Olympus Sverige 4 ktiebolag, bendrove Isteigla ir veikianti pagal .§1’ecﬂjt>s teisg

Duomenys kaupiami ir saugomi S’vedy'os imoniy registracijos biure

Registruota buveine adresy Pd 1816, 171 23 Solng, Svedija, registracijos kodas 556189-2794,
Mokescio moketojo identifikacinis kodus 90002 73809

PVM mokeétojo kodas [ T] 00009813015

Tel.: (5) 2330021, Faks. . (5) 2395468,

V3] Karolinigkiy poliklinikaj
) PASIULYMAS
DEL KOLONOSKOPO, UROFLUOMETRO, ECHOSKOPO IR MEDICININIU SPINTUY
PIRKIMO
2016-04-19 Nr.OLI/2016/04/19

VILNIUS

Tiekéjo pavadinimas }61ympus Sverige Aktiebolag (Lietuvoje

| veikianti per filialg ,.Olympus Sverige
Aktiebolag Lietuvos filialas®) !
P/d 1816, 171 23 Solna, Svedija

(Ukmergeés 369a, Vilnius)

Tiekéjo adresas
(buveineés adresas)

Asmens,  pasiraSiusio pasiilymg  saugiu
elektroniniu parasu, pareigos, vardas, pavardé

Telefono numeris 8 52330021
Fakso numeris 852305468 ]
El. pasto adresas Egidijus.gadeikis@olympus.lt |

Igaliotas atstovas Andrius Simonaitis

/Pastaba. Pildoma jei tiekéjas ketina pasitelkti subtiekéjq (-us)
Subtiekéjo (-y) pavadinimas -ai)

Subtiekéjo (-y) adresas (-a1)

Isipareigojimy dalis (procentais), kuriai ketinama
pasitelkti subtiekéja (-us)

1. Siuo pasitilymu paZymime, kad sutinkame su visomis pirkimo salygomis, nustatytomis:
1) atviro konkurso skelbime, paskelbtame Viesyjy pirkimy istatymo nustatyta tvarka
CVPIS;
2) atviro konkurso salygose;
3) kituose pirkimo dokumentuose (ju paaiskinimuose, papildymuose).
2. Pasiragydamas visa CVP IS priemonemis pateiktg pasitilyma saugiu elektroniniy parasu,
patvirtinu, kad dokumenty skaitmenines kopijos ir elektroninémis priemonémis pateikti duomenys
yra tikri,

! Pastaba. Atsizvelgiant i tai, kad Olympus Sverige Aktiebolag Lietuvoje veikia per filialg, $is pasitilymas Olympus Sverige Akticbolag
vardu teikiamas per struktitrinio tiekéjo padalinio ,Olympus Sverige Aktieholag Lictuvos filialas® CVP IS paskyrg.



Mes siiilome $ias prekes:

[ Pirkimo Prekés Kiekis, | Kaina, Kaina, Sialomos Sidlomos
dalies pavadinimas vnt. Eur be|Eur su prekés prekés
Nr. PVM PVM gamintojas modelis
1. Vaizdo 1 29700,00 | 35937,00 Olympus CF-H185L
kolonoskopas

tokios:

Bendra pasiilymo kaina (iskaitant PVM) dél
(TrisdeSimt penki takstanéiai devyni Simtai trisdeimt septy
| bendrg pasiiilymo kaing yra iskaiGiuotos visos i¥lai
sutarties vykdymu pagal pirkimo dokumentuose nustatytus reik

1 pirkimo dalies yra 35937,00
ni EUR, 00 ct.).

dos, susijusios su tinkamu pirkimo
alavimus.

Sitilomos prekés atitinka pirkimo dokumentuose nustatytus reikalavimus ir jy savybes

I pirkimo dalis. Vaizdo kolonoskopas.

Olympus CF-H185L

Eiles Parametrai Parametro reik§mé Sialomos prekeés parametry
Nr. (specifikacija) reik§meés*
Failas “Bukletai”
L. | Konstrukeinis i$pildymas | HDTV (aukstos HDTV (aukitos
raiSkos)standarto endoskopas  [raiskos)standarto endoskopas,
Psl.2,4
2. | Apzitros laukas >140° 140 ° Psl.2,4
3. | Matymo lauko gylis (nuo | Ne blogiau kaip 2-100 mm 2-100 mm, Psl.2,4
diastolinio galo)
4. | Lenkimo kampai:
4.1 | Aukstyn/zemyn >180°/>180° 180°/180° Psl.2,4
4.2 | Kairén/desinén >160°/>160° 160°160° Psl.2,4
5. Ivedamos dalies i%orinis <12,8 mm 12,8 mm, Psl.2,4
skersmuo
6. Distalinés lankstomosios <12,8 mm 12,8 mm, Psl.2 4
dalies iSorinis skersmuo
7. Instrumentinio kanalo >3.7 mm 3,7 mm, Psl.2,4
vidinis skersmuo
8. Darbinis ilgis ( >1680 mm 1680 mm, Psl.2.4
ivedamosios dalies)
9. Valdymo mygtuky >4 4, Psl.5
skaicius
10. | Papildomas vandens Biitinas Papildomas vandens padavimo
padavimo kanalas kanalas, Psl.2 4
11. | Techninis suderinamumas Endoskopas turi biiti Endoskopas suderinamas (be
techniSkai suderinamas (be jokiy konstrukciniy pakeitimy)
Jokiy konstrukeiniy pakeitimy) jsu perkangiosios organizacijos
su perkanc¢iosios organizacijos [turimu ,,OLYMPUS EVIS
turimu ,,OLYMPUS EVIS EXERA TII* vaizdo
EXERA I vaizdo procesoriumi ,,CV-190% ir
procesoriumi ,,CV-190* ir Sviesos Saltiniu ,.CLV-1 90¢,
Sviesos $altiniu ,,CLV-190% Psl.2,4
12. | Garantinis terminas Ne maziau kaip 12 men. 12 mén.

N—




Biitinas, turi biitj pateiktas
kartu su pasililymu

Biitinas, turi bat; pateiktas
kartu su preke
Bitina, turi batj pateiktas
kartu sy pasililymu

CE sertifikatas

13. | CE sertifikatas arba
14. | Medicininio prietaiso
15,

Atitikties deklaracija

(MDD 93/42EEB) arba

lygiavertis dokumentas
Instrukeija originalo ir
lietuviy kalbomis

*PASTABA., Grafoje Siilomos

Kartu su pasililymu pateikiamj sie dokumentaj:
Pateikty dokumenty pavadinimas

Svedy registry centro paZyma
Pazymos dél vadovo ir
teistumo

;

Si pasitllyme nurodyta informacija yra konfidenciali /perkangioji organizacija Sios informacijos
negali atskleisti tretiesiems asmenims/*:

Pateikto dokumento pavadinimas

Dokumentas yra Ikeltas Sioje CVP IS
pasiillymo lango eilutéje

*Pastaba, Tiekéjui nenurodzius, kokia informacija yra  konfidenciali,
informacijos pasitilyme néra,

laikoma, kad konfidencialios

Pasitilymas galioja iki pirkimo dokumentuos numatytg termho.

lgaliotas atstovas

(Tiekejo arba jo igalioto asmens
pareigy pavadinimas*)

Andrius Simonaitis
(Vardas ir pavarde)

+Kadangi pirkimas vykdomas CVP IS priemonémis ir yra reikalaujama pasitilymy pasiradyti saugiy elektroniniu parasu,

Sio dokumento atskirai pasirasyti neprivaloma,

2 Pastaba. AtsiZvelgiant  tai, kad Tiekéjo registracijos valstybéje oficialiy institucijy i¥duodami dokumentai neapima visy Pirkimg salygy
kvaliﬁkaciniu reikalavimy keliamy klausimy, Tiekejas atitiktj kvalifikaciniams reikalavimy atitikgiai pagrijsti be kita ko pateikia Tickéjo
priesaikos deklaracijy, kg leidzia VieSyjy pirkimy 33 straipsnio 5 dalis,
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3.2 Bolagsverket

Swadish Companies Registration Office

SE 851 81 Sundseal], Sweder - Visitors: Stuvan
Tebt 45 771670 67

':m!a:r,svztkzr@bobg;;i‘m!;:*z 3¢ wwwholipsverhorse

Hgen 21

Certificate of Good Standing

I, Linda Melin, of Boiagsvcrket, the Swedish Companies Registration Office, do hereby
certify that

Olympus Sverige Aktiebolag
registeation number: 556189-2794

is a duly incorporated company under the laws of Sweden and is in good standing and has
a legal corporate existence ag far as the records of this office show as of the date stated bel

In testimony hereof, I have hereunto set my hand and the official seq] of Bolagsverker at
Sundsvall, this ;6% day of Masch in the year of two thousand and sixteen,

. o2 &
e 7 o ‘Q\—rx b E‘?‘f (5%

B # * o
N L oo F s, §

Bolagsverker, the Swedish Companes Registration Office, 1s the official registrar of limuted compantes and other
forms of business enterpnse in Sweden, Before 4 Certificate of Good Standing 15 tssued, the records kept by this

office are examuned 1o ensure thart the following requiremnents are fulfilled for the company in question:

. the company hus a registered comperent hoard of directors

* the company has « registered qualified suditor, if required

* the company has fulfilled its obligadons regarding the corzect filing of its annual report

g the company is nor the subject of company division, winding up or bankruprey proceedings

¢ the company has not been dissolved as the result of @ metger and has not been struck off the

regaster for any other reason

The Certificate is signed by an officia) uthorized to issue these agd similac documents on behalf of Bolagsverker,

the Swedish Companics Registration Office.

REpEATTAT T g ey,

—

e

.



Vertimas is angly kalbos

biuras
s lankytojams: Stuvarviigen 21

vedijos jmoniy registracij
-851 81 Sundsvall, Svedija « Ag
177 670

kel se m vy

‘apskritasiy antspaudas: Bolagsverket
Svedijos jmoniy registracijos biuras/

Pazyma dél geros biikles

AS, gvedijos jmoniy registracijos biuro Bolagsverket atstove Linda Melin, patvirtinu, kad

»Olympus Sverige Aktiebolag*
registracijos numeris: 556189-2794

yra tinkamai pagal Svedijos Istatymy reikalavimus Iregistruota jmoné ir gio biuro Zemiay nurodytos
dienos duomenimis jmoné egzistuoja ir atitinka vietos teisés reikalavimus.

Tai paliudydama patvirtinau §j dokumenty savo parasu ir Bolagsverket antspaudu Sundsvall m. dy
takstanciaj Sesioliktyjy mety kovo 16 d.

