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EC - DECLARATION OF CONFORMITY
EG - KONFORMITATSERKLARUNG

Manufacturer:
Hersteller:

Product designation:
Produktbezeichnung:

Article {REF) No. / Article name:
Artikel (REF) Nr. / Artikeiname:

Beginning with Serial No. / Lot:
Beginnend mit Serien Nr. / Lot

Product classification:
Produktklassifizierung:

Olympus Surgical Technologies Europe
Olympus Winter & Ibe GmbH

Kuehnsir. 61 /22045 Hamburg / Germany
P.O.Box 70 17 09/ 22017 Hamburg / Germany
Phone: +49 (40) 6 69 66-0 / Fax: +49 (40) 6 69 66-2109

Cystoscopes, Rigid
Zystoskop, starr

A20903A, Obturator, 17 Fr., for A20911A
A20903A, Fiillstab, 17 Ch., fiir A209114

167TW

Medical device class | (Annex IX / Rule 5)
Medizinprodukt der Klasse | {Anhang IX / Regel 5)

This declaration was made in solo responsibility of the manufacturer,

Diese Erkigrung wurde in alleiniger Verantwortung des Herstellers ersielit.

The stated product complies with the requirements of following European Directives:
Das angegebene Produkt erfillt die Anforderungen der folgenden Européischen Richilinien:

The declaration is based on:
Die Erkigrung bezieht sich auf:

The conformity with the directive

93/42/EEC | Annex VI

93/42/EWG / Anhang Vii Medizinprodukterichtinie

(s) is given by the following standards:

Die Konformitat mit der Richtlinie / den Richtlinien s gegeben durch die Einhaltung der folgenden Normen:

Harmonised European
Standards:

Harmonisierte Europédische Neormen:

National Standards:
Nationale Normen und Vorschriften:

Notified body

for products of class Is, Im, lla, lib:
Benannte Stelle

fir Produkte der Klasse: Is, im, ila, jib:

Place, Date:
Ort, Datum:

Signature:
Unterschrift:

DocID  DOC_100-053-786_de G0
Belongs to GOP:  GOP-03.03

o

-

TUV Rheinland LGA Products GmbH
TillystralRe 2, 90431 Nirnberg, Germany
Registration-No./Nr. 0197

Hamburg,

i
Department Manager Requlatorv Affairs

Ce

Medical Device Directive

Basic Temp ID: GTEMP_0.1 _032 en-de_vD1
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OLYMPUS

To whom this may concern,

Declaration on Re-Classification of OSTE Medical Devices under
MDR EU 2017/745
& Class | Medical Devices already placed on the market under MDD

93/42/EEC

We,

Olympus Winter & Ibe GmbH
KuehnstraRe. 61

22045, Hamburg

Germany

as the Manufacturer of the articles mentioned in Annex | and I, herewith declare that these devices

can still be placed on the market and or put into service based the following facts:

MDR Article 120 (3)

based on the devices intended purpose, for some MDD class | devices, an ‘up-classification’ is
necessary.

The transitional provisions established under Article 120 (3) of the MDR also apply to devices that
were Class | under the MDD and will require the involvement of a notified body for the first time under
the MDR. Under certain conditions, these devices can continue to be placed on the market until May

2024,

All the articles in Annex | that Olympus Winter & Ibe has assessed as being subjected to up-
classification under MDR will reguire the involvement of a notified body for the first time under the

MDR. Consequently, Olympus Winter & Ibe believes it is correct to let these class | devices be placed
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on the market under MDD until compliance with MDR is achieved, latest May 2024.

MDR Article 120 (4)
Additionally, the Class | products in Annex Il are already placed on the market and can be lawfully

put into service as defined in MDR article 120 (4).

