



[,,TOV Rheinland®* logotipas]
[iok. 12/16, versija .0
TOV Rheinland LGA Products GmbH", Tillystrafie 2, 90431 Niurnbergas

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

Organizacija:

LOlympus Medical Systems Corp.™
2951 Ishikawa-cho,

HACHIOI-SHI, TOKIJAS 192-8507
JAPONHA

Apimtis: jtraukii produktai ir papildomi centrai

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

Apimtis:

Endoskopuy, endoskapinio gyvdyme prietaisy, Sviesos Saltiniy, vaizdo apdorajimo jrangos, endoskopo padéties
nustatymo  prietaisy, elektriniy Siluminio prideginimo prictaisy. integruoty endochirurginiy  sistemy,
endoskopiniy reguliavimo / konmtrolés prictaisy, endoskopijos kamery / pompy / monitoriy / leistuvy,
elektrochirurgijos jrangos, kapsulinés endoskopijos sistemy. laparoskopiniy dujy ipfitimo  aparaty,
diagnostiniy uitragarso vaizdo sparaty, dezinfekavimo prietaisy ir ultragarsinés chirurgijos rangos daliy
saugojimas ir platinimas (tgsinys Dok. 13/16).

Sertifikavimo jstaiga
/Spaudas/

/Paralas’

InZinierius O. Masur

Pata: 2013-04-15



[..FUV Rheinland®™ jogotipas)
Bok. 13/16, versija .0
. TOV Rheintand LGA Products GmbH*, TillystraBle 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SX 60078826 0001
Adaskaitos Nr. 12018179 001!

Organizaciju:

SOlympus Medical Systems Corp ™
2951 ishikawa-cho.

HACHIOJ-SHE TOKIAS 192-8507
JAPONUIIA

Apimtis: jtraukti produktai ir papildomi centrai

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

Apimtis {Dok. 12/16 tesinys):

Vandens talpos, vandens tickime 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 saugotimas ir platinimas.

Sertifikavimo jstaiga
Spaudas/

/Paraias/

InZinierius O, Masur

Data: 2013-04-15



[.TOV Rheinland®* logotipas]
Dok. 14/16, versijz .0
~TUV Rheinland LGA Products Gmbi, TillystraBe 2, 90431 Niunbergas

Priedas
Registravimo Nr. SX 60078826 0001
Ataskaitos Nr. 12018179 0G|

Organizacija:

SOlympus Medical Svstems Corp™
2951 Ishikawa-cho,
HACHIOJI-SHY, TOKUAS 192-8507
IAPONLIA

Apimtis: jtraukti produktai ir papildomi centrai

Centrinis pirkimy centras Kawasaki
3-1 Tanabeshinden, Kawasaki-ku, Kawasaki-shi,
Kanagawa 210-0836, Japonija

Apimtis:

Endoskopu. endoskopinio gvdvmo prietaisy, Sviesos Saltiniy, vaizdo apdorojimo irangos, endoskopo padéties
nustatvmo  prietaisy, elektriniy Siluminio prideginimo  prietaisy, integruoty  endochirurginiy  sistemy,
endoskopiniy reguliavimo / kontrolés prietaisy. endoskopijos kamery / pompuy / monitorig / leistuvy,
elektrochirurgijos jrangos. kapsulinés endoskopijos sistemy, laparoskopiniu  dujy ipitimo  aparaty,
diagnostiniy ultragarso vaizdo aparaty. dezinfekavimo prietaisy ir ultragarsinés chirurgijos jrangos daliy
saugojimas ir platinimas (tgsinys Dok, 15/16).

Sertifikavimo staiga
/Spaudas/

/Parasas/

Inzinierius O Masur

Data: 2013-04-13



[..TOV Rheinland®" togotipas]
Dok. 15/16. versija .0
TUV Rheinland 1.GA Products GmbH*, TillystraBe 2, 90431 Nipmbergas

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

Organizacija:

Olvmpus Medical Systems Corp.”
2951 ishikawa-cho,

HACHIOJI-SHI, TOKUAS 192-8507
JAPONUA

Apimiis; jtraukti produktai ir papildomi centrai

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

Apimtis (Dok. 14/16 tgsinys).

Vandens talpos, vandens tickimo vamzdelio, vandens pumpavimo voZiuvo ir pompos kojinio pedalo, steriliy
neaktyviy prietaisy, naudojamu kartu su endoskopais, steriliy endoskopinio gydymo prietaisy, naudojamy
kartu su endoskopais, ir steriliy neaktyviy prietaisy, nandojamy karu su medicinos diagnostinemis uliragarso
vaizdo sistemomis daliy saugojimas ir platinimas.

Sertifikavimo {staiga
/Spaudas/

/Parabas/

InZinierius O. Masur

Data: 2013-04-15



[.TOV Rheinland®* fogotipas)
Dok. 16/16, versija .0
TUV Rheinland LGA Products Gmbi™, Tillystrale 2, 90431 Niurnbergas

Priedas
Registravimo Nr. 8X 60078826 G001
Ataskaitos Nr. 12018174 081

Organizacija:

LOlympus Medical Systems Corp.©
2951 Ishikawa-cho,

HACHIQJ-SHI, TOKIIAS 192-8507
JAPONLIA

Apimtis: jtraukti produktai ir papildomi centra

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

Apimtis:
Produkcijos perdavimo palaikymo veikla

Sertifikavimo istaiga
/Spaudas/

/Parutas

InZinierius O. Masur
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