Parasas/ fapskritasis antspaudas: Bolagsverket
Linda Melin Svedijos imoniy registracijos biuras/

Svedijos jmoniy registracijos biuras Bolagsverket yra oficialus Svedijos ribotos atsakomyhes bendroviy ir kity formy verslo
imoniy registracijos biuras. Pazyma de¢l geros buklés isduodama ik tuomet, kai patikrinami Siame biure konkrec¢ios
bendroves atzvilgiu turimi duomenys ir jsitikinama, kad bendrove atitinka $iuos reikalavimus:

®  bendrove yra jregistravusi kompctcn(ingq direktoriy valdybg

¢ bendrové yra jregistravusi kvalifikuoty auditoriy, jei reikalaujama

¢ bendrové yra ivykdZiusi savo jsipareigojimus. susijusius su tinkamu metiniy ataskaity teikimu

®  bendrovés atzvilgiu néra vykdomas bendroves padal ijimo, likvidavimo arba bankroto procesag

®  bendrové néra likviduota del susijungimo ir nera iSbraukta ig registro dél kity prieZasciy
Pazymy pasirage pareigiinas, kuris yra igaliotas igduoti giuos i panasaus pobiidzio dokumentus Svedijos imoniy registracijos
biuro Bolagsverkel vardu

Hietuviy Kalbg verta vertimy biuro
UAB  LISNORA' vertejas (-a)

{ /a :{,Qq Lt quaf Loy
AP, YA AU bon

Su Lieluves Respubiil

Bsu susipaZines (-usj).







Art,-Nr. 9958668

OLYMPUS

Your Vision, Our Future

CERTIFICATE

We, the undersigned

OLYMPUS EUROPA SE & CO.KG
Medical Systems Division
Wendenstrasse 14 — 19

20097 HAMBURG

GERMANY

Being a reputable manufacturer of medical and surgical endoscopes and
accessories, herby certify that

Olympus Sverige Aktiebolag
registration code 556189-2794
registered address at Box 1816, 171 23 Solna, Sweden

acting in Lithuania through its branch
Olympus Sverige Aktiebolag Lietuvos filialas
code 304103972

Ukmerges 3693,

LT-12142, Vilnius

Lithuania

is the only company in Lithuania which is exclusively authorised to trade, mediate
nd service the medical products of Olympus Europa SE & Co. KG within this
territory.

Hamburg, 7 January 2016

OLYMPUS EUROPA SE & 00, KG
WENDENSTRASSE 14-1g
20097 HAMBURG

GERMANY

John Cobain

Department Manager Gl Solutions
Gastroenterology & Hygiene
Medical Systems Division

OLYMPUS EUROPA SE & CO. KG

WendenstraBe 14-18, 20097 Hamburg, Postfach 10 49 08, 20034 Hamburg, Telefon +48 40 23773-0, Fax +49 40 233765
Sitz der Kommanditgesellschaft: Hamburg, Handelsregister: Amtsgericht Hamburg HRA 116518
Komplemantrin: Olympus Europa Management SE
Geschéftsfihrende Direktoren: Stefan Kaufmann (Executive Managing Director), Frank Drewalowski, Matthias Jakob,
Dr. André Roggan, Michael Speiser, Nicholas Williams
Vorsitzender des Verwaltungsrates: Stefan Kaufmann
Sitz der Komplementarin: Hamburg - Handelsregister: Amtsgericht Hamburg HRB 126986



OLYMPUS

Your Vision, Our Future

SERTIFIKATAS

Mes, zemiau pasiraSiusieji

OLYMPUS Europa SE & Co. XG
Medicininiy sistemy skyrius
Wendenstrasse 14 — 18

20097 Hamburg

Vokietija

blidami geros reputacijos medicininiy ir chirurginiy endoskopy bei jy priedy gamintoja, iuo
dokumentu patvirtiname, kad jmoné

Olympus Sverige Aktiebolag
Registracijos kodas 556189-2794
Registruota adresu: P/d 1816, 171 23 Solna, gvedija

Lietuvoje veikianti per filialg

»Olympus Sverige Aktiebolag Lietuvos filialas®
Kodas 304103972

Ukmerges 369a,

12142, Vilnius

Lietuva

Yra vienintelé kompanija Lietuvoje jgaliota prekiauti, tarpininkauti perkant ir atlikti techning
OLYMPUS Europa SE & Co. KG produkty prieitira Lictuvos teritorijoje.

2016 sausio mén.7 d., Hamburgas

[ealiotas asmuo
John Cobain Andrius Simonaitis
G &R grupés vadovas /

Vs



. Effective Date: 2013-04-15

" ‘Date: . 2013-04-15

£ N —
i EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
f Production Quality Assurance
g Medical Devices
5
g - . % E )
tration No.: DD 60078828 0001
Report-No.: 12018179 001 =
§7 “Manifacturer:  Olympus Medical Systems Corp.
B am T Tw - 2951 Ishikawa-cho,
IS ~‘HACHIOJI-SHI, TOKYO 192-8507
1R ~ JAPAN )
i
& PFOdUCtS ‘ Asﬁects of Manufacture to secure and maintain Sterility of
g : Sterile Endotherapy Devices used in conjunction with
g * Endoscopes, Sterile Non Active Instruments used in
E conjunction with Endoscopes and Sterile Non Active
g Instruments used in conjunction with Medical Ultrasound
g Diagnostic Imaging Systems
Z (see attachments for products and additional sites included)
g E plry Date: 2017-11-02
The Notified Body hereby declares that the réquirements of Annex V of the directive 93/42/EEC havs
§ “been. met for the Jisted products. The above named manufacturer has established and applies a quality

‘rassurance system;-which -is-subject-to -periodic -surveillance, -defined by Annex V, section 4 of the

rementioned -directive. For placing on the market of class Ilb and class Il devices covered by this

certificate an EC type-examination certificate according to Annex Il is requirad.
‘J j? fa~"

‘Jl' Dipl.-Ing. 0. Masur

2
TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

) Tﬁy;ﬂheinland ‘LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
g0 T “concerning medical devices with ‘the identification number 0197.

* »
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mﬁ:ﬂmmmmmmmmmm&mmmmmuumm&xmmmmrfmnamzmxmumemaxmsmmazzmmmmnnmmnmwm-u e i i T

BB

"TOV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg _

Attachment to

DD 60078828 0001
12018179 001

egls(ratlon No.:

Olympus Medical Systems Corp.
2951 Ishikawa-cho,

HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Additional sites included:

- Ishikawa Office .
2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan
;”7Monolith Office .
Shlnjuku Monolith, 2-3- 1 Nishishinjuku, Shinjuku-ku,
Tokyo 163- 0914 Japan

“m ‘Centra1 P;ocurement Center KobaunA-"'

' 527-1 Ohira, Odakura, Nishigo-mura, Nishishirakéwa-gun,
Fukushima 961-8061, Japan -

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

Central Procurement Center Aizu

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

Date:

Doc.

. ®
TUVRheinland

1/3, Rev ,0

2013-04-15




x TV 'Fl'h‘e'i:h'land
"'LGA *‘Products ‘GmbH A
"llystral'se 2, 90431 Nu_mbei'g,,?

' T

12018179 ;ﬁbd

j.,;-Olympus Medlcal Systems Corp.

''2951 Ishikawa-chg,.
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

§| - adgitional sites inciﬁdéd:

.- 'Central Procurement Center Kawasakl
-3=1: Tanabeshlnden, Kawasakl ku, Kawasaki- -ghi, Kanagawa

856, Japan

~Produgtlon D1v1510n
2~ 248 1 Okkpnokl, Kurcoighi=- Shl, Aomori 036 0357

Japan

gy

'Date: .-

. ot puTx ®
TUVRheinland

-Dcce'g/B, Rev .0

r

2013-04-15

R B E R BB i




TOVRheinland

c..3/3, Rev

o} dical Systems Corp
_ _shlkawa-cho.-

= "'S‘Lterlle «Non'Active Instruments used in- conjunction with
Endoscopes TR




. ®
. EC Certrfrcate TUVRheinland
_lrectrve 93/42!EEC Annex I, excluding Section 4
' Full Qualrty Assurance System -
Medrcal Devices

HD 60078827 0001
12018179 001

E edrcal Systems Corp
2951 lshlkawa—cho
: :--HACHIOJI SHI, TOKYO 192-8507
_,JAPAN o A

““‘Manufacturer:

'fPFQIﬁJGtSf . Desxgn and Development, Manufacture of Medical Endoscopy
R o e Systems, Dlagnostlc Operation and Treatment Products

(see attachments for products and additional sites included)

Replacdes Approval, Registratiom No.: HD 60026867 0001

"-:-;»f'Exprry Date' 2017-11-02 .

f Body hereby eclares that the requrrements ‘of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established
---and-applies-a- quahty -assurance ~system —which “is~subject-to- periodic- -surveillance, defined by Annex 11,
- section 5 -of- the- aforementroned drrectrve -“For -placing on-the- market of class 1l devices covered by
this certificate’ an ‘EC des;gn-exammaﬂon cemﬁcate according to.Annex Il, section 4 is required.,
LQA&EV
: "% Notified Body

/St

/ Dipl. ~lng 0. Masur

i Effecti\.rg;l_)g_ft:g:f . 2013-04-15

Date: = - 2013-.04-15

TUV Rheinland LGA Products GmbH TrllystraBe 2 - 90431 Niirnberg

TUV Rhemland LGA Products ‘GmbH is a Notified Body nccordmg to Drrectrva 83/42/EEC
' concammg medical devrces with the idantrﬁcatron number 0197.

* ¢
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TOV Rheinland T,
LGA Products GmbH ;
TillystraRe 2, 90431 Nirnberg-

=

HD 60078827 0001

ﬁégiéfféfion No.: _
12018179 001

Report No.:

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

- Manufacturer:

R R I e

Additional sites included:

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

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

B o e s 8 eE e S D o
Central Prqcurement Center Kobaun
-527-1 Ohira, Odakura, Nishigo-mura, Nishishirakawa-gun;
Fukushima 961-8061, Japan .
Central Procurement Center Shirakawa
3;1"0kamiyama,“odakura, Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japan

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

N B A BN SR

B

“Rdtified Body

Date: 2013-04-15

Doc.

. e
TUVRheinland

1/3,

//ﬁ?“/

¢ Dipl.-Ing. O. Masur

Rev

.0
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. ®
TUVRheinland

TOV Rheinland v, Pees 23 Rev
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg .

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

" "Manufacturer: Olympus  Medical Systems Corp.

s LT " 2851 Ishikawa- cho,
HACHIOJI-SHI, TOKYO 192- 8507
JAPAN

Additional sites incluged:

Central Procurement Center Kawasaki
Co3-1 Tanabeshinden; Kawasaki-ku, Kawasaki-shi, Kanagawa
210-0856, Japan

Production Division
2-248-1 Okkonoki, Rurcishi-ghi, Aomori 036-0357, Japan
L]

&
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Date: 2013-04- 1»5
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Date: .20

Products inglu

_-_Endoscoplc Reguilati

TUVRheinland

- 3/3, Rev- .0 -

,IOJI-SHI TOKYO 192- 8507
APAN

Endosurgery Syé-tems
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. ®
TUVRheinland

Certificate

_The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Olympus Medical Systems Corp.
2951 Ishikawa-cho,

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

“ Proof has been furnishied that the requirements spscified in

EN ISO_13485:2012 A
EN ISO 13485:2012/AC:2012

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

Certificate Registration No.: S$X 60078826 0001
An audit was performed. Report No.: 12018179 001

This Certificate is valid until; 02.11.2017
Certification Body

Jj_&a\/

¥ ®®,  Akkreditiert durch
x R Covarehatsaciin
« ELE » bl Aczneenaieln
) LR und Medizin_prodw(mn
T 4 %™ 7L6-2Q.995.00.0146

Date 15.04.2013

Dipl.-Ing. O Masur

TOV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel.: +45 221 806-1371 Fax: +49'221 806-3836 s-mail:.cert-vaidity@de.iuv.com hitp:/feww. fuv.com/safety




i

Attachment to

Registration No.:

Report No.:

Organization:

Scope:

w* *‘i’eﬂ Akkreditiert durch
= v  Zentralstelie der Lénder
* ;.!!—‘{ ¥ TSl
w ﬁ und Medizinprodukten
% &7 716-20-995.00.01-46

Date:

2013-04-15

. ®
TUVRheinland

TUV Rheinland Doc. 1/16, 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

Design, Development, Manufacture and Servicing of
Endoscopes, Endotherapy devices, Light Souzces, Imaging
‘Processors, Endoscope. Position Detectlng Units,
‘Electrothermal Cautery Units, Integrated Endosurgery
Systens, Endoscopic Regulatlon/Centrol Units, Camera
Heads/Pumps/Mon1tors/Recorders for Endoscopy,
Electrosurgical Equipment, Capsule Endosccpy Systems,.
Laparoscopic Insufflators, Ultrasoiind Diagnostic. Imaging

Systens, Dlslnﬁecting Units and Ultrasound Surgical
Equipment

Degign, Development, Manufactur

e of Probes and Transducers
for Ultrasonic thhotrlptors

Servicing of Ultrasonic Lithotriptors

(to be continued, Doc. 2/16)




. ®
TUVRheinland

TUV Rheinland Fe%. {16, Rav .
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, o
HACHIOJI-SHI, TOKYO 192-8507

JAPAN
“
Scope: (continued from Doc. 1/16)
Design, Development, Manufacture of Sterile Non Active

Instruments used in conjunction with Endoscopes, Sterile

J3F TR Akkraditirt durch ‘ ~ Certification Body

s fur Gesunghansschutz
"“ 5
%{ S 2‘!4 \

bei Arzneimitiain
7 Dipl.-Ing.” 0. Masur

o 5 und Med!zinpvodl.!ann
Th o %™ 216.20.995.00.01 45

Date: 2013-04-15
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Attachment

Registration No.:

Report No.:

Organization:

Scope:

w‘b‘r** Akkreditiert durch
g * Zenfrafsielle der Lindar
* _4 ‘ fr Gesundheitsschutz
== bel Arznaimittetn
‘R {? und Medzmpmdukten
w ZLG-Z(-995.00.01-46

Date:

2013-04-15

- ®
TUVRheinland

Doc. 3/16, Rev .0

TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

SX 60078826 0001
120181798 001

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

products and additional Sites includeéd:

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

Scope:

Design and Déveélopmeiit, Quality Assurance, Planning of
Endoscopes, Ehdotherapy devices, Light Sources, Imaging
Processors, Enddscope Position Detecting Units,
Electrothermal Cautery Units, Integrated Endosurgery
Systems, Endoscopic Regulation/Control Units,

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

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




- ®
TUVRheinland

TﬁV Rheiﬂland Doc. 4/16, Rev .0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to N
Registration No.:  S§X 60078826 0001

Iy 400 b « 2 W

: Report No.: 12018179 001
=5 | .
= Organization: Olympus Medical Systems Corp.
= 2951 lIshikawa-cho,
= HACHIOJI-SHI, TOKYQ 192-8507
= JAPAN
Scope: Products and additional Sites included:

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

Scope {continued from Doc. 3/16)

Design and Development Quality Assurance, Planning of Watér
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 Medical Ultrasound Diagnostic Imaging
Systems

= S TRy, AKosAedreh LG4 Pr Certification Body
1| A ELQx Sopmasn |
‘h’* o ii’ und Medizinprodukian

‘wa ZLG-ZQ-995.00.0146

Date: 2013-04-15

i

Dipl.-Ing*"0. -Masur




. ®
TUVRheinhland

TUVtheinland Doc. 5/16, Rev .0
L_’GA Products GmbH
TillystraRe 2, 90431 Nirnberg

-;A’ﬁgchment to
Registration No.: SX 60078826 0001
Report No.: 12018179 001

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

JAPAN
é%“ .
% Scope: Producte and additional Sites included:
.

Monolith Office
‘Shinjuky Monolith 2-3-1, Nishishinjuku, Shinjuku-ku,
Tokyo 163-0514, Tapahn

Scope:
» Activities relatéd-to:Delivery Suppoit, Vigilance for
= Domestic Market, Maintenance of Infrastructure,
Servicing (except single-use devices) and Customer
Communication of Endosdopes,JEndothe:apy devices; Light
Sources, Imaging Processors, Endoscope Position Detecting
Units, Electrothermal Cautery Units, Integrated Endosurgery
Systems, Endoscopic Regulation/Contrel 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
{to be continued; Doc. 6/16)

S lalakes ARkt dunh s "ioo,% Certification Body
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.. ®
TUVRheinland

Tuv Rheinland Doc. 6/16, Rev .0
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to _
Registration No.: 8X 60078826 0001
Report No.: 12018179 001

e

T

Organization: ‘Olympus Medical Systems Corp.
£ 2951 Ishikawa-cho, o
2 HACHIOJI-SHI, TOKYO 192-8507
% JAPAN
Scope: - Products and addifiénal Sites included:

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

Scope(continued from Doc. 5/16):

Activities xelated to Delivery Support, Vigilance for
Domestic Market, Maintenance of Ii_ifrastructure_, 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

j}vk fi‘i* Akkreditiert durch

¥ Sz Z’I‘]Mlnih der Linder
o T Iml.ﬂz

® é%& ® “bel Arzneimitiein
w ® wnd Medizinprodikien

R o &% 716-20-995.00,01-46

Date: 2013-04-15
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. ®
TUVRheinland

TUV Rheinland RER. D716, BB 10
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

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

ol B

Organization: Olympus Medical Systems Corp.
2951 Ishikawa-chg,
HACHIOJI-SHI, TOKYO 182-828507

JAPAN
: Scope: Products and additional Sites included:
=
= Service Operatioch Center
:§ 3-9 Okamiyama, Odakura Nishigo-mura, Nishishirakawa-gun,
= Fukuishima 961-8061, Japan
] Scope: .
% . Servicing of Endoscopes, Endotherapy devices, Light Soiircés,
% Imaging Processors, Endoscope Position Detecting Units,
;_.‘-f_: Electrothermal Cautexry Units, Integrated Endosurgery
= Systems, Endoscopic Regulation/Control Units,
= Camera Heads/Pumps/Monitors/Recorders for Endoscopy,
ég Electrosurgical Equipment,; Ultrasomic Lithotriptors,

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

Y

LR R Akkreditiert durch
kat w ;
%  Zentmisielie der Linder

#lr Gesundnelisschutz
%%‘ ® bai Arzneimiitein
; LK und Medizinprodukten
Tk o %™ ZLG-ZQ-995.00.01 46

Date: 2013-04-15
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. ®
TUVRheinland

TUV Rheinland Doc. 8/16, Rev .0
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-cho,
HACHIOJI-SHI, TOKYO 192-8507
JAPAN
Scope: Products and additional $ites included: %

Central Procurement Centsr Kobaun
527-1 Ohira Odakura Nishigo-mura, Nishishirakawa-gun,
‘Fukushima 961 ~-8061, Jépa.n

Scope:
‘Activities related to Administration of Purchasing
Department., Purchasing .and Receiving of Purchased Parts,
Storage and Distribution of Parts of Endoscopes, Endotherapy
Devices, Light Sources, Imaging Processors, Endoscope '
Position Detecting Units, Eleectrothermal Cautery Units,
Integrated Endosurgexry Systems, Endoscopic
Regulation/Control Units, Camera-Heads/Pumps/Mbnitors/
Recordexrs for Endoscopy, Electrosurgical Equipment,
Ultxasonic»Lithotripto;s; Capsule Endoscopy Systems,
Laparoscopic Insufflators, Ultrasound Diagnostic Imaging
Systems, Disinfecting Units and. Ultrasound Surgical
Equipment (to be continued, Doc. 9/16)
ﬁir**?ir* aearait duich : NCertification Body
* BLEQx “iumiis '

) R und Medizinproduiden

T3 g %% ZLG-2Q.995.00.0146

Date: 2013-04-15
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Attachment to
‘Registration No.:
Report No.:

Organization:

- ®
TUVRheinland

Doc. 9/16, Rev .0

TOV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

SX 60078826 0001
12018179 001

Olympus Medical Systems Corp.
29517 Ishikawa-cho, , .
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Scope: Products and additional Sites included:
Central Procurement Center Kobaun
527-1 thra-odékura,Nishigo-mura, Nishiéhirakawa-gun,
“Fukushima_961—aosl, Japan
‘Scope (continued from Doc. B/18);
Activities related to Administration of Purchasing

“ Department,.Purchasing and Receiving of Purchased Parts,

Storage and'Dlstrlbutlon 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

i oot Lo Certification Body

® gégs's ® “*Gﬁﬂiﬁmaunh

® R und Medizinprodukian

w® =

Date: 2013-04-15

"% g %™ 716-20-995.00.0146
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Dipl.-ing. ©. Masur




- ®
TUVRheinland

TUV Rheinland By LALIE, w0
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to
Registration No.: §X 60078826 0001

3 Report No.: 12018179 001
Organization: Olympus Medical Systems Corp.
g 2951 Ishikawa-cho;
3 HACHIOJI-SHI, TOKYO 192-8507
s JAPAN
%‘:
Scope: Products and additional Sites included:

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

Scope:

o Storage and Distribution of Parts of Endoscopes, Endotherapy
Devices, Light Sources, Imaging Processors, Endogcope
Position Detecting Units, Electrothéermal Cautery Units,
Integrated Endosurgery Systems, Endoscopic Regulation/
Control Units, Camera Heads/Pumps/Monltors/Recorders for
Endoscopy, Electrosurgical Equipment, Ultrasonic
Lithotriptors, Capsule Endoscopy Systems, Laparoscopic
Insufflators, Ultrasound Diagnostic Imaging Systems,
Disinfecting Units and Ultrasound Surgicsl Equipmerit
{to be condinued, Doc. 11/16)