Annex | — Re-Classified Products List

Article No Description
A70954A Trocar spike, 4 mm, triangular
A70955A Trocar spike, 4 mm, blunt
A70958A Guiding rod, 4 mm
A70955A Cover, for trocars, for lavage
A70974A Trocar spike, 2.7 mm, triangular
A70975A Trocar spike, 2.7 mm, blunt
A70978A Trocar spike, 2.7 mm, triangular, short
A70979A Trocar spike, 2.7 mm, blunt, short
AT7517 Trocar spike, 1.9 mm, 50 mm, triangular
A7519 Trocar spike, 1.9 mm, 50mm, stumpf
A20902A Obturator, 21 Fr., for A20933A
A20903A Obturator, 17 Fr., for A20911A
A20904A Obturator, 19.8 Fr, for A20912A
A20905A Obturator, 21 Fr., for A20913A
A20906A Obturator, 22.5 Fr., for A20914A/-34A
A20807A Obturator, 25 Fr., for A20915A
AZ0908A Obturator, 15.5 Fr., for A20930A
A20909A Obturator, 17 Fr., for A20931A
A20910A Obturator, 19.8 Ch., for A20916A
A20976A Bridge, one way
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A20977A Bridge, two way
A20978A Bridge, for 4 mm telescope, cystoscope
A2421 Grasping forceps, toothed, 5 Fr. x 640 mm, flexible
A2422 Grasping forceps, rat tooth, 5 Fr. x 640 mm, flexible
A2423 Biopsy forceps, 5 Fr. x 640 mm, flexible
A2499 Biopsy forceps, 5 Fr., semi-flexible
A2500 Grasping forceps, 5 Fr., semi-flexible, standard
A2574 Grasping forceps, 5 Fr. x 600 mm, semifiex., double action
A2575 Grasping forceps, 5 Fr. x 600 mm, mouse tooth, semiflex.
A2576 Scissors, 5 Fr. x 600 mm, semiflexible, one-sided
A2577 Biopsy forceps, 5 Fr. x 600 mm, semiflexible
A2580 Grasping forceps, 3 Fr., for stone fragments, flexible
A37015A Grasping forceps, 5 Fr. x 340 mm, semiflexible
A37016A Biopsy forceps, 5 Fr. x 340 mm, semiflexible
A4824 Biopsy forceps, 5 Fr., semiflexible
A4825 Grasping forceps, shark teeth, 5 Fr., semiflexible
A4826 Scissors, 5 Fr., semiflexible
A4327 Grasping forceps, mouse tooth, 5 Fr., semiflexible
A4828 Hook forceps, 5 Fr., semiflexible
A4829 Grasping forceps, shark teeth, 7 Fr., semiflexible
A4830 Scissors, 7 Fr., semiflexible
A4831 Grasping forceps, mouse tooth, 7 Fr., semiflexible
A4832 Biopsy forceps, 7 Fr., semiflexible
A4833 Hook scissors, 7 Fr., semiflexible
00121 Grasping forceps, 7 Fr. x 330 mm, flexible
00122 Grasping forceps, 9 Fr. x 330 mm, flexible
00123 Biopsy forceps, 7 Fr., flexible
00124 Biopsy forceps, 9 Fr., flexible
00125 Grasping forceps, 9 Fr. x 330 mm, flexible
00129 Scissors, 9 Fr. x 330 mm, flexible
WAG3810A Grasping forceps, toothed, with lumen, 3.25 x 400 mm
* P T i
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WAB3813A Grasping forceps, with lumen, 3.25 x 400 mm
WAB3815A Grasping forceps, toothed, 3.25 x 400 mm
WAB3817A Grasping forceps, three-nail, with working channel 1.1 mm, 3.5 x 400
mm
WAGB3819A Grasping forceps, three-nail, 3.25 x 400 mm
A4767 " Obturator, 5 mm
A5650 Grasping forceps, needle holder, 5 x 300 mm, inline handle
AS698 Grasping forceps, needle holder, 5 x 300 mm, curved, inline
WAS6900A Grasping forceps, needle ho]de[', 5 x 300 mm, inline handle, with self-
alignment
A3661 Punch, for bladder stones, optical
A3550 Working element, for A3551
A3560 Obturator, for A3551, 4 Fr. channel
WA33025A Obturator, for WA33035A/37A
A22261A Curette, 24-28 Fr., 12° and 30°
ADOS561A Guiding tube, for probes, with retractor
ADOD562A Guiding tube, for probes
A22081A Obturator, 24 Fr.
A22082A Obturator, 26 Fr.
A22083A Obturator, 28 Fr.
A22085A Obturator, deflecting tip, 24 Fr.
A22086A Obturator, deflecting tip, 26 Fr.
A22087A Obturator, deflecting tip, 28 Fr.
A22093A Bridge, for 70° telescope and resectoscope
A3408 Adapter, optical forceps in resectoscope sheath
WT218700 Articulated arm, L shaped stand, 470 x 170 mm
WT218705 Clamp socket, for articulated arm
WT218711 Adapter, for basic frame
WT218720 Adapter, for retractor, endoscope or mouth gag
WT630400 Chest support, 340 mm support rod, 95 mm ring
WT630500 Support rod, 240 mm, 95 mm ring
WT640021 Adapter, 4 mm instrument to FK-WO TORS
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Laryngo pharyngoscope "FK-WO TORS", basic frame, with adapter for