# X ®W,  Akkreditiert durch
ol P e T
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Date: 2013-04-15
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®
TUVRheinland

TOV Rheinland poc. 11/16, Rev .0
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

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

Organization:. Olympus Medical 'Sirs’tems Corp.
2951 ishikawa-cho, _
HACHIOJI-SHI, TOKYO 192-8507
JAPAN

Scope: Proaucts and additional Sites included:

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

BRI R

& Scope (continued from Dec. 10/16)
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 Nom Active Devices
used in conjunction with Medical Ultrasound Diagnostic
Imaging Systems

«¥ *i'r,k Akkreditiert durch
& ,k.‘amggﬁzﬁrLanu
« EL@ » ‘bei Arzneimiiteln
®. o W und Medizinprodukten

® g & ZLG-ZQ-995.00.01-45

Date: 2013-04-15
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. ®
TUVRheinland

Tl'jv Rheinland Doc. 12/16, Rev .0
LGA Products GmbH

TillystraRe 2, 90431 Nirnberg

SX 60078836 0001
12018179 001

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

JAPAN

Products and additional Sites included:

Central Procurement Center Aiszu
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, Electrothermal Cautery Units,
Integrated EndoSurgery‘SYStems, Endoscopic Regulation/
Control Units, Camera Heads/anps/Monitors/Recorders for
Endoscopy,'Electrosurgical Equipment, Ultrasonic
Lithotriptors, Capsule Endoscopy Systems, Laparoscopic
Insufflators,'Ultrasound'Diagnostic Imaging Systems,
Disinfecting Units and Ultrasound Surgical Equipment

(to be continued, Doc. 13/1s6)
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- ®
TUVRheinland

TUV Rheinland Doc. 13/18, 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 additicnal Sites included:

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

Scope (continued from Doc. 12/16):

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 Ultrasocund Diagnostic .Imaging
Systems

&X fl‘i'e* Akkreditiert durch

= Yr  Zeniralstelle der Lander
= - r Gesundheitsschutz
a1 bei Arzneimitiein
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Date: 2013-04-15 il
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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 iIshikawa-cho, -
HACHIOJI-SHI, TOKYO 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 Endoscopés, Endotherapy
devices, Light Sources, Imaging Processors, Endoscope
Pogition Detecting Units, Electrothermal Cautery Units,
Integrated Endosutgexy Systems, Endoscopic Regulation/
Control Units,.Camera-Heads/Puﬁbs/Monitors/Recorders for
Endosgcopy, Electrosurgical Equipment, Ultrasonic
Lithotriptors, Capsule Endoscopy Systems, Laparoscopic
Insufflators, Ultrasound Diagnostic Imaging Systems,
Diginfecting Units and Ultrasound Surgical Equipment

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

TOV Rheinland Bec 18716, Rev .9
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60078826 0001
12018179 001

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

Scope: Products and additional Sites included:

Central Procurement Center XKawasaki
3-1 Tanabeshinden, Kawasaki-ku; Kawasaki-shi, Rahagawa
210-0856, Japan

Scope (continued from Doc. 14 /16) :

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 Norr Active Devices used in
conjunction with Medical Ultrasound Diagnostic Imaging
Systems

X *“i}ﬁ Akkreditiert durch

b3 % Zeniraistelle der Lander
y » B 07 Gesundheitsschutz
X EH= K bei Arznsimiltein
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. ®
T_UVRheinland

Tﬂv Rheinland Doc. 16/16, Rev .0
LGA Products GmbH
TillystraBe 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, & apan

‘Scope:
Production ‘Transfer Support

»‘c R s Akkreditiert durch

g anhls(d!e der Léinder

‘k fir Gesundhelsschutz
b= — bei Arzneimiltiein
‘H’“ und Medizinprodukten
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Vertimas i3 angly kalhos
[ TUV Rheinland® lagotipas]

EB atitikiies sertifikaias

Tarvbos direkivva 9342 FEB, V priedas
Gaminie kokybeés uztikeinimas
Medicinos prietaisai

Registravimo Nr. 3D 60078828 0001
Atgskattos Nr. 12018179 001

Gamintoias:

~Olympus Medical Systems Carp.™.
2931 Ishikawa-cho,

HACHIOMN-SHL TOKIAS 192-8507
JAPONIIA

Produkiai

Gamybos aspektai. skirti utikeingi i [Slaikyti Sy prictaisy sterilumg: cadoskopinio gydymo prictaisy.
mtdojamu karte su endoskopais, sterilin neaktvviy pristaisy. naudojamy kartu su endoskopais, ir steriliy
neaktyviy prietaisu. nandojamu kartn su medicinos dizgnosunémis ultragarso vaizdo sisteniomis (o
itraukius produktus iv papildomas vietas priedunse].

Gialioja ki 20171102

Notifikuotofi  jstaiga patvirtina, kad nurodvti - produktai tenkina Direktyvos 9342/EFR v prieda
reikalavimus, Nurodytas gamintojas yra jdieges ir taitko kokyvbés nitikrinimo sistema. kuri vra periodiskai
priziirima, kaip apibrezta minétos direktyvos V priede 4 skirsnvie. Norint rinkai tieki b ir T Klases
prietaisus. kuriems taikomas &is sertifikatas, yra reikalingas EB tipinio pavyzdzio patikrinimo sertifikatas,
nurodyvias Hi pricde.

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

Nuotifikuotaji jstaigs
‘Spaudas’
Parasias’

InZinterivs O, Masur

<TUV Rheinland LGA Products GimbH«, Tillvstralic 2. 90431 Niurnbergas

STUV Rueinland LGA Products G yra notifikuetodl jstaiga pagal Direknova 93420 ER dél medicinos prictaisy,
identitikavime numeris D197,



. TUV Rhwinland®* logotipas]
Dok, 173, versija 0
STUV Rheinland LGA Prodacts Gmbl . Tillvstrale 2, 90431 Niwrnbergas

Sertifikato priedas
Registravimo Nr. DI 60078828 0041
Adaskattos Nr, 12018179 001

Gaminlojas:

WObvmpus Medical Systems Corpe,
2951 Ishikawa-cho,

HACHICJ-SHE TORIAS 1928507
JAPONIIA

[ieauki papildomi contrai:

Ishikawa hinras
2951 Ishikawa-cho. Hachioji-shi, Tokijas 192-8307, Japonija

Monaoldith biuras
Shirguku Monofith, 2-3-1 Nishishinjuko, Shinjuku-hu
Tokijas 163-0914. Japonijs

Centrinis pickimuy centras Kobaun
Y

-1 Ohira, Odakura, Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, laponija

Centrinis pirkimy contras Shirakawa
3-1 Dkamivama, Odakura. Nishigo-mure, Nishishirakawa-gun,
Fukushima 961-8061, Japonija

Centringy pirkimy centras Atzu
200 Muranishi. Nitdera Menden-machi, Alaunwakamatsu-shi,
Fukushima 963-8320, Japonija

Data: 2013-04-15

Notifikuotef jstaiga
Spaudas
Parasas’

tnrinderius Q. Masur



[LTUV Rheinland @ Jogotipas]
Dok, 243, versija 0
JTOW Rhwinland LGA Products GmbH™, Tillvstrahe 2, 90431 Niurmbergas

Sertilikate privdas
Registravimo Nr. D 60078828 0041
Atashattos Ny, 12018179 003

Gamintojus:

LHyvmpus Medical Systems Corp™,
2057 Ishikawa-cho,

HACHION-SHL TOKIAS 192-8507
JAPONLIA

Hraukd papiidona centran

Centrimts pirkimy centras Kawasaki™
-1 Tanabeshinden. Kawasaki-ku, Kowasaki-shi. Kanagzawa
2HI-0856, Japonia

Gamybos padalinys
2-248-1 Okkoneki, Kuroishi-shi, Aomort B36-0337, Japonija

Data: 2013-04-13

Motifikuotofi (staigs
ISpaudas’
Paratas’
Inzinierius O Masur



[ TOV Rheintand = legotipas]
Dak. 3/3. versija .0
~TOV Rheinland 1.GA Products GmbH>, Fillvstrafie 2, 9043 Nivrmbergas

Sertifikato priedas
Registravime Nr, DD GOOTESZE 0001
Alaskaitos Nr. 12018179 o

Gamintojas:

Ay mpus Medical Systems Carp.*,
2931 Ishikawa-che.

HACHION-SHI. TOKIIAS 1928507
JAPONI A

ltraukti produkiaj:

- kartu su erdoskopais navdlojami steriliis neakiyvis prictaisal:
- kartu su medicinos diagnostinemis ultragarso vaizdo sistemomis navsdajami sterilis neakiyvvis prietaisai:
- karty sy endoskopais maidojami steriliis endoskopinio gvdymo prictaisai,

Data: 20130415

Notifikuotoj jstaigs
Spaudas’
‘Parasas’
InZinierius O, Masyr



Vertimas 15 angly kathos
[.TOV Rheinland & logotipas]
EB atitiktics sertifikatas

Tarvbos direknvyva 934V ERR, 1 priedas, shyrus 4 skirsn
Visisko kokybeés uztikrinimo sistema
Medicinos prictaisa

Registravimo Nr. HD 60078827 D0
Ataskaitos Nr. [2018179 001

Gamintojas:

AHvmpus Medical Systans Corp,
2051 Ishikawa-cho,

HACHION-SHL TOKIIAS 1928307
JAPONLIA

Prisdukiai:
Medicinos endoskopiniy sistemu, diagnostiniy. chirarginiy ir gvdvmo produkty projekiavimas ir vestymas

bei gamyba (7. jraukies produktus ir papildomas viewas prieduose).

Pakeidia parvirtinima. kurio registravimo Ne, HD 60026867 0001

Galioja iki 2017-11.02

Notifikuotaji jstaiga patvirting, kad nurodyii produkiai tenking Dircktyvos 93 =B priedo. iskyrus 4
skirsni. reikalavimus, Nurodytas gamintojas vra jdieges ir taiko kokvbeés uztikrinimo sisteme. kuri yra
periodiskai prizifirima, kaip apibrezta minétos divektyvos 1 priedo 5 skirsmyje. Norint rinkai tickti 1 klases
prictaisus, keriems taikomas 3is sertifikatas. yra reikalingas EB tipinio pavyzdiio patikrinimo sertifikatas.
auradytas 1 priedo 4 skirsnyje.