Wiloaa chest support
WT645006 Light clip "FK-WO TORS", lateral light-guide connector
WT645010 Adapter, for retractor blade for cheek retraction, 2 pcs.
WT645011 Retractor blade "FK-WO TORS", for cheek retraction, curved, 2 pcs.
WT645013 Retractor blade "FK-WO TORS", for tongue retraction, curved
WT645016 Retractor blade "FK-WO TORS", frc:gr:?ngue retraction, curved, cut-out
WT645017 Retractor blade "FK-WO TORS", for tongue retraction, curved, cut-out
left
WT645020 Retractor blade "FK-WO TORS", for mandible retraction
WT645025 Suction tube "FK-WO TORS", 4 mm, angled
WT645030 TORS blade "FK-WO TORS", acc. to Weinstein-O'Malley, S, left
WT645031 TORS blade "FK-WO TORS", acc. to Weinstein-O'Malley, S, right
WT645032 TORS blade "FK-WQ TORS", acc. to Weinstein-O'Malley, L, left
WT645033 TORS blade "FK-WO TORS", acc. to Weinstein-O'Malley, L, right
B150134A CelonFootSwitch LF

FSW991.067.003

CelonFootSwitch

A02908A Attachment, for CYF, 3-way stopcock, quick lock
A0S555 Syringe, 150 ml, with flexible clamping cone
A0556 Syringe, 150 ml, with clamping cone
ADS558 Spare cylinder, for AD555
ADS559 Spare cylinder, for AD556
00162 Adapter, for bladder catheter with cone
00242 Adapter, for 00241
03653 Spare glass, for 03657
03657 Evacuator, acc. to Ellik
03664 Tube, with cone, for 03657
03665 Pressure ball, for 03657

WA33026A Adapter, OES Pro outer sheath to Ellik and syringe
A2250 Overflow tube, for suprapubic overflow controller
AB1020A Adapter, for AB1000A-A81042A, autoclavable
WA33039A Attachment, with stopcock, for WA33036A

Managhwy Ceectors: Or Ay
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Annex Il — Class | Products already placed on the market before 2021-05-25

OLYMPUS
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WD00280A - Identification unit Endoscan3
WDO00158A Steam condenser for ETD Double
WD00117A Basket for flexible endoscopes, for ETD Double
WDO0159A Pump for drainage, for ETD Double
WDO0O0152A Clamping pieces for distal end of endoscopes, for ETD Double
WA37025B Adapter meatus stopper to A37025A
WB990278 Handpiece CELON ELITE ProCut
AD547 Protection tube for 3 mm telescopes
A0206 Sealing cap 4 mm, 10 pieces
AD286 Sealing cap kink protection, 0.4 mm, black, 6 pieces
A0223 Sealing cap 1.6 mm, 10 pieces
A0313 Sealing cap for 5 Fr., 3-ply lamella, 10 pieces
WA2P400A Protective tube 4 mm telescopes
AO0O01A Valve 5.5 mm, instrument channel, 10 pcs.
A0282 Sealing cap 7 Fr., 3-ply lamella, 10 pcs.
A0205 Sealing cap 3.2 mm, 10 pieces
WAB3821A sealing cap 0.7 mm, for WAB3817A,, grey, 20 pcs.
00201 Sealing cap 2.8 mm, 10 pieces
A03442A Spare-sealing ring HiQ+ for shaft, 20 pcs.
AS5333 Eyepiece cup quick lock
AD258 Sealing cap 0.1 mm, 6 pieces
WAS51188A Sealing ring large, for HiQ+ suction/irrigation tube, 10 pcs.
ADQ482A Sealing ring set, red, 26 Fr., for resection sheath
A4559 Valve for 3.5 mm and 5.5 mm trocar tube, 10 pcs.
AD400 Sealing cap blue, for Luer-lock, 6 pcs.
ADQ481A Sealing ring set, yellow, 24 Fr,, for resection sheath
Managing Cweciors: Or. Anars Rogpan (Execuriva rlnw. 5 an '.ﬂ‘e,-.:r—\- A
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A0387 Sealing cap 0.7 mrm, black, 10 pieces
A03440A Sealing cap 2.2 mm, 10 Stiick

A4558 Sealing cap green, for 3.5 mm trocar tube, 10 pcs.
ADD507A Sealing ring set, transparent, black

00131 Sealing cap 0.7 mm, 10 pieces

WAS51187A Sealing ring for HiQ+ suction/irrigation tube, 10 pcs.

A03441A Spare-button HiQ+ for shaft, 10 pcs.

AD38% Finger ring silicone, for "HiQ+"

A5858 Sealing cap 7 mm, 10 pcs.

A5857 Sealing cap 3 mm, 10 pcs.

Name:
Title: General Manager Regulatory Affairs EMEA
Date: 01.10.2021
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ES prohlaseni o shodeée

Olympus Surgical Technologies Europe
Olympus Winter & Ibe GmbH

Kuehnstr. 61 / 22045 Hamburg / Némecko
P.O. Box 70 17 09/22017 Hamburg / Némecko
Telefon: +49 (40) 6 69 66-0

Fax: +49 (40) 6 69 66-2109

Vyrobce:

Oznaceni zdravotnického prostredku:  Cytoskopy, rigidni

Zdravotnicky prostredek ¢. (REF)/

nazev zdravotnického prostredku: A20903A, obturator, 17 Fr, pro A20911A

Zacatek ciselné rady: 167W

zdravotnicky prostiedek tfidy |

Klasifikace: (pfiloha IX, pravidlo 5)

Prohlaseni ¢ini na vlastni vyhradni odpovédnost vyrobce.

Uvedeny zdravotnicky prostredek je ve shodé s pozadavky
nasledujicich evropskych smérnic:

smérnice 93/42/EHS o zdravotnickych prostfedcich,

Smeérnice: priloha VII

Shoda s uvedenou smérnici (smérnicemi) je dana nasledujicimi normami:

Harmonizované evropské

normy: +
Narodni normy: -/-
Oznameny subjekt TUV Rheinland LGA Products GmbH
(pro zdravotnické prostiedky  TillystraBe 2, 90431 Nirnberg, Némecko
ze tfidy Is, Im, lla, lIb): Registraéni ¢.: 0197
Misto / datum: v Hamburgu dne 05.08.2016
Podpis: [podpis]
vedouci pro regulaéni zaleZitosti
Jan-Michael Kriiger
Dokument &.: DOC_100-053-786_de_00 Podkladovy dokument ¢.: GTEMP_0.1_032_en-de_v01

Dokument je soucasti: GOP-03.03

Olympus Surgical Technologies Europe Strana 1z 1
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[logo OLYMPUS]
Datum: 01.10.2021

Teém, koho se to tyka

Prohlaseni o zméné klasifikace zdravotnickych prostiedki
Olympus Surgical Technologies Europe (OSTE)

podle nafizeni Evropského parlamentu a Rady (EU) 2017/745
o zdravotnickych prostiedcich (,,MDR")

a zdravotnickych prostredkd tfidy I jiz uvedenych na trh podle
Smeérnice Rady 93/42/EHS o zdravotnickych prostredcich (,,MDD*)