2 SATY A

[sigabiojime data: 20130413

Data: 2013-04-13

Notifikuotsi istaiga
ASpaudas’
{Paraias’
tnzinierius O Masur

UV Rieinland LGA Products GmbH*, Tillystrafie 2, 9043 | Niurnbergas
LTUV Rheintand L.GA Products GmbH* vra notifikuotoji staiga pagal Direktyva 93 42/CEB del medicines pristaisy,
identifikavimo numerls 0197,



[.TOV Rheinland © logotipas]
Dok, 173 versija 0
TUV Rheinland LGA Products GribH, Pilfvstraiie 2, 90431 Ninmbergas

Sertifikaro priedas
Registravimo N HD 60078827 D001
Ataskaitos Nr. 12018179 00

Gumintajas:

Asmpus Medical Systems Carp.™,
2951 Ishikawa-che.

HACHION-SHL TORUAS 192-8307
JAPONIIA

ltraukti papildomi centrai:

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

Monolith biurss
Shinjuku Monolitl, 2-3-1 Nishishinjuku. Shinjuku-kn
Tokijas 163-0914. Japonija

Centrinds pirkimu centras Knbaun
S27-1 Ohvira, Odakura, Nishige-mura, Nishishirakawa-gun.
Fuhushima 961-8061. laponiia

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

Centrinis pirkimy centras Ajzu
300 Muranishi, Niidera Monden-machi, Atzmuwakamatsi-shi,
Fukushima 965-8320. Japonija

Diata: 201 3-04-15

Nottikuotoll jstaiga
‘Spaudas’
{Paratas/

InFinierius . Masur



[ UV Rheinland® [ogotipas]
Dok, 273, versija .0
STUV Rheinland LGA Products Gmbi™, Tillystreafie 2, 90431 Niumnbergas

Serttfthato pricdas
Registravisno Ne, HD 60078827 00
Ataskaitos Ny, 12018179 001

Gamintojas:

SOvmpus Medical Syaems Carp.™,
2931 Ishikawa-cho,

HACHION-SHL TOKIIAS 1928507
JAPONIA

Hraukti papildomi centra

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

Caamybos padalinys
2-248-1 Okkenvki, Kuroishi-shi. Aomort 036-0357, Japoniia

Dats: 201304215

Notilikueton staiga
{spaudas
Parakas!
Inzinterius (1 Masur



[ TUV Rheinland &~ fogotipas]
Dok, 343, versija 0

LTUW Rheinland LGA Products GmbH?, Tillystrafie 2, 90431 Niurnbergas
Sertifikate nriedas
Registravimo Nr. HD 60078827 0001
Ataskaitos Nr. [2018179 041

Gamintajas:
LHvmpus Medical Systems Carp.t,

2951 Ishihawa-cho.

JAPONIIA

Trraukti produktat

- kapsuliniar endoskopai ir sistemos:
- diagnostines ultragarso vaizdo sistemos;
- medicinos endoskopinds sistemos:
- endoshopai:
- endoskopinio gydyme prictaisai;
- vaizdo apdorejimo jranga:
- pompes endoskopijai
- Svieses Salon;
- padéties nustaymo prictaisai;
= elektrinia Siluminio prideginimo prietaisa;
- integruotos endochirurgines sistemos:
Endoskopinio reguliavimo / kontrolés prietaisai.
- elektrochirurgijos franpa:
- zondai i keitiklial ultragarsiniams Htotriptoriams.
- laparoskopinial duju ipiitimo prictaisai;
- ultragarsing chirurging jranga:
- dezinfekavimo prietaisai,

Duara: 2013-04-15

Notifikuotogi jstaiza
Spaudas/
/Parasas’

Inzinterius O Masur



Fertimas i angly kathos
[-FUV Rheindand € fogotipas|
Sertifikatas

TUV Rheinland LGA Products Gmbl
sertifikavimo jstaiga

patvirting, kad

SOlympus Medical Svstems Corp™
2951 Ishikawa-chao.
HACHION-SHL TOKIIAS 192-8507
JAPONIIAL

vea jdiegusi ir taiko medicinos prietaisy Kokybes vadybos sistema apimanéia:
Zr.apimtj ir papildomus centrus pricduose.

“atetkti rodymai patvirtina. kad EN ISO 134852012 ir EN 180 13485: 20 2AC2002 reikalavimai vra
tenkinami, Kokybés vadybos sistemos prieziiira vykdoma kasmet.

Sertifikato registravimo Nr. SX 60078826 0001
Auditas atlekmx f\hzxk‘ﬁ;{ux Nr. 2018179 001
Sertifikatas galiaja iki 2007-11-02

Sertifikavimo fstaiga
Spaudas’

SParudas’

Inzimerins O, Masur

Data; 2013-04-15

LTUV Rheinland LGA Products Cimbl

Tel, +40U221806-1371, fuks, +4922 1806 39; vauv.com/safety




[.TOV Rheinland ® logotipas)
Dok, 1716 versija 0

STOV Rbeintand LGA Products GmbH™, TillvsiraBe 2, 90431 Niumbergas
Priedas
Registravimo Ny, SX 60078826 DOUI
Ataskaitos Nr. 12008179 001

Chrpanizacii

SObvmpos Medical Systems Corp.”
2951 Ishikawa-cho,

HACHIOI-SHI, TORIIAS 192-8507
FAPONIIA

Apimtis:

Endoskopy. endoskapinio gydyme prietaisu. Sviesos Saftiniy. vaizde apdorajime franges, endoskopo padéties
mstalymo - priciaisy,  clektriniy Sitluminio prideginine prictisu. integruony endochirerginin  sistemy.
endoskopiniy reguliavimo 7 kontroles priemisy. endoskopijos kamery / pompy 7 monitorig |/ lzistuvy
elektrochirurgijos  jrangos. kKapsubings  endaskopijos  sistemuy. laparoskopiniu dujy jpiitimo  aparatu,
diagnostiniy ultragarse  vaizdo aparatu. dezinfekavimo  prictaisy ir ultragarsinés  chirurgijos  irangos
projektlayimas, vysivimas, gamvba ir aplarnavimas,

Ultragarsiniy Ietriptoriy zondy ir keitiklig projektavimas, vvstymas ir gamyba,
Ultragarsiniy litotriptoriy aplarmavimas,

{(Tesinys Dok, 2/16)

Sertilikavimo istaiga

‘Spaudas/

MParasas!

Inzinierius O, Maszur

Data; 2013-04.13



[ 10UV Rhbeinlands™ logotipas]
Dok, 2716, versijn .0
UV Rheinland LGA Products GmbH®, TillystraBe 2. 90431 Niurnbergas

Priedas
Registravimo Nr. SX GOUTES26 000
Ataskaitos Ne, 12018179 001

Orpanizaciia:

SOlympus Medieal Svstems Corp.
2951 Ishikawa-cho,

HACHICH-SHE TORKIAS 192-8307
JAPONLIA

Apimtis: (Dok. 16 tesinvs)

Sterifiv neakovviu prictaisy, naudojamy kartu su endoskopais, steriliv endoskopinio gydvmo prictaisy,
navdojanny karte su endoskopais. steriliy neakovyiy prietaisy, nandojamy kary su medicines diagnostinémis
ultragarso vaizdo sistemomis, ir vandens talpos, vandens tiekimo vamzdelio, vandens pumpavimo vortovo ir
pormpos kojinio pedalo projekiavimas, vestvmas ir gamyhba,

Sertibhavimo jstaiga
Spaudas’
fParasas’
Inzinierius O Masur

Data: 20130415



LTUV Rbeinland®* fogotipas]
Dok, 3716, versija 0
WTTV Rheinland LGA Products GmbH™, Tillvstralie 2, 90431 Niurnbergas

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

Organizacija

SObvmpus Medical Svstems Corp
2851 Ishikawa-cho.

HACHIGH-SHL TOKIIAS 1928307
JAPONTIA

Aptotis: ftruukiami produkiai ir papildomi centrai

Ishikawa biuras
2931 Ishikawa-cho. Hachioji-shi, Tokijas 192-8507. Japonija

Apimiis:

Endoskopy. endoskopinio gyvdymo prietaisu. Sviesos Saltiniy, vaizdo apdorojimo jrangos. endoskopo padéties
nustatymo  prietaisy, clekiriniy Siluminio prideginimo prietaisu, integruoty  endochirurginiy — sistemu.
adoskopiniy reguliavimo 7 Kontrolés prictaisy. endoskopijos kamery / pompy / moenitoriy 7 leistuva,
elektrochirurgijos  jrangos, kapsulinés  endoskopijos  sistemy,  laparoskopiniy  dujy  ipuitime  aparaty,
diagnostiniy  ultragarse vaizdo aparaty, dezinfekavime prietaisy ir ultragarsinés chirurgijos  frangos
projekiavimas i vvstvimas, kokybés uztikrinimas ir planavinas.

Ultragarsiniy hietriptorin zondy ic keitiklin projebiavimas ir vystymas,
Liltragarsiniy Htotriploriu aptamavimas (fesinvs Dok, 4716

Sertifikavimo jsiaiga
fSpaudas’
Paraias/
fnzinierius O, Masur

Data: 20130415



[LTUV Rheinland %~ fogotipas |

Dok, 716, versija 0

"~

LTOV Rheinland LGA Products GmbH>, T lysiralie 2. 90431 Niurnbergas

Priedas
Registravimo N, SX 60078826 000
Alaskattos Nr, 12008179 00}

Organizacija:

~Olympus Medical Systems Carmp.™
2951 Ishikawa-cho,

HAUHIGI-SHL TORIIAS 1928507
JAPONITA

Apinitis: frsukti produktai ir papildomi central

Ishikawa hivras
2951 Ishikawa-cho. Hachioji-shi, Tokijas 192-8507. Japoniia

Apimtis (Dok. 316 tesiny s)

Vandens talpos. vandens tiekimo vamedelio, vandens pumpavime voZtuvo ir pompos kajinio pedalo, sterilin
neaktyviy prietaisy, nasdojmy kartu su endoskopais, steriliy endoskopinio gvdyma prietaisu, nandojamy
Rartu su endoskopais. ir steriliy neakiyviy prietaisy. naudojamy karu su medicinos diagnostinémis ultragarse
vaizde sistemomis, projektavimas ir vystymas, kokybés uztikrinimas ir planavimas,

Sertifikavime jstaiga
Apaudas

Parasas/
Iezimerius O, Masur

Dyata: 2013-04-15



LTUV Rheinland®e logotipas|
Dok, 3716, versija .0
IOV Rheinland 1.GA Products GmbH®, Fillystrafle 2, 90431 Niurnbergas

Pricdas
Registravimo Nr. SX 60078826 0001
Ataskailos Nro 120185170 01

Organizacija:

~Olympus Medical Systems Corp.™
2951 Ishikawu-cho,

HACHION-SHL, TOKLIAS 192-8507
JAPONIIA

Apimitis: itraukti produktai i papildomi centrai

Monalith biuras
Shinjuku Manolith, 2-3-1 Nishishinjuku, Shinjuku-ku
Tokijas 162-0914, Japonija

Apimiis:

Pristatymao operacijy palaikymas, vietinés rinkos stebéjimo veikla, infrastruktiiros priezifirn, aplamavimas
(thskyrus vienkartinius priciaisus) ir klienty informavimas apic endoskopus, endoskopinio gvdvmo
prictaisus, Sviesos Saltinius, vaizdo apdorojimo jranga. endoskopo padeties nustatymo prietaisus, clektrinius
Siluminio prideginimo  prictaisus, integruotas endochirurgines sistemas,  endoskopinius  reguliavime /
kontralés prietaisus, endoskopijos kameras / pompas / monitorius 7 leistuvus, elektrochirurgijos jrangq.
kapsulines endoshopijos sistemas. laparoskopinius duju jpiitime aparatus, diagnostinius ultragarso vaizdo
aparatis, dezintekavimo prietaisus ir ultragarsings chireraijos franga (tesinys Dok, 6716}

Sertifikavime istaiga
Sapaudas/
Parasas’
InZinicrius O, Masur

Pata: 201 3204-15



[.TUV Rheinland®* jogotipas]
Dok, o716, versija .0
LTUV Rheinfand LOGA Products GmbH®, TiilvstralBie 2. 90431 Nijurnbergas

Priedas

Registravimo Nr. SX 60078826 D001
Ataskaitos Ne. 12018179 0]
Crrganizacija

SOlympus Medical Ssstems Corp”
2951 Ishikawa-cho,

HACHIOJ-SHEL TORKIJAS 1928507
JAPONUA

Apimiis: jtragkt produktai ir papildomi centrai

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

Apimiis (Dok, 5716 tesinys):

Pristatymo operaciju palaikymas, vietinés rinkos stehéjimo veikla, infrastruktiiros priezifiva. aptarnavimas
(isskyrus vienkartinius prietaisus) ir klienty informavimas apie vandens talpa. vandens tekimo vamzdel],
vandens pumpavimo voZtuva ir pompos kajini pedala. sterilivs neaktyvvius prictaisus. naudojamus Kartu su
endoskopais, sterilivs endoskopinio gydymo prietaisus, naudojamus kartu su endoskopais, ir sterilius
neaktyvius prictaisus. naudojamus karu su medicinos disgnostinémis ultragarso vaizdo sistemomis.

Sertifikavimo jstaiga
fSpaudas’
Parasas/
InZzinierius O, Masur

Data: 2013-04-158



[.TOV Riwinlandd Jugotipas]
Brok. 7716, versiju 0
~TUV Rheinland LGA Producis GmbH>, Tillystrafle 2, 90431 Niwmbergas

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

reanizaciju

~Olvmpus Medical Systems Corp,™
2951 Ishikawa-cha,

HACHIGH-SHI, TOKIIAS 192.8547
JAPONIIA

Aptarmavimo centras
3-9 Okamivamsa. Odakura, Nishigo-mura
Nishishirakawi-gun. Fukushima 961-8061, Japonija

Apimiis;

Endoskopy. endoskopinio gvdymo prietaisu. $viesos saltiniu. vaizdo apdorojime jrangos. endoskopo padéties
nustatymo  prietaisy. elektriniy  Siluminio  prideginimo prietaisy, integruoty  endochirurginiy  sistemuy,
endoskapiniu regulisvimo / kontrolés prictaisy. endoskopijos kamery 7 pompu / menitoriy / leistuv,
clektrochirurgijos jrangos.  kapsulinés  endoskopijos sistemuy, laparoskopiniy  duju  {pitimo  aparaty,
diagnostiniy  uliragarso  vaizdo aparaty.  dezinfehavime priciaisy ir ulirsgarsinés  chirurgijos jranzos
aplarnavimas,

Sertifikavimo jstaiea
fSpaudas
Parasas’
Inzinierivs O, Masur

Data: 20130415



L.TUV Rheinfand®* ogotipas]
Dok, 8716, koregunta 0
LTUV Rheinland LGA Products GmbH®. Tillystrabie 2, 90431 Niwrnbergas

Priedas
Registravimo Nr. SX 60078826 000 ]
Alaskaitos Nr. 12018179 o0

Organizacija:

LMympus Medical Systems Corp,™
2951 Ishikawa-cha.

HACHION-SHL TORIAS 192.8507
JAPONLIA

Apimitis: graukti produktai ir papildomi centrai

Centrinis pirkimuy ceniras Kobaun
327<) Ohira. Odakura, Nishigo-mura
Nishishirakawa-gun, Fukushima 9618061, Tapaniia

Apimtis:

Pirkimu skyriaus administavimo. pirkimo ir nupirkty daliy priemimo. dali iy saugoiimo ir platinimo veikla,
susijusi su endoskopats. endosk pinio gydymo prietaisais, Sviesos Saltiniais, vaizdo u;hlurganw jranga,
endoskopo padéties nustatvmo prietaisais. elektriniais Situminio prideginimo  prietaisais, integruotomis
uuﬁmhxmrs-mum\ sistemomis. endoskopiniais reaulisvimo / kantroles prietaisais, endoskopijos kameromis /
pompomis ¢/ monitoriais 7 leistuvais, elektrochirurgijos jranga, kapsulinemis endoskopijos sistemomis,
laparaskuopiniais dujuy jpitimo aparstais, diagnostiniais ultragarso vaizdo aparatais. dezinfekavimo prictaisiis
ir ultragarsings chirurgijos jranea (1 tesinys Dok, 9716,

Sertifikavimo istaiga
Spatedys
Paragas’
dinierius O, Masur

Data: 2013.04-15



LUV Rieinland® ™ logotipas)
Dak. 916, versiia 0

SOV Rheinland LGA Products GmbH™, Tillystrafie 2. 90431 Niumbergas

Pricdas
Registeavimo Nr. SX 60078826 001

Ataskaitos Nr. 12018179 DUl

Oreanizaciji

LObvmpus Medical Syvstems Corp”

U shikawa-cha,

HACHIOJ-SHE TOKIAS 192-8507
TAPONLIA

Apimtis: jrpokt produktad i papildomi cenirai

Centrings pirkimy centras Kobaun
527-1 Ohira, Odakura, Nishigo-mura
Nishishirakaw g-gun. Fukushima 961-8061. Japonija

Apimtis (Dok. 8/16 1esinys):

Pirkimy skyriaus sdministravimo. pirkimo iv nupirkto daliy priemime. daliu saugejime iv platinimo veikla,
susiust su vandens talpa, vandens tekimo vamedeliv. vandens pumpavime voztuve ir pompos Kojiniu
pedalu, steriliais neaktvviais prietaisals, naudojwmais hartu su endoskopais, steriliais endoskopinio pvdyme
prictaisais. naudojamais kartu su endoskopais, ir sweribiais neakivyiais prictaisais, naudojamais karu su
medicines diagnostinemis ultragarso vaizdo sistemaomis,

Sertifikay imu jstuiga
{Spandas’

Parasas/

Inzinierius O. Masur

Diata: 2013-04-1

Ly



[.TUV Rheinland & C ogotipas|
Dok W6, versija 0

STTIV Rheinland LGA Products GmbH™, Tillystralic 2. 90431 Niurnbergas
Priedas

Registravimo Nr. SX 60078826 0001
Ataskaitos Ne 12018179 pog

Oraamizacijn

<Olympus Medical Svatems Corp.”
2951 Ishikawa-cho,

HACHIOJ-SHE TOKIIAS 192-8507
JAPONIIA

Apimtis: jtraukti produkiai ir papifdomi centrai

Cemrings pirkimy centras Shirakawa
3-1 Okamivama, Odakusa, Neshigo-mura
Nishishirukawa-gun, Fukushima 961-8061. Japonija

Apimtis;

Endoskoepy. uzdm!mpmm gyvdyme prietaisy, Sviesos Saltiniy, vaizda apdorajino jrangos, endoskope padéties
nustalymo prietaisiy. elekiriniy  Slaminio prideginimo  prietaisy, Hnwz‘num endochirurgin m sistemuy.
sﬂdwi\upmm regubiavimo / Kontrolés prietaisy, endoskopijos kamery / pompy ¢ monitorig £ O leistuvy,
elekirachirurgijos  jrangos.  kapsulings endoshopijos  sistenny, laparoskapiniu - dujy iphtime  aparaty.
diagnostiniy ulragarse vaizdo apamm dunx chavimo prictaisy iv ultragarsinés chirurgijos jrangos daliy
sipniinms ir platinimas (tesinys Dok, 117160

Sertifikavimo jstaiga
Spandas/
‘Parasas/
Indinderius O, Masur

Pata: 201304415



LUV Rhginlandie lopntipas]
Dok, 1 H6. versia 0
STUV Rhcinland LGA Products Gmbl™, THlystralle 2, 90431 Niuurnbergas

Pricdas
Registravimo Nr. SX 60078826 001
Ataskaitos N 120018179 003

Organizacija:

Olympus Medical Svstems Comp™
24937 Ishikawa-cho,

HACHION-SHL TOKIIAS 192-8507
JAPONLIA

Apimtis: jteaukii produkiai ir papildomi centrai

Centrinis pirkinmyg centras Shirakawa
3-1 Okamiyama, Odabura. Nishigo-mura
Nishishirakawa-goun. Fukushima 961-8061, Japonija

Apimtis (Dok, 10716 tesing
Vandens talpos, vandens tiekimo vamzdelio, vandens pumpavimo voztuvo ir pompos hojinto pedalo, steriliy
neaktyviy prietaisy, navdojamu kartu su endoskopais, steriliy endoshapiniv gvdymo prictaisy, naudojamu
kartu su endoskopais, ir steriliv neakivviy prietaisy, navdajamy karu su medicinos diagnostinémis uliragarse
vaizdo sistemomis daliy saugojimas ir platinimas.

Sertifikavimo jstaiga
{Spaudas’
/Paraias’

lsginierius O, Masur

Drata: 2013.04-45



! Rheinland 7 Jagotipas|
Dok, 6, versija .0
~TUV Rheinland LGA Produets GmbH~, Tillystralie 2. 90431 Nigrnbergas

Priedas
Registravimo Nr. SX 60078826 000 |
Ataskaiton N, 120018179 001

Organizacija:

LOlympus Medical Systems Carp.
2951 Ishikawa-cho.