My,

Olympus Winter & Ibe GmbH
Kuehnstral3e 61

22045, Hamburg

Neémecko

jako vyrobce zdravotnickych prostfedku uvedenych v Pfiloze | a ll prohlasujeme, ze tyto
zdravotnické prostfedky Ize naddle uvadét na trh a/mebo do provozu na zakladé
nasledujicich skuteénosti:

Clanek 120 (3) MDR

Na zakladé uréeného Ucelu zdravotnickych prostfedkli se u nékterych zdravotnickych
prostiedku tfidy | podle MDD vyZaduje ,zména klasifikace".

Prechodna ustanoveni stanovena &lankem 120 (3) MDR plati i pro zdravotnické prostiedky,
které podle MDD spadaly do tfidy | a budou vyzadovat zapojeni oznameného subjektu pfi
prvnim uvedeni na trh podle MDR. Za urgitych podminek lze tyto zdravotnické prostredky
nadale uvadét na trh do kvétna 2024.

VSechny zdravotnické prostiedky v Pfiloze |, u kterych spolecnost Olympus Winter & Ibe
vyhodnotila, Ze podléhaji zméné klasifikace podle MDR, budou vyzadovat zapojeni
oznameného subjektu pfi prvnim uvedeni na trh podle MDR. Spoleénost Olympus
Winter & Ibe ma proto za to, Ze je spravné uvadét tyto zdravotnické prostiedky tfidy | na trh
podie MDD do dosazeni shody s MDR, nejpozdéiji do kvétna 2024.

OLYMPUS SURGICAL TECHNOLOGIES EUROPE
Olympus Winter & Ibe GmbH, KuehnstraBe 61, 22045 Hamburg, Némecko, P.Q. Box 70 17 09, 22017 Hamburg, Némecko
telefon: 40 6 669 66-0, fax: +49 40 669 66-2109, www.olympus-oste.eu
Jednatelé spole¢nosti: Dr. André Roggan (vykonny jednatel), Kazutaka Eguchi, Dr. Christian Meyer, Akihiro Taguchi, Constantin Zangemeister,
Reinhard Zentner
Spolecnost registrovana u soudu: Amtsgericht Hamburg HRB 16 328
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Clanek 120 (4) MDR

Zdravotnicke prostfedky tfidy | v Pfiloze Il jsou navic jiz uvedeny na trh alze je zakonné
uvadeét do provozu podle ¢lanku 120 (4) MDR.

Pfiloha | — Seznam zdravotnickych prostfedk( se zménou klasifikace

prostiodek ¢ Popis
A70954A Bodec trokaru, 4 mm, trojhranny
A70955A Bodec trokaru, 4 mm, tupy
A70958A Vodici ty¢, 4 mm
A70959A Trokarové pouzdro, pro lavaz
A70974A Bodec trokaru, 2,7 mm, trojhranny
A70975A Bodec trokaru, 2,7 mm, tupy
A70978A Bodec trokaru, 2,7 mm, trojhranny, kratky
A70979A Bodec trokaru, 2,7 mm, tupy, kratky
A7517 Bodec trokaru, 1,9 mm, 50 mm, trojhranny
A7519 Bodec trokaru, 1,9 mm, 50 mm, tupy
A20902A Obturator, 21 Fr, pro A20933A
A20903A Obturator, 17 Fr, pro A20911A
A20904A Obturator, 19,8 Fr, pro A20912A
A20905A Obturator, 21 Fr, pro A20913A
A20906A Obturétor, 22,5 Fr, pro A20914A/-34A
A20907A Obturator, 25 Fr, pro A20913A
A20908A Obturator, 15,5 Fr, pro A20930A
A20909A Obturator, 17 Fr, pro A20931A
A20910A Obturator, 19,8 Fr, pro A20916A
A20976A Kohout, jednocestny

OLYMPUS SURGICAL TECHNOLOGIES EUROPE
Olympus Winter & Ibe GmbH, KuehnstraBe 61, 22045 Hamburg, Némecko, P.O. Box 70 17 09, 22017 Hamburg, Némecko
telefon: 40 & 669 66-0, lax: +49 40 669 66-2109, www.olympus-oste.eu
Jednatelé spole¢nosti: Dr. André Roggan (vykonny jednatel), Kazutaka Eguchi, Dr. Christian Meyer. Akihiro Taguchi. Constantin Zangemeister,
Reinhard Zentner
Spoletnosl registrovana u soudu: Amtsgericht Hamburg HRB 16 328
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A20977A Kohout, dvoucestny
A20978A Kohout 4 mm na teleskop, cytoskop
A2421 Klesté uchopovaci, ozubené, 5 Fr x 640 mm, flexibilni
A2422 Klesté uchopovaci, krysi zub (Rath Tooth), 5 Fr x 640 mm, flexibilni
A2423 Klesté bioptické, 5 Fr x 640 mm, flexibilni
A2499 Klesté bioptické, 5 Fr, semiflexibilni
A2500 Klesté uchopovaci, 5 Fr, semiflexibilni, standardni
A2574 Klesté uchopovaci, 5 Fr x 600 mm, semiflexibilni, dvojita akce
A2575 Kleé-té ug:l'_nopovaci. 5 Fr x 600 mm, mysi zub (Mouse Tooth),
semiflexibilni
A2576 Nuzky, 5 Fr x 600 mm, semiflexibilni, jednostranné
A2577 Klesté bioptické, 5 Fr x 600 mm, semiflexibilni
A2580 Klesté uchopovaci, 3 Fr, na Ulomky kamenu, flexibilni
i i A37015A Klesté uchopovaci, 5 Fr x 340 mm, semiflexibilni
A37016A Klesté biopticke, 5 Fr x 340 mm, semiflexibilni
1 A4824 Klesté bioptické, 5 Fr, semiflexibilni
; A4825 Klesteé uchopovaci, Zralo¢i zuby (Shark Teeth), 5 Fr, semiflexibilni
| A4826 Nuzky, 5 Fr, semiflexibilni
; A4827 Klesté uchopovaci, mysi zub (Mouse Tooth), 5 Fr, semiflexibilni
A4828 Klesté hakove, 5 Fr, semiflexibilni
E A4829 Klesté uchopovaci, zralo¢i zuby (Shark Teeth), 7 Fr, semiflexibilni
A4830 Nuzky, 7 Fr, semiflexibilni
A4831 Klesté uchopovaci, mysi zub (Mouse Tooth), 7 Fr, semiflexibilni
A4832 Klesté bioptické, 7 Fr, semiflexibilni
A4833 Klesté hakové, 7 Fr, semiflexibilni
00121 Klesté uchopovaci, 7 Fr x 330 mm, flexibilni
00122 Klesté uchopovaci, 9 Fr x 330 mm, flexibilni
00123 Klesté bioptické, 7 Fr, flexibilni
00124 Klesté bioptické, 9 Fr, flexibilni
00125 Kle&té uchopovaci, 9 Fr x 330 mm, flexibilni
00129 NuZky, 9 Fr x 330 mm, semiflexibilni
WAGB3810A Klesté uchopovaci, ozubené, s lumenem, 3,25 x 400 mm