HACHIGU-SHE TOKITAS 192-8507
JAPONIIA

Apimtis: ftraukti produkitai ir papildomi centrai

Centrinis pirkimy centras Ajzu
300 Muranishi, Niidera Monden-machi
Aizuwakamatsu-shi. Fukushima 9635-8520. | laponija

Apimbis;

Endoskopy. endoskopinio gydyme prictaisy. Sviesos Salliniy, vaizdo apdorojimo frangos. endoskapo padéties
nustatymo  prietaisy,  elektriniy  Siluminio prideginimo prictaisy,  intes gritn u;dmh;mrmmu sistemy,
endoskopiniu reguliavimo / kontroles prietaisy, endoskopijos kamery ¢ pompy monitoriy 7/ leistvy,
clektrochirorgijos  irangos. kapsulings endoskopijos sistemin. laparoshopiniy duju jpiitimo  aparaty.
diagnostiniy ultragarso vaizdo aparaty, dezinfekavimeo ;’nraetms& ir ultragarsinés chirurgijos jrangos daliy
saugajimas trp&htmunm{tgszm\[‘)ﬂk 3161,

Sertifikavimo jstaiga
Spaudas/
Parasas?
Inzinierios O Masur

Dt 201304415



[TUV Rheinland®~ logotipas]
Dok, 13716, versiia 0
LTOV Rheinland LGA Products GmbH™, Tillvstrabe 2, 90431 Niurnbergas

Pricdas
Registravimo Ne. SN 60078826 0001
Atashaitos Nr. 12018179 001

Organizacija:

Llvapus Medical Systems Carp ™
2951 Ishikawa-cho.

HACHIOH-SHIL TOKIIAS 192-8507
JAPONLIA

Apintis: jtraukti produkiai ir papildomi centr
Centrints pirkimy centras Aiza

300 Muranishi, Niders Monden-machi
Adzuwakamatsu-shi, Fukushima 965-8520. Japonija

Apimtis (Dok. 12716 tesinys):

Vandens talpos, vindens tiekimo vamzdelio, vandens pumpavimo voHuve ir pompas kojinia pedalo. steriliy
neakbyviy prietaisu. naudojamy kartu su endoskopais. sterifiy endoskopinie pydvmeo prietaisu, naudajamy
kartu su endoskopais, ir steriliy neaktyviu prietaisy, navdojamy karu su medicinos diggnostinénus ultragar
vaizdo sistemomis daliy saugojimas ir platinimas.

Sertifikavimo istaien
Spaudas’

Paraias/’

tazinierius £, Masur

Prata:; 2013-04-15



[.TOV Rheinland &+ logotipas}
Dok, 14716, versija 0
STUV Rheinland LGA Products GmblH=, TillvstraBie 2, 90431 Niurnbergas

Priedas
Registravimo Nr. SN 60078826 1001
Adaskaitos Neo 120018179 (41

Oraganizacija

SO0ympos Medical Svstems Corp”
2951 Ishikawa-cha,

HACHIOJ-SHL TOKIAS 192-8507
TAPONIIA

Apimtis: ftraokti produkial ir papildomi centrai

Centrinis pirkimu centras Kawasaki
31 Tanabeshinden. Kawasaki-ku, Kawasaki-shi.
Kanagawa 2100856, Japonija

Apimitis:

Endaskopu. endoskopinio gydyma prietaisu. §viesos saltiniu, vaizdo apdorojimo jrangos, endoskopo paddties
nustatymeo  prictaisy. elekiriniy Siluminio prideginime  prietaisy.  integruoty  endochirurginiy  sistemu,
endoskopiniy reguliavimo 7 Kontralés prictaisy. endoskopijos kamery / pempy ¢ monitoriy 7 leistuva,
elektrochirurgijos  jrangos. kapsulings  endoskopijos  sistemm.  luparoskapiniy dujn jpitime  aparaty.
diagnostiniy ultragarso vaizdo aparaty. dezinfekavimo prictaisy i ultragarsinés chirurgijos irangos daliy
sangopinas ir platiiimas (lesinvs Dok, 13716),

Sertifikavimo jstaiga
/Spaudas/
Paratas’
Inzinierius O, Masur

Data: 2013-04-15



[..TOV Rheinland ™ Jogotipas)
Pok. 15716, versijn 0
LTOV Rheinland LGA Products GmbH®, Tillystralie 2, 90431 Niurnbergas

Priedas
Registravimo Nr, SX 600788260001
Avgskaitos Nre [Z018179 001

Organizactja:

SOlvepus Medieal Systems Corp
2951 Ishikawa-cho,

HACHIOJ-SHL TOKUAS 192-8507
JAPONIIA

Apimitis: traukts produkiai ir papildomi centrai

Centrins pirkimy centras Kawasaki
3-1 Tanabeshinden, Kawasaki-ku, Kawasaki-shi,
Kanagiwwa 2 HO-0836, Japonija

Apimitis (Dok. 14706 1esinvsy:

Vandens talpos. vandens tiekimo vamzdelio. vandens pumpavimo voztuve ir pompos kojinio pedalo, steriliy
neaktyviy prietaisy. naudojamy Kartu sy endoskopais, steriliy endnskopinio gydymo prietaisu, naudojamy
kartu su endoskopais. ir steritiy neaktyviy prietaisu. naudojamu karu su medicinos diagnostinémis ultragarso
vatedo sistemomis daliy saugoiimas ir platinimas.

Sertilikavimo [slaiga
‘Spaudas’
Parasas!
InZinterius O Masur

Data: 2013-04-15



LTOV Rheinland £ logotipas]
Dok 16716, versija 0
JTUV Bheinbind LGA Products GmbH=, Tillysiralie 20 90431 Niumbergas

Priedas
Registravimo Nr. SX 60078826 000
Asaskaitos Nr. 12008179 001

Organizacija:

SOy mpus Medical Systems Corp.”
2951 Ishikawa-cho,

HACHION-SHEL TORIIAS 192-8507
JTAPONEIA

Apimtis: jraukti produktal ir papildomi centra

Camvbos padalings
2-248-1 Okkonoki. Koroishi-shi, Acmori 036-0357, laponiia

Apimfis:
Produkeijos perdavimo palaikymo veikla

Sertifikavimo jstaigs
ISpaudas/
IParatas’
tnZinterius O, Masu




DECLARATION OF CONFORMITY(MDD)

OLYMPUS

1. Manufacturer

2. Address

3. Model

4. Name of product
5. Serial or Lot No.

6. Classification

OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cha, Hachioji-shi, Tokyo 192-8507 Japan

OLYMPUS CF-H185L/L

EVIS EXERA HI COLONOVIDEOSCOPE

CF-H185L:from 2200001 to /CF-H1851:from 2200001 to

Class [Ta

7. Authorized representative in EU

Name

Address

Olympus Furopa Holding GmbH
Wendenstr, 14-18 20097 Hamburg, Germany

We bereby declare that the above mentioned product complies with the requirements of EC
Directive 93/42/EEC(MDD)under the sole responsibility as a legal manufacturer. This Declaration of Conformity is
valid in manufactured devices with the above Serial/Lot number.

This declaration is based on : MDD, Annex I1.3

8. Notified Body Approval

Issued by
Address

9. Applied Standards
Place
Signature
Name

Title

Date

TUV Rheinland LGA Products GmbH (0197)

Tillystrasse 2, D-90431 Niirnberg, Germany

Refer to the Essential Requirements Checklist for above mentioned product.

2851 Ishikawa-cho, Hachioji-shi, Tokyo, Japan

s fwna

Ed

Susumu Nishina
Chief Manager

Market Quality Administration
Regulatory Affairs & Quality Assurance Department

2013/01/16

[N-OIS D28001 Appendix 3]



Vertimas i§ angly kalbos j lietuviy kalbg

/logotipas/

ATITIKTIES DEKLARACIJA (MDD)

SOy A S R e

Gamintojas »OLYMPUS MEDICAL SYSTEMS CORP .
Adresas 2951, Ishikava-cho, Hachioji-shi, Tokijas, 192-8507 Japonija
Modelis »OLYMPUS CF-H185L/I*

Produkto pavadinimas ,,EVIS EXERA III“ KOLONOSKOPAS

Serijos arba partijos Nr. CF-H185L nuo 2200001 iki / CF-H185I nuo 2200001 iki

Klasifikacija IIa klasé

Igalioti atstovai ES

Pavadinimas ,»Olympus Europa Holding GmbH*

Adresas Venderstr. 14-18 D-20097 Hamburgas, Vokietija

Mes, kaip teisétas gamintojas, pagal i§imtine atsakomybe kartu deklaruojame, kad auk3¢iau
paminétas produktas atitinka ES direktyvoje 93/42/EEB (MDD) nustatytus reikalavimus. Si atitikties
deklaracija galioja pagamintiems prietaisams su auk$&iau paminétu serijos arba partijos numeriu.
Si deklaracija pagrjsta: MDD, I1.3 priedas

Notifikuotos institucijos patvirtinimas

ISdave »TUV Rheinland LGA Products GmbH (0197)“
Adresas Tillystrasse 2, D-90431 Niurnbergas, Vokietija
Taikomi standartai  skaitykite ,,Esminiy reikalavimy kontrolinj sgrasa*, skirta auk$¢iau paminétam
produktui.
Vieta 2951, Ishikava-cho, Hachioji-shi, Tokijas, Japonija
Parasas /paraSas/
Pavardé Susumu Nishina
Pareigos Vyriausiasis vadybininkas

Rinkos kokybés administracija

Reglamentavimo ir kokybés uZztikrinimo departamentas
Data 2013/01/16

(N-OIS D28001 3 priedas)



ULYMPUS

Olympus Sverige Aktiebolag, bendrové jsteigta ir veikianti pagal Svedijos teise
Duomenys kaupiami ir saugomi Svedijos imoniy registracijos biure

Registruota buveiné adresu p/d 1816, 171 23 Solna, Svedija, registracijos kodas 556189-2794,
Mokescio mokétojo identifikacinis kodas 9000273809

PVM mokétojo kodas LT100009813015

VSI Karolinigkiy poliklinika
PRIESAIKOS DEKLARACIJA

2016 m. balandZio 19 d., Vilnius

A8, Andrius Simonaitis, asmuo veikiantis pagal jgaliojimq, tvirtinu, kad mano atstovaujama Olympus
Sverige AB Lietuvoje veikianti per filiala ,Olympus Sverige Aktiebolag Lietuvos filialas* (toliau — Tiekéjas
arba Olympus Sverige AB), dalyvaujanti VSI Karolinigkiy poliklinikos atliekamame Medicinos
irangos: kolonoskopo, urofluometro, echoskopo ir medicininiy spinty pirkime (pirkimo numeris
172143, skelbtame 2016 m. kovo 7 CVP IS sistemoje) (toliau — Pirkimas), kuris atlickamas supaprastinto

atviro konkurso biidu atitinka® $iuos Pirkimo salygy 3 punkto 1 lentelés 3.1.1.-3.1.4. eilutése nustatytus
kvalifikacinius reikalavimus:

1. Olympus Sverige AB, kuri yra juridinis asmuo, vadovas ar {ikinés bendrijos tikrasis narys (nariai),
turintis (turintys) teise juridinio asmens vardu sudaryti sandorj, ir buhalteris (buhalteriai) ar kitas
(kiti) asmuo (asmenys), turintis (turintys) teise¢ surasyti ir pasiradyti tiekéjo apskaitos dokumentus,
neturi nei$nykusio ar nepanaikinto teistumo ir dél tiekéjo (juridinio asmens) per pastaruosius 5
metus nebuvo priimtas ir jsiteiséjes apkaltinamasis teismo nuosprendis u dalyvavima
nusikalstamame susivienijime, jo organizavima ar vadovavima jam, uz kySininkavima, tarpininko
ky$ininkavimg, papirkimg, sukéiavima, kredito, paskolos ar tikslinés paramos panaudojimg ne pagal
paskirtj ar nustatyta tvarka, kreditinj suké&iavima, mokes¢iy nesumokéjima, neteisingy duomeny apie
pajamas, pelna ar turtg pateikimg, deklaracijos, ataskaitos ar kito dokumento nepateikimg,
nusikalstamu biidu gauto turto jgijima ar realizavima, nusikalstamu biidu jgyty pinigy ar turto
legalizavimg, dél kity valstybiy tiekéjy néra priimtas ir jsiteiséjes apkaltinamasis teismo nuosprendis
uz 2004 m. kovo 31 d. Europos Parlamento ir Tarybos direktyvos 2004/18/EB dél vieSojo darby,
prekiy ir paslaugy pirkimo sutaréiy sudarymo tvarkos derinimo 45 straipsnio 1 dalyje i$vardytuose
Europos Sgjungos teisés aktuose apibréztus nusikaltimus.

2. Olympus Sverige AB, kuri yra juridinis asmuo, dalyvis, turintis balsy dauguma juridinio asmens
dalyviy susirinkime, neturi neiSnykusio ar nepanaikinto teistumo u? nusikalstama bankrota,

3. Olympus Sverige AB néra bankrutavusi, likviduojama, su kreditoriais néra sudariusi taikos
sutarties, néra sustabdziusi ar apribojusi savo veiklos, arba jos padétis pagal Zalies, kurioje ji
registruotas, jstatymus néra tokia pati ar panasi, néra iSkelta restruktiirizavimo, bankroto byla arba
bankroto procesas néra vykdomas ne teismo tvarka, neinicijuotos priverstinio likvidavimo ar
susitarimo su kreditoriais procediiros arba jai néra vykdomos analogiskos procediiros pagal 3alies,
kurioje ji registruota, jstatymus.

4. Olympus Sverige AB yra jvykd¥iusi isipareigojimus, susijusius su mokeséiy, jskaitant socialinio
draudimo jmokas, mokéjimu pagal 3alies, kurioje ji registruota, ar 3alies, kurioje yra perkanioji
organizacija, reikalavimus. Tiekéjas laikomas ivykdZiusiu jsipareigojimus, susijusius su mokeséiy,
iskaitant socialinio draudimo jmokas, mokéjimu, jeigu jo nejvykdyty isipareigojimy suma yra
maZzesné kaip 50 eury.

aliotas atstovas . Andrius Simonaitis
g

(Tiekéjo arba jo jgalioto asmens (ParaSas) (Vardas ir pavarde)
pareigy pavadinimas)

! Pastaba. Tiekéjas atitiktj kvalifikaciniams reikalavimams pagrindia priesaikos deklaracija remiantis Pirkimo salygy 3.1 punkto 1 pastabos
nuostatomis ir atsizvelgiant i tai, kad Tiekéjo registracijos valstybéje oficialiy institucijy i¥duodami dokumentai neapima visy Pirkimo
salygy kvalifikaciniy reikalavimy keliamy Kausimy.



OLYMPUS EVIS EXERALII

Your Vision, Our Future

CF-H185L/I

Routine colonoscopy at its best ~ featuring HDTV and variable stiffness.




CF-H185L/

Main features

HDTV image quality

With the new EVIS EXERA Il system, HDTV image quality enables observation

of the mucosa and capillaries in much more detail,

NBI (Narrow Band Imaging)

NBI'in EVIS EXERA lIl 185 series scopes provides twice the viewable distance
of EVIS EXERA I 180 series scopes and offers much greater contrast between
blcod vessels and mucosa. The greatly improved performance of NBI opens up
exciting new clinical applications and reinforces NBI's position as the standard

of care for Gl endoscopy.

Variable stiffness

Variable stiffness helps to prevent the endoscope from re-looping, for example
at the sigmoid colon, and also allows the stiffness of the scope to be adjusted

on a case-by-case basis in order to meet the unigue anatomical needs of each
patient or the handling preferences of the physician.

Close focus

Close focus enables you to obtain an enlarged, close-up image simply by
moving the scope tip as close as 2 mm from the mucosa.

Waterproof One-touch Connector

A new connector design minimises the effort required for set-up prior to and in
between cases. In addition, it is fully submersible and eliminates the need for a
water-resistant cap and the associated risk of an expensive repair due to

accidental immersion.

Specifications

Optical system

P
140° e ,,/f'
Forward viewing

2100mm 8

Figld of view

Direction: of view

Depth of field

Insertion section

T

Distal end outer diarneter
Distal end enlarged

Otgective joris. Airwster roazie

Avalary vatsr chael

Right

Instumant channe! zutiet

Down

Insertion tube outer diameter 128 mm = — 5
Y- L: 1680 mm1: 1330 mm

Working length

Instrument channel

Channel inner diameter

3.0 mm from the distal eng

()

Direction from which endotherapy accessories

enier and exit the endoscopic image

Bending section

(‘u;naov 2,4,%
/7 ) Downisos
/] mgnier Y 4 7

Angulation range

]

Total length
Compatible gs'deo system center OLYMPUS CV-190
EVIS EXERA system  Xenon light source OLYMPUS CLV-190 / 7

Specifications, design and accessories are subjact to changs without any notice or obligation on the part of the manufacturer,

OLYMPUS

OLYMPUS EUROPA HOLDING GMEBH
Postbox 10 43 08, 20034 Hamburg, Germany

Wendenstrasse 14-18, 20097 Hamburg, Germany
Phone: +49 {0}40 237 730, Fax: +49 {0)40 230 761

www.olympus-guropa.com

£0429292 - 5.000 - 0113+ PR



OLYMPUS EVIS EXERA I

Your Vision, Qur Future

CF-H185L/1

Geriausia jprastiné endoskopija —- HDTYV ir skirtingi standumai.

1
v

W



s

CF-H185L/1

Pagrindinés savybés

HDTV vaizdo kokybe
Naujosios EVIS EXERA Il sistemos HDTV vaizdo kokybe suteikia galimybe kur
kas geriau apzidreti gleiving ir kapiliarus.

NBI (siauros juostos vaizdo stebéjimo sistema)

,EVIS EXERA llI" 185 serijos endoskopy NBI technologija uztikrina dvigubai
didesnj matomg atstuma, lyginant su ,EVIS EXERA II* 180 serijos endoskopais, ir
kur kas geresnj kraujagysliy ir gleivinés kontrastg. Itin pagerintos SSE savybés
atveria naujas jdomias klinikinio panaudojimo galimybes ir sustiprina SSE, kaip
skrandzio ir Zarnyno endoskopijos standarto, pozicijas.

Skirtingas standumas

Del skirtingo standumo endoskopas negali sudaryti dvigubuy kilpy, pavyzdziui,
sigminéje Zarnoje; endoskopo standuma galimg reguliucti kiekvienos apzidros
metu, kad jis atitikty unikalius atominius kiekvieno paciento poreikius ar gydytojo
darbo specifikg.

Artima fokusuoté
Artima fokusuoté suteikia galimybe i§gauti padidinta vaizdg i$ arti tiesiog
priartinus endoskopo galiukg 2 mm atstumu iki gleivines.

Vandeniui nelaidi ,one-touch® jungtis

Dél naujo modelio jungties papras&iau sureguliuosite prietaisg prie$ procedirg ir
tarp proceddry. Be to, jungtis visidkai panardinama, tad nebereikia vandeniui
atsparaus dangtelio ir nebelieka pavojaus, kad, atsitiktinai panardinus, prireiks
brangiai kainuojancio remonto.

Specifikacijos :2
Optikos sistema  Matomumo laukas 140¢ -~
Vaizdo kryptis Vaizdas j priek] 3
Lauko gylis 2-100mm — 4 T
jvedamoji dalis Tolimojo galo iSorés skersmuo 12,8 mm \
Padidintas tolimasis galas ~ 6

Objektyvo lgsis Orofvandens purkstukas ’_/,—/
Aukstyn

Papildomas kanalas vandeniui
| desine [ kairg = Te— ;7“ ,';?
Instrumenty kanalo lizdas Sviesolaidzio lesis
Zemyn N

/
Lanks¢ioji dalis I§linkio intervalas {/ Aukityn 180° f "(;/.: '/

I

P4
jvedimo vamzdelio iSorés skersmuo 12,8 mm S

é c() Zemyn 180° _~
Darbinis ilgis ) eeL: 1680 mm; I: 1330 mm 7 7 |deding 160°/ ,{;f{ 2
Instrumenty kanalas Kanalo vidaus skersmuo & 3,7mm ¢ i kaire 160“\/
MazZiausias matomas atstumas 3,0 mm nuo tolimojo galo  ligis i$ viso L: 2500 mm; I: 1655 mm o
Kryptis, nuo kurios endoterapijos priedai Suderinamos Vaizdo sistemos centr. ,OLYMPUS CV-190* ;/ A
iveda ir iveda endoskopinj vaizda »EVIS EXERA“ Ksenono 3viesos $alt. .OLYMPUS CLV-180" / /,'/ - /
sistemos s

Specifikacijos. dizainas ir priedai gali biiti keiCiami nepranesus ir be jokiy jsiparcigojimy i 2amintojo pusés.

Aogotipas/  OLYMPUS EUROPA HOLDING GMBH*
P.d. 10 49 08, 20034 Hamburgas, Vokietija
Wendenstrasse 14-18, 20097 Hamburgas, Vokietija
Telefonas: +49 (0)40 237 730, faksas: +49 (0)40 230 761

www.olympus-curopa.com ED429282 - 5,000 01113 - PR



| 2.1 Terminija ir funkcijos

B Valdymo dalis, jleidZiamoji dalis

Endoskopo modelis: visi modeliai

2 skyrius
FREROTS 2k

ks
1

41/2’4«*’?%:;@7@@
A

GIF-H185, CF-H185L/I OLYMPUS
PROCESO VADOVAS

Gaminio numeris:

14
LT-8602221