OLYMPUS SURGICAL TECHNOLOGIES EURQOPE
Olympus Winter & Ibe GmbH, KuehnstraBe 61, 22045 Hamburg, Némacko, P.O. Box 70 17 09, 22017 Hamburg, Némecko
telefon: 40 6 B69 66-0, fax: +49 40 669 66-2109, www.olympus-oste.eu
Jednatels spoletnosli: Dr, André Roggan (vykonny jednatel), Kazutaka Eguchi, Dr. Christian Meyer, Akihiro Taguchi, Constantin Zangemeister,
Reinhard Zentner
Spolegnost registrovana u soudu: Amtsgericht Hamburg HRB 16 328
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WAB3813A Klesté uchopovaci, s lumenem, 3,25 x 400 mm
WAB3815A Klesté uchopovaci, ozubeng, 3,25 x 400 mm
WAB3817A ;Igs;iggrxfnovacs, trojzubé, s pracovnim kandlem 1,1 mm,
WAB3819A Klesté uchopovaci, trojzubé, 3,25 x 400 mm
A4767 Obturator, 5 mm
A5690 Klesté uchopovaci, drzak jehly, 5 x 300 mm, rovna rukojet
A5698 Klesté uchopovaci, drzak jehly, 5 x 300 mm, zahnuté, rovna rukojet
wseaoon | KEEE iehonovac Ak e 5300 i, o kG
A3661 Klesté na drceni mocovych kamenu, optické
A3550 Pracovni prvek k A3551
A3560 Obturator k A3551, kanal 4 Fr
WAS33025A Obturator k WA33035A/37A
A22261A Kyreta, 24-28 Fr, 12° a 30°
AD0561A Vodici hadiCka k sondam, s retraktorem
A00562A Vodici hadi¢ka k sondam
A22081A Obturator, 24 Fr
A22082A Obturator, 26 Fr
A22083A Obturator, 28 Fr
A22085A Obturator, zahnutéa Spicka, 24 Fr
A22086A Obturator, zahnuta $picka, 26 Fr
A22087A Obturator, zahnuta Spicka, 28 Fr
A22093A Kohout k teleskopu a resektoskopu 70°
A3408 Adapter, optické klesté v pouzdru resektoskopu
WT218700 Kloubové rameno, stojan ve tvaru L, 470 x 170 mm
WT218705 Svérka ke kloubovému ramenu
WT218711 Adaptér k zakladnimu ramu
WT218720 Adapter k retraktoru, endoskopu nebo Ustnimu rozvéradi
WT630400 Hrudni rozvérac, ty¢ rozvérace 340 mm, krouzek 95 mm
WTE30500 Ty¢ rozvérace 240 mm, krouzek 95 mm
WT640021 Adaptér, 4 mm, instrument k FK-WO TORS

OLYMPUS SURGICAL TECHNOLOGIES EUROPE

Olympus Winter & ibe GmbH, KuehnstraBe 61, 22045 Hamburg, Némecko, P.O. Box 70 17 09, 22017 Hamburg, Némecko

Jednatelé spolecnosti: Dr. André Roggan (vykonny jednatel), Kazutaka Eguchi, Dr. Christian Meyer, Akihiro Taguchi, Constantin Zangemeister,

telefon: 40 6 669 66-0, fax: +49 40 669 66-2109, www.olympus-oste. eu

Reinhard Zentner
Spole€nost regislrovana u soudu: Amisgericht Hamburg HRB 16 328
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Laryngofaryngoskop FK-WQ TORS, zakladni ram, s adaptérem

WTeas001 k hrudnimu rozvéradi

WT645006 Svorka k FK-WQO TORS pro konektor bo¢niho svétlovodu
WT645010 Adaptér na brit retraktoru tvari, 2 ks

WT6E45011 Bfit retraktoru FK-WO TORS k retrakci tvari, zahnuty, 2 ks
WT645013 Brit retraktoru FK-WO TORS k retrakci jazyka, zahnuty
WT645016 \!lajli:terze;gktoru FK-WO TORS k retrakci jazyka, zahnuty, s pravym
WT645017 \?;:-te rg;ixktoru FK-WO TORS k retrakci jazyka, zahnuty,.s levym
WT645020 Bfit retraktoru FK-WO TORS k retrakci mandibuly

WT645025 Odsavaci hadicka FK-WO TORS, 4 mm, zahnuta

WT645030 Brfit TORS k FK-WO TORS, Weinstein-O'Malley, S, levy
WT645031 Bfit TORS k FK-WO TORS, Weinstein-O'Malley, S, pravy
WT645032 Biit TORS k FK-WO TORS, Weinstein-O'Malley, L, levy
WT645033 Bfit TORS k FK-WO TORS, Weinstein-O'Malley, L, pravy
B150134A Pedal CelonFootSwitch LF

FSW991.067.003 | Pedal CelonFootSwitch

A02908A Adapter pro flexibilni cytoskop, trojcestny kohout, rychlospojka
AD555 Strikacka, 150 ml, s flexibilni kdnickou svérkou

A0556 Stiikacka, 150 ml, s kdnickou svérkou

A0558 N&hradni valec k A0555

A0559 Nahradni valec k AQ556

00162 Adaptér k mocovému katetru s konusem

00242 Adaptér k 00241

03653 Nahradni sklicko k 03657

03657 Evakuator, Ellik

03664 Hadicka s konusem k 03657

03665 Extrakéni balonek k 03657

WAS33026A Adaptér, externi pouzdro OES Pro k evakuatoru Ellik a stfikacce
A2250 Prepadovy (overflow) katetr k suprapubické derivaci moci
A81020A Adaptéer k A81000A-A81042A, vhodny do autoklavy
WAS33039A Adaptér s uzaviracim kohoutem k WA33036A
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Priloha Il - Zdravotnické prostfedky tridy I jiz uvedené na trh pred 25.05.2021

Zdravotnicky
prostredek ¢.

Popis

WD00280A Identifikacni jednotka Endoscan3

WDO00158A Parni kondenzator k ETD Double

WDO00117A Ko$ k flexibilnim endoskopim k ETD Double

WDO00159A Drenazni pumpa k ETD Double

WDO00152A Svorky k distalnimu konci endoskop( k ETD Double
WA37025B Adaptér k vyuziti jako kompenzace cytoskopu k A37025A
WB990278 Nasadec CELON ELITE ProCut

A0547 Ochranna hadi¢ka k teleskoptim 3 mm

A0206 Tésnici uzavér 4 mm, 10 ks

A0286 Ochrana proti zZlomeni tésniciho uzavéru, 0,4 mm, &erna, 6 ks
A0223 Tésnici uzavér 1,6 mm, 10 ks

A0313 Tésnici uzavér k 5 Fr, trojvrstvy, 10 ks

WA2P400A Ochrann hadi¢ka k teleskopim 4 mm

AOOD01A Ventil 5,5 mm, instrumentovy kanal, 10 ks

A0282 Tésnici uzavér k 7 Fr, trojvrstvy, 10 ks

A0205 Tésnici uzavér 3,2 mm, 10 ks

WAB3821A Tésnici uzavér 0,7 mm k WAG3817A, Sedy, 20 ks

00201 Tésnici uzavér 2,8 mm, 10 ks

A03442A Nahradni tésnici krouzek HiQ+ k rukojeti, 20 ks

A5333 Rychlouzavér okularu

A0298 Tésnici uzavér 0,1 mm, 6 ks

WA51188A Velky tésnici krouzek k HiQ+ sacifirigaéni hadiéce, 10 ks
AD0482A Sada tésnicich krouzku, Eervena, 26 Fr, k pouzdru resektoru
A4559 Ventil k haditce trokaru 3,5 mm a 5,5 mm, 10 ks

A0400 Tésnici uzavér, modry, k luerové spojce, 6 ks

AQ0481A Sada tésnicich krouzku, Zluta, 24 Fr, k pouzdru resektoru
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AQ387 Tésnici uzavér 0,7 mm, &erny, 10 ks
A03440A Tésnici uzavér 2,2 mm, 10 ks
. 2 A4558 Tésnici uzavér zeleny k hadigce trokaru 3,5 mm, 10 ks
? ' A00507A Sada tésnicich krouzkd, prahledna, &erna
00131 Tésnici uzavér 0,7 mm, 10 ks
WA51187A Tésnici krouzek k HiQ+ sacifirigaéni hadice, 10 ks
A03441A Nahradni tlagitko HiQ+ k rukojeti, 10 ks
A0389 Silikonovy krouzek na prst k HiQ+
A5858 Tésnici uzavér 7 mm, 10 ks
L J A5857 Tésnici uzavér 3 mm, 10 ks
[podpis]
Jméno: .

Funkce: vedouci pro regula&ni zalezitosti
pro oblast Evropy, Stfedniho Vychodu a Afriky (EMEA)
Datum: 01.10.2021







